T WORLDWIDE

CLINICAL STUDY AGREEMENT

by and between

Worldwide Clinical Trials Limited, with a
principal place of business at located at
Waterfront House, Beeston Business Park,
Beeston, Nottingham, NG9 1 LA, United
Kingdom (Hereinafter known as “WCT”) on
the first part

and

Tricida, Inc., a Delaware company, 7000
Shoreline Court, Suite 201, South San
Francisco, CA 94080 U.S.A. (Hereinafter
known as “Sponsor’) on the second part

and

Vseobecna fakultni nemocnice v Praze, with
registered seat at U Nemocnice 499/2, 128 08
Praha 2, Identification Number (IC):
00064165, VAT No (DIC): CZ 00064165,
bank account No. 24035021/0710, represented
on the basis of a power of attorney XXX
(Hereinafter known as the “Institution”) on
the third part

STUDY: A clinical research study entitled “A
Phase 3b, Randomized, Double-
blind, Placebo-controlled Study to
Evaluate the Efficacy and Safety of
XXX (Hereinafter known as the
“Study”)

Introduction
WHEREAS, Sponsor has contracted with
Worldwide Clinical Trials, Inc, to coordinate
and/or perform certain activities in regards to
the Study, including, but not limited to,

SMLOUVA O PROVEDENI KLINICKE
STUDIE

uzaviena mezi

Worldwide Clinical Trials Limited, se
sidlem na adrese Waterfront House, Beeston
Business Park, Beeston, Nottingham, NG9 1
LA, Spojené kralovstvi, (dale jen jako
»WCT*) na strané jedné

a

Tricida, Inc., a Delaware company, 7000
Shoreline Court, Suite 201, South San
Francisco, CA 94080 USA (dale jen
,Zadavatel*) na strané druhé

a

Vseobecna fakultni nemocnice v Praze,
adresou U Nemocnice 499/2, 128 08 Praha 2,
IC: 00064165, DIC: CZ 00064165, bankovni
spojeni:  24035021/0710, zastoupena na
zakladé plné moci XXX (dale jen jako
»Zdravotnické zarizeni*) na strang tieti

STUDIE: Klinickd vyzkumna studie
nazvana ,,Randomizované, dvojité zaslepené,
placebem kontrolované klinické hodnoceni
taze 3b zkoumajici UCinnost a bezpecnost
ptipravku XXX “ (dale jen jako ,,studie®)

Uvod
VZHLEDEM K TOMU, ZE zadavatel povetil
spole¢nost Worldwide Clinical Trials, Inc.,
koordinaci a/nebo provadénim urcitych
Cinnosti  tykajicich se studie, zejména
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negotiation and assistance with the execution
of contracts, payments, monitoring, and audits
required for the conduct of the Study.

vyjednanim a pomoci s uzaviranim smiuv,
provadénim plateb, provadénim monitorovani
a auditi potfebnych k provedeni studie.

Schedule of terms wused within this | Pfehled vyrazi pouZitych v této smlouvé

Agreement

Agreement This Clinical Study | Smlouva: Smlouva o provedeni klinické
Agreement comprising the studie obsahujici podminky
terms and conditions and all a vSechny pfilohy k ni.
attachments  or  exhibits
hereto.

Affiliates: Any entity that controls, is | Pfidruzené
controlled by or is under | spole¢nosti: Kazdy subjekt, ktery ovlada
common control with—that smluvni strana, je ovladan smluvni
Party. “Control” means the stranou nebo je spolecné se smluvni
possession, directly or stranou ovladan. ,,Ovladanim* se
indirectly, of at least 50% of obecné rozumi piimé ¢i nepiimé
the share capital or voting vlastnictvi nejméné 50 % zakladniho
rights or of the power to direct kapitalu nebo hlasovacich prav nebo
or cause the direction of the pravomoci  fidit vedeni nebo
management and policies of nastavovat politiky subjektu, at’ uz
an entity, whether through the prostfednictvim vlastnictvi cennych
ownership of voting papira s hlasovacim pravem nebo
securities, by contract or smlouvy ¢i jinym zptisobem.
otherwise.

Centre The Nefrologicka klinika of | Centrum: Nefrologicka klinika
Institution at which zdravotnického zafizeni, v némz
Investigator will perform the bude zkousejici provadét studii.
Study

Investigator XXX Zkousejici: XXX

Monitor The  representative  (i.e., | Monitor: Zastupce (tj. pracovnik klinického
Clinical Research Associate vyzkumu nebo klinicky monitor)
or Clinical Monitor) zaméstnany zadavatelem, spole¢nosti
employed by Sponsor, WCT WCT nebo jinou agenturou
or other agency appointed by jmenovanou spole¢nosti WCT nebo
WCT or Sponsor who is zadavatelem, ktery je odpovédny za
responsible  for  assisting poskytnuti soucinnosti zkousSejicimu
Investigator with the initiation pii zahajeni studie ve zdravotnickém
of the Study at the Institution zatizeni a za monitorovani pokroku a
and for monitoring the provadéni studie zkousejicim.
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Protocol

Study Drug

Study Staff

Study subject

progress and performance of
the Study by Investigator
thereafter

The document entitled XXX
governing the conduct of the
Study including any
amendments thereto as may
be issued by Sponsor during
the course of the Study, which
are incorporated herein by
this reference.

Regulatory Binder The file containing copies

of the Protocol, Study-related
correspondence and
Document regulatory
documentation

The investigational study
drug XXX formulated as
described in the Protocol
(hereinafter be referred to as
“Study Drug”). The Protocol
may require that a placebo
(microcrystalline  cellulose)
be administered and other
drug or medication, and such
placebo, other drugs or
medications shall hereinafter
be referred to as “Clinical
Supplies”.

All  personnel performing
services on the Study under
the direct supervision and
instruction of Investigator,
including, but not limited to
sub-investigators, study
coordinators, study nurses,
employees, agents and/or
subcontractors of Institution.

Any subject/patient who is
properly enrolled and
participating in the Study.
For  purposes of this
Agreement, a subject/patient

Protokol: Dokument nazvany XXX
upravujici provadeéni studie vcetné
jeho dodatkd, které je zadavatel
opravnén vydat v prabéhu studie
ajez se timto stavaji jeho nedilnou
soucasti.

Soubor dokumentti vyzadovanych kontrolnimi
urady: Slozka obsahujici kopie
protokolu, korespondenci souvisejici
se studii a dokumentaci vyZadovanou
kontrolnimi ufady.

Hodnoceny ptipravek:

Zkoumany léCivy pfipravek XXX,
jehoz slozeni je popsano v protokolu
(nadale oznacovany jako ,,hodnoceny
ptipravek®). Protokol muze
vyzadovat podavani placeba
(mikrokrystalické celuldzy) a dalsich
1éka ¢i lécivych piipravkl; toto
placebo, dalsi léky <¢1 léCivé
ptipravky jsou nadale oznacovany
jako ,.klinické materialy*.

Persondl studie: Veskery personal provadejici
sluzby v ramci studie, ktery je pod
pfimym  dohledem  zkouSejiciho
a postupuje dle jeho pokynti, zejména
spoluzkousSejici, koordinatofi studie,
studijni sestry, zaméstnanci, zastupci
a/nebo subdodavatelé
zdravotnického zafizeni.

Subjekt studie: Kazdy subjekt/pacient,
ktery je do studie fadné zatazen
a ucastni se ji. Pro ucely této smlouvy
se ,,fadné zafazenym*
subjektem/pacientem rozumi lidsky
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who is “properly enrolled”
shall mean a human subject
who has met the eligibility
criteria as set forth in the
Protocol and whohas signed
the Study informed consent
form to participate in the
Study

1. Performance of the Study

1.1 Institution shall serve as the premises and
facilities located at where the Study will be
undertaken by Investigator according to the
terms and conditions set forth in this
Agreement. Institution guarantees that the
appropriate facilities (including any equipment
but excluding those to be provided by Sponsor
or WCT for the Study) necessary and adequate
for conducting the Study are available at
Institution. Institution and Investigator have
read and understood the Protocol and all the
information in the investigator's brochure
provided by Sponsor, including the potential
risks and side effects of the Study drugs.
Institution represents that Investigator has
appropriate experience in the diagnosis and
treatment of patients with XXX, that it has
authorised Investigator and Investigator’s
Study staff to conduct the Study at Institution
within  the Nefrologické kliniky, and
acknowledges that WCT, on behalf of and as
an agent of Sponsor, has entered into a separate
agreement with Investigator and Study staff for
the conduct of the Study at Institution, and the
Principal Investigator will be reimbursed
based on terms and conditions referred to in
this separate agreement. Institution represents
and warrants it has sole responsibility for
ensuring that the Centre complies with the
terms of this Agreement and shall be fully
liable for any breach by Centre
thereof.Institution represents and warrants that
it has obtained, and will maintain for the term
of the Agreement, all licenses, authorizations,
approvals and reviews required by any state, or
local governmental authority or by Institution

subjekt,  ktery  splnil  kritéria
zpisobilosti stanovena protokolem

a ktery podepsal formular
informovaného souhlasu s ucasti ve
studii.

1. Provadéni studie

1.1  Zdravotnické  zafizeni  poskytne

prostory a zafizeni v misté, kde bude

zkousejici studii v souladu s podminkami této
smlouvy provadét. Zdravotnické zafizeni
zarucuje, ze ve zdravotnickém zatizeni budou
k dispozici vhodné prostiedky a zafizeni
(v€etné vybaveni, vyjma toho, které ke studii
poskytne zadavatel nebo spolecnost WCT)
potfebné¢ k provadéni studie. Zdravotnické
zafizeni a zkouSejici si precetli protokol a
veskeré informace v souboru informaci pro
zkousejictho pfedané zadavatelem, vcetné
potencidlnich  rizik avedlejsich  ucinku
hodnocenych ptipravkd, aporozuméli jim.
Zdravotnické  zafizeni  prohlasuje, Ze
zkouSejict ma patiicné zkuSenosti
s diagnostikou a lé€bou pacientl s XXX, Ze
schvalilo, aby zkouSejici a persondl studie
provadéli studii ve zdravotnickém zatizeni v
ramci Nefrologickeé kliniky, a bere na védomi,
ze spolecnost WCT jménem zadavatele a jako
jeho zéstupce uzaviela samostatnou smlouvu
se zkouSejicim o provadéni studie ve
zdravotnickém zafizeni, na jejimz zakladé
bude odménén zkousejici a studijni tym za
provedeni studie. Zdravotnické zafizeni
prohlaSuje a =zarucCuje, ze nese vyhradni
odpovédnost za zajisténi toho, aby centrum
splnovalo podminky této smlouvy, a ze je plné
pravné odpovédné za jeji piipadné poruseni ze
strany centra. Zdravotnické zatizeni prohlasuje
a zaruCuje, ze ziskalo a po dobu trvani
smlouvy bude mit v drzeni v§echna osvédcenti,
opravnéni, schvaleni a pfezkumy vyzadované
statnimi nebo mistnimi statnimi tfady nebo
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for performance of activities under this
Agreement.

1.2 Institution shall:

i) provide the facilities necessary for

Investigator and Investigator’s Study
Staff to adequately complete the
Study according to the terms and
conditions set forth in this
Agreement;

i) provide, close to the location or
locations where Study subjects will
be seen at follow-up visits, telephone
equipment which has the capacity to
be used to call an external free of
charge telephone number for the
purposes of contacting the computer
randomization service to register new
Study subjects, to report the receipt
of Study Drug and Clinical Supplies
and to obtain the medication numbers
for each dispensing of Study Drug
and Clinical Supplies;
provide a facsimile machine which
has the capacity to be used to send
serious adverse event reports;

iv) ensure that Investigator has access to
computer hardware and internet
connectivity necessary to operate an
Electronic Data Capture (“EDC”)
terminal that will permit the input of
relevant Study data and documents
and transmission of the same between
Investigator/Institution and Sponsor’s
designee, and (b) train and maintain
sufficient and appropriate staff and
personnel in the operation of the EDC
terminal. Investigator represents and
warrants that he or she will, during the
Study and throughout the term of this
Agreement, be familiar with the
operation of the EDC terminal and
supervise the Study Staff who are
operating the same;

v) ensure that all Study Staff that are
employees or agents of Institution are

i)

zdravotnickym  zafizenim pro provadéni

¢innosti dle této smlouvy.

1.2  Zdravotnické zatizeni:

i) poskytne prostory a zafizeni, které jsou
pro zkousejicitho a persondl studie nezbytné
k dostatecnému provedeni studie v souladu
s podminkami stanovenymi v této smlouvg;

i) pobliz mista nebo mist, kam budou
subjekty studie dochazet na kontrolni
navstévy, poskytne telefonni pfiistroj, ktery
bude mozné pouzit k volani na externi
telefonni Cislo zelené linky za ucelem
kontaktovani pocitacové randomizacni sluzby
k registraci novych subjektii studie, k hlaseni
pfijeti hodnoceného piipravku a klinickych
materiald a k ziskani ¢isel 1éCivych ptipravki
pro kazdy vydej hodnoceného piipravku
a klinickych materialt;

1ii) poskytne faxovy pfistroj, z né¢hoz bude
mozné odesilat zpravy o zavaznych
nezadoucich ptihodach,;

zajisti, ze zkousSejici bude mit ptistup
Kk pocitacovému hardwaru
a internetovému pfipojeni nezbytnému
k provozu terminalu systému Electronic
Data Capture (dale jen ,,EDC*), ktery
umozni zadavat relevantni studijni udaje a
dokumenty  apfedavat je  mezi
zkousejicim /  zdravotnickym zafizenim
a povéfenou osobou zadavatele, a (b)
vyskoli a bude udrzovat dostate¢ny pocet
kompetentnich pracovnikti a personélu
pro provoz termindlu EDC. ZkousSejici
prohlasuje a zarucuje, Ze v pribehu studie
a po dobu platnosti této smlouvy bude
obezndmen s provozem terminalu EDC
a bude dohlizet na personal studie, ktery
terminal EDC obsluhuje;

iv)

V) =zajisti, aby vsichni c¢lenové personalu
studie, ktefi jsou zaméstnanci nebo
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medically qualified, have sufficient
expertise, training, and experience
and all applicable licenses,, and are
made aware of the obligations
contained in this Agreement and are
bound by and comply with such
obligations;

vi) allow Study Staff that are employees
or agents of Institution to be trained
by and work under the direction and
supervision of Investigator to perform
the tasks required by the Study
Protocol and ensure that all such
Study Staff have appropriate
agreements in place to allow
Institution and Investigator to comply
with the terms of this Agreement
(including without limitation,
confidentiality and inventions);

vii) ensure and represents and warrants
that no Study Staff or other
person/entity known to be debarred by
any regulatory authority  with
jurisdiction over the conduct of the
Study or the FDA under the provisions
of any Debarment Statute, in any
capacity, participate in the Study;

viii)notify WCT immediately if any Study
Staff or other person/entity connected
with the Study at the Institution is
debarred or is the subject of a
debarment investigation or proceeding
at any time during the course of the
Study or thereafter;

iIX) to ensure that the appropriate
professional indemnity insurance is
in place for Study Staff in
compliance with Article 45 (2) (n) of
the Act No. 372/2011 on Health Care
Services as amended.

comply with all applicable Legal
Requirements;

Vi)

vii)

viii) okamzité

zastupci zdravotnického zafizeni, byli
kvalifikovanymi zdravotnickymi
pracovniky, méli dostatecnou odbornost,
vzdélani a zkuSenosti a veskerd potiebna
opravnéni avzali na védomi zavazky
obsazené v této smlouvé a byli jimi vazani
a dodrzovali je;

umozni ¢lentim persondlu studie, ktefi jsou
zaméstnanci nebo zastupci zdravotnického
zafizeni, aby byli vyskoleni zkousejicim a
pii  provadéni ukoli pozadovanych
protokolem studie pracovali pod dohledem
a na zakladé pokyni zkousejiciho, a
zajisti, aby vSichni zminéni Cclenové
personalu studie méli v platnosti potfebné
smlouvy, aby zdravotnické zafizeni a
zkousejici mohli dodrzovat podminky této
smlouvy (kromé¢ jiného véetn¢ podminky
tykajici  se  zachovani  duvérnosti
a vynalezl);

zajisti a prohlasuje a zarucuje, Ze se zadny
Clen personalu studie ani  jina
fyzické&/pravnicka osoba, o0 nichz je
znamo, ze jim kontrolni ufad opravnény
dohledem nad provadénim studie nebo
FDA dle ustanoveni predpisu
zakazujictho cinnost zakazal CcCinnost,
nebude bez ohledu na funkci podilet na
studii;

oznami spole¢nosti WCT,
pokud kdykoliv v pribéhu studie nebo po
jejim ukonceni bude ¢lenovi personalu
studie nebo jiné fyzické/pravnické osobé
podilejici se na studii ve zdravotnickém
zafizeni zakdzana Cinnost nebo se tyto
strany stanou predmétem vySetfovani
nebo fizeni o zékazu ¢innosti;

zajisti, aby mé&lo sjedndno pojisténi dle §
45 odst. 2 pism. n) zdkona ¢. 372/2011
Sb., o zdravotnich sluzbach, ve znéni
pozdéjsich predpist;

bude dodrzovat vSechny platné zakonné
pozadavky;
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xi) comply with all applicable anti-
corruption laws, rules, regulations
and decrees and fully cooperate with
all diligence efforts of WCT
inquiring into Institution’s business
and operations in order to satisfy
WCT’s obligations under the United
States Foreign Corrupt Practices Act,
as amended, the UK Bribery Act and
any implementing legislation under
the OECD Convention Against
Bribery of Foreign Government
Officials in International Business
Transactions, and any other similar
laws applicable in the jurisdiction
where the Study is
conducted. Institution represents,
warrants and covenants that it
maintains adequate internal controls
and accurate books and records in
connection to the Study; and

xii) to not solicit, request, or agree to
receive or accept, on behalf of itself or
others, either directly or indirectly,
anything of value, including any
financial or other advantage that is
intended to or designed in any way to
induce or reward the improper
performance by Institution of any
function or activity in connection with
the Study. Furthermore, Institution
and its directors, employees and
agents shall not pay, give, offer or
promise to pay or give, or authorize
the payment, directly or indirectly, of
any money or anything of value to any
government official or employee
inducing that person to do or omit
doing any act in violation of his or her
lawful duty, securing an improper
advantage, or influencing such official
to wuse his influence with the
government to effect or influence the
decision of such government, in order

Xi)

xii)

bude  dodrzovat  vSechny  platné
protikorup¢ni zakony, pravidla, predpisy a
vyhlasky a bude poskytovat plnou
soucinnost  spole¢nosti ~ WCT  pfi
aktivitach provéfovani podnikani a aktivit
zdravotnického zafizeni s cilem naplnit
zévazky spolecnosti WCT dle zékona
Spojenych statil americkych
0 zahrani¢nich korupcnich praktikach,
v platném znéni, zakona Spojeného
kralovstvi o uplatkarstvi adle vSech
provadécich piedpist Umluvy OECD
0 boji proti podplaceni zahrani¢nich
vefejnych Ciniteli v  mezindrodnich
obchodnich transakcich a vSech dalSich
podobnych zakont platnych v pravnim
fadu, v ramci n¢hoz se studie provadi.
Zdravotnické zafizeni prohlasuje,
zarucuje a zavazuje se, ze zavede vhodné
interni kontrolni mechanismy a bude vést
pfesné cetni a jiné zaznamy V souvislosti
se studii; a

nebude zadat, pozadovat ¢i souhlasit, ze
pfijme, nebo bude piijimat, at’ uz piimo
nebo nepiimo, jménem svym ¢i ostatnich,
cokoliv hodnotného, vcetné financ¢nich
nebo jinych vyhod, za ucelem nebo s
cilem jakkoli si vyminit nebo odménit
nepatficné  jedndni  zdravotnického
zafizeni bez ohledu na pozici ¢i aktivitu v
souvislosti se studii. Zdravotnické
zatizeni a jeho feditelé, zaméstnanci a
zastupci se dale zavazuji, Ze nezaplati,
neposkytnou, nenabidnou nebo nepftislibi
zaplatit €1 poskytnout, nebo neschvali
vyplatit, at’ uz pfimo nebo nepfimo, zadné
finanéni  prosttedky  nebo  cokoli
hodnotného zddnému statnimu tfednikovi
nebo zaméstnanci s umyslem piimét tuto
osobu konat nebo naopak nekonat urcitou
aktivitu ~ porusujici  jeji = zakonné
povinnosti, k zajisténi nepatticné vyhody
nebo ovlivnéni dané osoby, aby vyuZila
svého vlivu ve statni spravé a iniciovala ¢i
ovlivnila rozhodnuti dané statni spravy, ve
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i)

to assist WCT or Sponsor in obtaining
or retaining business.

1.3 Institution shall provide resources and
support Investigator:

to submit to the Monitor prior to the
commencement of the Study (and, if
changes are implemented in the course of
the Study, for example, Protocol
amendments are issued, Study Staff or
ethics committee (“EC”) / institutional
review board (“IRB”) staff are added or
removed, etc., to resubmit the applicable
documents):

a) the executed signature page of
the Protocol;

b) the United States Food and Drug
Administration (“FDA”) Form
1572, and such other financial
disclosure form as may be

required by the applicable
jurisdiction where the Study is
conducted, signed by

Investigator;

c) Not applicable

Not applicable

e) a current signed and dated
curriculum vitae of Investigator
and any  sub-investigators,
including evidence of
appropriate licenses for all Study
Staff listed on the FDA Form
1572 and such other substantially
equivalent document as may be

required by the applicable
jurisdiction where the Study is
conducted

f) anexecuted Financial Disclosure
Consent Form for all Study Staff
listed on the FDA Form 1572 and
such other substantially
equivalent document as may be

1.3

snaze pomoci spoletnosti WCT nebo
zadavateli ziskat nebo si  udrzet
podnikatelské aktivity.

zatizeni

Zdravotnické poskytne

zkousejicimu zdroje a podporu pfi:

i)

predklddani monitorovi studie pied
zahdjenim studie (a v pfipadé provedeni
zmén v prubc¢hu studie, napt. vydani
dodatku k protokolu, jmenovani nebo
odvolani c¢lent personalu studie nebo
etické komise (,EK*) / institucionalni
hodnotici  komise  (,,IRB“)  atd.,
opakované  predkladani  pfislusnych
dokumentil) nésledujicich dokumenti:

a) podpisy na podpisové stran¢ protokolu,

b) formulat Utadu pro kontrolu potravin a
1é¢iv USA (United States Food and
Drug Administration, ,,FDA*) 1572
ajiny takovy formulat ke zvetejnéni
finan¢nich udaji, ktery muze byt
Vdaném pravnim fadu provadéni
studie pozadovan, podepsany
zkousSejicim,

c) neaplikovatelné,

d) neaplikovatelng,

e) aktualni podepsany a datem opatieny
zivotopis  zkouSejiciho a  vSech
spoluzkousejicich, vcetné doklada
prislusnych osvédcéeni pro veskery
persondl studie uvedeny na formulafi
FDA 1572 a v jiném takovém v zasadé
ekvivalentnim dokumentu, ktery mize
byt pozadovéan v ptislusném pravnim

fddu, vramci nchoz je studie
provadéna,
f) vyplnény formulaft souhlasu

s uvefejnénim financnich wdaji pro
vSechny ¢leny persondlu studie
uvedené na formulafi FDA 1572 a
V jiném takovém Vv zasad¢é
ekvivalentnim dokumentu, ktery mize

!'ECI_Uir_ed_ by the applicabl_e byt pozadovan v pfislusném pravnim
conducted: accordingly,
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i)

Investigator and the Study Staff
shall provide provide complete
disclosure of financial interest
information, if any, as required
by 21 CFR (US Code of Federal
Regulations) Part 54 or other
similar  regulations of the
jurisdiction where the Study is
conducted. Such financial
interest information shall include
any equity interests in a) any
potential product for regulatory
approval that is a subject of the
Study, and/or b) the Sponsor, its
Affiliates or subsidiaries, and
any other significant financial
interest as defined in the above
regulation. Additionally,
Investigator and all such Study
Staff shall update financial
interest information as necessary
during the Agreement term and
for one year thereafter if their
financial interest changes to
require a first or further
disclosure of financial interest
information under 21 CFR Part
54 or other similar regulations of
the jurisdiction where the Study
is conducted,;
g) laboratory certifications and
normal ranges; and
to act, and cause all Study Staff to act, and
conduct the Study in strict accordance and
compliance with all conditions specified in
this Agreement, the Protocol, all written
instructions of Sponsor or WCT, and all
Legal Requirements. For purposes of this
Agreement, “Legal Requirements” shall
mean all applicable laws, rules,
regulations, declarations, requirements,
directives, detailed guidance, guidelines,
and policies of the European Union
(“EU”) and the relevant EU Member
States that apply to or govern the conduct
of the Study, including Directive

i) jednani

provadéna: podobné¢ zkousejici
a personal studie poskytnou kompletni
informace o finan¢nich z4jmech,
existuji-li, v souladu s pozadavky
piedpisu 21 CFR (Kodex federalnich
predpisi USA) clanku 54, nebo s
jinymi podobnymi piedpisy v pravnim
faddu, v ramci néhoz je studie
provadéna. Tyto informace
0 finan¢nich zdjmech musi zahrnovat
vSechny majetkové podily na a)
potencialnim pftipravku plynoucim ze
studie  ur€eném ke  schvaleni
kontrolnimi tifady a/nebo b) zadavateli,
jeho ptidruzenych spole¢nostech nebo
dcefinych spolecnostech, a veskeré
dals§i vyznamné finan¢ni z4jmy, jak
jsou definovany ve vyse uvedeném
ptedpisu. Zkousejici a veskery
personal studie budou navic v pfipadé
potteby v pribc¢hu trvani smlouvy
a jesté jeden (1) rok poté aktualizovat
informace o finan¢nich ~ zajmech,
pokud zmény jejich finan¢nich zajmu
vyzaduji prvni nebo dalsi zvetejnéni
informaci o finan¢nich zdjmech dle
predpisu 21 CFR ¢lanku 54 nebo jinych
podobnych ptedpisl v pravnim fadu, v
ramci néhoZ je studie provadéna,
g) laboratorni osvéd¢eni a rozmezi
normalnich hodnot; a
aprovadéni studie Vv pfisném
souladu se vS§emi podminkami a za splnéni
vSech podminek, které jsou uvedeny v této
smlouvé, protokolu, vSech pisemnych
pokynech zadavatele nebo spolecnosti
WCT a vsech zakonnych pozadavcich, a
zajisténi, aby tak Cinil i veskery personal
studie. Pro ucely této smlouvy se
»zakonnymi poZzadavky* rozumi vSechny
platné  zdkony, pravidla, ptedpisy,
prohléasent, pozadavky, smeérnice,
podrobné pokyny a politiky Evropské unie
(dale jen ,,EU*) a relevantnich clenskych
stati EU, které se na provadéni studie

XXX
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i)

2001/20/EC on the approximation of the
laws, regulations and administrative
provisions of the EU Member States
relating to the implementation of good
clinical practice in the conduct of clinical
trials on medicinal products for human use
(“Clinical ~ Trial  Directive”),  the
Regulation (EU) 2016/679 of the
European Parliament and of the Council of
27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data, and repealing Directive
95/46/EC  (General Data Protection
Regulation — "GDPR") and the related
national  implementing laws  and
regulations of individual EU Member
States including Czech Act No. 378/2007
Coll.,, on Pharmaceuticals as amended
(“Act on Pharmaceuticals”), Czech
Decree No. 226/2008 Coll., on Good
Clinical Practice and more detailed
conditions on clinical trials of medicines,,
provisions of the national laws and
industry and professional codes in EU
Member States governing anti-bribery and
anti-kickback practices, applicable ICH
guidelines (including the ICH guideline,
E6: Good Clinical Practice: Consolidated
Guideline, “Good Clinical Practices”),
guidelines of the Czech State Institute For
Drug Control (“SUKL”);; and also
including the requirements and conditions
for approval of the relevant Ethics
Committee or governmental or regulatory
authorities, as any of the foregoing may be
amended from time to time;

to not participate in the Study if
Investigator, Institution or any Study Staff
member is debarred by the FDA under the
provisions of the United States Generic
Drug Enforcement Act of 1992, or other
similar regulations of the jurisdiction
where the Study is conducted (the
“Debarment Statute”) in any capacity in
connection with the performance of the

i)

vztahuji, vcéetné¢ smérnice 2001/20/ES,
o sblizovani  pravnich a  spravnich
predpisu ¢lenskych stati EU tykajicich se
uplatiovani spravné klinické praxe pfi
provadeéni klinickych hodnoceni
humannich 1é¢ivych piipravku (dale jen
smérnice 0 klinickych hodnocenich®),
nafizeni Evropského parlamentu a Rady
(EU) €. 2016/679 ze dne 27. dubna 2016
0 ochrané fyzickych osob v souvislosti se
zpracovanim osobnich udaji a 0 volném
pohybu té€chto tidaji a 0 zruSeni smérnice
95/46/ES (obecné natizeni o ochrané
osobnich tdaji, déle jen ,,GDPR*) a
pfislusnych  provadécich zdkoni a
ptedpist jednotlivych ¢lenskych stath EU,
véetné zdkona CR &. 378/2007 Sh., o
1é¢ivech a 0 zménach nékterych
souvisejicich zakonu (dale jen ,,zakon
0 1é¢ivech®), vyhlasky CR &. 226/2008
Sb., ospravné klinické praxi a blizsich

podminkach  klinického  hodnoceni
1é¢ivych piipravku, ustanoveni
vnitrostatnich ~ predpisi  a ustanoveni
oborovych a profesnich kodext

organizaci Clenskych stati EU tykajicich
se podplaceni a uplatkd, prisluSnych
smérnic ICH (vCetné¢ smérnice ICH E6
o spravné Klinické praxi: konsolidované
znéni, dale jen ,spravna Klinicka
praxe®), pokynt ¢eského Statniho ustavu
pro kontrolu 1&&iv (,,SUKL®) a také véetnd
pozadavkl a podminek pro schvalovani
vyzadovanych pfislusnou etickou komisi
nebo statnimi aregulaénimi organy,
vcetné vSech ptipadnych novelizaci vySe
uvedenych zédkonnych pozadavkd;

zajisténi, Ze se zkousSejici, zdravotnické
zafizeni ani Zadny C¢len persondlu studie
nebudou bez ohledu na funkci podilet na
studii, pokud jim byla dle ustanoveni
zakona USA o0 generickych 1é¢ivych
ptipravcich zroku 1992 ze strany FDA
nebo dle jinych podobnych piedpist
V pravnim fadu, v rdmci néhoz se studie
provadi, (dale jen ,predpis zakazujici

XXX
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vi)

duties required of such individual/entity
herein;

to ensure and represents and warrants that
no Study Staff or other person/entity
known to be debarred by any regulatory
authority with jurisdiction over the
conduct of the Study or the FDA under the
provisions of any Debarment Statute in
any capacity participates in the Study;

to notify WCT immediately if Study Staff
or other any person/entity connected with
the Study at the Centre is debarred or is the
subject of a debarment investigation or
proceeding at any time during the course
of the Study or thereafter;

to ensure that all notifications concerning
this Agreement and related payments are
made to the relevant competent authorities
of EU Member States that Institution,
Investigator or Study Staff are required to
make by Legal Requirements, and obtain
and maintain all authorizations from the
applicable regulatory authorities and
professional organizations that Institution,
Investigator or Study Staff are required to
obtain by Legal Requirements;

vii) to obtain in compliance with all Legal

Requirements an informed consent form
properly signed by or on behalf of each
Study subject prior to the Study subject’s
participation in the Study using a form of
informed consent pre-approved in writing
by Sponsor and approved by the applicable
EC or IRB (“ICF”); ICF template will be
provided by Sponsor to Principal
Investigator, such ICF shall inform each
Study subject of the nature, risks and scope
of the Study prior to their participation in

Vi)

vii)

¢innost) zakazana ¢innost v souvislosti
s provadénim  povinnosti od takové
fyzické/pravnické osoby v  tomto
dokumentu pozadovanych;

zajisténi a zaruceni, ze se zadny clen
personalu studie ani jina
fyzickd/pravnickd osoba, o nichz je
znamo, ze jim kontrolni ufad opravnény
dohledem nad provadénim studie nebo
FDA dle ustanoveni predpisu
zakazujiciho c¢innost zakdzal cinnost,
nebudou bez ohledu na funkci na studii
podilet;

okamzitém ozndmeni spole¢nosti WCT,
pokud kdykoliv v prubéhu studie nebo
pozdéji bude persondlu studie nebo jiné
pravnické/fyzické osobé podilejici se na
studii v centru zakdzana ¢innost nebo se
tyto strany stanou pfedmétem vySetfovani
nebo fizeni o zdkazu Cinnosti;

zajisténi, aby byla pfislusnym organtim
¢lenskych statd EU zaslana k této smlouvé
vSechna oznameni abyly uhrazeny
vSechny platby, jez od zdravotnického
zafizeni, zkouSejictho nebo personalu
studie vyzaduji zakonné pozadavky, a aby
byla od pfislusnych regulacnich organt
a profesnich organizaci ziskana
audrZzovana vSechna povoleni, jejichz
ziskani od zdravotnického zafizeni,
zkouSejictho nebo persondlu studie
vyzaduji zékonné poZadavky;

ziskani v souladu se vSemi zdkonnymi
pozadavky formulafe informovaného
souhlasu fadné podepsaného subjektem
studie nebo jeho jménem, a to pied Gcasti
subjektu studie ve studii s vyuzitim
formulafe  informovaného  souhlasu
pfedem pisemné schvaleného
zadavatelem a schvaleného ptislusSnou EK
nebo IRB, jehoz vzor bude zadavatelem
predan zkousSejicimu (dale jen ,,formular
ICF*); tento formulat ICF bude kazdy
subjekt studie pied jeho ucasti v ni

XXX
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the Study and provide all other necessary

information in accordance with the
Protocol and Legal Requirements,
including naming Sponsor and its

designees in the ICF as parties to whom
personal data relating to the Study subjects
will be disclosed in connection with the
Study and that such consent will permit
Sponsor and its designees access to Study
subject’s personal data, as this term is
defined in Legal Requirements, insofar as
permitted by Legal Requirements,
including data privacy laws, as appropriate
for monitoring and auditing the Study and
receiving and using the Study data and
documentation;

viii)to obtain the explicit informed consent of

each Study subject for the eventual
transfer of their personal data out of the
EU to other countries which do not provide
the same level of protection of personal
data, such as the U.S, such informed
consent form will be provided by the
Sponsor to Principal Investigator.  All
revisions to the ICF must be approved by
Sponsor in writing before use, and, where
required by applicable law, must be
subject to the EC’s review and opinion.
Institution shall retain all original signed
ICFs and will make them available for
inspection by Sponsor, its representatives,
and the competent regulatory authorities in
full compliance with Legal Requirements;

viii) ziskani

informovat o povaze, rizicich arozsahu
studie a poskytne veskeré dal$i nezbytné
informace v souladu s protokolem
a zakonnymi pozadavky, vetné¢ uvedeni
jména zadavatele a jim povétenych osob
ve formulafi ICF jakozto stran, kterym
budou Vv souvislosti se studii zpfistupnény
osobni udaje tykajici se subjektd studie,
stim, ze poskytnuty souhlas umozni
zadavateli a jim povéfenym osobdm
pfistupovat k osobnim udajum (jak je
tento termin definovan v zédkonnych
pozadavcich) subjektd studie v mife,
Vv jaké to zakonné pozadavky pripoustéeji,
vcetné zakonll na ochranu osobnich udajd,
a to podle potfeby s cilem monitorovat
studii aprovadét jeji audity a pfijimat
a vyuzivat data ziskand ze studie a studijni
dokumentaci;

vyslovného  informovaného
souhlasu  kazdého subjektu studie
S ptipadnym ptedavanim jeho osobnich
udaji zEU do jinych zemi, které
neposkytuji  stejnou  miru  ochrany
osobnich udaji, jako naptiklad USA;
formulat  takového  informovaného
souhlasu bude zadavatelem piredan
zkousejicimu. Veskeré zmény formulaie
ICF musi byt pfed pouzitim pisemné
schvéleny zadavatelem, a je-li to
vyZzadovdano  pfislusSnymi  pravnimi
predpisy, musi je posoudit a vyjadrit se
K nim pfislusnd EK; vSechny originalni
podepsané formulaie ICF bude uchovavat
zdravotnické zafizeni, které je poskytne
ke kontrole zadavateli, jeho zastupciim
a kompetentnim  kontrolnim orgdniim
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Xi)

available and eligible in accordance with
the Protocol;

to not enrol any Study subject concurrently
participating in any other clinical trial,
study, sub-study, derivative, or ancillary
study whether related to the Study or not
(other than those set forth in the Protocol,
if any) without the prior written approval
of Sponsor;

to promptly report serious adverse events
to the Sponsor, but in any case within
twenty-four (24) hours thereafter, to
Sponsor in compliance with applicable
Legal Requirements and the procedures
outlined in the Protocol;

xii) to promptly report to the Sponsor any

deviation of the Protocol, and the facts
supporting such deviation, if during the
course of performing the Study, generally
accepted standards of clinical research and
medical practice relating to the benefit,
well-being and safety of the Study subjects
require a deviation of the Protocol in the
reasonable medical judgment of the
Investigator. Said notification shall be
followed by written confirmation of same
to Sponsor within twenty-four (24) hours
and shall be fully documented in such Study
subject’s case report form.

xiii)on completion or termination of the Study,

to provide certification that the conditions
set forth in Section 1.3 (iv) and (v) above
were met;

xiv)to not perform any portion of the Study in

a location other than the location(s) listed
on the signed form FDA 1572;and to
commence Study subject recruitment
within one (1) month of receipt of clinical
Study supplies and then, for the duration
of the recruitment period (ftobeupto 9
months in duration), to recruit Study

X)

Xi)

xii)

zajisténi, ze do studie bez piedchoziho
pisemného souhlasu zadavatele nezatadi
zadny subjekt studie soub&zné se ucastnici
jiného Klinického hodnoceni, studie,
vedlejsi studie, odvozené nebo pomocné
studie, at’ uz s touto studii souvisi ¢i
nikoliv (jinych nez ptipadné uvedenych v
protokolu);

okamzitém hlaseni zavaznych
nezadoucich piihod zadavateli, a to
nejpozdéji do dvaceti ¢ty (24) hodin po
jejich vzniku, v souladu s platnymi

zdkonnymi  pozadavky a  postupy
uvedenymi v protokolu;
okamzitém hlaseni zadavateli vSech

odchylek od protokolu a skutecnosti
podporujicich takovou odchylku
Vv ptipadé, ze v prib&hu provadéni studie
si obecné pfijimané standardy klinického
vyzkumu a lékatské praxe vztahujici se na
ptinos subjektim studie a jejich pohodu
a bezpeCnost odchylku od protokolu
vyzaduji na zékladé odpovidajiciho
lékaiského tsudku zkousejiciho. Po
zminéném oznameni musi nasledovat
pisemné potvrzeni dané skute¢nosti
zadavateli béhem dvaceti ¢ty (24) hodin a
toto bude zapsano do zaznamu subjektu
hodnoceni daného subjektu studie;

Xiii) poskytnuti potvrzeni pfi dokonc¢eni nebo

Xiv)

ukonceni studie, ze podminky uvedené
v ¢lanku 1.3 (iv) a (v) vySe byly splnény;

zajisténi, aby zadna ¢ast studie nebyla
provadéna V misté, které neni uvedeno
V seznamu mist na podepsaném formulafi
FDA 1572, a zahgjeni naboru subjekti
studie do jednoho (1) mésice od pievzeti
klinickych materialt ke studii a nasledné
po dobu trvani naboru (v maximalni délce

XXX
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subjects at the rate set forth below and then
follow enrolled Study subjects as per the
Protocol,

XV) to use reasonable efforts to recruit
XXX. Additional Study subjects
may be enrolled with prior written
approval of WCT or Sponsor,
without the need to execute an
amendment to this Agreement;

Xvi)to not use any advertising materials
relating to the Study without the
prior approval of the EC or IRB, and
Sponsor

xvii)to review or appoint a medically
qualified authorized delegate to
review each completed case report
form and to sign to confirm that the
Study data are an accurate record of
the treatment, care and events
occurring during the Study subject’s
involvement in the Study;

xviii)to comply with all applicable anti-
corruption laws, rules, regulations
and decrees and fully cooperate with
all diligence efforts of WCT and
Sponsor inquiring into
Investigator’s operations in order to
satisfy WCT’s and Sponsor’s
obligations under the United States
Foreign Corrupt Practices Act, as
amended, the UK Bribery Act and
any implementing legislation under
the OECD Convention Against
Bribery of Foreign Government
Officials in International Business
Transactions, and any other similar
laws applicable in the jurisdiction
where the Study is conducted; and

xix)to not solicit, pay, give, request, or
agree to receive or accept, either
directly or indirectly, anything of
value, including any financial or

9 mésictl) pii pfijimani subjektd studie
Vnize stanoveném poméru, nacez
U zafazenych subjektd  studie bude
postupovano podle protokolu;
XV) vynalozeni ptfiméfené¢ho uUsili k naboru
XXX. Dalsi subjekty studie 1ze zaradit po
pfedchozim pisemném souhlasu ze strany
spolecnosti WCT nebo zadavatele, aniz by
bylo nutné uzavtit dodatek k této smlouve;

XVi) zajisténi, ze nebudou pouzivany zadné
propaga¢ni materialy ve vztahu k této
studii bez piedchoziho souhlasu EK nebo
IRB a Zadavatele;

Xvii)  prezkoumani jmenovani
kvalifikovaného opravnéného
zdravotnického pracovnika k prezkumu
kazdého vyplnéného zaznamu subjektu
studie a ptipojeni podpisu jako potvrzeni,
ze udaje ze studie jsou piesnym
zdznamem léCby, péce a piihod z obdobi
ucasti subjektu studie ve studii;

XViii) dodrzovani vSech platnych
protikorup¢énich zékond, pravidel,
pfedpisti a vyhlaSek a poskytovani plné
soucinnosti spole¢nostt WCT a zadavateli
pfi aktivitdich provéfovani podnikéni
a aktivit zkouSejicitho s cilem naplnit
zavazky spolecnosti WCT a zadavatele
dle zakona Spojenych stati americkych
0 zahrani¢nich korup¢nich praktikach,
vplatném znéni, zdkona Spojené¢ho
kralovstvi o uplatkaistvi a dle vSech
provadécich piedpist Umluvy OECD
0boji proti podplaceni zahrani¢nich
vefejnych Ciniteld v  mezinarodnich
obchodnich transakcich a vSech dalsich
podobnych zakonl platnych v préavnim
fadu, v ramci n¢hoz se studie provadi; a

nebo

XiX) zajisténi, ze nebude zadat, pozadovat,
platit nebo davat, ¢i souhlasit, Ze pfijme,
nebo pfijimat, at’ uz ptimo nebo nepiimo,
cokoliv hodnotného, vcetné¢ financ¢nich

XXX
Page 14 of 59




shall:
)

i)

other advantage, that is intended to
or designed in any way to induce or
reward the improper performance by
Investigator or any Study Staff of
any function or activity in
connection with the Study and to not
accept or pay, give, offer or promise
to pay or give, directly or indirectly,
any money or anything of value to
any government  official or
employee inducing that person to do
or omit doing any act in violation of
his or her lawful duty, securing an
improper advantage, or influencing
such official to use his influence
with the government to effect or
influence the decision of such
government, in order to assist WCT
or Sponsor in obtaining or retaining
business.

1.4 Sponsor and/or WCT on behalf of Sponsor

provide  all

documentation;
provide appropriately labelled Study
Drug and Clinical Supplies; Sponsor
and/or WCT shall ensure a
distribution of the Study Drug to the
pharmacy of the Institution, where
the responsible pharmacist will take
over the Study Drug and control (its
integrity and compliance with the
special conditions of transport if
applicable) and will confirm the
taking over of the supply. The
Investigator shall take over the Study
Drug and take it to the Center where
he is fully responsible for it. The
Sponsor and/or WCT is obliged to
notify the pharmacy by email XXX.
at least 3 days before delivery of the
Study Drug about the estimated time
of delivery. In compliance with Act
No. 185/2001 Coll., on Waste

necessary  Study

1.4

nebo jinych vyhod, za ucelem nebo s
cilem vyminit si nebo odménit nepatiicné
jednani zkousejiciho nebo jinych ¢lent
persondlu studie bez ohledu na pozici ¢i
aktivitu v souvislosti se studii a ze
nepfijme ¢i nezaplati, neposkytne,
nenabidne nebo nepfislibi zaplatit ¢i
poskytnout, at’ uz piimo nebo nepiimo,
z4dné finan¢ni prostfedky nebo cokoliv
hodnotného zddnému statnimu ufednikovi
nebo zaméstnanci s umyslem piimét tuto
osobu konat nebo naopak nekonat uréitou
aktivitu ~ poruSujici  jeji = zédkonné
povinnosti, k zajisténi nepatfi¢né vyhody
nebo ovlivnéni dané osoby, aby vyuzila
sveho vlivu ve statni spravé a iniciovala ¢i
ovlivnila rozhodnuti dané statni spravy, ve
snaze pomoci spole¢nosti WCT nebo
zadavateli ziskat nebo si  udrzet
podnikatelské aktivity.

Zadavatel a/nebo spolecnost WCT

jménem zadavatele:

i)
i)

poskytnou veskerou
dokumentaci ke studii;

poskytnou fadné¢ oznaceny hodnoceny
ptipravek a klinické materialy; Zadavatel
a/nebo WCT zajisti distribuci zasilky
hodnoceného pfipravku do lékéarny
zdravotnického zafizeni, kde ji odpovédny
farmaceut ptevezme a zkontroluje (neni-li
poskozena, v  pfipad¢  zvlaStnich
pozadavkli na transport, byly-li tyto
pozadavky dodrzeny) apiijem zasilky
potvrdi. Nasledné si zkouSejici hodnoceny
ptipravek vyzvedne a pieda do centra, kde
je za n¢j plné zodpovédny. Zadavatel
a/nebo spolecnost WCT jsou povinni
oznamit minimalné tfi (3) pracovni dny
pfed doddnim hodnoceného pfipravku,
kdy piiblizné bude zasilka do lékarny
pfedana, budto e-mailem na XXX.
Zadavatel se jako ptivodce odpadu
zavazuje, ze zajisti na vlastni naklady, jak
v prub&hu, tak i po skonceni studie,

potiebnou

XXX
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Production as amended, the Sponsor
as a waste producer herein
undertakes to oversee, at its own
expenses, the hand over of unused
Study Drug, including Study records,
data, materials and information, if
requested, from Institution or
Investigator to the authorized person
during the period of Study conduct
and after the termination of the
Study.

iii) The Sponsor will deliver the Study
Drug to the following address of the
pharmacy: XXX

iv) provide instruction on  Study
procedures and Good Clinical
Research Practice as necessary; and

v) manage all Study data arising from
the Study in a manner which ensures
the anonymity/pseudonymity of the
Study subjects in accordance with
applicable Legal Requirements.

2. Record Keeping and Record Retention
2.1 Institution shall provide resources and
support for Investigator:

i) to ensure the timely and accurate
completion and maintenance of up-
to-date data and records throughout
the Study in compliance with
applicable Legal Requirements and
in a manner that their quality and
integrity can be verified. Such
records include, but are not limited
to, the case report forms, Study Drug
and Clinical Supplies supply and
reconciliation documents and the
Regulatory Document Binder which
will include all Study-related
correspondence and  regulatory
documentation; case report forms
shall be completed by Investigator

pfedani  nepouzitého hodnoceného
ptipravku, vcetné studijnich zaznam,
udaji, materiald a informaci, pokud to
bude potieba, od zdravotnického zatizeni
nebo zkousejiciho opravnéné osobé V
souladu s ustanovenimi zak. ¢. 185/2001
Sb., o odpadech, v platném znéni;

i)

zadavatel zajisti dodavku hodnoceného
piipravku na adresu lekarny: XXX

iv) ptedaji pokyny k postuptim ve studii

a ptipadné i spravné klinické praxi; a

V) budou spravovat vSechny tudaje ze studie
ziskané ze studie zplisobem, ktery zajisti
anonymitu/pseudonymitu subjekti studie

v souladu s platnymi zakonnymi
pozadavky.

2. Vedeni a uchovavani zaznami

2.1  Zdravotnické  zafizeni  poskytne

zkousSejicimu zdroje a podporu pfi:

1) zajiSténi v€asného a ptesného porizovani
avedeni aktualnich dat azaznamd po
celou dobu studie, které budou v souladu
s platnymi zdkonnymi poZadavky, a to
zpusobem umoziujicim ovéfit jejich
kvalitu a integritu. Tyto zaznamy zahrnuji
zejména zaznamy subjektu hodnoceni,

dokumentaci k dodavkam a ovéfovani
mnozstvi hodnoceného piipravku
a klinickych ~ materiala  a  soubor

dokumentidi vyZadovanych kontrolnimi
ufady obsahujici veSkerou korespondenci
souvisejici se studii a dokumentaci pro
kontrolni ufady; zkouSejici vyplni zaznam
subjektu hodnoceni do tfi (3) pracovnich
dnti po pfislusné navstéve subjektu studie;
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i)

within three (3) working days after
the relevant Study subject visit;

to ensure the safe storage of the
Regulatory Document Binder at the
Institution/Centre copies of all case
report forms and all other Study
related documents and
correspondence in compliance with
applicable  Legal Requirements
during Retention Period (“Retention
Period). Retention Period lasts for 15
years following the termination of
the Study at the Site. After this
period, all such Study documentation
will be destroyed or provided to the
Sponsor and/or WCT. In case the
Sponsor and/or WCT requests the
Institution in writing at least two
months before the end of Retention
Period to extend the Retention
Period, extended Retention period
will be granted at the expenses of the
Sponsor and/or WCT.

inform  Sponsor immediately in
writing in the event of any accidental
loss or destruction of Study records;
promptly inform Sponsor in writing
in the event that Investigator leaves
the employment of Institution or
gives notice of such impending
departure, so that provision can be
made for the continued safe-keeping
of Study records as required in
Section 2.1(ii) above;

to ensure that Study documentation is
retained in a secure manner at the end
of the Study as required in Section
2.1(if) above and that written
permission will be granted from
Sponsor or WCT on behalf of the
Sponsor prior to end of the Retention
Period before the destruction of any
Study documentation as required
hereunder.

i)

zajisténi bezpetného mista uchovavani
souboru  dokumentd  vyzadovanych
kontrolnimi ufady ve zdravotnickém
zafizeni / v centru a kopii vSech zaznamu
subjektu hodnoceni a vSech dalSich se

studii souvisejicich dokumentii
a korespondence, které odpovida platnym
zakonnym  pozadavkim po  dobu

archivace. Doba archivace trva patnact
(15) let nasledujicich po dni ukonéeni
Studie na pracovisti. Poté bude
dokumentace  skartovana v souladu
S prislusnymi pravnimi ptedpisy anebo
vydana zadavateli anebo WCT. V ptipade¢,
7e ma zadavatel a/nebo WCT zdjem na
dalsi archivaci, zdravotnické zafizeni na
zaklad¢ jejich pisemné Zzadosti 0
prodlouzeni doby archivace ve Ilhuté
nejméné dvou (2) mésicu pred jejim
ukon¢enim archivaci prodlouzi. Doba
archivace bude prodlouZzena na naklady
zadavatele a/nebo WCT;

iii) okamzitém informovani zadavatele

Vv pisemné formé v pfipad€ ndhodné ztraty
nebo zniceni zaznamu ze studie,
okamzitém informovani zadavatele

Vv pisemné formé v ptipadé, Ze zkousejici
ukonci zaméstnani nebo poda vypovéd’

s vypovédni lhiitou u zdravotnického
zafizeni tak, aby bylo mozné piijmout
opatieni k zachovani bezpe¢ného uloZeni
zaznami ze studie, jak vyzaduje ¢lanek
2.1(i1) vyse;

zajisténi, aby dokumentace ze studie byla
na konci studie uloZena bezpecnym
zpusobem tak, jak vyzaduje ¢lanek 2.1(ii)
vySe, a aby pied likvidaci jakékoliv ¢asti
dokumentace ze studie pred uplynutim
doby archivace, jak vyzaduje tato
smlouva, ziskal od zadavatele nebo
spolecnosti WCT jménem zadavatele
pisemny souhlas.
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3. Access and Inspection

3.1 Institution agrees that personnel from
Sponsor or their agents or representatives
(including WCT) may visit Institution at
mutually convenient times for the following
purposes:

i) to provide information and
instruction on the execution of the
Study;

i) to confirm that the Study is being
conducted to the standards agreed
upon herein; and

iii) to inspect the procedures, facilities
and Study records as described above
(including portions of other pertinent
records for all Study subjects in the
Study) and including records
regarding the storage, dispensing and
accounting of the Study Drug and
Clinical ~ Supplies) and those
procedures, facilities or Study
records of any employee, contractor
or agent that Investigator or
Institution uses in conducting the
Study and to take whatever action is
reasonably necessary for the proper
monitoring of the Study as required
pursuant to Legal Requirements.
Information obtained from such
inspections shall be shared with
Sponsor, the Monitor or other
Sponsor-designated representatives
including WCT.

3.2 In the event that Sponsor, the Monitor
or other Sponsor-designated representatives
(including WCT) discover that there is a lack
of compliance with this Agreement, the
Protocol, written instructions of Sponsor or
WCT, Good Clinical Practice Guidelines,
applicable Legal Requirements or other
regulatory requirements, Sponsor is entitled to
secure compliance or discontinue shipments of
Study Drug and Clinical Supplies and end
Investigator's and/or Institution's participation

3. Piistup a inspekce

3.1 Zdravotnické zarizeni souhlasi s tim,
aby personél zadavatele nebo jeho zastupci ¢i
povéiené osoby (véetné spoleCnosti WCT)
navstévovali  zdravotnické  zafizeni ve
vzajemn¢ vhodném cCase z diivodi uvedenych
nize:

i) poskytnuti informaci a piedani pokyni

0 provadéni studie,

ii) potvrzeni, ze je studie provadéna dle v této

smlouvé dohodnutych standardii a
iii) kontroly postupti, zafizeni a zdznamu ze
studie popsanych vyse (véetné ¢asti jinych
pfisluSnych z4dznamii vSech subjekti
studie avcetn¢ zaznami tykajicich se
skladovéani, vydavani aucetni evidence
hodnoceného  ptipravku  a klinickych
materialtl) a téch postupu, zafizeni nebo
zaznamu ze studie vSech zaméstnancu,
dodavateliT nebo  zastupcti,  které
zkousejici nebo zdravotnické zarizeni
vyuziva k provadéni studie, a prijeti
veskerych opatfeni, ktera jsou divodné
potiebnd k fadnému sledovani studie
vsouladu se zdkonnymi pozadavky.
Informace ziskané z téchto inspekci budou
sdéleny zadavateli, monitorovi nebo
jinym zastupcim uréenym zadavatelem,
vcetné spolecnosti WCT.

3.2  V pfipad¢, ze zadavatel, monitor nebo
jini zadavatelem povéfeni zastupci (vcetné
spolecnosti WCT) zjisti nedodrzovani této
smlouvy, protokolu, pisemnych pokynl
zadavatele nebo spole¢nosti WCT, pokynl
spravné klinické praxe, platnych zakonnych
pozadavkh nebo  jinych  regulatornich
pozadavkl, je zadavatel opravnén dosdhnout
napravy nebo pierusit dodavky hodnoceného
ptipravku a klinickych materialti a ukoncit
ucast zkousSejictho a/nebo zdravotnického
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in the Study, effective on written notice to
Investigator and/or Institution. At the request
of Sponsor or its designee, Institution and/or
Investigator shall promptly correct any errors
or omissions in records and reports, and will
promptly provide any additional data, access
or assistance reasonably requested by Sponsor
or its designee in connection with the Study.

3.3 Institution agrees that personnel from
regulatory authorities including but not limited
to State Institute For Drug Control (“SUKL”)
and the FDA may visit Institution to inspect
Study records (including portions of other
pertinent records for all Study subjects in the
Study) and those procedures, facilities or
Study records of any employee, contractor or
agent that Investigator or Institution uses in
conducting the Study. In the event Institution
receives notice that Institution and/or
Investigator shall be the subject of an
investigation or audit by any governmental or
regulatory authority relating to this Agreement
or the Study, Institution shall notify WCT and
Sponsor promptly and provide WCT and
Sponsor with copies of, any inquiries,
correspondence or communications to or from
any governmental or regulatory authority
relating to the inspection/audit, including, but
not limited to, requests for inspection of
Institution/Centre’s facilities, and Institution
shall permit representatives of Sponsor and its
designee to attend any such inspections, unless
the inspecting governmental or regulatory
authority expressly prohibits such participation
by Sponsor or its designee in writing. Institution
will make reasonable efforts to separate, and not
disclose, all Confidential Information (as
defined in Section 6 below) that is not required
to be disclosed during such inspections.
Institution shall use reasonable efforts to provide
Sponsor with an opportunity to prospectively
review and comment on any of Institution’s

zafizeni ve studii s ucinnosti od zaslani
pisemné vypovédi zkousejicimu a/nebo
zdravotnickému zatfizeni. Na zadost zadavatele
nebo jim povéfenych zastupcti zdravotnické
zatizeni a/nebo zkouSejici neprodlené opravi
veskeré chyby aopomenuti v zéznamech
azpravach aobratem poskytnou veskeré
doplnujici udaje, pfistup nebo soucinnost
divodné pozadované ze strany zadavatele
nebo jim povéetenych zastupci v souvislosti se
studii.

3.3 Zdravotnické zarizeni souhlasi s tim,
aby pracovnici kontrolnich organt, zejména
Statniho ufadu pro kontrolu 1é6&iv (,SUKL)
a FDA, navstivili zdravotnické zafizeni za
ucelem kontroly zdznaml ze studie (vetné
¢asti jinych pfislusSnych zaznamt vsech
subjektl studie ve studii) a vSech postupd,
zafizeni nebo zaznamu ze studie zaméstnancu,
dodavatelli nebo zastupcii, které zkousejici
nebo zdravotnické =zafizeni vyuziva pii
provadeéni studie. V piipadé, ze zdravotnické
zafizeni obdrzi oznameni, Ze zdravotnické
zafizeni a/nebo zkouSejici bude pfedmétem
vySetfovani nebo auditu staitnim nebo
kontrolnim ufadem v souvislosti s touto
smlouvou nebo studii, pak zdravotnicke
zafizeni okamzité uvédomi spole¢nost WCT
a zadavatele aposkytne spole¢nosti WCT
a zadavateli kopie vSech dotazd,
korespondence nebo komunikace se statnim
nebo kontrolnim Gfadem souvisejicich
s kontrolou/auditem, zejména zadosti
o0 kontrolu vybaveni zdravotnického zatizeni /
centra, pficemz zdravotnické zatizeni umozni
zastupcim zadavatele a jim povéfenym
osobam zucastnit se takové inspekce, pokud
kontrolujici stitni nebo kontrolni ufad
vyslovné zadavateli nebo jim povefené osobé
ucast pisemné nezakéze. Zdravotnické zatizeni
vynalozi pfiméfené usili, aby vytfidilo a
nezveiejnilo vSechny diaveérné informace (jak
jsou definovany v ¢lanku 6 nize), které nemusi
byt bchem takovych kontrol zvetejnény.
Zdravotnické zatizeni vynaloZi pfiméfené usili
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written  responses to regulatory agency
inspections in regard to the Study. In the event
that Institution does not receive prior notice of
said investigation or audit, Institution shall
notify WCT and Sponsor promptly after
receiving knowledge of said investigation or
audit.

3.4 Institution shall share information
obtained from such regulatory inspections with
Sponsor or other Sponsor -designated
representatives including WCT. In the event
that regulatory authorities discover that there is
a lack of compliance with the Protocol, Good
Clinical Practices Guidelines, applicable Legal
Requirements or other regulatory
requirements, Sponsor is entitled to secure
compliance or discontinue shipments of Study
Drug and Clinical Supplies and end Investigat
or’s and/or Institution’s participation in the
Study, effective on written notice to
Investigator and/or Institution.

3.5  Adaptive Monitoring : The Study is
designed to comply with Risk Based
Monitoring (RBM) or Adaptive Monitoring
(AM) principles, such that, in addition to or
alternatively in lieu of on-site monitoring
activities, a significant portion of the Study
may be monitored/managed remotely. In this
circumstance, the Investigator and Institution
undertake to facilitate the remote evaluation
carried out by Sponsor/WCT personnel or
representatives (e.g., clinical monitors, Data
Management personnel, or statisticians) in a
timely manner to ensure quality data collection
and the safety of Subjects. RBM an AM
monitoring activities might include and are not
limited to: communication with the Study
Team members, review of Institution’s
processes, procedures, records  and
corroboration of Study data. For clarity,
remote evaluation refers to evaluation

a poskytne zadavateli pfilezitost si predem
zkontrolovat a  pfipominkovat pisemné
odpovédi zdravotnického zatizeni v reakci na
kontrolu kontrolniho orgénu v souvislosti se
studii. V pfipadé, ze zdravotnické zatfizeni
neobdrzi ozndmeni o Setfeni nebo auditu
piredem, pak zdravotnické zafizeni informuje
spole¢nost WCT a zadavatele obratem poté, co
se dozvi o takovém Setfeni nebo auditu.

3.4  Zdravotnické zatizeni sdéli zadavateli
nebo jinym osobam povefenym zadavatelem,
vcetné spolecnosti WCT, informace ziskané
béhem takové kontroly kontrolniho orgénu.
V ptipadé, ze kontrolni organy zjisti
nedodrzovani protokolu, pokyni spravné
klinické praxe, platnych zdkonnych pozadavkl
nebo jinych regulatornich pozadavki, je
zadavatel opravnén dosahnout napravy nebo
prerusit dodavky hodnoceného piipravku
a klinickych  materidld  aukonéit  ucast
zkousejiciho a/nebo zdravotnického zafizeni
ve studii s ucinnosti od zaslani pisemné
vypovedi zkousejicimu a/nebo
zdravotnickému zatizeni.

3.5  Adaptivni monitorovani: Studie je
navrzena tak, aby splhovala zasady
monitorovani zaloZzeného na riziku (Risk
Based Monitoring, RBM) nebo adaptivniho
monitorovani (Adaptive Monitoring, AM),
které mohou doplnit, pfipadné¢ 1 nahradit
monitorovaci ¢innost na pracovisti a umoziuji
zna¢nou  ¢ast  studie  monitorovat/fidit
vzdalené. V takovém piipadé¢ se zkouSejici
a zdravotnické zatizeni zavazuji spolupracovat

pii v€asném vzdaleném hodnoceni
provadéném  zaméstnanci €1 zastupci
zadavatele /  spolecnosti  WCT  (napf.

klinickymi monitory, pracovniky povéfenymi
spravou dat nebo statistiky) s cilem zajistit
kvalitni shromazd’'ovani dat a bezpecnost
subjektil studie. Ukony spojené
S monitorovanim RBM a AM mohou kromé¢
jiného zahrnovat: komunikaci se ¢leny
studijniho tymu, revizi procest, postupd,
zaznami  apodkladd  Kkudajim  studie
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activities that are performed in a location other
than where the study is being conducted.

In case of audit, the legal obligations of the
Insitution shall be guaranteed and respected,
including confidentiality, personal data
protection, confidentiality of trade secrets of
the Institution. No personal data information of
Study subjects that would allow their
identification will be provided to the Sponsor
or the other authorized persons without prior
written consent of the Study subject and such
data can be provided solely within the scope of
informed consent. The Sponsor will be
responsible for the confidentiality of the
persons conducting audit.

During phases of monitoring, control and audit
in accordance with this section of the
Agreement at the premises of the Institution
the Sponsor and authorized persons are obliged
to comply with reasonable operating rules of
the Institution for which Sponsor and
authorized persons have been informed about.
The Institution and Sponsor will set a mutually
acceptable place and time when such audit can
take place.

4. Study Drug and Accountability

4.1 Institution agrees that all Study Drug
and Clinical Suppliesprovided by Sponsor or
WCT or on either’s behalf are provided, and
will be used solely for administration under the
Protocol to Study subjects entered into the
Study and that no Study Drug or Clinical
Supplies shall be administered without
Investigator or designate having  first
determined the proper randomization as
specified in the Protocol. The Investigator and
Institution agree to not transfer the Study Drug
or Clinical Supplies to any third parties other
than in accord with the Protocol. Investigator

pouzivanych  zdravotnickym  zafizenim.
Vzdélenym hodnocenim se pro ujasnéni
rozumi hodnotici ¢innosti, které probihaji na
jiném misté, nez kde probiha vlastni studie.

V ptipadé auditu budou respektovany zakonné
povinnosti zdravotnického zafizeni, predevsim
povinnost mlcenlivosti a ochrany osobnich
udajia, a dale ochrany obchodniho tajemstvi
zdravotnického =zafizeni. Bez predchoziho
pisemného souhlasu subjektu hodnoceni a
pouze v rozsahu stanoveném informovanym
souhlasem nebudou zadavateli, ani jinym
povétenym osobam, zpfistupnény zadné osobni
Udaje tykajici se subjektu studie nebo jiné
informace, na zaklad¢ kterych by bylo mozné
identifikovat subjekt studie. Za dodrzovani
povinné mlcenlivosti osob provadéjicich audit
odpovida zadavatel.

Pii provadéni monitorovani, kontroly a auditu
dle tohoto ¢lanku smlouvy pfimo ve
zdravotnickém  zafizeni  jsou  zadavatel
apovéiené osoby povinni  respektovat
odtvodnéné provozni podminky
zdravotnického  zafizeni, se kterymi byl
zadavatel a opravnéné 0soby obeznameni.
Misto a c¢as auditu stanovuje zdravotnické
zafizeni ve vzajemné dohod¢ se zadavatelem.

4. Hodnoceny pripravek a evidence
jeho mnozstvi

4.1 Zdravotnické zarizeni souhlasi s tim, Ze
veSkery hodnoceny ptipravek aklinické
materidly poskytované zadavatelem nebo
spole¢nosti WCT nebo jejich jménem jsou
ur¢eny abudou vyuzity vyhradné¢ pro
podavani subjektim studie zafazenym do
studie dle protokolu aze Zzadny hodnoceny
ptipravek ani Klinické materidly nesmi byt
podany diive, nez zkousejici nebo jim
povéefend osoba stanovi fadnou randomizaci
v souladu s pozadavky protokolu. Zkousejici
a zdravotnické zatizeni souhlasi, Ze neptedaji
hodnoceny ptipravek ani klinick¢é materialy
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and Institution agree to maintain the Study
Drug and Clinical Supplies under suitable
containment  conditions, = methods  of
accountability and dispensing. Upon the first
to occur of the conclusion of the Study or the
termination of this Agreement, Investigator
and Institution shall promptly follow
Sponsor’s or its representative’s instructions
regarding the return of any remaining
quantities of Study Drug and Clinical Supplies.

4.2 Institution agrees to provide resources
and support for Investigator to complete all
documentation relating to Study Drug use,
Clinical Supplies and wastage.

4.3 Institution agrees that copies of all
documentation pertaining to Study Drug use
and all unused Clinical Supplies must be
promptly returned to Sponsor or its designee
on request.

4.4  Institution acknowledges that Sponsor
has the right to discontinue the supply of Study
Drug and Clinical Supplies if necessary in its
sole determination, in particular in the
following cases:

a. termination of Study in general
worldwide, in a specific country, or
specifically with respect to Institution
or Investigator (either by decision of
respective authority or upon sole
discretion of Sponsor);

b. Institution’s failure to adhere to the
terms of this Agreement;

c. discontinuation / interruption of
delivery of the Study Drug in case of
detection of a defect of the Study
Drug;

zadné treti stran¢, pokud tak neni uvedeno
v protokolu. ~ Zkousejici  a zdravotnické
zafizeni souhlasi, ze budou hodnoceny
ptipravek a klinické materidly uchovavat
v odpovidajicich zabezpecenych podminkach
a ze uplatni vhodné metody jejich evidence
a vydeje. Po uzavieni studie nebo ukonceni
platnosti této smlouvy (cokoli nastane dfive)
zkousejici a zdravotnické zatizeni neprodlené
uposlechnou pokyny zadavatele nebo jeho
zastupce, jak vratit zbyvajici mnoZstvi
hodnoceného piipravku a klinickych
materiald.

4.2  Zdravotnické zatfizeni se zavazuje bez
odkladu poskytnout zkousejicimu zdroje
apodporu, aby mohl vyhotovit veSkerou
dokumentaci tykajici se pouzivani
hodnoceného ptipravku, klinickych materiala
a jejich ztrat.

4.3 Zdravotnické zafizeni souhlasi s tim,
aby kopie veskeré dokumentace tykajici se
pouzivani hodnoceného piipravku a vsechny
nespotiebované klinické materidly byly na
zadost neprodlené vréceny zadavateli nebo
osob¢ jim povétené.

4.4 Zdravotnické zarizeni bere na védomi,
ze je zadavatel v piipadé potieby opravnén na
zékladé vlastniho uvazeni prerusit dodavky
hodnoceného ptipravku a klinickych
materialt, ato zejména v nésledujicich
ptipadech:
a. obecné ukonceni studie na celém svéte,
v konkrétni zemi nebo v piislusném
zdravotnickém  zafizeni nebo u
ptislusného zkousejiciho (at’ uz =z
rozhodnuti pfislusného ufadu nebo
vlastniho rozhodnuti zadavatele),

b. nedodrZzovani podminek této smlouvy
zdravotnickym zafizenim,

C. preruSeni/ukonceni dodéavani
hodnoceného piipravku v pfipade
zjisténi vady hodnoceného piipravku,
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d. delay in case of problems in

production of Study Drug; or
e. as otherwise set forth in this
Agreement.

4.5 Except for applicable costs described in
Section 9 below, Institution shall not charge
any Study subject enrolled in the Study or third
party payer for Study Drug, any Clinical
Supplies or procedures associated with
administering Study Drug or Clinical Supplies,
or any other Study services covered by the
Budget attached hereto as Attachment 2
("Budget”). Additionally, Institution shall not
include the cost of Study Drug, the cost of
Clinical Supplies or procedures associated
with administering Study Drug or Clinical
Supplies, or the cost of such Study services in
any cost report to third party payers.

5. Financial Reimbursement

5.1 In consideration of the proper
performance of the Study by the Institution
under the terms of this Agreement, WCT,
acting on behalf of Sponsor, through its
corporate  affiliate  International  Grant
Administration, Inc. (“IGA”), performing
administrative accounting services for WCT,
will provide fair market value financial
reimbursement to Institution for the Study
according to the schedule given in
Attachments 1 & 2 to this Agreement to cover
necessary costs actually incurred by
Institution. Institution will accept payment
from WCT as full consideration and payment
for the services rendered pursuant to this
Agreement. All costs outlined in Attachment
2 shall remain firm for the duration of the
Study, unless otherwise agreed to in writing by

d. zpozdéni v  piipadé  problémi
svyrobou hodnoceného piipravku
nebo

e. v dalsich ptipadech uvedenych v této

smlouveé.
45  Vyjma piislusnych nékladii popsanych
Vv ¢asti 9 nize zdravotnické zafizeni neni

opravnéno uctovat subjektu studie zarazenému
do studie nebo platci tietich stran zadnou
Castku za hodnoceny ptipravek, jakékoli
klinické materialy nebo postupy souvisejici s
podavanim hodnocené¢ho piipravku nebo
klinickych materiald nebo za jiné sluzby
poskytované ve studii hrazené z rozpoctu
studie, ktery je pfilozen ktéto smlouvé
v piiloze 2 (déle jen ,,rozpocet). Zdravotnické
zafizeni si rovnéz ndklady na hodnoceny
ptipravek, néklady na klinické materialy nebo
postupy souvisejici s podavanim hodnoceného
ptipravku ¢i klinickych materiald  nebo
naklady na takové sluzby poskytované ve
studii neni opravnéno zahrnout do vykazu
nakladi pro platce tietich stran.

5. Finanéni odména

5.1  Néhradou za fadné provadéni studie ze
strany  zdravotnického  zafizeni  podle
podminek této smlouvy spoleénost WCT
jednajici jménem zadavatele prostfednictvim
své ptidruzené spolecnosti, International Grant
Administration, Inc. (,JGA”), vykonavajici
sluzby vedeni ucetnictvi pro spole¢nost WCT,
poskytne zdravotnickému zafizeni za studii
finanéni odménu ve spravedlivé trzni vysi v
souladu s rozpisem uvedenym v prilohach 1 a
2 této smlouvy, pfi¢emz tato odména pokryje
nezbytné  naklady  skute¢né¢  vzniklé
zdravotnickému  zafizeni.  Zdravotnické
zafizeni pfijme platbu od spole¢nosti WCT
jako plnou protihodnotu a uhradu za sluzby
poskytované podle této smlouvy. Veskeré
ndklady uvedené v priloze2 zustanou
neménné po celou dobu studie, pokud se
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the WCT and Sponsor via a written and
executed amendment to this Agreement.

52  Payee shall be responsible for
compensating all other entities or individuals
involved in the conduct of the Study at the
Site]. The Parties acknowledge that
Investigator and Study Staff will be
reimbursed based on terms and conditions
referred to in separate agreement between
Investigator, Sponsor and WCT. The Parties
acknowledge that WCT is the payment agent
for Sponsor under this Agreement and
payments depend on WCT receiving necessary
funds from Sponsor to make the payments
contemplated herein. Sponsor shall be liable
in the event adequate funds are not made
available by Sponsor to WCT. None of
Institution, Investigator or any member of the
Study Staff shall be deemed an agent or
employee of Sponsor, and, as independent
contractors, none of them shall be entitled to
participate in Sponsor’s employee benefit
plans or to receive any compensation beyond
that provided to Institution.  Institution is
liable for discharge of taxes on all payments
received under this Agreement in accordance
with the laws of the country it is a tax resident
of and confirms that he observes the rules of
the local tax law. Any payee identified in
Attachment 1 under this Agreement shall be
responsible for payment transaction fees
issued by payee’s bank as a result of payments
made under this Agreement. Under the EU
‘Place of Supply’ VAT regulations for the
services are taxable in the territory where the
customer is located. In the case of this
Agreement, Sponsor is the customer

5.3 The Study drugs and Study related clinical
materials will be provided by Sponsor free of
charge as required under the Protocol.

spolecnost WCT a zadavatel nedohodnou
pisemné jinak, a to formou pisemného a fadné
uzaviené¢ho dodatku k této smlouvé.

5.2  Ptijemce plateb ponese odpovédnost za
kompenzaci vSech ostatnich subjektt nebo
osob zapojenych do provadéni studie na
pracovisti. Strany berou na védomi, ze
zkouSejici, zadavatel a spole¢nost WCT
uzaviou samostatnou smlouvu, na zakladé
které bude odménén zkousejici a persondl
studie. Strany berou na védomi, ze spolecnost
WCT je dle této smlouvy zastupcem pro platby
jménem zadavatele a platby se odviji od
skute¢nosti, zda spole¢nost WCT obdrzi
pottebné zdroje od zadavatele, aby mohla
uhradit platby zde zamyslené. V ptipadé, ze
zadavatel neposkytne spole¢nosti WCT
dostate¢né zdroje, spocivd odpoveédnost na
zadavateli. Zdravotnické zafizeni, zkousejici
ani nikdo zpersonalu studie nejsou
povazovani za zastupce nebo zaméstnance
zadavatele a jako nezavisli dodavatelé nemaji
nikdo znich narok ucastnit se plana
zaméstnaneckych pozitki zadavatele ani
obdrZet jakoukoli odménu nad ramec odmény
poskytované zdravotnickému zafizeni.
Zdravotnické zafizeni nese odpovédnost za
uhrazeni dani ze vSech plateb vyplacenych dle
této smlouvy v souladu se zdkony zem¢, jejimz
je danovym rezidentem, a potvrzuje, Ze dodrZzi
pravidla mistnich dafiovych zakont. Ptijemce
plateb uvedeny v piiloze 1 dle této smlouvy
ponese odpovédnost za uhradu transakcénich
poplatki bance pfijemce plateb uctovanych pfi
platbach vyplacenych dle této smlouvy. V
souladu s predpisy EU o misté rozhodném pro
ucely vzniku danové povinnosti z DPH jsou
sluzby zdanitelné na tizemi sidla zdkaznika. V
pripadé této smlouvy se zadavatel povazuje za
zakaznika.

53  Hodnoceny piipravek a Kklinické
materialy poskytne zadavatel zdarma jak je
vyzadovano dle protokolu.
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5.4  Other than the payments described in
Section 5.1 above and Attachments 1 & 2,
neither WCT, nor the Sponsor or Sponsor’s
designee shall have any further obligation or
liability to pay Institution any amount for their
performance of the Study.

55  Because recruitment into the Study is
on a competitive basis, there can be no
guarantee that Institution will have the full
recruitment period in which to recruit Study
subjects or have a specific number of Study
subjects allocated. Sponsor and WCT on
behalf of Sponsor reserves the right to limit
entry or enrolment of additional Study subjects
at any time, effective on written notice from
WCT or Sponsor.

56 To be eligible for payment, the
procedures for the Study subject must be
performed in full compliance with the Protocol
and this Agreement (including Attachments 1
& 2), and the Study data submitted must be
complete and correct. For Study data to be
complete and correct, each Study subject must
have signed an EC/IRB-approved informed
consent document, and have met all the
Protocol eligibility criteria, payments for
Study subjects not completing a complete
course of treatment shall be made on a prorata
basis. It is expected that for all procedures and
items required under the Protocol for which
Sponsor has agreed to provide remuneration,
WCT will be the sole source of remuneration
to Site on behalf of Sponsor.

5.7  When the Study data are reviewed by
an on-site scheduled visit of a Monitor or other
Sponsor-designated representative such as
WCT, Institution will have all reasonably
available Study data obtained up to the
preceding day complete and ready for
evaluation. Sponsor and WCT reserve the
right to refuse payment for Study data not
received by WCT or Sponsor within ten (10)

5.4  Vyjma plateb popsanych v ¢lanku 5.1
vySe a prilohach 1 a 2 nema spolecnost WCT
ani zadavatel ani osoba povétena zadavatelem
zadny dalsi zavazek nebo povinnost uhradit
zdravotnickému zafizeni zadné castky za
provadéni studie.

5.5 Jelikoz nébor do studie probiha
kompetitivnim zplisobem, neexistuje zadna
zaruka, ze zdravotnické zafizeni bude mit
k dispozici celé obdobi naboru k zafazeni
subjektii studie, nebo ze mu bude pfifazen
konkrétni pocet subjektt studie. Zadavatel
aspole¢nost WCT jménem zadavatele Si
vyhrazuji pravo kdykoliv omezit vstup nebo
zatazeni dalSich subjektii studie s u¢innosti od
odeslani pisemného oznameni spolecnosti
WCT nebo zadavatelem.

5.6 K nabyti zpusobilosti obdrZet platbu
musi byt postupy uplatnéné u subjektu studie
provedeny zcela v souladu s protokolem
a touto smlouvou (v¢etné priloh 1 a 2) a Udaje
ze studie musi byt pfedlozeny v¢as a byt Uplné
a spravné. Udaje ze studie jsou Uplné a
spravné, pokud kazdy subjekt studie podepsal
dokument informovaného souhlasu schvaleny
EK a splnil vSechna kritéria zptisobilosti podle
protokolu; platby za subjekty studie, které
nedokon¢i celou fazi 1écby, budou hrazeny
pomérnym dilem. Ocekava se, Ze vyhradnim
zdrojem  odmény  vyplacené  jménem
zadavatele za vSechny postupy a polozky
vyzadované protokolem, u nichz se zadavatel
zavazal vyplatit odménu pracovisti, bude
spole¢nost WCT.

5.7 'V okamziku piezkoumani udajii ze
studie pfi naplanované navstéve monitora nebo
jiného zastupce povéreného zadavatelem, jako
je spole¢nost WCT, na pracovisti, je
zdravotnické zafizeni povinno pfipravit
vSechny pfiméfené dostupné tdaje ze studie
ziskané az do predchoziho dne tak, aby byly
uplné a ptipravené k pfezkumu. Zadavatel
aspoleénost WCT si vyhrazuji pravo
odmitnout provést platbu za udaje ze studie,
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days after the Monitor’s or other Sponsor-
designated representative’s review.

5.8 In addition, if Investigator's or other
Study Staff’s attendance is requested at a
Study start-up meeting or other meeting
necessary to provide Investigator with
information regarding the Study or Study
Drug, Institution shall permit Investigator to
travel to such meeting. Sponsor or Sponsor’s
designee, shall reimburse Investigator for
reasonable and necessary travel and lodging
expenses (with supporting documents) that
Investigator incurs to attend such meeting(s)
and that have been specifically approved by
WCT on behalf of Sponsor in advance of
travel. Amounts due will be denominated,
calculated and payable in Euro.

5.9 AIll payments made under this
Agreement include, and the payee is
liable for and shall pay when due all
taxes, fees, duties, assessments and other
governmental charges of any Kkind
imposed by a taxing authority for the

services  performed  under  this
Agreement  excluding VAT All
payments will be made without VAT
based on invoces issues by the

Institution. The Institution will issue the
invoice based on the calculation of the
completed visits prepared by the Sponsor
and/or WCT and approved by the
Investigator. In case the calculation of
completed visits is not delivered in time,
the Institution has the right to issue
respective invoice based on payment
schedule as attached to this Agreement.
Invoicing will be done semi-annually.
5.10 Sponsor may provide Institution with
Study equipment necessary for performing the
Study (“Equipment”) for purposes of
allowing Investigator Study Staff to collect

které spoleénost WCT nebo zadavatel
neobdrzi ve lhuté deseti (10) dnt po pfezkumu
ze strany monitora nebo jiného zastupce
povereného zadavatelem.

5.8  V pripad¢, Ze se vyzaduje ptitomnost
zkousejiciho nebo jinych clentt personalu
studie na setkani k zahajeni studie nebo jiném
setkani, na némz budou zkousejicimu sdéleny
informace  ostudii  nebo  hodnoceném
piipravku, zdravotnické zafizeni umoZzni
zkousejicimu se na takové setkdni dostavit.
Zadavatel nebo jim povéfend osoba uhradi
zkouSejicimu pFiméfené a nezbytné cestovni
naklady a naklady na ubytovani (podlozené
doklady), které zkouSejicimu  vzniknou
V souvislosti s UcCasti na takovém setkani
(takovych setkanich) a které byly pied vlastni
cestou konkrétné schvaleny spole¢nosti WCT
jménem zadavatele. Splatné c¢astky budou
vypoéteny a na faktufe uvedeny v eurech.

5.9  Veskeré¢ platby uskute¢néné na zékladé
této smlouvy zahrnuji vSechny dané, poplatky,
cla, vyméry a dalsi statni sazby jakéhokoli
druhu uklddané danovym tufadem za sluzby
poskytované podle této smlouvy s vyjimkou
DPH. Za uhradu vySe uvedenych poplatka
odpovida pii splatnosti piijemce plateb. Platha
jeuvedena bez DPH. Platba bude provadéna na
zaklad¢ fakturace zdravotnickym zafizenim.
Fakturu vystavi zdravotnické zafizeni na
zaklad¢ kalkulace uskute¢nénych navstév
vytvoifené zadavatelem a/nebo WCT a
odsouhlasené zkousejicim. Piipadné nedodani
kalkulace uskute¢nénych navstév nezbavuje
zdravotnické  zafizeni  prdva  vystavit
prislusnou fakturu dle platebnich podminek,
které jsou prilohou této smlouvy. Fakturace
bude probihat v pololetnich intervalech.

510 Zadavatel mize zdravotnickému
zafizeni poskytnout zafizeni pro studii
potfebné k provadéni studie (,,zaFizeni®),
jehoz ulelem je umoznit zkouSejicimu
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Study Data from Study subjects. Unless
otherwise mutually agreed, Sponsor shall
provide Service and Maintenance on the
Equipment at no charge to Institution during
the term of this Agreement. For purposes of
this Agreement, the terms “Service” and
“Maintenance” shall include reasonable
labour time, travel time, repairs and
replacement parts, and insurance for the value
of the Equipment. Institution agrees that it
shall use the Equipment solely for the purpose
of conducting the Study in accordance with the
Protocol and that it shall ensure that only
Investigator and Study Staff use such
Equipment. Institution will comply with any
operating and maintenance instructions for the
Equipment provided by Sponsor , the vendor,
or the manufacturer and will store Equipment
under conditions that are appropriate to the
nature of the Equipment and that minimize the
risk of loss or damage Further, Institution
agrees to promptly return the Equipment, at
Sponsor’s reasonable cost, upon Sponsor's
advance request or upon conclusion of the
Study, or termination of this Agreement,
whichever occurs first. Institution shall
provide certification upon return of any
Equipment and property that Institution,
Investigator and Study staff have not used any
of such Equipment and property for any
research, study or purpose other than as
permitted herein. In case the Sposnor delivers
any Equipment to the Institution in order to
conduct the Study, the Sponsor is responsible
to conclude a separate loan agreement in
application of Article 2193 and subs. of the Act
No. 89/2012 Coll, Civil Code, and in case of
medical device in compliance with an Act No.
268/2014 Coll, on medical devices.

6. Confidentiality and Non-Use

6.1 All information provided by or on behalf of
Sponsor or its agents (including but not limited

a personalu studie shromazd’ovat udaje ze
studie od subjektl studie. Nebude-li vzajemné
dohodnuto  odlisn¢, zadavatel poskytne
zdravotnickému  zafizeni servis a udrzbu
zafizeni v prabéhu trvani této smlouvy
bezplatng. Pro ucely této smlouvy vyrazy
,Servis“ a ,udrzba“ zahrnuji piiméfenou
odpracovanou dobu, Cas na cesté, opravy a
nahradni dily a rovnéz pojisténi kryjici
hodnotu zafizeni. Zdravotnické zafizeni se
zavazuje, Ze pouZzije zatizeni vyluc¢né pro ucely
provadéni studie v souladu s protokolem a ze
budou dané zafizeni pouzivat pouze zkousejici
a personal studie. Zdravotnické zatizeni bude
dodrzovat provozni pokyny a pokyny k udrzbé
zatizeni predané zadavatelem, dodavatelem
nebo vyrobcem a bude uchovavat zatizeni za
podminek, které odpovidaji jeho povaze a
které  minimalizuji  riziko ztrdty nebo
poskozeni. Zdravotnické zatizeni se dale
zavazuje, ze na primétené naklady Zadavatele
neprodlené vrati zafizeni na ptedchozi zadost
zadavatele nebo po ukonéeni studie nebo pii
ukonceni této smlouvy podle toho, co nastane
drive. Pii vraceni zafizeni a majetku vystavi
zdravotnické zarizeni osveédceni, ze
zdravotnické zafizeni, zkouSejici a personal
studie nepouzili toto zafizeni a majetek
K jinému vyzkumu, jiné studii nebo jinému
ucelu, nez pfipousti tato smlouva. Pokud
zadavatel studie dodd do zdravotnického
zafizeni za ucelem provedeni studie jakekoli
zafizeni, zavazuje se uzaviit Samostatnou
smlouvu o vyptijcce, ktera bude mit nalezitosti
dle ustanoveni § 2193 a nésl. zdkona C.

89/2012 Sb., obcanského zakoniku, a
V piipadé zdravotnického prostiedku
i ndlezitosti dle zakona ¢&. 268/2014 Sb.,

0 zdravotnickych prostfedcich.

6. Zachovani duvérnosti a nepouZiti
udaji
6.1  Veskeré informace predané

zadavatelem, jeho jménem nebo jeho zastupci
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to WCT) that is not in the public domain
together with any information generated or
observed by Institution in connection with the
Study including, but not limited to, Inventions,
the Protocol, Study data, results, and reports
from all sites conducting the Study (hereinafter
collectively “Confidential Information™) will
be kept in confidence by Institution and not
used for any purpose other than for fulfilling
his/her/its obligations under this Agreement
during the term of this Agreement and for at
least ten (10) years after the termination or
expirationof this Agreement,, except to the
extent that Sponsor agrees in writing to release
of information. Further, where Site is required
by applicable Legal Requirements to disclose
Confidential Information to the relevant
EC/IRB, regulatory agencies or legal authority
(i) the Sponsor will be promptly notifiedin
writing of such required disclosure prior to
such disclosure being made to allow Sponsor
the reasonable opportunity to oppose the
requirement or seek an appropriate protective
order, (ii) the Site shall disclose only such
portion of the Confidential Information as is
required by Legal Requirements to be so
disclosed, and (iii) in any event, the Site shall
otherwise  continue to maintain  the
confidentiality of, and comply with its
obligations of non-use with respect to, such
Confidential  Information. Where the
disclosure of Confidential Information is
necessary in order to treat an injury or illness
of a Study subject that is reasonably suspected
to be due, to the Study Drug or a Study
procedure in the reasonable medical judgment
of the Investigator, the Site may make such a
limited disclosure, provided that such
disclosure is on a ‘“need-to-know” basis to
those medical professionals directly involved
in providing such emergency care, and only to
the extent necessary and required to treat such
injury or illness, and provided that the
Institution  will inform those medical
professionals that the information being
provided is confidential to Sponsor. Any

(zejména spolecnosti WCT), které nejsou
vefejné znadmé, spoleén¢ s informacemi
vytvofenymi nebo zaznamenanymi
zdravotnickym  zafizenim v souvislosti se
studii, kromé jiného vcetné vynalezd,
protokolu, udaju ze studie, vysledkii a zprav ze
vSech pracovist’ provadéjicich studii (dale jen
souhrnn¢ ,,davérné informace*), zdravotnické
zafizeni uchova jako davérné a pouzije je
vyhradné k plnéni svych povinnosti podle této
smlouvy po dobu trvani této smlouvy a
nejméné deset (10) let po ukonceni nebo
vyprseni platnosti této smlouvy, s vyjimkou
rozsahu, v jakém zadavatel pisemné souhlasi
se zvetejnénim informaci. Dale v pfipadech,
kdy platné zakonné pozadavky vyzaduji od
pracovisté, aby byly duavérmé informace
zvetejnény piislusné EK/IRB, kontrolnim
ufadim nebo soudu, (i) zadavatel bude
bezodkladné pisemné informovan o takovém
zvetejnéni, nez knému dojde, aby mél
dostate¢nou prilezitost vznést proti takové
zadosti odpor nebo pozédat o odpovidajici
ochranny ptikaz, (ii) pracovisté zverejni pouze
takovou c¢ast duaveérnych informaci, jakou
zakonné pozadavky pozaduji zvefejnit, a (iii)
pracoviSté¢ v kazdém piipadé jinak nadale
zachovd davérnost takovych davérnych
informaci  adostoji  svym  zavazkim
nepouzivani udaji ve vztahu k takovym
divérnym informacim. Je-li nezbytné diivérné
informace zvefejnit za uCelem oSetfeni Uymy
na zdravi nebo onemocnéni subjektu studie, je-
li divodné podezieni, ze vznikly v disledku
hodnoceného piipravku nebo postupu ve studii
na zakladé odpovidajiciho 1ékaiského usudku
zkousSejiciho, pracovisté¢ mize takové divérné
informace Vv omezené mife zvefejnit pod
podminkou, Ze takové zvetfejnéni prob&hne
pouze v rozsahu, v jakém je nutné informaci
sdélit zdravotnickym pracovnikim, ktefi se
pfimo podili na poskytovani akutni péce, a jen
v rozsahu potfebném a poZzadovaném k
oSetteni takové Ujmy na zdravi nebo
onemocnéni, a dale pod podminkou, ze
zdravotnické zafizeni informuje zdravotnické
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Confidential Information thus disclosed must
remain confidential with respect to any other
third parties.  Sponsor shall be notified
promptly in writing of any disclosures under
this paragraph;

6.2 In the event that disclosure is requested by
any person or entity other than those described
in Section 6.1 above, the Institution shall
notify WCT and Sponsor promptly in writing
and not disclose any information without the
prior written consent of Sponsor or until
Sponsor has exhausted any legal actions it may
take to prevent or limit the requested
disclosure;

6.3 Institution shall be responsible for ensuring
Study Staff who are employees or agents of
Institution are obligated to these same terms of
confidentiality and non-use set forth in this
Agreement;

6.4 The terms of this Agreement shall also be
considered confidential information and may
be disclosed only to the extent required by
applicable Legal Requirements or as
reasonably necessary for the approval of the
Study at the Centre and Institution. In case that
Legal Requirements , above all Czech Act No.
340/2015 Coll., on registry of agreements, as
amended (“Act on Registry”), require the
publication of this Agreement the Sponsor and
the Site hereby agreed that the following
information shall be considered as the business
secret and shall not be published or disclosed,
unless Legal Requirements stipulate
otherwise. For the purposes of this provision
the Sponsor considers the following as its
business secret:Attachment 1 — Payment
Schedule,Attachment 2 — Budget, Protocol,
Investigator Brochure, Insurance Agreement,
Informed Consent Form, Visit Schedule

pracovniky, kterym bude informace sdélena,
ze se jednd o divérnou informaci zadavatele.
Vsechny timto zpuisobem zvetejnéné divérné
informace musi ve vztahu Kk dal$im tfetim
stranam ztstat duvérné. Zadavatel musi byt
0 jakémkoliv zvetfejnéni informaci dle tohoto
odstavce obratem pisemn¢ informovan.

6.2 V ptipad¢, Ze o zveiejnéni informaci
pozéada osoba nebo subjekt jiny nez uvedeny
v ¢lanku 6.1 vySe, zdravotnické zafizeni je
povinno tuto skutecnost okamzité pisemné
oznamit spoleCnosti WCT a zadavateli
a nezveftejni zadné informace bez predchoziho
pisemného souhlasu zadavatele nebo az do
okamziku, kdy zadavatel vycerpal vSechny
zdkonné kroky k prevenci nebo omezeni
takového zverejnéni.

6.3  Zdravotnické zafizeni bude povinno
zajistit, aby personal studie tvofeny
zaméstnanci nebo zastupci zdravotnického
zafizeni byl povinen dodrZzovat stejné
podminky zachovani diivérnosti a nepouzivani
udajii stanovené v této smlouve.

6.4 Podminky této smlouvy jsou
rovnéZ povazovany za divérné informace
amohou byt zvefejnény pouze v rozsahu, v
jakém to vyzaduji zakonné pozadavky nebo v
jakém je to pfimétené nutné k ziskani souhlasu
s provadénim studie v centru a zdravotnickém
zafizeni. V ptipadé€, Ze zdkonné pozadavky,
zejména zakon CR ¢&. 340/2015 Sb., o registru
smluv, v platném znéni (dale jen ,,zakon o
registru®), pozaduji uvefejnéni této smlouvy,
zadavatel a pracovisté timto souhlasili, ze
nasledujici informace budou povazovany za
obchodni tajemstvi a nebudou publikovany ani
uvefejnény, pokud zdkonné pozadavky
nestanovuji jinak. Pro ucely tohoto ustanoveni
zadavatel povazuje nasledujici polozky za své
obchodni tajemstvi: Pfiloha 1 — Harmonogram
plateb,Ptiloha 2 — Rozpocet, protokol, soubor
informaci pro zkousejiciho, Pojistna smlouva
o odskodnéni, linformovany souhlas, rozvrh
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referred to in the Payment Schedule, number
of the enrolled subjects, expected length of the
study conduct, Study Drug and signatures.
Further the personal data are excluded out of
publication unless they are published in
another publicly available Register.

6.5 Study Drug and Clinical Supplies
provided to the Institution by Sponsor
remain the property of Sponsor, and all
Confidential Information and all tangible
expressions, in any media, of Confidential
Information are the sole property of
Sponsor.

7. Data, Publications and Publicity
7.1 Institution:

i) agrees that all data results, reports
and other information and materials
generated in connection with or
derived from the Study (“Study
Information™) are hereby the sole
property of the Sponsor and shall be
subject to the obligations of
confidentiality and non-use set forth
in Section 6 above;

i) will, however, be permitted to
publish and present the results of the
Study generated by the Site as
provided herein.  Institution agrees
that Sponsor shall have the right to
first publication of the results of this
Study, which is intended to be a joint
multicentre publication reflecting the
results  observed  across all
participating Study sites.
Accordingly, decisions on the timing
and content of publications and
presentations from the Study will be
coordinated by the Sponsor in
consultation  with a  steering
committee, if applicable, in

jednotlivych navstév uvedeny \%
harmonogramu plateb, pocet zafazenych
subjektii a ocekavand délka trvani studie,
oznaceni hodnoceného 1éCivého piipravku a,
podpisy. Dale nebudou takovémuto uveiejnéni
podléhat osobni Udaje fyzickych osob, ledaze
jsou jiz zvefejnény Vv jiném veftejné
pfistupném registru

6.5. Hodnoceny ptipravek a klinické
materidly, které zdravotnickému zatizeni
poskytne zadavatel, zlistavaji vlastnictvim
zadavatele a veskeré diavérné informace
a veskera konkrétni vyjadieni divérnych
informaci v jakémkoli  mediu  jsou
vyhradnim vlastnictvim zadavatele.

7. Udaje, publikace a publicita

7.1 Zdravotnické zafizeni:

) souhlasi s tim, ze vSechny tudaje,
vysledky ajiné informace a materialy
vytvotené v souvislosti se studii nebo z ni
odvozené (dale jen ,,studijni informace®) jsou
vyluénym majetkem zadavatele a podléhaji
zavazkiim zachovani divérnosti a nepouZzivani
udaji uvedenych v ¢lanku 6 vyse;

i) vsak bude opravnéno zvefejnit
apredneést vysledky studie  vytvofené
pracoviStém zpisobem stanovenym v této
smlouvé. Zdravotnické zafizeni souhlasi s tim,
aby mél zadavatel pravo jako prvni zvetejnit
vysledky studie ve spolecné multicentrické
publikaci zachycujici vysledky zjiSténé ve
vSech ucastnicich se pracovistich studie.
Podobné i rozhodnuti o nacasovani a obsahu
publikaci a prezentaci ze studie budou
koordinovana zadavatelem v rdmci ptipadnych
konzultaci s fidicim vyborem pti komunikaci
S pracovisti studie pfispivajicimi udaji do
studie. Strany berou na védomi a souhlasi s
tim, Ze zdravotnické zafizeni, zkousSejici,
centrum ani zadny c¢len persondlu studie
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communication with Study sites
contributing data to the Study. It is
understood and agreed that no Study
data or results shall be independently
published by Institution,
Investigator, the Centre or Study
Staff prior to the first to occur of the
following (a) the first multicenter
publication of the results of the
Study, (b) written notice from a
Sponsor that no such multicenter
publication shall ensue, or (c)
eighteen (18) months after the
conclusion or earlier termination of
the Study at all participating Study
sites  (“conclusion” or “ecarlier
termination of the Study” shall be
defined as the locking of the Study
database for the Study’s primary
endpoint).. Subsequent to one of
these conditions being satisfied,
Institution shall have the right to
publish or present the results of the
Study generated by at Institution
under this Agreement, on condition
that Sponsor has been furnished with
a copy of the proposed publication,
abstract, poster, paper, presentation
or other scientific disclosure for
review and comment not less than
sixty (60) days prior to intended date
of presentation or submission for
publication. At the expiration of such
sixty (60) day period, the
presentation or submission for
publication may proceed provided
that:

a) in the event that the Sponsor has
identified Confidential
Information (excluding Study
data and results generated by the
Site) that would be disclosed by
the publication or presentation,
the Investigator and/or Institution
shall promptly remove such
Confidential Information from

samostatné nepublikuje zadné udaje ani
vysledky ze studie pied (cokoli nastane diive)
(a) prvni multicentrickou publikaci vysledki
studie, (b) pisemnym sdélenim zadavatele, ze
takova multicentricka publikace nebude
publikovana, nebo (c) uplynutim osmnécti (18)
mésich  po ukonceni nebo piedcasném
ukonceni studie na vSech zapojenych
pracovistich studie (,,ukonCeni a ,,pied¢asné
ukonceni studie”“ jsou definovany jako
uzamceni databdze studie pro primarni cil
studie). Po splnéni jedné z téchto podminek
bude mit zdravotnické zafizeni pravo
publikovat nebo prezentovat vysledky studie
vytvotené zdravotnickym zafizenim dle této
smlouvy za podminky, ze zadavateli bude
poskytnuta kopie navrhované publikace,
abstraktu, posteru, clanku, prezentace nebo
jiné¢ veédecké publikace ke kontrole a
pfipominkovani nejpozdéji Sedesat (60) dnt
pfed zamysSlenym datem prezentace nebo
ptedlozenim k publikaci. Po uplynuti téchto
Sedesati (60) dna Ize pristoupit k prezentaci
nebo piedlozeni k publikaci za pfedpokladu,
ze:

a) Vpiipadé, ze zadavatel objevil davérné
informace (s vyjimkou udaju a vysledkt
ze studie vytvofenych pracovistém), které
by byly publikaci nebo prezentaci
zvetejnény, zkouSejici a/nebo
zdravotnické zafizeni takové divérné
informace z navrhované publikace nebo
prezentace neprodlené odstrani;
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the proposed publication or
presentation;

b) in the event Sponsor has notified
Investigator and/or Institution in
writing that it reasonably
believes that prior to such
publication or presentation the
Sponsor must take action to
protect the Sponsor’s intellectual
property interests such as the
filing of a patent application
claiming an invention or a
trademark registration
application or taking action to
protect its data  package
exclusivity interests Investigator
and Institution shall either 1)
delay such publication or
presentation for an additional
ninety (90) days from the date of
Investigator’s or Institution’s
receipt of notice from the
Sponsor or until the foregoing
action(s) have been taken,
whichever shall occur first, or 2)
remove from the publication or
presentation the information
which Sponsor has specified it
reasonably  believes  would
jeopardize Sponsor’s intellectual
property interests; and

c) areprintof such publication(s) or
presentation(s) resulting from
the Study will be provided to
Sponsor;

iii) agree not to release press statements
regarding the Study or the Study
Drug without the prior written
approval of Sponsor; and

iv) agree not to answer enquiries
regarding the Study or the Study
Drug from financial analysts.

7.2  WCT and Sponsor shall not use the
name of Investigator, Institution, and/or Study

b) vpfipadé, Ze  zadavatel pisemné
informoval zkousejiciho a/nebo
zdravotnické zafizeni o skuteCnosti, ze se
piiméfené¢ domniva, ze pred takovou
publikaci nebo prezentaci musi zadavatel
provést opatfeni k ochrané¢ prav
k dusevnimu vlastnictvi zadavatele, jako
je podani patentové piihlasky pro vynalez
nebo Zadosti o registraci obchodni
znamky ¢i piijeti opatfeni k ochrané
vyluénych prav ktadajim, pak jsou
zkousSejici a zdravotnické zafizeni povinni
bud’ 1) odlozit takovou publikaci nebo
prezentaci o dal$ich devadesat (90) dni od
data, kdy zkousSejici nebo zdravotnické
zafizeni ptijali oznameni zadavatele, nebo
az do prijeti vySe uvedenych opatieni
podle toho, co nastane prvni, nebo 2) z
publikace nebo prezentace vyjmout
informace, u nichz se zadavatel pfimérené
domniva, ze by ohrozily jeho prava k
duSevnimu vlastnictvi; a

c) dotisk takové publikace (publikaci) nebo
prezentace (prezentaci) vzeslych ze studie
bude poskytnut zadavateli;

iii) souhlasi, Zze nebude vydavat tiskova

prohlaseni o studii nebo hodnoceném

ptipravku  bez  ptfedchoziho pisemného

souhlasu zadavatele; a

iv) souhlasi, ze nebude odpovidat na

dotazy o studii nebo hodnoceném piipravku

kladené finan¢nimi analytiky.

7.2 Spole¢nost WCT a zadavatel bez
pfedchoziho pisemného souhlasu

XXX
Page 32 of 59




Staff in any advertising or sales promotional
material or in any publication without the prior
written consent of Investigator, Institution
and/or Study Staff as appropriate. Institution
will not use Sponsor's or WCT's name or the
names of any Sponsor or WCT employees in
any advertising or sales promotional material
or in any publication without the prior written
permission of Sponsor or WCT, as applicable.
Notwithstanding the foregoing, Institution
and/or Investigator consent to Sponsor’s
disclosure of this Agreement and the use of the
name of Institution and/or Investigator as part
of regulatory submissions and as may be
otherwise required by Legal Requirements,
and to Sponsor’s use of the name of Institution
and contact information associated therewith
as part of a list of Sponsor’s clinical trial sites,
and Sponsor may distribute or publish that list
as it deems appropriate for the operation of its
business. In addition, Sponsor shall have the
right to name Institution and/or Investigator as
participants in the Study in press releases or
similar public statements made by Sponsor.

7.3 Data Protection:

(@) Each Party agrees to adhere to the
principles of medical confidentiality
in relation to Study subjects, and to
comply with the applicable terms of
the Agreement and their respective

obligations under Legal
Requirements relating to data
protection and privacy. Personal

data, as defined in Article 4 of the
GDPR, shall not be disclosed to
Sponsor unless required to satisfy
Protocol  requirements or  for

zkousejiciho, zdravotnického zatizeni a/nebo
ptipadné personalu studie nepouziji jméno
zkousejiciho, nazev zdravotnického zatizeni
a/nebo jména ¢lenti personalu
v marketingovych nebo obchodnich
propagacnich materialech nebo jiné publikaci.
Bez ptedchoziho pisemného  souhlasu
zadavatele nebo spolecnosti WCT nepouzije
zdravotnické zafizeni nazev zadavatele nebo
spole¢nosti WCT nebo jména zaméstnanci
zadavatele nebo spolecnosti WCT v zadnych
marketingovych nebo obchodnich
propagacnich materialech ¢i jiné publikaci.
Bez ohledu na vyse uvedené zdravotnické
zatizeni a/nebo zkousejici souhlasi s tim, Ze
zadavatel zvefejni tuto smlouvu a pouzije
nazev zdravotnického zatizeni a/nebo jméno
zkousejiciho jako soucast podani kontrolnim
ufadiim, ptipadné jak jinak vyzaduji zdkonné
pozadavky, a ze zadavatel pouzije nazev
zdravotnického zafizeni asnim spojené
kontaktni Udaje v ramci seznamu pracovist
provad¢jicich klinickd hodnoceni zadavatele
a zadavatel mtze distribuovat nebo publikovat
tento seznam podle potieby vramci své
obchodni ¢innosti. Zadavatel ma dale pravo
uvadét  zdravotnické  zafizeni  a/nebo
zkousSejiciho jako ucastniky studie v tiskovych
zpravach ¢i podobnych vefejnych prohlaSenich
ze strany zadavatele.

7.3 Ochrana osobnich udaji:

() Kazda strana souhlasi, ze bude
dodrZovat zéasady 1ékatského
tajemstvi ve vztahu K subjektim

studie a plnit pfislusné podminky této
smlouvy aji pfislusejici povinnosti
podle zékonnych pozadavka
v souvislosti s ochranou osobnich
udaji a soukromi. Osobni udaje, jak
jsou definovany v ¢lanku 4 GDPR,
budou zptistupnény zadavateli, pouze
pokud to vyzaduje plnéni pozadavkl
protokolu nebo za ucelem sledovani
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(b)

(©)

monitoring or adverse event reporting
purposes, or in relation to a claim or
proceeding brought by the Study
subject in connection with the Study.
A Party shall not disclose the identity
of a Study subject to a third party
without prior written consent of the
Study subject, except as permitted by
Legal Requirements or as appropriate
in relation to a claim or proceeding
brought by the Study subject in
connection with the Study. The
Parties agree that each will comply
with their respective obligations
under Legal Requirements relating to
data  protection and  privacy,
including, but not limited to, their
obligations as controllers pursuant to
the GDPR.

With respect to Studies in the EU or
which  otherwise involve the
collection or processing of personal
data within the European Economic
Area: (1) WCT shall act as processor
for Sponsor, in accordance with Legal
Requirements; and (2) WCT shall
obtain and at all relevant times
maintain its related registrations with
the appropriate supervisory
authorities.

After obtaining the informed consent
of the Study subjects, as required by
Legal Requirements, Institution
and/or  Investigator  will  be
responsible for the collection and use
of personal data relating to the Study
subjects in accordance with and
solely for the purposes of the
performance of this Agreement and
the Protocol. Institution and/or
Investigator shall also ensure that
identifying data relating to Study

(b)

(©)

¢1 hlaseni nezadoucich pitihod nebo
v souvislosti s narokem ¢i Zalobou
vznesenou subjektem studie
v souvislosti se studii. Zadna strana
neprozradi totoznost subjektu studie
treti  strané bez  predchoziho
pisemného souhlasu subjektu studie
s vyjimkou ptipadl, kdy to pripousti
zékonné pozadavky nebo kdy je to
titeba vzhledem k naroku nebo zalobé
vznesené subjektem studie
v souvislosti  se  studii.  Strany
souhlasi, Ze kazdd bude plnit ji
prislusejici povinnosti podle
zékonnych pozadavki ve vztahu
k ochrané osobnich tdaji a soukromi,
kromé jin¢ho véetné povinnosti coby
spravca podle GDPR.

Co se tyce studii provadénych v EU,
nebo které  jinak zahrnuji
shromazd’ovani ¢i zpracovani
osobnich udaji v ramci Evropského
hospodaiského prostoru: 1)
spolecnost WCT bude jednat jako
zpracovatel  jménem  zadavatele
v souladu se zdkonnymi poZadavky
a (2) spolecnost WCT ziskd a bude
udrzovat v platnosti ve  vSech
relevantnich  pfipadech  naleZita
opravnéni a registrace u piislusnych
kontrolnich ufadd.

Zdravotnické zatizeni a/nebo
zkousejici poté, co vsouladu se
zdkonnymi  pozadavky ziskaji
informované  souhlasy  subjekti
studie, budou  odpovidat za
shromazd’ovani a vyuzivani osobnich
udajii tykajicich se subjekti studie
vsouladu sucelem avyhradné za
ucelem  plnéni  této  smlouvy
a protokolu. Zdravotnické zatizeni
a/nebo zkousejici dale zajisti, aby
identifikaéni  udaje  tykajici  se
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(d)

subjects is removed from Study data
and records before these are
transferred or otherwise made
available to Sponsor.  For such
purposes, Institution and/or
Investigator will provide information
relating to Study subjects to Sponsor
solely in encoded form and
implement the necessary technical
and organizational measures to
exclude re-identification of the Study
subjects by Sponsor.

Prior to and during the course of the
Study, Institution and/or Investigator
may provide to Sponsor personal data
relating to Study Staff, the processing
of which may be subject to Legal
Requirements regarding data
protection and privacy. Institution
and/or Investigator shall ensure that,
prior to their participation in the
Study, each Study Staff member
consents to the disclosure, transfer,
use and processing of their personal
data by and to Sponsor and its
representatives and agents, including
their names, addresses, qualifications,
clinical trials experience and financial
information, for the following
specific purposes: (A) ensuring
proper conduct of the Study; (B)

review by regulatory authorities,
Sponsor and Sponsor’s
representatives and agents for

purposes related to the Study; (C)
satisfying legal and regulatory
requirements; and (D) assessing by
Sponsor of the person’s suitability for
the Study or future studies as well as
maintaining databases for use in
selecting sites in future studies.
Institution and/or Investigator shall
ensure that all Study Staff members
give their unambiguous and explicit
consent to the potential transfer of

(d)

subjektii studie byly odstranény
z0daji azédznami ze studie, nez
budou tyto udaje a zdznamy predany
nebo jinak zpftistupnény zadavateli.
Za timto ucelem zdravotnické
zafizeni a/nebo zkousejici poskytnou
zadavateli informace tykajici se
subjektd studie vyhradné v kddované
form¢ a pfijmou nezbytna technicka
a organizacni opatieni, aby vyloucili
moznost zpétné identifikace subjekta
studie zadavatelem.

Pied zahajenim studie aV jejim
prubéhu zdravotnické zafizeni a/nebo
zkousejici mohou poskytnout
zadavateli osobni Udaje tykajici se
personalu studie, jejichz zpracovani
muze podléhat zdkonnym
pozadavkim ve vztahu K ochrané
osobnich udaja a soukromi.
Zdravotnické zatizeni a/nebo
zkouSejici zajisti, aby kazdy clen
personalu studie pfed svou ucasti ve
studii souhlasil s tim, Ze jeho osobni
udaje, vcetn¢ jména, adresy,
kvalifikace, zkuSenosti v klinickych
hodnocenich a finan¢nich informaci,
budou  sdélovany  apredavany
zadavateli a jeho  zdstupcim
a povéfenym osobam a budou jimi
vyuzivany a zpracovavany, ato
konkrétné k nasledujicim Géelim: (A)
zajisténi fadného provadéni studie;
(B) revize ze strany kontrolnich
ufadd, zadavatele ajeho zastupci a
povétenych ~ osob  pro  ucely
souvisejici se studii; (C) uspokojeni
zakonnych a regulaénich pozadavki;
a(D) posouzeni dané  osoby
zadavatelem z hlediska jeji vhodnosti
ke spolupraci na této ¢i budoucich
studiich a rovnéz vedeni databazi pro
vyuziti  pfi  vybéru  pracovist
v budoucich studiich. Zdravotnické
zatizeni a/nebo zkousSejici zajisti, aby
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their personal data to countries
outside the European Economic Area
(EEA) where different data protection
rules apply and which may not
provide the same level of protection,
such as the U.S.

(e) Each Party shall use, test, store and
dispose of biological samples
collected under the Protocol only in
the specific manner and for the
specific purposes set forth in the
Protocol and the ICF, and only in
accordance  with  the  Legal
Requirements, including data
protection laws. The results of such
tests (“Biological Sample Data”) will
be  treated as Confidential
Information, and, unless otherwise
specified in the Protocol, Sponsor will
not provide the Biological Sample
Data to Institution, Investigator or
Study subjects.

(f) The Institution and/or Investigator
shall make available to Sponsor all
information required to demonstrate
and verify compliance with the above
obligations.

8. Intellectual Property & Inventions

8.1 Institution, including its employees or
agents such as Study Staff, shall not acquire
any rights of any kind whatsoever with respect
to the Study Drug or Clinical Supplies as a
result of performance under this Agreement or
otherwise. The Investigator and/or Institution
agree that if an Invention is made in whole or
in part by or on behalf of the Institution,
Investigator or any Study Staff member, the
Sponsor will be notified promptly and the

vSichni ¢lenové personalu studie
vyjadfili  jednozna¢ny a vyslovny
souhlas s pfipadnym pfenosem svych

osobnich 1Udaji do zemi mimo
Evropsky  hospodaisky  prostor
(EHP), kde plati jiné zasady ochrany
osobnich  udaja, které nemusi
poskytovat stejnou miru ochrany,
jako naptiklad USA.

(e) Kazda strana bude vyuzivat, testovat,

skladovat a likvidovat biologické vzorky

odebrané podle protokolu vyhradné zptisobem
akucelim  specifikovanym v protokolu
a formulati ICF avyhradné v souladu se
zakonnymi pozadavky, vcetné¢ zdkont na
ochranu osobnich tdaju. Vysledky téchto testi
(dale jen ,,data z biologickych vzorki*) budou
povazovany za davérné informace, a neni-li
v protokolu stanoveno jinak, zadavatel data
Z biologickych vzorki neposkytne
zdravotnickému zafizeni, zkouSejicimu ani
subjektlim studie.

(f) Zdravotnické zatizeni a/nebo
zkouSejici  zpfistupni  zadavateli
veskeré informace nezbytné

k prokazani aovéteni, ze dodrzuji
vyse uvedené zavazky.

8. DusSevni vlastnictvi a vynalezy
8.1 Zdravotnické zafizeni, vcetné¢ jeho
zaméestnanci  nebo  zastupcli, napiiklad

personal studie, nenabude v disledku plnéni
této smlouvy ¢i jinak Zadnych prav
k hodnocenému  piipravku ¢ klinickym
materidliim. Zkousejici a/nebo zdravotnické
zafizeni souhlasi, Ze pokud vynélez vznikne
zcela nebo zcasti dilem nebo jménem
zdravotnického zafizeni, zkousSejictho nebo
jakéhokoli ¢lena persondlu studie, zadavatel
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Invention shall be the sole property of and shall
be assigned to the Sponsor. The consideration
for this assignment is already included in the
financial reimbursement under Article 5
hereof. The Investigator and/or Institution each
agree to assign and hereby assign all right, title
and interest in any such Inventions to Sponsor,
and agree to reasonably cooperate with
Sponsor to perfect any such Inventions and
assignment. “Invention” means any discovery,
technology result, data, material,
improvement, or idea, whether or not
patentable, conceived or reduced to practice as
a result of conducting the Study or in
connection with the Study, or made using the
Study Drug or Confidential Information,
together with all intellectual property rights
relating thereto. = At Sponsor’s request,
Institution and/or Investigator shall execute
and shall cause the Study Staff to execute any
assignment documents or other documents
required to confirm Sponsor’s ownership of
the Invention, and shall assist Sponsor in filing
for, obtaining and maintaining patents and all
other intellectual property and proprietary
rights on and in the Invention. Sponsor shall
reimburse  the Institution and/or the
Investigator for all reasonable expenses
incurred in providing such assistance, but
otherwise shall owe no further consideration
for such assistance or with respect to any
Invention.. Institution warrants by the
execution of this Agreement, that it has not
entered, and will not enter, into any contractual
agreement or relationship which would in any
way conflict with or compromise Sponsor’s
proprietary interest in, or rights to, any
inventions, discoveries, or technology existing
at the time of the execution of this Agreement
or arising out of or related to its performance
hereunder.

bude neprodlen¢ informovan a vynalez bude
zadavateli postoupen astane se jeho
vyhradnim vlastnictvim. Protiplnéni za takové
postoupent je jiz zahrnuto ve financni odméné
podle ¢lanku5 této smlouvy. ZkousSejici
a/nebo zdravotnické zafizeni s postoupenim
souhlasi a timto postupuji zadavateli vSechna
prava a naroky na jakékoli podobné vynéalezy
apodily na nich, asouhlasi, ze budou
odpovidajicim zpisobem se zadavatelem
spolupracovat na bezvadném provedeni
a postoupeni takovych vyndlezl. ,,Vynalez*
oznaCuje  jakykoli  objev,  technologii,
vysledek, udaje, material, zlepSeni nebo népad,
at’ uz jsou patentovatelné, ¢i nikoliv, vytvotené
nebo zavedené do praxe v disledku provadéni
studie ¢i v souvislosti se studii nebo vzniklé na
zaklad¢ uzivani hodnoceného ptipravku c¢i
davérnych informaci, spolu se vSemi pravy
K dusevnimu vlastnictvi, ktera s vynélezem
souviseji. Zdravotnické zafizeni a/nebo
zkousejici na zadost zadavatele vyhotovi
(a zajisti, aby tak ucinil i personal studie)
jakékoli dokumenty Kk postoupeni a dalsi
podklady nezbytné k potvrzeni vlastnického
prava zadavatele na vynalez abudou se
zadavatelem  spolupracovat pii  podani
patentové prihlasky, ziskani a obhajeni patentt
a vSech dalSich prav k duSevnimu vlastnictvi
a majetkovych prév spojenych s vynélezem.
Zadavatel uhradi zdravotnickému zafizeni
a/nebo  zkouSejicimu  veSkeré  divodné
vynaloZzené nédklady vzniklé pii poskytovani
takové spoluprace, jinak vSak neni povinen
poskytnout za takovou spolupraci nebo
S ohledem na jakykoli vyndlez Zadnou dalsi
odménu. Zdravotnické zatizeni uzavienim této
smlouvy zarucuje, Ze neuzavielo a neuzavie
zadnou smlouvu nebo smluvni vztah, ktery by
mohl byt v rozporu s vilastnickymi zajmy nebo
pravy zadavatele k vynéalezlim, objeviim nebo
technologiim existujicim v okamziku uzavieni
této smlouvy nebo vzniklé pfi jejim plnéni
nebo v souvislosti s jejim plnénim, ¢i by mohl
tyto zajmy a prava omezovat.
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8.2 To the extent copyrights to Study
Information or Inventions are legally not
assignable Sponsor is hereby granted an
exclusive, world-wide, sub-licensable,
time-unlimited, irrevocable license for
unlimited use. The consideration for this
assignment is already included in the
financial reimbursement under Article 5
hereof. Institution and Investigator shall
make maximum efforts to ensure that the
actual owners of the copyrights, i.e.
employees or agents of the Institution such
as Study Staff and/or involved third
parties, allow the Institution to grant the
aforementioned license to Sponsor.

8.3 Institution represents and warrants that its
employees, contractors and agents
(including Study Staff) are contractually
obliged to convey to Institution all right,
title and interest in and to Study
Information, Inventions and clinical
specimens collected in accordance with
the Protocol, and that all parties given
access to Confidential Information will
have entered into confidentiality, non-
disclosure and invention assignment
agreements, the terms of which are at least
as protective of the Confidential
Information, Study Information and
Inventions as those set forth in this
Agreement.

8.4 It is agreed that none of Sponsor, WCT,
Institution transfers to any other by
operation of this Agreement any of
its/his/her  patent rights, copyrights,
trademark rights, or other proprietary

rights, except as expressly set forth herein.

9. Study Subject Injury.

8.2 Vrozsahu, Vv jakem autorskd prava na
studijni informace ¢i vynalezy nejsou

z pravniho hlediska postupitelna,
zadavatel timto  ziskdva  vyhradni,
celosvétovou,  pievoditelnou, Casove
neomezenou, neodvolatelnou licenci

k neomezenému uziti. Protiplnéni za toto
postoupeni je jiz zahrnuto ve finan¢ni
odméné podle ¢lanku 5 této smlouvy.
Zdravotnické zafizeni a zkousejici
vyvinou maximalni Gsili, aby zajistili, aby
skute¢ni vlastnici autorskych prav, tj.
zaméstnanci €1 zastupci zdravotnického
zafizeni, naptiklad personal studie a/nebo
zGCastnéné  tieti  strany,  umoznili
zdravotnickému zatizeni vySe zminénou
licenci zadavateli ud¢lit.

8.3 Zdravotnicke zafizeni prohlasuje
azarucuje, ze jeho  zameéstnanci,
dodavatelé a zastupci (v€etné personalu
studie) jsou smluvné zavdzani postoupit
zdravotnickému zafizeni veSkera prava,
naroky a zajmy, které maji ve vztahu ke
studijnim informacim, vynaleziim
a klinickym vzorkiim ziskanym v souladu
S protokolem, a Ze vSechny strany, které
maji ptistup k divérnym informacim, jsou
smluvné  zavdzany  k  zachovéni
mlenlivosti, duvérnosti a postoupeni
vynalezii za podminek poskytujicich
minimalné¢  stejnou  miru  ochrany
divérnych informaci, studijnich informaci
avynalezti jako podminky ustanovené
V této smlouvé.

84  Strany se dohodly, Ze Zadna-—
zadavatel, spole¢nost WCT ani zdravotnické
zafizeni — nepfevede na jinou stranu na
zékladé¢ této smlouvy zadné ze svych
patentovych prav, autorskych prav, prav
k obchodni znamce ¢i jinych vlastnickych
prav, neni-li tak vyslovné v této smlouvé
uvedeno.

9. Ujma subjektu studie
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The Sponsor will reimburse the Institution as
the case may be, for reasonable costs of extra
unanticipated  tests,  treatments, and
hospitalizations of Study subjects which are
reasonably required as a result of an injury or
illness directly resulted from the proper
administration of the Study Drug in
accordance with the Protocol or due to
procedure or practices required by the Protocol
(an  “Injury”). Institution will obtain
promptly, for the Sponsor, all records of such
extra tests and treatments. Notwithstanding the
foregoing or anything herein to the contrary,
the Sponsor will not have any obligation to
reimburse for those costs covered by the Study
subject’s medical or hospital insurance or by

governmental programs providing such
coverage, or for any Injury which is
attributable to the Institution’s, the

Investigator’s or a Study Staff member’s
negligence or misconduct, or which is
attributable to the Study subject’s underlying
illness, whether previously diagnosed or not or
the natural progression of any such underlying
illness, or where such Injury is attributable to a
violation of the Protocol by the Institution,
Investigator or any Study Staff member.

10. Indemnification

10.1 Institution acknowledges that WCT
does not provide indemnification of any kind
for the services provided hereunder and is not
a party to the below indemnification
obligation.

10.2 Subject to Institution’s indemnity
obligations pursuant to Section 10.2
below, the Sponsor shall indemnify and
hold harmless Institution and
Investigator and its/his/her directors,
officers, employees and agents, from any

Zadavatel nahradi zdravotnickému zafizeni
(podle okolnosti) piiméfené naklady za
mimotfadné  aneplanované testy, lécbu
a hospitalizace subjektti studie, které jsou
diuvodné nezbytné v dasledku zdravotni Ujmy
nebo onemocnéni, které jsou piimym
nasledkem vlastniho podavani hodnoceného
ptipravku podle protokolu nebo nasledkem
procedury  ¢i postupu  vyzadovanych
protokolem (dale jen ,ijma na zdravi®).
Zdravotnické zafizeni neprodlené zajisti pro
zadavatele o takovych mimotadnych testech
a lécbach veskeré zaznamy. Bez ohledu na
vyse uvedené nebo na cokoli protikladného
Vv této smlouve zadavatel nebude mit povinnost
uhradit ty ndklady, které jsou kryty zdravotnim
pojisténim nebo pojiSténim pro  pobyt
v nemocnici subjektu studie, nebo statnimi
programy zajistujicimi takové kryti, nebo
které vznikly v dasledku jakékoli Gjmy na
zdravi, jejiz pficinu lze ptisoudit nedbalosti
nebo poruSeni povinnosti na  strané
zdravotnického zafizeni, zkouSejictho nebo
Clena personalu studie, pfipadné primarnimu
onemocnéni subjektu studie (at’ jiz bylo diive
diagnostikovano, ¢i nikoliv) nebo pfirozenému
postupu takového primarniho onemocnéni,
nebo je-li takova jma na zdravi zavinéna
poruSenim protokolu ze strany zdravotnického
zafizeni, zkouSejicitho nebo jakéhokoli Clena
personalu studie.

10. Odskodnéni

10.1  Zdravotnické zafizeni bere na védomi,
ze spolecnost WCT neptizndva odskodnéni
zadného druhu za sluzby poskytnuté dle této
smlouvy aneni stranou nize uvedeného
zavazku odskodnéni.

10.2 S vyhradou zavazki odSkodnéni ze strany
zdravotnického  zafizeni podle niZe
uvedeného  ¢lanku  10.3  zadavatel
odskodni a zprosti odpovédnosti
zdravotnické  zafizeni  a zkouSejiciho
a jejich vedouci pracovniky, funkcionare,
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third party actions, suits, claims,
demands or prosecutions that may be
brought or instituted, and all judgments,
damages, liabilities, costs and expenses
resulting therefrom (collectively
“Losses”), arising from personal injury
to a Study subject which is directly
caused by or directly attributable to: (i)
the Study Drug dispensed or
administered in accordance with the
Protocol, or (ii) any Study procedure
required solely by the Protocol (which
would not have been performed but for
the Study subject’s participation in the
Study), which is performed in
accordance with the provisions of this
Agreement, applicable governmental
requirements and the Protocol.

Notwithstanding the foregoing, Sponsor
shall have no  indemnification
obligations or liability in relation to any
Losses resulting or arising from any of
the following:

(i) The  failure of Institution,
Investigator, and/or its/his/her
respective contractors or agents or
any Study Staff member to comply
with any Legal Requirements or to
adhere to the terms of the Protocol
or this Agreement; or

(i) The  negligence  or  willful
misconduct of Institution,
Investigator and/or an officer,
contractor, agent or employee

thereof, or any Study Staff member.

The Sponsor’s obligation to indemnify,
defend and hold harmless is subject to
the following conditions:

zamestnance a zastupce ve véci jakychkoli
sport, zalob, narokii ¢i stihdni, které
mohla vznést nebo iniciovat tfeti strana,
avsech znich vyplyvajicich rozsudkd,
nahrad Skod, odpovédnosti, naklada
avydajii (dale jen souhrnné ,ztraty®)
vzeslych z osobni Ujmy na zdravi subjektu
studie, kterd je pfimym disledkem
nasledujicich okolnosti nebo kterou lze
ptimo nasledujicim okolnostem ptisoudit:
(i) vydani nebo podani hodnoceného
ptipravku v souladu s protokolem nebo
(1) jakykoli postup ve studii pozadovany
vyhradn¢ protokolem (ktery by nebyl
proveden, kdyby subjekt studie nebyl
ucastnikem studie), ktery je proveden
v souladu s ustanovenimi této smlouvy,
pfislusnymi statnimi pozadavky
a protokolem.

Bez ohledu na vySe uvedené zadavatel

nebude mit zavazek ani povinnost
odSkodnéni ve vztahu k jakymkoli
ztratam,  které  vzeSly  z jakékoli

z nasledujicich okolnosti:

(i) Nesplnéni jakéhokoli zakonného
pozadavku nebo nedodrZeni
podminek protokolu ¢i této smlouvy
ze strany zdravotnického zafizeni,
zkousejiciho a/nebo jejich
ptislusnych dodavatelti ¢i zastupct
nebo jakéhokoli c¢lena persondlu
studie; nebo

(i) nedbalost nebo védomé poruseni
povinnosti na stran¢ zdravotnického
zafizeni, zkouSejiciho a/nebo jejich
funkcionéiti, dodavatelti, zastupct
¢1 zaméstnancii nebo jakéhokoli
¢lena personalu studie.

Zavazek zadavatele odskodnit, hdjit
a zbavit odpovédnosti se zakldda na
nasledujicich podminkach:
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(i) that the Sponsor is promptly
provided with written notice by
Institution of any Losses for which
indemnification is sought pursuant
to this Section 10.1;

(if) that the Sponsor retains the
right to defend the lawsuit, in any
manner it deems appropriate,
including the right to retain the
counsel of its choice, and if the
Sponsor does so, Institution agrees
to, and Institution shall ensure that
the Investigator and Study Staff
members shall, cooperate fully in
the defense and/or settlement of the
same (including by providing access
to pertinent records and documents
and  provision of  relevant
testimony); and

(iii) that the Sponsor has the sole
right to settle the claim at its
expense.

10.3 Institution Indemnification: Neither
WCT nor Sponsor will be responsible for, and
Institution shall defend, indemnify and hold
WCT, Sponsor and their respective directors,
officers, employees and agents, harmless from
and against, any third party actions, suits,
claims, demands, or prosecutions that may be
brought or instituted, and all resultant Losses,
resulting or arising from a) the negligence or
wilful misconduct on the part of Institution or
Institution’s employees, contractors or agents,
including the Investigator (if applicable) and
all Study staff,; (b) Institution’s, and/or its
employees, contractors or agents, including
any Study Staff member’s, failure to comply
the Protocol, this Agreement, other written
instructions from Sponsor or its designee
(including WCT) or applicable Legal

(i) Zdravotnické zafizeni neprodlené
poskytne  zadavateli ~ pisemné
oznameni o jakychkoli ztratach, za
které je pozadovano odskodnéni
podle ¢lanku 10.1;

(if) zadavatel si ponecha pravo hajit se

pfed soudem zpiisobem, ktery uzna

za vhodny, vCetné prava ponechat si
obhajce dle svého vybéru, a pokud
tak ucini, zdravotnické zafizeni
souhlasi, ze bude pii obhajobé
a/nebo  urovnani sporu  plné
spolupracovat (véetné zptistupnéni

ptisluSnych zaznami a dokument a

poskytnuti relevantniho svédectvi),

pfiCemz zajisti, aby S takovou
spolupraci souhlasili i zkousejici

a Clenové personalu studie; a

(iii) zadavatel
urovnat
naklady.

ma vyhradni prévo
narok na své vlastni

10.3 Odskodnéni ze strany zdravotnického
zafizeni: Ani spolecnost WCT ani zadavatel
neponesou odpovédnost ve véci jakychkoli
sport, zalob, narokii, pozadavkl ¢i stihani,
které mohla vznést nebo iniciovat tieti strana,
avSech vyslednych ztrat, které vzesly
z nasledujicich okolnosti nebo jsou jejich
disledkem: (a) nedbalost nebo védomé
poruSeni povinnosti ze strany zdravotnického
zafizeni nebo jeho zaméstnancti, dodavateli ¢i
zastupcii véetné zkousejiciho (podle okolnosti)
a jakéhokoli ¢lena personalu studie, (b)
nedodrzeni protokolu, této smlouvy, jinych
pisemnych pokyni zadavatele nebo jim
poveéfené osoby (véetné spoleCnosti WCT)
nebo platnych zékonnych pozadavku ze strany
zdravotnického  zafizeni  a/nebo  jeho
zameéstnancl, dodavatelll ¢i zéstupct vcetné

Requirements; (c) unauthorized warranties | jakéhokoli ¢lena personalu studie, (c)
made by Institution or Institution’s employees | neopravnéné zaruky poskytnuté
or agents, including the Investigator (if | zdravotnickym  zafizenim nebo  jeho
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applicable) and all Study Staff, concerning the
Study Drug being tested; or (d) in any case in
which written informed consent was not
obtained for the Study Subject involved in
accordance with the Protocol.

11. Survivorship Clause

11.1 The obligations under Sections 1, 2, 3,
4,6,7,8, 10, 11, 12, 13 and 14 shall survive
the expiration, termination or cancellation of
this Agreement, as will any other provisions,
which by their nature, are intended to have
effect following such termination or
expiration.

12. Insurance

12.1 The Institution shall secure and maintain
in full force and effect through the
performance of the Study (and following
termination of the Study ) mandatory
professional liability insurance coverage in
accordance with provisions of Act No.
372/2011 Coll., on Medical Services. The
Institution shall provide to WCT a copy of
their certificate of Insurance if requested.

12.2 Sponsor warrants that it shall secure and
maintain during the performance of this
Agreement in accordance with, and to the
extent required by, par. 52, sec 3 (f) of Act No.
378/2007 Coll.,, On Pharmaceuticals as
amended, a policy or policies of
comprehensive general liability insurance at
levels sufficient to support its obligations
thereunder. Sponsor shall provide, upon
request, copies of the insurance certificates,
together with evidence that the policies do
exist.

zamestnanci ¢i zastupci véetné zkousejiciho
(podle okolnosti) a jakéhokoli ¢lena personalu
studie ohledn¢ hodnoceného ptipravku, ktery
je predmétem studie, nebo (d) ptipady, kdy
nebyl od zatazeného subjektu studie ziskan
pisemny informovany souhlas dle protokolu,
pficemz zdravotnické zafizeni ve véci vysSe
uvedenych ztrat spole¢nost WCT, zadavatele
ajejich  prislusné vedouci pracovniky,
funkcionafe, zaméstnance a zastupce bude
hajit, odSkodni je a zbavi odpovédnosti.

11. Ustanoveni o pretrvani platnosti
11.1  Zavazky plynouci z ¢lanki 1, 2, 3, 4, 6,
7, 8, 10, 11, 12, 13 a 14 pfetrvaji uplynuti
platnosti, ukonceni nebo zruseni této smlouvy
a stejné tak 1 vSechna dal$i ustanoveni, kterad
jsou svou povahou urcena, aby méla ucinek i
po takovém ukonceni nebo uplynuti platnosti
smlouvy.

12.  Pojisténi

12.1 Zdravotnické zafizeni uzavie a po
celou dobu provadéni studie (a nasledné i po
ukonceni studie) zachova v plné platnosti
aucdinnosti  povinné  pojisténi  profesni
odpovédnosti v souladu s ustanovenimi zakona
¢. 372/2011 Sb., o zdravotnich sluzbach.
Pokud o to spolecnost WCT pozada,
zdravotnické zafizeni predlozi spolecnosti
WCT Kopii své pojistky.

12,2 Zadavatel zarucuje, Ze uzavie a po
celou dobu plnéni této smlouvy zachova
pojistku nebo pojistky vSeobecné
odpovédnosti ve vysi dostatecné ke splnéni
svych zavazku dle této smlouvy, a to v souladu
s § 52 odst. 3 pism. f) zdkona 378/2007 Sh., o
lé¢ivech, v platném znéni, avrozsahu
poZadovaném timto zakonem. Na zadost
zadavatel ptedlozi kopie pojistek spole¢né s
dikazem, ze pojistky existuji.
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13. Term and Termination

13.1 The term of this Agreement shall begin
on the date of last signature below unless
publication of the Agreement is required by the
Act on Registry, in which case the term of this
Agreement as well as the Effective date shall
begin upon publication of the Agreement in the
Registry, and shall continue until the earlier of
1) the completion of the Study at the
Institution, and/or Investigator has submitted
all case report forms and other documents
required by the Protocol to Sponsor or its
designee and Sponsor has accepted all such
case report forms and documents; 2) closure
of enrollment period by the Sponsor ; or 3)
termination of the Agreement by Sponsor or
WCT pursuant to this Section 13.2.

13.2  Sponsor and WCT reserve the right to
terminate this Agreement and/or Investigator's,
Institution's, or any Study subject’s
participation in the Study or the Study itself at
any time for any reason, or no reason, effective
on written notice from WCT or Sponsor.
Immediately upon receipt of a notice of
termination, Institution shall cease entering
Study subjects into the Study, cease
conducting procedures to the extent medically
permissible on Study subjects already entered
into the Protocol, and refrain from incurring
additional costs and expenses to the extent
possible.

13.3  Upon termination or completion of the
Study Institution shall (i) to promptly return all
Study Drug and Clinical Supplies in
accordance with the Protocol and instructions
to be provided by Sponsor or WCT and
applicable Legal Requirements, (ii) except as
otherwise set forth in this Agreement,
promptly arrange for all of Sponsor’s
Confidential Information, Study Information

13. Doba trvani a ukonceni

13.1 Doba trvani této smlouvy zapocne
datem posledniho podpisu uvedeného nize,
neni-li podle zé&kona o registru pozadovano
uvefejnéni této smlouvy — v takovém piipadé
doba trvani a tim i nabyti GCinnosti této
smlouvy zapoc¢ne dnem uveiejnéni smlouvy
vregistru—, a bude pokracovat az do
okamziku, kdy nastane prvni z nasledujicich
situaci: 1) dokonceni studie ve zdravotnickém
zatizeni a/nebo odevzdani vsech zaznami
subjektdl hodnoceni a dalSich dokumentt
pozadovanych protokolem zadavateli nebo jim
povéiené osobé ze strany zkousejiciho s tim,
ze zadavatel vSechny takové zaznamy subjekti
hodnoceni a dokumenty pfijal, 2) ukonéeni
obdobi naboru zadavatelem, nebo 3) ukonéeni
smlouvy zadavatelem nebo spole¢nosti WCT
dle tohoto ¢lanku 13.2.

13.2 Zadavatel a spolecnost WCT si
vyhrazuji pravo ukoncit tuto smlouvu a/nebo
ucast zkouSejiciho, zdravotnického zatfizeni
nebo jakéhokoliv subjektu studie ve studii
nebo studii jako takovou, a to kdykoliv
a Z jakéhokoliv diivodu nebo i bez divodu
sucinnosti od odeslani pisemné vypovédi
spolecnosti  WCT  nebo  zadavatelem.
Okamzit¢ po obdrZzeni vypovédi ukonci
zdravotnické zafizeni zafazovani subjekti
studie do studie, u subjekti studie do protokolu
Jiz zatazenych ukonéi provadéni postupl v
lékatsky piipustném rozsahu aVv moZném
rozsahu se zdrzi aktivit vedoucich ke vzniku
dalsich nakladt a vydaja.

13.3 Po ukonceni nebo dokonceni studie
zdravotnické zafizeni (i) neprodlené vréati
veskery zbyly hodnoceny ptipravek a klinické
materialy v souladu s protokolem a pokyny
poskytnutymi zadavatelem nebo spole¢nosti
WCT a platnymi zdkonnymi pozadavky, (ii)
neni-li  vtéto smlouvé stanoveno jinak,
neprodlené zajisti, aby byly veskeré duvérné
informace, studijni informace a majetek
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and property, including Study materials and
Equipment, under this Agreement to be
provided to Sponsor, (iii) promptly furnish
WCT with an acceptable Investigator’s final
study report, and iv) follow any other
reasonable instructions from Sponsor/WCT as
part of the orderly wind-down of the Site’s
participation in the Study. In the event this
Agreement is terminated prior to completion of
the Study, for any reason, or upon completion
of the Study, the Sponsor shall be under no
obligation to provide a continued supply of the
Study Drug.

13.4  Upon termination or completion of the
Study, and satisfaction of Institution’s
obligations under Section 13.2, Sponsor or
Sponsor’s designee, shall make prorated
payment for all work actually performed up
to the date of termination in accordance with
Attachments 1 & 2. If payments made to
Institution exceed the amount owed for work
performed under the Protocol, Institution
agrees to promptly return the excess balance to
Sponsor or Sponsor’s designee as directed. If
Study subjects records cannot be evaluated
because of violations of the Protocol, Sponsor
and its designee shall only pay for the
completed evaluable case report forms, on a
pro rata basis. Only services and time
expenditures that are compensated under
Attachment 2 shall be compensated under
termination, and neither Sponsor nor WCT
shall be responsible for any lost profits or lost
opportunities.

14. Miscellaneous

14.1 Institution understands and agrees that
the Study Drugs is experimental in nature and
that no warranty, either express or implied, is
made by Sponsor, the Sponsor or any other
party regarding the Study Drug.

14.2 If there is a discrepancy or conflict
between the terms of the Protocol and those of
this Agreement, the terms of the Protocol shall

zadavatele, vCetn€ materialt studie a zafizeni,
dle této smlouvy vraceny zadavateli, (iii)
neprodlen¢  ptedlozi  spolecnosti WCT
ptijatelnou zavéreCnou zpravu o studii
sestavenou zkousejicim a (iv) bude se fidit
dal$imi opodstatnénymi pokyny zadavatele /
spolecnosti WCT v ramci fadného ukonceni
ucasti pracoviste na studii. V ptipadé, ze bude
tato smlouva ukoncena pied dokoncenim
studie bez ohledu na divody, nebo po
dokonceni studie nema zadavatel Zadnou
povinnost  poskytovat  dalsi = dodavky
hodnoceného piipravku.

13.4 Po ukonceni nebo dokonceni studie
a po splnéni zavazkt zdravotnického zatizeni
z ¢lanku 13.2 provede zadavatel nebo jim
povéiena osoba pomérnou platbu za veskerou
skute¢n¢ odvedenou praci k datu ukonceni
v souladu s prilohami 1 a 2. Pokud platby
uhrazené zdravotnickému zatfizeni piekroci
c¢astku dluznou za odvedenou praci dle
protokolu, zavazuje se zdravotnické zafizeni
obratem vratit pieplatek zadavateli nebo jim
povétené osobé podle pokynt. Pokud nelze
zdznamy subjektd studie posoudit, protoze
doslo k poruSeni protokolu, zadavatel a jim
povétend osoba uhradi pomérnym dilem pouze
kompletni zdznamy subjekti hodnoceni, které
lze posoudit. Po ukonceni studie budou
uhrazeny pouze vydaje za sluzby a vynalozeny
Cas, které maji byt hrazeny podle pfilohy 2,
a zadavatel ani spolecnost WCT neponesou
Zadnou odpovédnost za usly zisk nebo ztracené
ptileZitosti.

14.  Rizné

141 Zdravotnické zatfizeni bere na védomi
a souhlasi s tim, ze hodnoceny piipravek je ze
své povahy experimentalni a Ze zadavatel nebo
jind  strana  nevydala v  souvislosti
s hodnocenym ptipravkem zadnou zaruku, at’
uz vyslovnou nebo implicitni.

142 'V piipadé¢ nesouladu nebo rozporu
mezi podminkami protokolu a podminkami
této smlouvy se podminky protokolu pouziji
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govern and control with respect to clinical,
scientific and regulatory matters, and the terms
of the Agreement shall govern and control with
respect to all other matters, i.e., legal and
financial matters.

14.3 Institution shall not engage any
subcontractor to fulfil any of its obligations
hereunder without obtaining prior written
consent from Sponsor. Notwithstanding any of
the foregoing, Institution shall remain solely
responsible for activities performed by any
subcontractor(s), and the use of a
subcontractor shall not relieve Investigator of
any obligations hereunder. Institution shall be
solely responsible for any financial
responsibilities  with  regard to such
subcontractor(s), including withholdings,
liabilities and contributions in respect of any
such subcontractor(s).

144 In conducting the Study, Institution
will act as an independent contractor, without
the capacity to bind Sponsor or WCT legally,
and not as an agent or employee of Sponsor or
WCT.

14.5  Any notices under this Agreement shall
be in writing, , in the English language signed
by the relevant party, and shall be deemed to
have been sufficiently given or served for all
purposes if  (a)delivered  personally;
(b) deposited with a pre-paid messenger,
express or air courier or similar courier; or
(c) transmitted by electronic mail. Notices
shall be addressed to a Party at the Party's
addresses set forth below. Notices shall be
deemed to have been received (i) upon receipt
in the case of personal delivery; (ii) three (3)
days after being deposited in the case of
messenger, express or air courier or similar
courier; and (iii)the day of receipt as
evidenced by an electronic email receipt.
Notices shall be addressed as follows:

For WCT:
Worldwide Clinical Trials

Vv klinickych, védeckych a regulatornich
zalezitostech a podminky smlouvy se pouziji
na vSechny dalsi zalezitosti, tj. pravni
a finanéni.

14.3  Zdravotnické zafizeni neni opravnéno
k plnéni svych pfislusnych  zavazkt
plynoucich z této smlouvy bez piedchoziho
pisemného souhlasu zadavatele vyuzit sluzeb
subdodavatele. Aniz by bylo doteno vyse
uvedené, zdravotnické zafizeni zUstane
vyluéné odpovédné za cCinnosti provedené
subdodavatelem (subdodavateli) a vyuziti

subdodavatele nezbavuje  zkousejiciho
zavazkl z této smlouvy plynoucich.
Zdravotnické  zafizeni nese  vylu¢nou
odpovédnost za finanéni zavazky vuci
takovemu subdodavateli (takovym

subdodavateliim), v¢etné srazek, zavazkt nebo
pfispévki v  souvislosti s  takovym
subdodavatelem (takovymi subdodavateli).
14.4  Pfi provadéni studie bude zdravotnické
zafizeni jednat jako nezavisly dodavatel, aniz
by pravné¢ zavazovalo zadavatele nebo WCT, a
nebude jednat jako zastupce nebo zaméstnanec
zadavatele nebo spole¢nosti WCT.
145 Vsechna oznameni plynouci z této
smlouvy musi byt v pisemné formé,
v anglickém jazyce, podepsana piislusnou
stranou a budou povazovéna za adekvatné
pfedand nebo doruéend pro vSechny ucely,
pokud jsou (a) doru¢ena osobng; (b) uloZena
u predplaceného kuryra, expresni, letecke
nebo obdobné kuryrni sluzby; nebo (c)
preposlana elektronickou postou. Ozndmeni
budou zaslana dané strané¢ na jeji adresu
uvedenou niZze. Oznameni budou povazovana
za prijatd (i) po prevzeti v ptipad€ osobniho
doruceni; (i1)) tii (3) dny po wuloZeni
u piedplaceneho kuryra, expresni, letecké
nebo obdobné kuryrni sluzby; a (iii) v den
piijeti doloZeny stvrzenkou elektronicke posty.
Oznédmeni budou zasilana na nasledujici
adresy:

Pro spolecnost WCT:

Worldwide Clinical Trials
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XXX

For Institution:

VSeobecna fakultni nemocnice v Praze
XXX

For Sponsor:

Tricida, Inc.

XXX

14.6  This Agreement may not be assigned,
nor any right of obligation delegated by
Institution without the prior written consent of
WCT. Sponsor may assign this Agreement
upon written notice to Institution.

14.7  This Agreement, including
Attachments, the Protocol and other
documents attached hereto or thereto or
incorporated by reference,represents the entire
understanding between the parties, and
supersedes all other agreements, express or
implied, between the Parties concerning the
subject matter hereof. This Agreement may be
amended or modified only in a writing signed
by the Parties as an amendment to this
Agreement, and the same applies to any
amendment or modification of this
sentence.The failure of any party to enforce
any right, remedy or condition of the
Agreement, shall not be deemed a waiver
thereof, nor shall such failure affect said
Party’s right to subsequently enforce the same.
No exercise of a specific right or remedy by
any Party precludes it from, or prejudices it in,
exercising another right or pursuing another
remedy or maintaining an action to which it
may otherwise be entitled under applicable
law.

14.8 Force-Majeure. The Parties bear
responsibility for improper performance of the
present Agreement unless it is proved that
proper performance was impossible due to
insuperable force beyond the reasonable
control of the affected party, i.e. extraordinary

XXX

Pro zdravotnické zafizeni:

Vseobecna fakultni nemocnice v Praze
XXX

Pro zadavatele:

Tricida, Inc.

XXX

14.6  Bez ptedchoziho pisemného souhlasu
spolecnosti WCT nesmi zdravotnické zatizeni
tuto smlouvu postoupit ani delegovat zadné
pravo nebo zavazek. Zadavatel je opravnén
tuto smlouvu postoupit na zakladé pisemného
oznameni zdravotnickému zafizeni.

14.7 Tato smlouva, véetné priloh, protokolu
a dalSich dokumentt, které¢ jsou k ni pfilozeny
nebo do ni v¢lenény odkazem, piedstavuje celé
ujednani mezi stranami a nahrazuje vSechna
jiné ujednani, vyslovna nebo implicitni, mezi
stranami upravujicimi pfedmét této smlouvy.
Tuto smlouvu je mozné zménit nebo upravit
pouze pisemnou formou  podepsanou
smluvnimi stranami jako jeji dodatek; totéz
plati pro kaZdou zménu nebo Gpravu této véty.
Neuplatni-li néktera strana uréité pravo,
prosttedek napravy nebo podminku této
smlouvy, neznamena to, Ze se jich vzdava, ani
ze v duisledku takového neuplatnéni ztraci
dand strana pravo uplatnit vyse zminéné
Vv budoucnu. Nevyuziti urcitého prava nebo
prostiedku néapravy jakoukoli stranou ji
nebrani ani nevylu€uje mozZnost uplatnit jiné
pravo nebo vyuzit jiny prostiedek napravy
nebo vznést Zalobu, na coZ by jinak podle
platného prava méla narok.

14.8 Vyssi moc. Strany jsou odpovédné za
nedostatecné plnéni predkladané smlouvy,
pokud neprokazi, Zze fadné plnéni nebylo
mozné z diivodu nepiekonatelné moci mimo
pfiméfenou kontrolu postizené strany, tj.
mimofadna a nevyhnutelna moc, jako je poZzar,
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and unavoidable forces such as fires, floods,
war, or acts of God (“force majeure”). The
Party affected by an event of force majeure
shall use its reasonable efforts to remedy,
remove, or mitigate against such event and the
effects thereof. If a Party anticipates or
experiences an event of force majeure or delay
in performance, such Party shall promptly
notify the other Party of the nature, details and
expected duration thereof. In the event of a
delay lasting for four (4) weeks or more the
non-affected Party shall have the right to
terminate this Agreement immediately by
notice in writing to the other Party.

14.9 Limitation of Liability. Except with
respect to breaches of confidentiality
obligations in Section 6 and intellectual
property obligations under Section 8,
indemnification obligations under Section 10,
or as regards to a Party’s gross negligence or
willful misconduct, in no event will any Party
be liable to the other Parties for incidental,
indirect, special or consequential damages,
including but not limited to lost profits or
savings, whether or not the possibility of such
damages has been disclosed in advance or
could have been reasonably foreseen.

14.10 The Agreement shall be governed by
the lawsof the Czech Republic. All disputes
arising out o ftis contract or in relation to it
shall be submitted for a judicial decision to the
competent courts of the Czech Republic. Local
jurisdiction is determined by a registered seat
of the Institution. Notwithstanding anything
herein seemingly to the contrary, (a) any
dispute, controversy or claim relating to the
scope, validity, enforceability or infringement
of any patent or trademark will be submitted to
a court of competent jurisdiction in the country
in which such patent or trademark rights were
granted or arose and (b) any Party may seek
injunctive relief from a court of competent
jurisdiction to prevent or limit damage to that
Party’s intellectual property.

povoden, valka nebo vyssi moc (,,vyS§i moc*).
Strana postizend udalosti vys$si moci vynalozi
pifimétené usili k ndpraveé, odstranéni nebo
zmirnéni takové udalosti a jejich dopadt.
Pokud strana piedpoklada nebo zaziva udalost
vys$§i moci nebo zpozdéni plnéni, takova strana
je povinna neprodlené informovat druhou
stranu o povaze, podrobnostech a o¢ekdvaném
trvani udalosti. V ptipad¢, ze bude zpozdéni
trvat déle nez Ctyii (4) a vice tydnd, ma
nepostizena strana pravo tuto smlouvu
okamzité ukoncit pisemnou vypovéedi zaslanou
druhé strané.

149 Omezeni odpovédnosti. S vyjimkou
pfipadii poruseni povinnosti zachovavat
duvérnost podle ¢lanku 6  a povinnosti
vzhledem Kk dusevnimu vlastnictvi podle
¢lanku 8, povinnosti  odskodnéni  podle
¢lanku 10 nebo piipadi hrubé nedbalosti nebo
védomého poruseni povinnosti urcité strany
nebude v zadném piipad¢ zadna ze stran
odpovédna druhym stranam za nahodné,
nepfimé, specialni nebo nasledné Skody,
zejména za usly zisk €1 uspory, bez ohledu na
to, zda byla moZnost takové Skody predem
uvedena nebo ji bylo mozné piiméefend
predpokladat.

14.10 Smlouva se fidi zakony Ceské
republiky. Spory vyplyvajici nebo souvisejici
stouto smlouvou budou rozhodovéany
vyhradné piislusnymi soudy Ceské republiky.
Mistni ptislusnost soudu bude dana sidlem
zdravotnického zafizeni. Bez ohledu na cokoli
v této smlouvé, co se zda byt v rozporu, (a)
jakykoli spor, kontroverze ¢i narok tykajici se
rozsahu, platnosti, vymahatelnosti ¢i poruseni
prav k jakémukoli patentu nebo obchodni
znamce bude podan usoudu piislusné
jurisdikce v zemi, v niz byla prava k takovému
patentu nebo obchodni znamce udélena nebo
kde vzesla, a (b) jakékoli strana mize pozadat
soud pfislusné jurisdikce o ndpravné soudni
nafizeni, aby zabranila Skod€¢ nebo omezila
Skodu na svém duSevnim vlastnictvi.
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14.11 Institution represents and warrants that
it, as well as all Study Staff who are employees
or agents of Institution, are not presently under
any agreement or obligation or participating in
any other study which conflicts with the duties
and obligations owed to WCT or Sponsor
under this Agreement, and further warrants not
to undertake any such obligation or agreement
during the course of the Study.

14.12 If any clause or provision of this
Agreement is  declared invalid or
unenforceable by a court of competent
jurisdiction, such provision shall be severed
and the remaining provisions of the Agreement
shall continue in full force and effect. The
Parties shall use their best efforts to agree upon
a valid and enforceable provision as a
substitute for the severed provision, taking into
account the intent of the original provision.

14.13 The headings in this Agreement are
inserted for convenience of reference only and
in no way define, describe or limit the scope or
intent of this Agreement or any of the
provisions hereof. This Agreement and all
attached exhibits shall be deemed to have been
drafted by the Parties and shall not be
construed against any Party as the draftsperson
thereof.  In this Agreement, the words
“including” and “includes” shall be deemed to
be followed by the phrase “without limitation.”

14.14 This Agreement may be executed in
two languages In case of discrepancies
between the Czech version and the English
version of this Agreement, the Czech version
shall prevail; provided that the English version
shall be sufficiently consulted to determine the
genuine intention of the Parties with respect to
the discrepancy. This Agreement and any
subsequent amendment may be executed in

14.11 Zdravotnické  zafizeni  prohlasuje
a zarucuje, ze zdravotnické zafizeni 1 vSichni
Clenové personalu studie, ktefi jsou
zaméstnanci nebo zastupci zdravotnického
zafizeni, nejsou v soucasnosti vazéni zadnou
dohodou nebo zavazkem nebo ucasti v jiné
studii, které by byly v rozporu s povinnostmi a
zédvazky vuaci  spoleCnosti  WCT nebo
zadavateli dle této smlouvy, a dale zarucuje, ze
v prubéhu studie takovy zavazek neptevezmou
a takovou dohodu neuzaviou.

14.12 V ptipadé, ze budou jakakoliv
ustanoveni nebo odstavec této smlouvy
ptislusnym soudem prohlaseny za neplatné
nebo nevymahatelné, takové ustanoveni bude
oddéleno a zbyvajici ustanoveni smlouvy
zustanou 1 nadale platnd a u¢inna v plném
rozsahu. Strany vyvinou maximalni usili, aby
se dohodly na platném a vymahatelném
ustanoventi, které nahradi oddélené ustanovent,

pficemz  zohledni  zdmér  plvodniho
ustanoveni.
14.13 Nadpisy Vvtéto smlouvé jsou

uvedeny pouze pro piehlednost a nijak
nedefinuji, nepopisuji ani neomezuji rozsah
nebo zamér této smlouvy ani ustanoveni v ni
obsaZzenych. Ma se za to, Ze tuto smlouvu
a vSechny jeji ptilohy vypracovaly strany,
asmlouva nebude vykladana v neprospéch
zadné strany proto, Ze je autorem jejiho
navrhu. V této smlouvé jsou slova ,vetné*
a ,,zahrnuje* vykladana, jako by je pfedchazela
fraze ,,kromé jiného*.

14.14 Tato smlouva mize byt uzaviena ve
dvou jazycich. V pfipad¢ nesrovnalosti mezi
Ceskou aanglickou verzi této smlouvy je
rozhodujici Ceska verze; pod podminkou, ze
anglicka verze bude dostatecné analyzovana,
aby byl urcen skutecny zamér stran vzhledem
ke vzniklému rozporu. Tato smlouva a kazda
jeji nésledna zména mohou byt vyhotoveny
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counterparts and the counterparts, together,
shall constitute a single agreement.

14.15 Institution, Sponsor and WCT
herein acknowledge that this Agreement shall
be published in accordance with the Act No.
340/2015 Coll., on the Registry of Contracts.
Such publication does not concern any data
that are covered by trade secret of any of the
contracting parties. In case of clinical studies
the trade secret covers especiallyPayment
Schedule, Budget, the Protocol, Investigator
Brochure, InsuranceAgreement, Informed
Consent Form, Visit Schedule referred to in the
Payment Schedule, number of the enrolled
subjects, expected length of the study conduct,
Study Drug and signatures. Further the
personal data are excluded out of publication
unless they are published in another publicly
available Register. WCT and/or Sponsor shall
send anonymized Agreement by email to the
Institution by latest on a day when the
Agreement is executed. The Institution is
responsible for publication of the Agreement.
In case the Sponsor and/or WCT does not
comply with their obligation above, the
Institution is allowed to publish the
Agreement. The Agreement will take effect
upon a day of its publication in the Registers.
Notification of the administrator of the
Register concerning publication will be
delivered to an email of the authorized person
XXX . Expected total fee for the service
coverning total number of subjects who will
complete all visits as per protocol is 28190
EUR (7 229 000 CZK)

[SIGNATURES TO FOLLOW]

v n¢kolika stejnopisech a vSechny stejnopisy
dohromady tvofii jedinou smlouvu.

14.15 Zdravotnické zafizeni, zadavatel
aspole¢nost WCT berou na védomi, ze
smlouva bude wuvefejnéna v souladu se
zakonem ¢. 340/2015 Sb., o registru smluv.
Takovémuto uvetejnéni nepodléhaji ty tdaje,
které tvoii obchodni tajemstvi nckteré ze
smluvnich stran. V ptipadé klinickych studii se
obchodnim  tajemstvim  rozumi  zejména
harmonogram plateb, rozpoget,protokol, soubor
informaci pro zkousejiciho, Pojistnd smlouva,
informovany souhlas, rozvrh jednotlivych
navs§tév uvedeny v harmonogramu plateb,
pocet zarazenych subjektii a oCekavana délka
trvani studie, oznaceni hodnoceného 1é¢ivého
ptipravku a podpisy. Dale nebudou
takovémuto uvetejnéni podléhat osobni udaje
fyzickych osob, ledaze jsou jiz zvefejnény
Vjiném  vefejné  pfistupném  registru.
Spole¢nost WCT nebo zadavatel zaSlou
zaslepenou verzi smlouvy zdravotnickému
zatizeni e-mailem na adresu XXX nejpozdéji
vden podpisu Smlouvy. Za uvefejnéni
smlouvy odpovidd zdravotnické zafizeni.
Pokud zadavatel ¢i WCT nesplni vyse
uvedenou povinnost, je zdravotnické zafizeni
opravnéno smlouvu uvefejnit samo. Smlouva
nabude ucinnosti v den uvefejnéni v registru.
Notifikace spravce registru smluv o uvetejnéni
smlouvy bude zasldna na e-mail povéfené
0sobyXXX. Predpokladana celkova vyse
odmény za provedeni sluzeb za maximalni
pocet subjekti, které absolvuji vSechny
navstévy dle protokolu, ¢ini 28.190 EUR
(7 229 000 CZK).

[NASLEDUJI PODPISY]
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IN WITNESS WHEREOF, the undersigned
by their duly authorized representatives have
executed this Agreement as of the date and
year of the last signature below. The parties
consent to the terms of this Agreement by
signing below.

NA DUKAZ CEHOZ uzaviely nize
podepsané strany, prostfednictvim svych fadné
opravnénych zastupcii, tuto smlouvu ke dni,
meésici a roku pfipojeni posledniho podpisu.
Podepsanim strany souhlasi s podminkami této
smlouvy.

SPONSOR/ZADAVATEL

Tricida, Inc.

Signed/Podpis:

Name/Jméno:

Title/Pozice:

Date/Datum:

Worldwide Clinical Trials Limited

Signed/Podpis:

Name/Jméno:

Title/Pozice:

Date/Datum:

Vseobecna fakultni nemocnice v Praze

Signed/Podpis:

Name/Jméno: XXX
Title/Pozice: XXX

Date/Datum:

I, XXX the Principal Investigator of this Study,
hereby acknowledge and declare that | have

Ja, XXX zkousejici této studie, timto potvrzuji
a prohlasuji, Ze jsem se seznamil s protokolem
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get acknowledged with the Protocol and all
documents provided by the Sponsor for the
conduct of the Study. | have also get
acknowledged with the terms of this contract
concluded between WCT, Sponsor and
Vseobecnd fakultni nemocnice in Prague. I
hereby undertake to comply with the
obligations of Principal Investigator referred to
in this contract as well as with the obligations
of the Principal Investigator as referred to in
the Principles of Good Clinical Practice.

a vSemi dokumenty pfedanymi zadavatelem
k provedeni studie. Byl jsem rovnéz seznamen
s podminkami této smlouvy uzaviené mezi
WCT, zadavatelem a Vseobecnou fakultni
nemocnici v Praze. Timto se zavazuji, ze budu
dodrzovat povinnosti v ni  stanovené
zkous$ejicimu ¢i povinnosti vyplyvajici pro
zkousSejiciho ze spravné klinické praxe.

Done in Prague on/ V Praze dne ...

Investigator’s signature/ podpis zkousejiciho
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LIST OF EXHIBITS
Attachment 1: Payment Schedule
Attachment 2: Budget

SEZNAM PRIiLOH
Piiloha 1: Harmonogram plateb
Priloha 2: Rozpocet

ATTACHMENT 1
PAYMENT SCHEDULE

Payments Shall Be Made Payable to Payee:
Vseobecna fakultni nemocnice v Praze
Payee Tax ID (if applicable): CZ 00064165

1. Electronic Payments — Payments shall be
issued by electronic transfer to:

Account Holder: VSeobecna fakultni nemocnice
Vv Praze
XXX

All incoming payments must be clearly
identified by the invoice number or specific
symbol.

PRILOHA 1
HARMONOGRAM PLATEB

Platby budou uhrazeny piijemci plateb:
Vseobecna fakultni nemocnice v Praze

DIC pifjemce plateb (je-li takové): CZ
00064165

1. Prevody prostiednictvim elektronického
bankovnictvi — platby budou ptevedeny
prostfednictvim elektronického
bankovnictvi na adresu:

Nazev: VSeobecna fakultni nemocnice v
Praze

XXX

Veskeré piichozi platby musi budou
jednoznaéné identifikovany Cislem faktury
nebo specifickym symbolem.

WCT will make payments on behalf of Sponsor
through its corporate affiliate, International
Grants Administration, Inc., a wholly-owned
WCT company that performs administrative
accounting services for WCT.

Before each payment is proceeded a report
including number of visits and required amount
for payment ‘Payment Request Form’ will be
sent by Worldwide to: XXX

The Payment Request Form as well as other
documents, calculation of the completed visits
and notifications will be addressed to:

Spole¢nost WCT uhradi platby jménem
zadavatele prostiednictvim své pfidruZzené
spolecnosti International Grants
Administration, Inc., spole¢nosti ve 100%
vlastnictvi WCT, ktera pro spole¢nost WCT
provadi ucetni sluzby.

Pred kazdou platbou bude spolecnosti
Worldwide na adresu: XXX zaslan vykaz
S poctem navstév a pozadovanou Castkou
k thradg, ,,formulaf zadosti o platbu®.

Formulaf zadosti o platbu vcetné dalSich
dokumentdi,  kalkulace  uskute¢nénych
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Oddg¢leni klinického hodnoceni a vyzkumu
Vseobecna fakultni nemocnice

XXX

The invocing period is 30 days following the date
when the invoice is issued by the Institution. In
case of breach of the invoicing period, the
Institution is allowed to interest on late payments
of undisputed amounts in the amount of 0,05% of
the invoiced amount for every day of delay.

All billing invoices in accordance with the
schedule above and the ‘Payment Request Form’
shall be issued in the name of: XXX

Original invoices (only where required by Payee)
should be sent to:

Worldwide Clinical Trials
XXX
OR

Electronically to: XXX (Preferred method)

Electronic invoice submissions shall include:
Protocol number, country, site number, and last
name of Investigator in the subject line of the e-
mail. Failure to adhere to these terms may delay
the processing and payment of the electronically
submitted invoice.

Invoices from Payee shall include:

« Payee name (as shown in this Exhibit A)

«  Protocol number

« Invoice date

. Date & itemized description of services
provided

. Applicable supporting documents/third

navstév a oznameni budou =zaslany na
adresu:

Odd¢leni klinického hodnoceni a vyzkumu
Vseobecna fakultni nemocnice v Praze
XXX

Doba splatnosti faktury je tficet (30) dni ode
dne vystaveni zdravotnickym zafizenim.
V ptipadé¢ nedodrzeni splatnosti faktury
obsahujici  nerozporované platby je
zdravotnické zafizeni opravnéno uctovat
urok z prodleni ve vysi 0,05 % z fakturované
castky za kazdy den prodleni.

Vsechny faktury v souladu s vyse
uvedenym harmonogramem a ,,formulaiem
zadosti o platbu* musi byt vystaveny na
jméno: XXX

Originaly faktur (pouze pokud to vyzaduje
pfijemce plateb) je tfeba zaslat na adresu:

Worldwide Clinical Trials
XXX
NEBO

Elektronicky na adresu: XXX (preferovana
metoda)

Elektronicky zasilané faktury musi
obsahovat: cislo protokolu, zemi, cislo
pracoviste a prijmeni zkousSejictho v fadku
pfedmétu e-mailu. Pfi nesplnéni téchto
podminek miZze dojit ke zpozdéni
zpracovani a platby elektronicky zaslané
faktury.

Faktury vystavené piijemcem plateb musi
obsahovat:
* nazev piijemce plateb (jak je uveden
V této priloze A)
* Cislo protokolu
 datum vystaveni faktury
 datum a popis jednotlivych
poskytnutych sluzeb
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party invoices
. Total amount payable

2. Definitions

2.1 A “Qualified Subject” is a Study
subject who, on entrance into the treatment phase
of the Study, met all of the inclusion criteria and
none of the exclusion criteria in the Protocol,
gave his or her written informed consent to
participate, and was randomized in accordance
with the Protocol.

22 A “Completed Subject” is a
Qualified Subject that has completed all of the
required Study visits in accordance with the
Protocol to permit evaluation and whose CRF has
been completed by the Principal Investigator and
accepted as satisfactory by Sponsor.

2.3 A "Withdrawn Subject" is a
Qualified Subject who does not complete all of
the required Study visits but otherwise was
appropriately randomized in accordance with the
Protocol. Payment for Withdrawn Subjects will
be prorated based on work actually performed.

24 A “Screen Failure” is a Study
subject who is not randomized into the Study
because he or she does not meet all eligibility
criteria or other requirements that must be met for
participation in the Study.

3. Amount

3.1 WCT, on behalf of Sponsor,
agrees to pay the Study according to the Budget
attached hereto as Attachment 2 for all visits,
procedures and tests scheduled in the Protocol.
The total cost for the successful completion of the

* prislusné doprovodné dokumenty /
faktury tietich stran
» celkové ¢astka k tthradé

2. Definice

2.1 »Zpusobilym subjektem* se rozumi
subjekt studie, ktery pii vstupu do 1écebné
faze studie spliioval vSechna zarazovaci
kritéria a nespliioval zadné kritérium pro
vylouceni uvedené v protokolu, poskytl
pisemny informovany souhlas s tcasti a byl
randomizovan v souladu s protokolem.

2.2  ,Subjektem, ktery dokoncil studii
se rozumi zpusobily subjekt, ktery
absolvoval vSechny pozadované navstévy ve
studii v souladu s protokolem umoznujici
hodnoceni a jehoz CRF vyplnil zkousejici a
jako uspokojivy jej schvalil zadavatel.

2.3  ,Subjektem, ktery odstoupil ze
studie* se rozumi zpusobily subjekt, ktery
neabsolvoval v§echny pozadované navstévy
ve studii, ale ktery byl fadn¢ randomizovan
v souladu s protokolem. Platba za subjekt,
ktery odstoupil ze studie, bude ptimo
umérné snizena s ohledem na skutecné
provedené ¢innosti.

24  , Ptipadem netspésného screeningu‘
se rozumi subjekt studie, ktery nebyl do
studie randomizovan, jelikoZ nevyhovél
vSem kritériim pro zpusobilost nebo jinym
poZadavkim, které musi byt k ucasti ve
studii splnény.

3. Castka

3.1 Spoletnost WCT se jménem
zadavatele zavazuje, ze uhradi studii dle
ptiloZzeného rozpoctu v piiloze 2 za vSechny
jeji navstévy, postupy a testy napldnované
v protokolu. Celkové naklady uspésného
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Study per successful Completed Subject (as
defined above) is set forth in the Budget and
payments will be made in accordance with this
Payment Schedule.

3.2 WCT, on behalf of Sponsor,
further agrees to reimburse Payee for each Screen
Failures at the amount of XXX irrespective of
number of visits performed.

Subjects will be reimbursed for each completed
visit at the amount of XXX (except Al and D1
when he/she will receive of XXX due to
additional meal reimbursement). Institution
undertakes to reimburse Study Subjects for their
expenses in compliance with ICF and to issue an
invoice to IGA. At the request of the WCT,
Institution must demonstrate that the expenses of
Study Subjects have been paid. Institution is
entitled to claim from WCT an advance payment
for the expenses of Study Subjects, up to a
maximum of XXX. The advance payment will be
made by WCT on the basis of an invoice issued
after the SIV. In the event that three quarters of
the advance payment of the Study Subjects’
expenses is exhausted, Institution is entitled to
issue another invoice at the above rate and WCT
undertakes to pay the invoice within 30 days of
the issue. Institution also undertakes to submit
the WCT a document specifying all the amounts
paid to the Study Subject in accordance with the
ICF immediately after the last Study Subject has
completed the last visit at the site. This document
will also include information regarding an
amount of the advance payment that must be
returned by INS to WCT. Any unused portion of
the advance payment will be returned by
Institution to the account specified by WCT
without undue delay.

dokonceni studie na Gspésny subjekt, ktery
dokon¢il studii (viz definice vyse), jsou
uvedeny v rozpoctu a platby budou hrazeny
v souladu s timto harmonogramem plateb.

3.2 Spole¢nost WCT se déale jménem
zadavatele zavazuje uhradit pfijemci plateb
piipady kazdého neuspésného screeningu
v ¢astce XXX bez ohledu na pocet
uskutecnénych navstév.

Subjekty  studie obdrzi za kazdou
dokoncenou navstévu nahradu nakladia ve
vysi XXX(s vyjimkou navstév Al a D1, kdy
je subjektim studie hrazeno XXX z davoda
dodatecnych  nédkladi  na  stravné).
Zdravotnické zatizeni se zavazuje vyplacet
subjektim studie néklady subjektu studie
vsouladu sinformovanym  souhlasem.
Zdravotnické zafizeni bude fakturovat
néklady subjektu studie spole¢nosti IGA. Na
zadost WCT je zdravotnické zafizeni
povinno dolozit, Ze naklady subjektu studie
byly vyplaceny. Zdravotnické zafizeni je
opravnéno pozadovat po WCT finan¢ni
rezervu na thradu naklada subjektu studie, a
to max. ve vysi XXX Finanéni rezerva bude
spole¢nosti WCT uhrazena na zakladé
pracovisté. V piipadé, Ze dojde k vycerpani
tii Ctvrtin finanéni rezervy na uhradu
nakladt subjektd studie, je zdravotnické
zafizeni opravnéno vystavit dalsi fakturu ve
vySe uvedené vySi a WCT se zavazuje
fakturu do tficeti (30) dnti od vystaveni
uhradit. Zdravotnické =zafizeni se dale
zavazuje provést vaci WCT vyuactovani
vSech naklada subjektt studie vyplacenych
v souladu s formulafem ICF, ato
bezprostiedn¢ poté, co posledni subjekt
studie absolvuje posledni navstévu na
pracoviSti. Tento dokument bude téz
obsahovat informaci o vysi nevycerpané
¢asti financni rezervy, ktera musi byt
zdravotnickym zatizenim vracena WCT.
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3.3  Reimbursements for any
procedures, visits, or other charges performed
apart from those scheduled by the Protocol are
subject to approval by Sponsor and WCT. No
payment will be made for Study subjects with
deviations from the Protocol within the control of
Institution except for deviations as described in
Section 1.2 of the Agreement. All work to be
undertaken pursuant to this Agreement shall not
commence until this Agreement is executed by
the Institution and the executed Agreement is
received by WCT and published in the Register

3.4  Any changes to the Budget will
require authorization in the form of an
amendment. If any terms of this Payment

Schedule are in conflict with any terms of
Attachment 2, the terms of this Attachment 1
shall govern.

3.5  Additional Study related Study
subject costs not listed in the Budget will be paid
by Sponsor only following verbal or written
approval from Sponsor and WCT. Sponsor will
process payment for these items upon receipt and
approval of invoice. The invoice must clearly
document the rationale and include supporting
documentation for review and approval before
payment is distributed.

4. Payment Schedule

4.1  Additional payments will be
made according to the Budget as follows.
Sponsor will pay for actual work completed in

Jakékoliv nevyCerpana ¢ast financni rezervy
bude zdravotnickym  zafizenim  bez
zbytecnych odkladi vracena na tcet
specifikovany spole¢nosti WCT.

3.3  Uhrady postupt, navitdv nebo
jinych plateb nad rdmec téch planovanych
protokolem podléhaji schvaleni
zadavatelem aspoleénosti WCT. Za
subjekty studie s odchylkami od protokolu,
které mohlo ovlivnit zdravotnické zafizeni,
vyjma odchylek popsanych v ¢lanku 1.2
smlouvy, nebudou provedeny zadné platby.
Do okamziku uzavieni této smlouvy ze
strany zdravotnického zafizeni, pfijeti
uzaviené smlouvy spole¢nosti WCT a jejiho
uvefejnéni v registru smluv  nezapocnou
zadné aktivity plynouci z této smlouvy.

3.4  Veskeré zmény rozpoctu vyzaduji
schvaleni ve form¢ dodatku. V piipadé
rozporu kterychkoliv ustanoveni tohoto
harmonogramu plateb s podminkami
ptilohy 2 se uplatni podminky této pfilohy 1.

3.5 Dalsi naklady vramci studie
souvisejici se subjekty studie neuvedené
V rozpoctu muze zadavatel proplatit pouze
na zaklad¢ Gstniho nebo pisemného souhlasu
zadavatele a spole¢nosti WCT. Zadavatel
platbu za tyto poloZky zpracuje na zékladé¢
pfijeti a schvaleni faktury. Faktura musi
jasné uvadét zdvodnéni vydaji a musi k ni
byt pfipojena doprovodnd dokumentace,
kterd bude pfezkouména a schvalena pied
odeslanim platby.

4. Harmonogram plateb

4.1  Dalsi platby budou hrazeny
Vsouladu s rozpoctem nasledovné:
Zadavatel uhradi skutecné odvedenou praci
v souladu s rozpoétem a/nebo schvalenou
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accordance with the Budget and/or approved
invoice. Subject visit payments will be paid
semi-annually, and invoiceable costs will be paid
within thirty (30) days following a day when the
invoice is issued by the Institution. Payment for
subject visits will be determined after complete
visit and data entered into Case Report Form
CRF and data clarification requested by
Worldwide and/or Sponsor. . Payments will be
held if any data clarification query is outstanding
or site non-compliance issues are outstanding.

4.2  The final payment for all
scheduled and unscheduled visits or procedures
(corrected for actual work done) will be made
following:

. satisfactory Study completion by
Study subjects according to the
Protocol,

. satisfactory completion in

accordance with the Protocol of
all Study subjects’ CRFs,

. resolution of data questions,
. reconciliation of Drug supplies,
. submission to Sponsor of

Principal Investigator’s site closure
report, and the return of all Equipment
and Study materials.

4.3  All invoices for Study payments,
as outlined in Exhibit A and Exhibit B, must be
submitted within 90 days of the Site’s Study
close-out visit. Invoices received after this time
will not be reimbursed.

4.4 Payment dispute

fakturou. Platby za navstévy subjektti budou
hrazeny pololetn¢ a fakturovatelné naklady
budou hrazeny ve lhité tficeti (30) dnt ode
dne vystaveni  faktury ze strany
Zdravotnického zatizeni. Platba za navstévy
subjekti bude stanovena na zaklade
zdznamu subjektd hodnoceni CRF s
kompletné vyplnénymi névstévami a udaji a
po zodpoveézeni dotazii k objasnéni udaji od
spole¢nosti Worldwide a/nebo zadavatele.
Platby budou zadrzeny, pokud bude
existovat nevyfizeny dotaz k objasnéni
udaji nebo dokud nebudou vyfeSeny
problémy pracovisté plynouci
Z nedodrzovani postupt.

4.2  Zavéretna platba za vSechny
planované¢ a neplanované navstévy a
postupy (upravend na skuteéné¢ odvedenou
praci) bude ucinéna poté, co:

* bude studie uspokojivé dokoncena
vSemi subjekty studie v souladu
s protokolem,

* budou uspokojivé vyplnény vSechny
CRF subjekth studie v souladu
s protokolem,

* budou vyfeSeny otazky ohledn¢ udajt,

 budou odsouhlaseny zasoby
hodnoceného piipravku,
. bude =zadavateli preddna zprava

hlavniho zkouSejiciho o uzavieni pracovisté
a budou vracena vSechna zafizeni a studijni
materialy.

4.3  Veskeré faktury za platby
v rdmci studie, jak je uvedeno v piiloze 1
apfiloze 2, musi byt predloZzeny do
devadesati (90) dni od zavérecné navstévy
na pracovisti provadéjicim studii. Faktury
obdrzené¢ po uplynuti této doby nebudou
uhrazeny.

4.4 Spory ohledné plateb
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fsiirfgIWi Ipl)a?;r\r/]%gt]imt/ 0(3021 ids%{stgron;nt{/]e rggeir%%?]{ Pracovist¢ bude mit tficet (30) dnii od pfijeti
discrepancies during the course of the Study. zavéretné platby k- rozporovani
nesrovnalosti s platbami v rdmci studie.
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ATTACHMENT 2 PRILOHA 2
BUDGET ROZPOCET
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