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CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM
HODNOCENI

This Clinical Trial Agreement (“Agreement”),
between and among Akebia Therapeutics,
Inc., 245 First Street, Suite 1100, Cambridge,
MA 02142, Tax identification number: 20-
8756903 (“Sponsor”), and

Tato smlouva o klinickém hodnoceni
(,Smlouva”) je uzavirdna mezi nasledujicimi
stranami: spole¢nosti Akebia Therapeutics,
Inc., 245 First Street, Suite 1100, Cambridge,
MA 02142, DIC: 20-8756903 (ddle jen
,Zadavatel”), a

Fakultni nemocnice Hradec Kralové,
Sokolska 581, Hradec Krdlové — Novy Hradec
Kralové, Zip Code 500 05, Czech Republic
(“Institution”),

with
, Hemodialyzaéni stredisko. Fakultni
nemocnice Hradec Kralové, (“Investigator”)
acting as the principal investigator for the
Institution under this Agreement and

Fakultni nemocnici Hradec Kralové,
Sokolska 581, Hradec Kralové — Novy Hradec
Kralové, 500 05, Ceska republika
(,,Poskytovatel zdravotnich sluzeb” nebo
,Poskytovatel“),
a

stfedisko Fakultni
nemochnice Hradec Kralové, (,Zkousejici”)
jednajici  jako  hlavni  zkousejici pro
Poskytovatele podle této Smlouvy a

Hemodialyzacni

Quintiles Czech Republic, s.r.o. with offices
located at Praha 5, Jinonice, Radlicka
714/113a, zip code 158 00, ldentification
number: 247 68 651, acting on the basis of
Power of Attorney dated 7 March 2016
(“Quintiles or CRO”)

spolecnosti Quintiles Czech Repubilic, s. r. o.
se sidlem Praha 5 - lJinonice, Radlicka
714/113a, PSC 158 00, ICO: 24768651,
jednajici na zakladé plné moci ze dne 7.
bfezna 2016 (dale jen ,, Quintiles nebo CRO”).

(each individually a “Party”.and collectively
the “Parties”) agree to the following terms
effective the date on which this Agreement

(kazdd samostatné jako ,Strana” a spolecné
jako ,Strany”) souhlasi s nasledujicimi
podminkami platnymi od data, kdy byla tato

conditions for the purposes of defining a
clinical research relationship between the
Parties where the Institution and
Investigator will be providing research
services ("Research Services”) to Sponsor in

is  fully executed by the Parties (the | Smlouva uzaviena vSemi Stranami (,Datum
“Effective Date”): ucinnosti”):

1. 1.

Introduction. Uvod.

This Agreement contains terms and | Tato smlouva zahrnuje dobu platnosti a

podminky pro ucely definice vztahu mezi
Stranami, kde Poskytovatel a Zkousejici
budou poskytovat  vyzkumné  sluzby
(,Vyzkumné sluzby”) pro Zadavatele ve
formé provadéni randomizovaného,
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the form of conducting a Phase 3,
randomized, open-label, active-controlled
clinical study evaluating the efficacy and
safety of oral vadadustat for the
maintenance treatment of anemia in
subjects with non-dialysis-dependent
chronic kidney disease (NDD-CKD)

(PRO2TECT - CONVERSION) (“Study”)

otevieného klinického hodnoceni faze 3 s
aktivni kontrolou hodnotici Gc¢innost a
bezpecnost peroralniho vadadustatu v
udrZzovaci |é¢bé anemie u pacientd s
chronickym onemocnénim ledvin nezdvislym
na dialyze (NDD-CKD)
(PRO,TECT - CONVERSION)  (,Klinické
hodnoceni”) hodnoticiho novy lék AKB-6548

evaluating the efficacy and safety of
investigational new drug AKB-6548 (“Study
Drug”).

(,Hodnoceny pripravek”).

The Study is comprised of the clinical
research protocol: AKB-6548-CI-0015
(PRO,TECT CONVERSION) (“Protocol”),

EUDRA CT Number: 2015-004774-14. The
provision of Research Services to the
Sponsor from the Institution shall be in strict
accordance with the Protocol, inclusive of all
budgets and attachments included therein.

Klinické  hodnoceni . zahrnuje  klinicky
vyzkumny < protokol: * AKB-6548-CI-0015
(PRO,TECT CONVERSION) - ( dale jen
»Protokol”), Cislo EUDRA CT: 2015-004774-
14 Poskytovani Vyzkumnych sluzeb
Zadavateli ze strany Poskytovatele bude
provadéno prisné podle Protokolu, vcetné
kompletniho rozpoctu a pftiloh, které jsou
soucasti této Smlouvy.

The conduct of the Study under this
Agreement shall be in accordance  with
relevant laws and regulations, including but
not limited to Act no..378/2007 Sb., on
Pharmaceuticals, Act no. 372/2011 Sbh., on
Medical Services, Act ne. 101/2000 Sb., on
Personal Data Protection, Act no. 340/2015
Sb., on Register of Agreements and Decree
no. 226/2008 Sb., on Good Clinical practice,
Institution’s policy, and the Protocol. In case
of a conflict between any applicable Protocol
and this Agreement, the Protocol in question
will govern with respect to clinical matters,
and this Agreement will govern with respect
to business and legal matters.

Provadéni Klinického hodnoceni podle této
Smlouvy bude v souladu se viemi platnymi
zakony a dalSimi predpisy, zejména zakonem
¢.. 378/2007 Sb., o lécivech, zdkonem ¢&.
372/2011 Sb., o zdravotnich sluzbach,
zdkonem ¢. 101/2000 Sb., o ochrané
osobnich Gdajd, zdkonem ¢. 340/2015 Sh., o
registru smluv a vyhlaskou ¢. 226/2008 Sb., o
spravné klinické praxi, zasadami
Poskytovatele a Protokolem. V pfipadé
stfetu mezi prislusnym Protokolem a touto
Smlouvou bude mit pfednost s ohledem na
klinické zdleZitosti Protokol a tato Smlouva
bude mit pfednost s ohledem na obchodni a
pravni otazky.

The Parties acknowledge that Sponsor may
use Quintiles Czech Republic s.r.o0., a clinical
research organization as its designee to fulfill
some obligations under this Agreement.
Institution and Investigator shall cooperate

Strany potvrzuji, Ze Zadavatel mizZe vyuZivat
spole¢nost Quintiles Czech Republic s.r.o.,
klinickou vyzkumnou organizaci jako svoji
povéfenou osobu pro provadéni zavazk(
podle této Smlouvy. Zkousejici bude
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with, coordinate with and treat such CRO as
a designee of the Sponsor under this
Agreement including, without limitation,
complying with instructions from such CRO
and allowing such CRO to conduct audits,
verify data, and provide payment on behalf
of Sponsor.

spolupracovat a jednat s touto CRO jako
s povéfenou osobou Zadavatele podle této
Smlouvy, vCetné a bez omezeni, dodrZovani
vsech pokynl od takovéto CRO a umoini
CRO provadét audity, ovérovani dat a
poskytovani plateb jménem Zadavatele.

Sponsor has entered into a separate
agreement with the CRO to perform certain
duties in connection with the Study including
making payments to the Institution on
behalf of Sponsor and the parties agree that
the CRO shall be a party to this Agreement

Zadavatel uzaviel samostatnou smlouvu s
CRO, v niz ji povéfil plnénim nékterych
povinnosti tykajicich se klinického
hodnoceni, vcetné provadéni . uhrad
Poskytovateli jménem Zadavatele a smluvni
strany se dohodly, Ze se CRO stane smluvni

for the sole purpose of making such | stranou.Smlouvy, a to vyhradné za ucelem

payments hereunder on behalf of Sponsor, | provadéni plateb podle této Smlouvy

and the CRO shall have no other rights or | jménem_ zadavatele s tim, Ze pro CRO

obligations under this Agreement; nhebudou  podle . Smlouvy o klinickém
hodnoceni. vyplyvat zadna dalsi prava ani
povinnosti.

2. 2.

Term & Termination. Doba platnosti a ukonéeni platnosti
Smlouvy.

2.1 2.1

This Agreement will continue in effect from | Tato Smlouva bude pokradovat od Data

the Effective Date until Institution’s receipt | UCinnosti az do pfijeti posledni platby

and acceptance of the last payment due
hereunder, unless-mutually terminated by
the Sponsor and Institution or by one Party
giving the other Party thirty (30) days
advance \written notice of such termination.
Any such termination shall be in accordance
with the terms set forth in Section 2.2
below. The expected duration of the study is
-. The expected number of subjects

Poskytovatelem podle této Smlouvy, pokud
nebude vzajemné ukoncena Zadavatelem a
Poskytovatelem nebo jednou Stranou, kterd
poskytne druhé Strané tficet (30) dnl
pfedem pisemné ozndmeni o takovém
ukonceni. Jakékoli takové ukonceni bude v
souladu s podminkami uvedenymi v ¢asti 2.2
nize. Pfredpokladana délka trvani Klinického

hodnoceni je - Predpokladany pocet

enrolled in thw zafazenych subjektd je

and .
2.2 2.2
Upon any termination of this Agreement, | Po ukonceni této Smlouvy, vrati Zkousejici a
Investigator and Institution will return to the | Poskytovatel Zadavateli origindlni verze
Sponsor originals of all data generated in | vSech udajid vzniklych v souvislosti s

connection with the Study including, without
limitation, the case report forms and data
contained in them and the results of any

Klinickym hodnocenim, véetné, ale nejenom
pouze, formulafll o zdznamech subjektl a
udaja v nich obsaZzenych a vysledky vsech
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analyses, for the duration of the Study, in
whatever media those data exist (”Study
Data”). However, the Institution may retain
a copy of the Study Data it generated during
the course of the Study, with the right to use
that data solely for its own internal non-
commercial research, education and patient
care purposes, subject to Institution’s
confidentiality and publication obligations as
detailed below. Upon any termination of this
Agreement, Institution will return or discard
any unused Study Drug and Materials (as
defined in Section 6.2 below) in accordance
with Sponsor’s instructions.

analyz po dobu Klinického hodnoceni, at se
tyto udaje nachdzi na jakémkoli médiu
(,Udaje y klinického hodnoceni”).
Poskytovatel si vSak mUZe ponechat kopii
Udaj& z klinického hodnoceni, ktera byla
vytvofena béhem Klinického hodnoceni s
pravem pouZivat tyto udaje‘vyhradné pro
svlj interni nekomerc¢ni vyvoj, vzdélavani a
[éCbu subjektu studie . podle  zavazkl
dlvérnosti a publikacnich zavazku
Poskytovatele uvedenych niZze. Po jakémkoli
ukonceni Smlouvy Poskytovatel vrati nebo
zlikviduje veskery nespotrebovany
hodnoceny pfipravek a materidl (jak je
definovano v casti 6.2 nize) v souladu s
pokyny Zadavatele.

3.

3.

Provision of Research Services.

Poskytovani vyzkumnych sluzeb.

Investigator and Institution will conduct the
Study in accordance with all relevant laws
and regulations, Institution’s policy, the
provisions of any applicable Protocol (as may
be amended from time to- time), and any
other appropriate Study-specific instructions
provided by Sponsor as may be attached or
appended hereunder. * By entering into this
Agreement, each. Party attests. that it
understands what is required of it regarding
the Study.and the Protocol by all applicable
laws and regulations, ‘and commits to
meeting those requirements.

Zkousejici a Poskytovatel budou provadét
Klinické hodnoceni v souladu se vsemi

platnymi <zdkony a dalsimi predpisy,
zasadami Poskytovatele, zasadami
jakéhokoli (jakychkoli) pfislusného

(prislusnych) Protokolu(d) (které mohou byt
Cas od casu upravovany) a vSech dalSich
pfislusnych pokynu specifickych pro Klinické
hodnoceni, které poskytne Zadavatel a které
mohou byt pfilozeny k této Smlouvé.
Uzavienim této Smlouvy kaZzdd ze Stran
potvrzuje, Ze porozuméla tomu, co tato
Smlouva vyzaduje ohledné Klinického
hodnoceni a Protokolu podle vSech platnych
zakonl a dalSich predpisti, a zavazuje se
dodrZovat tyto pozadavky.

4,

4,

Amendments.

Dodatky.

If either Party identifies a need to modify
this Agreement or any of its Appendices, the
identifying Party will notify the other Party in
writing as soon as is reasonably possible.

Pokud nékterd Strana bude muset upravit
tuto Smlouvu nebo jakékoli jeji Dodatky,
oznami to identifikujici Strana druhé Strané
pisemné, co nejdfive to bude mozné. Tato

This Agreement and its Appendices may only | Smlouva a jeji Dodatky mohou byt
be amended in and by a writing signed by an | upravovany pisemné a podepsany
authorized representative of each Party | oprdvnénym  zastupcem kaidé Strany
Duvérné
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(“Amendment”). No Amendment will be | (,Dodatek”). Zddny Dodatek nebude platny,

effective unless and until it has been signed
by an authorized representative of each
Party. This Agreement, its Appendices and
any associated Protocol constitute the entire
and only agreement between the Parties as
to the conduct of the Study. All prior
negotiations, representations, agreements
and understandings between the Parties are
superseded by this Agreement.

pokud a dokud nebude podepsan
opravnénym zastupcem kazdé Strany. Tato
Smlouva, jeji Dodatky a jakykoli souvisejici
Protokol predstavuji uplné a jediné ujednani
mezi Stranami ohledné provadeéni Klinického
hodnoceni. VSechna predchozi. vyjednavani,
prohlaseni, smlouvy a ujednani mezi
Stranami jsou nahrazena touto Smlouvou.

5. 5.

Payment. Odména.

5.1 5.1

In consideration for providing its Research | V souvislosti s poskytovanim Vyzkumnych
Services hereunder, Institution shall be paid | sluzeb  podle této Smlouvy bude
at the rates specified in the budget(s) of the | Poskytovatel  dostavat . platby ve wysi
corresponding Protocol (“Protocol Budget”) |‘stanovené v. rozpoctu(ech) pfrislusného
attached as Appendix B. The approximate | Protokolu (,,Rozpocet Protokolu")
maximum value of consideration provided | priloZzeném(ych) jako Priloha B

by Sponsor for services hereunder is'CZK 1
434 820. Institution shall be paid at the fixed
rates for milestones specified in'the Protocol
Budget(s) on a per-subject-enrolled basis, as
evidenced by receipt and‘acceptance by the
Sponsor, or the CRO acting as the Sponsor’s
designee, of complete and accurate case
report forms and other data. Institution shall
be solely responsible  for =making any
payments-to Investigator and any Institution
personnel working on the Study.

v predpokladané maximalni celkové hodnoté
ve vySi 17434 820 KE&. Poskytovatel bude
dostavat fixni platbu od Zadavatele nebo
CRO jednajici jako povérend osoba
Zadavatele za kompletni a presné formulare
o zaznamech Subjektd a dalsi udaje.
Poskytovatel bude vyhradné zodpovédny za
jakékoli platby Zkousejicimu a veskerému
persondlu Poskytovatele, ktery pracuje na
Klinickém hodnoceni.

5.2

5.2

Institution and Investigator each agree that:
(a) all claims they submit to any national or
third party payer healthcare program for a
procedure that involves Study Materials (as
defined in Section 6.2 below), including
Study Drug, provided to them at no cost by
or on behalf of Sponsor will accurately
reflect Sponsor’s provision of those Study
Materials; (b) they will not seek
reimbursement from any national or third
party payer healthcare program for amounts
paid by Sponsor for Study procedures or

Poskytovatel a Zkousejici souhlasi s tim, Ze:
(a) veskeré naroky, které predlozi jakémukoli
narodnimu zdravotnimu programu nebo
platce treti strany za proceduru, ktera
zahrnuje Materidly v klinickém hodnoceni
(jak je definovano v casti 6.2 nize), véetné
Hodnoceného pfipravku, ktery byl
poskytovan zdarma Zadavatelem nebo jeho
jménem, budou presné odpovidat
poskytnuti téchto Materidlll v klinickém
hodnoceni od Zadavatele; (b) nebude
ziskdvat Uhradu od Zadného mistniho
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assessments; and (c) the Study Drug, Study
Materials, and any equipment supplied by
Sponsor or its designee for use in the Study
will be used solely in connection with the
Study and will be returned to the Sponsor or
its designee at their request at the
completion or termination of the Study.

zdravotniho programu platce treti strany za
Castky hrazené Zadavatelem tykajici se
procedur nebo hodnoceni v Klinickém
hodnoceni a (c) Hodnoceny pfripravek,
Materidl v klinickém hodnoceni a jakékoli
vybaveni dodané Zadavatelem nebo jeho
zastupcem pro pouziti <v. Klinickém
hodnoceni budou pouzity wvyhradné v
souvislosti s Klinickym hodnocenim a budou
vraceny Zadavateli nebo jeho  zastupci na

vyzadani pti dokonceni  nebo ukonéeni
Klinického hodnoceni.
5.3 5.3

The Parties agree that the payments made
hereunder represent fair market value for
the Research Services. Institution and
Investigator represent and warrant that
payments received pursuant to this
Agreement will not influence any decision
that Institution or Investigator or any of their
respective employees, agents, consultants,
or any payee under this Agreement may
make, as a government official or otherwise,
in order to assist Sponsor or Quintiles to
secure an improper advantage or-obtain or
retain business.

Institution and Investigator . further
represent and warrant that neither they nor
any of their respective employees, agents, or
consultants, nor any payee under this
Agreement, will, in order to assist Sponsor or
Quintiles to secure an improper advantage
or obtain or retain ‘business, directly or
indirectly pay, offer or promise to pay, or
give anything of value to any person or
entity for purposes of (i) influencing any act
or decision, (ii) inducing such person or
entity to do or omit to do any act in violation
of their lawful duty; (iii) securing any
improper advantage; or (iv) inducing such
person or entity to use influence with the
government or instrumentality thereof to
affect or influence any act or decision of the

Strany souhlasi, Ze platby provedené podle
této Smlouvy predstavuji primérenou trini
hodnotu za Vyzkumné sluzby. Poskytovatel a
Zkousejici prohlasuji a zarucuji se, Ze platby,
které obdrzZi podle této Smlouvy, neovlivni
rozhodnuti, . které Poskytovatel nebo
Zkousejici nebo jejich zaméstnanci, zastupci,
konzultanti' nebo jini pfijemci plateb podle
této Smlouvy ucini jakoZto uredni osoba Ci
vjiném postaveni, aby Zadavateli nebo
spolecnosti Quintiles pomohli ziskat néjakou
neopravnénou vyhodu nebo ziskat ¢i udrzet
si zakazku.

Poskytovatel a ZkousSejici dale prohlasuji
azaruCuji se, Ze oni sami ani jejich
zaméstnanci, zastupci, konzultanti nebo jini
pfijemci plateb podle této Smlouvy nebudou
ve snaze pomoci Zadavateli nebo spolecnosti
Quintiles ziskat neopravnénou vyhodu nebo
ziskat €i si udrzet zakdzku pfimo ani nepfimo
vyplacet zadné castky, nabizet nebo slibovat
jejich vyplaceni ani poskytovat zadné jiné
hodnotné plnéni zadné fyzické ani pravnické
osobé, aby (i) ovlivnili néjaky udkon i
rozhodnuti, (ii) ptiméli takovou fyzickou di
pravnickou osobu ucinit, nebo naopak
neucinit néjaky ukon atim porusit jejich
zakonnou povinnost, (iii) ziskali
neopravnénou vyhodu nebo (iv) priméli
takovou fyzickou ¢i pravnickou osobu, aby

Duvérné

KXA43072_CZE_en_For_Translation_Akebia Czech Republic Clinical Trial Agreement Template

Final - Tripartite_Translated on 08/MAR/2016-1

Version Final Clean Fakultni nemocnice Hradec Kralové |G 0122016




Akebia Therapeutics, Inc.
245 First Street, Suite 1100
Cambridge, MA 02142

Tel.: +1 617 871 2098 F: +1
617.871.2099
www.akebia.com

: "'Z:-‘Akebld

%e,. THERAPEUTIC

government or instrumentality.

In addition to other rights or remedies under
this Agreement or at law, Sponsor or
Quintiles on behalf of the Sponsor may
terminate this Agreement if Institution or
Investigator breach any of the
representations or warranties contained in
this Section or if Quintiles or Sponsor learns
that improper payments are being or have
been made to or by Institution or
Investigator or any individual or entity acting
on their behalf.

The Institution and Investigator agree that
their judgment with respect to the advice
and care of each patient will not be affected
by the compensation they receive from this
Agreement and that no payments are being
provided to Institution and Investigator for
the purpose of inducing Institution or
Investigator to purchase or prescribe any
drugs, devices or products. Other than as
required for their performance under this
Agreement, neither the Investigator nor the
Institution is under any obligation to solicit,
refer, or solicit the referral of patients for
any Sponsor business or product. Except as
provided by this Agreement, neither
Investigator nor the Institution will receive
any benefit of any kind from the Sponsor or
from the CRO for such referrals, nor suffer
any detriment for not making such referrals.
If the Sponsor or Quintiles provide any free
products or items for use in the Study,
Institution and Investigator agree that they
will “not bill  ‘any patient, insurer or
governmental agency, or any other third
party, for such free products or items.
Institution and Investigator agree that they
will not bill any subject, insurer, or
governmental agency for any visits, services
or expenses incurred during the Study for
which Institution and/or Investigator have
received compensation from Quintiles or

vyuzila svého vlivu na orgdny statni spravy
nebo mistni samosprdvy a tim ovlivnila jejich
jedndani nebo rozhodnuti.

Vedle dalsich prav apravnich prostredkd,
které spolecnosti Quintiles pfislusi podle
této Smlouvy nebo ze zédkona, jsou Zadavatel

nebo  spole¢nost  Quintiles jménem
Zadavatele opravnéni vypovédét tuto
Smlouvu, jestliZe  Poskytovatel . nebo

Zkousejici porusi néktera ze svych prohlaseni
a ujisténi uvedenych vtomto c¢lanku nebo
jestlize se _spolecnost Quintiles nebo
Zadavatel dozvi, Ze Poskytovatel nebo
Zkousejici nebo jind fyzicka Ci @ pravnicka
osoba jednajici jejich jménem vyplaceji nebo
vyplatily néjakou neopravnénou ¢astku.
Poskytovatel..a ZkousSejici se zavazuji, Ze
jejich usudek ohledné konzultaci a péce o
vSechny subjekty studie nebude nijak
ovlivnén odménou, ktera jim bude vyplacena
podle. této Smlouvy, a Ze jim nejsou
vyplaceny Zzadné dalsSi castky za ucelem
navadét je kndkupu nebo predepisovani
urCitych |éciv, zdravotnickych prostredki
nebo vyrobk.

V jiném pfipadé, nezZ jak je pozadovano za
sluzby poskytované podle této Smlouvy,
nemusi  ZkouSejici  ani Poskytovatel
vyzadovat, doporucovat nebo Zidat o
doporuceni subjekti studie pro jakoukoli
obchodni ¢innost nebo ptipravek Zadavatele.
Kromé pripadl uvedenych v této Smlouvé,
neobdrzi Zkousejici ani Poskytovatel Zadny
benefit jakéhokoli typu od Zadavatele nebo
od CRO za takovato doporuceni ani nebude
Zzadnym zpUsobem postihovano za
neprovedeni takovychto doporuceni. Budou-
li Zadavatel nebo spolecnost Quintiles
poskytovat k pouziti ve Studii néjaké vyrobky
nebo polozky zdarma, zavazuji se
Poskytovatel a Zkousejici, Ze takové vyrobky
a polozky nebudou uctovat subjektlim
studie, pojistovnam, statu ani jinym tretim
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Sponsor, or which are not part of the | osobam. Poskytovatel a Zkousejici se
ordinary care they would normally provide | zavazuji, Ze nebudou subjektim studie,

for the patient, and that nor Institution
neither Investigator will pay another
physician to refer subjects to the Study.

zdravotnim pojistovnam ani statnim Gfadim
Uctovat kontrolni navstévy, sluzby ani
vydaje, které jim vzniknou v pribéhu Studie
a za néz bude Poskytovatel a/nebo Zkousejici
od spolecnosti Quintiles nebo’od Zadavatele
dostdvat odménu, pfipadné které nebudou
soucasti bézné lécby, jiz by subjektim studie
jinak poskytovali. Zavazuji se také, Ze
nebudou jinym lékarflim vyplacet Zadnou
odménu za doporuceni subjektdl do Studie.

5.4

5.4

The Parties shall comply with all applicable
disclosure requirements regarding
Institution and Investigator’s relationship
with Sponsor. Institution and Investigator
acknowledge that any payments made or
transfer of value under the Agreement may

Strany budou dodrZovat vSechny pfislusné
pozadavky na zverejnéni tykajici se vztahu
Poskytovatele a Zkousejiciho se
Zadavatelem.. Poskytovatel a Zkousejici
berou na védomi, Ze vsechny provedené
platby. nebo. plnéni podle této Smlouvy

be reported by Sponsor in accordance with | mohou byt nahlaseny Zadavatelem v

applicable laws and regulations. souladu s pfislusnymi zdkony a dalSimi
predpisy.

6. 6.

Representations _and . Warranties _ of | Prohlaseni a  zaruky  Poskytovatele.

Institution. Institution * represents  and | Poskytovatel prohlasuje a zaruCuje

warrants as follows: nasledujici:

6.1 6.1

Institution Personnel. The Study will be
supervised by Investigator and may involve
qualified healthcare personnel (participating
persons " or Study Staff), as deemed
necessary by the Investigator. Such
personnel will'be subject to and governed by
this Agreement. The Institution and the
Investigator also represent and warrant that
no person or entity among their personnel,
agents or employees working on the Study is
barred from doing so by any relevant
government or regulatory authority or has
been excluded from participation in any
government  healthcare  program, if
applicable. Further, Institution  and
Investigator represent that they will not

Personal Poskytovatele. Klinické hodnoceni
bude kontrolovano Zkousejicim a muze
zahrnovat kvalifikovany zdravotnicky
persondl (spolupracujici osoby) podle
posouzeni potfeby Zkousejicim. Takovy
personal bude podléhat a bude se Fidit podle
této Smlouvy. Poskytovatel a Zkousejici také
prohlasuje a zarucuje, Ze zadna fyzicka Ci
pravnickd osoba z fad jeho personaluy,

zastupci nebo zaméstnanci pracujici v
Klinickém hodnoceni nebudou mit zdkaz
provadét takovou ¢Cinnost od jakékoli

pfislusné vlady nebo regulac¢niho uradu nebo
nebudou vyfazeni z Ucasti v jakémkoli
vlddnim  zdravotnim  programu, je-li
pouzitelné. Poskytovatel a Zkousejici dale
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knowingly, after reasonable inquiry, employ
or engage any debarred or excluded person
or entity to perform any Services under this
Agreement.

prohlasuji, Ze nebudou védomé, po
pfiméfeném dotazovani, zaméstndvat nebo
najimat jakoukoli fyzickou ¢&i pravnickou
osobu, ktera ma zdkaz nebo je vyloucena z

provadéni jakékoli sluzby podle této
Smlouvy.

6.2 6.2

Use of Study Drug & Materials. All | PouZivani __Hodnoceného  pripravku a

documentation, information and biological,
chemical or other materials controlled by
the Sponsor and furnished to Institution or
Investigator by or on behalf of the Sponsor,
including Study Drug (collectively, with all
associated intellectual property rights,
“Study Materials”) in furtherance of a
Protocol will remain the exclusive property
of Sponsor. Institution and Investigator take
full responsibility for (a) the use and tracking
of the Study Materials at the Institution, (b)
maintaining appropriate records as.-to use
and disposition of the Materials and (c)
disposing of the Study Materials, including
Study Drug, at the _completion or
termination of the Study according to
Sponsor’s instructions.  Institution * and
Investigator will use Study Materials only as
necessary to perform the Research Services
and in strict accordance with the applicable
Protocol. <Institution and Investigator will
not analyze Study Materials except as
necessary to perform the Research Services
and will not transfer or make the Study
Materials available to third parties without
the prior written consent of Sponsor.

The Study Drug will be delivered to the
institution pharmacy packed in adequate

Materialu. Veskerad dokumentace, informace
a biologické, chemické nebo jiné materidly
kontrolované Zadavatelem a - dodavané
Poskytovateli <-nebo Zkousejicimu jménem
Zadavatele, véetné Hodnoceného pfipravku
(souhrnné, se vsemi souvisejicimi pravy na
dusevni vlastnictvi, ,,Materialy v klinickém

hodnoceni”) * podle Protokolu zlstanou
vylucnym vlastnictvim Zadavatele.
Poskytovatel a  ZkouSejici nesou plnou

zodpovédnost za (a) pouzivani a sledovani
Materidld v = klinickém hodnoceni u
Poskytovatele, (b) vedeni pfislusnych
zaznamu tykajicich se pouzivani a likvidace
Materidld a (c) likvidaci Materidld v
klinickém hodnoceni, véetné Hodnoceného
pripravku, pfi dokonceni nebo ukonceni
Klinického  hodnoceni  podle  pokyn(
Zadavatele. Poskytovatel a Zkousejici budou
pouzivat Materialy v klinickém hodnoceni
pouze podle potieby pro provadéni
Vyzkumnych sluZzeb a pfisné v souladu s
pfislusnym Protokolem. Poskytovatel a
Zkousejici nebudou vyhodnocovat Materidly
v klinickém hodnoceni kromé nezbytnych
pfipadd pro provedeni Vyzkumnych sluzeb a

nebudou preddvat nebo  poskytovat
Materidly v klinickém hodnoceni tretim
stranam bez predchoziho pisemného

souhlasu Zadavatele.

Hodnoceny pfipravek bude doddvan do
nemocni¢ni lékdrny, vidy v radné zabalenych
obalech uréenych pro Hodnoceny pfipravek
a oznaceny v souladu s ustanovenim
paragrafu 19 odst 1 pism e) vyhlasky
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packaging which complies with Sec. 19 par. 1
e) of Decree no. 226/2008 Sb., on Good
Clinical Practice.

The Study Drug will be delivered from
Monday to Friday from 7 am to 2 pm to the
location of the institution pharmacy.

¢.226/2008 Sb., o spravné klinické praxi.

Dodavky Hodnoceného pfipravku se budou
uskuteénovat v Po-P4 od 7.00 h do 14:00 h
do budovy nemocniéni lékarny.

6.3

6.3

Biological Samples. “Biological Samples”
means blood, fluid, and tissue samples
collected from subjects enrolled in a Study,
including any tangible materials derived
from such samples. Upon completion of the
Study, Institution and Investigator will
collect, retain, use and transfer Biological
Samples only in accordance with the
Protocol and the applicable Informed
Consent Form. Institution and Investigator
will not collect or reserve additional
guantities of Biological Samples for any use
not described in the applicable ¢Protocol.
Institution and Investigator will deliver or
dispose of the Biological Samples according
to Sponsor’s direction. < Nothing in this
Section 6.3 shall prevent Institution from
collecting blood, fluid and/or tissue samples
from Study subjects for. any non-Study
related clinical purpose..in the course of
standard-of-care. practice or Investigator’s
exercise of good medical judgment with the
subject’s consent.

Biologické vzorky. ,Biologické vzorky” jsou
vzorky krve, tekutin a tkané. ziskané od

Subjektl zafazenych do Klinického
hodnoceni, véetné jakéhokoli hmotného
materidlu ziskaného z téchto vzorkd. Po
dokonceni Klinického hodnoceni,
Poskytovatel a ZkouSejici' odeberou,

ponechaji si, pouZiji a odeslou Biologické
vzorky pouze. v souladu s Protokolem a
pfislusnym.  Formuldfrem informovaného
souhlasu. Poskytovatel a Zkousejici nebudou
odebirat nebo si ponechdvat dodatecnd
mnoZstvi Biologickych vzorkdl pro Zadné
pouZiti, které neni popsano v prislusném
Protokolu. Poskytovatel a Zkousejici dodaji
nebo zlikviduji Biologické vzorky podle
pokyn(i Zadavatele. Zddné ustanoveni této
Casti 6.3 nezabrani Poskytovateli v odbéru
vzorkd krve, tekutin a/nebo tkané od
Subjektl Klinického hodnoceni pro jakykoli
klinicky dcel nesouvisejici s Klinickym
hodnocenim v pribéhu standardni praxe
nebo provadéni spravného |ékarského
usudku Zkousejicim se souhlasem Subjektu.

6.4

6.4

Compliance. Institution and Investigator will
perform all Research Services with requisite
care, skill and diligence, in accordance with
all applicable laws, rules, regulations, orders
and industry standards. All  Research
Services will be rendered in accordance with
applicable Good Laboratory Practices (GLP),
Good Clinical Practices (GCP) and/or Good
Manufacturing Practices (GMP). In addition,
Institution and Investigator will comply with

Dodriovani podminek. Poskytovatel a
Zkousejici budou provadét Vyzkumné sluzby
s nezbytnou péci, dovednostmi a ndlezitou
péci v souladu se viemi pfislusnymi zakony,
pravidly, regula¢nimi opatfenimi, nafizenimi
a  primyslovymi  standardy. Veskeré
Vyzkumné sluzby budou poskytovany v
souladu s pfislusnymi pokyny Spravné
laboratorni praxe (GLP), Spravné klinické
praxe (GCP) a/nebo Spravné vyrobni praxe
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all Sponsor policies and procedures that
have been communicated to Institution
regarding access to, and permitted conduct
at, Sponsor’s or its Affiliate’s premises.

(GMP). Kromé toho budou Poskytovatel a
Zkousejici dodrzovat vSechny zdsady a
postupy Zadavatele, které byly sdéleny
Poskytovateli ohledné pfistupu do prostor
Zadavatele nebo jeho dcefinych
a sesterskych spolecnosti a povoleného
jedndni v téchto prostorech.

7. Personal Data

7. Osobni udaje

7.1 Study Team Member Personal

Data

Both prior to and during the course of
the Study, the Investigator and his/her
teams may be called upon to provide
Personal Data. This data falls within the
scope of the law and regulations
relating to the protection of personal
data, in particular Act No. 101/2000
Coll., on Personal Data Protection; as
amended.

For the Investigator, this personal data
may include names, contact
information, work experience. and
professional qualifications,
publications, resumes, educational
background and information related to
potential Dual Capacity conflict of
interest, —.and  payments = made to
Payee(s) under this Agreement for the
following purposes:

(i) the conduct of clinical trials,
(ii) werification by governmental or
and affiliates,

(iii) compliance with legal and
regulatory requirements,

(iv) publication on
www.clinicaltrials.gov and

websites and databases that
serve a comparable purpose;

(v) storage in databases to
facilitate the selection of
investigators  for  future

7.1. Osobni udaje ¢lenl Studijniho tymu
jak pred zahdjenim, tak i v prabéhu
provadéni Studie, Zkousejici-a jeho/jeji
tym mohou byt pozadani o poskytnuti
svych osobnich tdaju. Tyto Udaje spadaji
do ramce. prdvnich predpisli na Useku
ochrany oscbnich “Udajl, konkrétné
zakona ¢..101/2000 Sb., na ochranu
osobnich udajl, v platném znéni.
Ohledné Zkousejiciho, tyto osobni Udaje
mohou zahrnovat jména, kontaktni
informace,. pracovni zkuSenosti a
profesni kvalifikaci, prehled publikaci,
resumé, informace o absolvovaném
vzdélani, a informace tykajici se
potencialnich stfetl zajmu v souvislosti s
vykonem Dualni funkce, a udaje o
platbach uskutec¢nénych vUici Prijemci
plateb dle této Smlouvy, a to pro
nasledujici ucely:

(i) provadeéni klinickych hodnoceni,

(ii) ovéreni ze strany
statnich/spravnich nebo

regulatory regensiesnttie Spanoradanatidss, an
Quintiles, a jejich zastupcd,
sesterskych organizaci ¢i
pobocek,

(iii)  zajisténi souladu s pravnimi a
regulatornimi pozadavky,
zverejnéni na strankach
www.clinicaltrials.gov a webovych
strankach a serverech, které slouzi
obdobnému ucelu;

evidovani v databazich pro ucely

(iv)

(v)

d their agents
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clinical trials; and
(vi) anti-corruption compliance.

usnadnéni vybéru zkousejicich pro

budouci klinicka hodnoceni; a
(vi)  zajisténi souladu na poli zakazu
jakéhokoli korupéniho jednani.
Jména ¢lend Studijniho personalu
mohou byt zpracovdna v
databazich vedenych. Quintiles
pro Ucely studijnich kontaktd, a
to vylucné pro‘lcely souvisejici s
klinickymi studiemi.

Names of members of Study Staff may
be processed in Quintiles’” Study
contacts database for study-related
purposes only.

7.2. Osobni Gdaje Subjektu studie

7.2 Study Subject Personal Data

The Investigator shall obtain Study
Subject written consent for the
collection and use of Study Subject
Personal Data for Study purposes,
including the disclosure, transfer and
processing of data collected in

Zkousejici zZajisti ziskani
pisemného souhlasu * Subjektu
studie pro ucely k- ziskani a
pouziti osobnich udaji Subjektu
studie pro ucely souvisejici se
Studii, a to vcéetné odhaleni,
pfevodu a zpracovani osobnich

accordance with the Protocol,.in udaji ziskanych dle Protokolu, a
compliance  with applicable ~ data dale v souladu s pfislugnymi
protection provisions. pfedpisy na poli ochrany dat.

7.3. Spravce udaju
7.3 Data Controller Zadavatel bude pUsobit jako
The Sponsor ‘shall be <the data spravce  0daji0  ve  vztahu
controller for such. Personal Data k takovymto osobnim Gdajim,

except that, if Quintiles deals with any
Personal Data under this Agreement in
the ‘manner of a data controller,
Quintiles shall be the data controller of
such Personal Data to the extent of
such dealings.

avsak s vyjimkou pfipadu, kdy
Quintiles naklada s jakymikoli
osobnimi udaji na zakladé této
Smlouvy jakoZto spravce dat, v
takovém pfipadé bude Quintiles
spravcem takovych osobnich

Quintiles may process Personal Data,
as . defined in the applicable data
protection legislation enacted under
the same or equivalent/similar national
legislation (collectively "Data
Protection  Legislation"), of the
Investigator and Study Staff for study-
related purposes and all such
processing will be carried out in
accordance with the Data Protection

udaja v rozsahu, v jakém s nimi
naklada.

Quintiles je opravnén
zpracovavat "osobni udaje", jak
jsou tyto definovany pfisluSnymi
pravnimi predpisy na Useku
ochrany osobnich udaj(, jez byly
vydany na zakladé shodné i
ekvivalentni/obdobné narodni
legislativy (spolecné dale jen
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Legislation. "Pravni predpisy na ochranu
osobnich Udaja"), Zkousejiciho a
¢leni Studijniho personalu pro
ucely souvisejici se  Studii,
pficemz veskera takova
zpracovani budou provddéna v
souladu s Pravnimipredpisy na
ochranu osobnich udaju.

7.4 Processing 7.4 Zpracovani dat

Each Party shall be responsible for its L )

own processing of Personal Data and Kazdav smluvni  strana nese,

Quintiles shall ensure that any odpoved'nc'>s'f za, v,last[n

Personal Data relating to a Study QL COVIRQ ,OSObn'Ch udaju.'

Subject, Investigator and/or Study Quintiles zajisti, aby byly osobni

Staff, is collected, stored, used, udajev N Subjektd wstudiev,

disclosed and  transferred in ZkOUSGJ:ICIhO a prlpadlne

accordance with all applicable Studijmtm ) persl,orjalu
supranational and national privacy shrczrnz/azd'ovany, ukvladalny,
laws and with the informed consents vyuzivany, sdélovany

a‘predavany v souladu s platnymi
mezindrodnimi a narodnimi
predpisy o ochrané soukromi a
v souladu s informovanym
souhlasem, ktery byl nebo bude

that are or will be obtained from
Study Subjects. Investigator shall be
responsible  for  obtaining . and
providing Quintiles with written
consent (in the form agreed with

Quintiles) from each Study Staff for Z'ISké'j . ?d SUbje_’ktC' ’studie.

the collection, use and disclosure of Zkousejici bude povinen ziskat od

their Personal Data. vsech  pracovnikG  klinického
hodnoceni  pisemny  souhlas
(v podobé, na niz se dohodne s
Quintiles)

se shromazdovanim, vyuZivanim
a sdélovanim jejich osobnich
udajli a predat ho Quintiles.

8. Use of Study Data.
Neither Institution nor Investigator will use

8. PouZiti udajti z Klinického hodnoceni.
Poskytovatel ani  ZkouSejici nebudou

Study Data or results of the Study for any
purpose other than their own internal, non-
commercial research purposes or in
connection with patient care, subject to the
confidentiality and publication terms herein.
Sponsor will own and have the unrestricted

pouzivat Udaje z Klinického hodnoceni nebo
vysledky Klinického hodnoceni pro Zadny jiny
ucel nez pro vlastni interni, nekomercni
vyzkum nebo v souvislosti s péci o subjekt
studie pfi dodrZeni podminek ddvérnosti a
zvetfejnéni. Zadavatel bude vlastnit a mit
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right to use all Study Data resulting from the
conduct of the Study for any and all
purposes in accordance with the applicable
Informed Consent Form and, if applicable,
the Health Insurance Portability and
Accountability Act (“HIPAA”) any and all
other applicable laws and regulations.

neomezené pravo na pouZiti vSech dat z
Klinického hodnoceni, ktera jsou vysledkem
provadéni Klinického hodnoceni pro jakékoli
ucely v souladu s pfisluSnym Formulafem
informovaného souhlasu a, je-li pouZitelné,
Zakonem o odpovédnosti za prenos udajd o
zdravotnim pojisténi (,HIPAA”) a vsSemi
dalsimi pfislusnymi zdkony a regulaénimi

opatfenimi.
9. 9.
Indemnification & Liability. Odskodnéni a odpovédnost za Skodu.
8.1 9.1

Sponsor and Institution will indemnify each
other and their respective employees (the
“Indemnitees”) from any liability or loss
resulting from their performance (including
acts and omissions) (“Claim”) except to the
extent a Claim arises out of (a) the
negligence or willful misconduct of any
Indemnitee or (b) the failure of any
Indemnitee to adhere to the terms of this
Agreement (including the relevant Protocol)
or other written instructions from the
Sponsor or to comply with any applicable
laws or governmental requirements. This
indemnification is contingent on
Indemnitees’ providing the other Parties
with prompt written notice of a Claim and
granting .those . Parties full authority to
defend against and/or settle the Claim. No
Party_will settle any Claim which would
result in an admission of wrongdoing by
another Party without that Party’s prior

Zadavatel .a Poskytovatel si' navzijem a
zaméstnanclm druhé strany (,0dskodnéné
osoby”) nahradi Skodu za jakoukoli
zodpovédnost nebo ztratu vyplyvajici z jejich
¢innosti (vcetné ¢inG a opomenuti) (,,Narok”)
kromé situaci, kdy vznikne narok v dusledku
(a) .zanedbani nebo umysiného pochybeni
jakékoli Odskodnéné osoby nebo (b) selhani
jakékoli odskodnéné osoby pfi dodrzovani
podminek této Smlouvy (v€etné pfislusného
Protokolu) nebo jinych pisemnych pokyni
Zadavatele nebo pti dodrZovani jakychkoli
prislusnych zakonl ¢i vladnich pozadavkd.
Toto Odskodnéni je podminéno tim, Ze
Odskodnéné osoby poskytnou dalSim
Strandam okamZité pisemné oznameni o
Naroku a udéli témto Stranam plné povéreni
k obrané proti Naroku a/nebo k vyreseni
Naroku. Zadna Strana nevyporada Zadny
narok, ktery by vedl k pfiznani jakéhokoli
pochybeni jinou Stranou bez predchoziho

written consent, which consent will not be | pisemného souhlasu této Strany, ktery

unreasonably withheld or delayed. nebude neodlvodnéné zadriovan nebo
zdrzovan.

9.2 9.2

For purposes of this Agreement, the term
“Subject Injury” means a physical injury or
illness directly caused by Study Drug or
Study procedures that are only administered
due to participation in the Study. A Subject
Injury shall not include a physical injury or

Pro Ucely této Smlouvy znamena pojem
y,Zdravotni  Ujma  Subjektu”  télesnou
zdravotni Ujmu nebo onemocnéni pFimo
zpUsobené Hodnocenym pripravkem nebo
postupy v Klinickém hodnoceni, které jsou
pouzivdany pouze pro ucast v Klinickém
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illness caused by treatment classified as
routine care, or a comparator drug that is
standard of care for the subject’s condition.
Sponsor will reimburse the Institution for
the reasonable and necessary costs of
medical treatment of any Subject Injury
experienced by an enrolled Subject to the
extent that such expenses are not
attributable to the Subject’s pre-existing
medical condition or underlying disease.
Sponsor will not be responsible for such
costs that arise from: (i) a failure to adhere
to the terms of the Protocol by Institution or
Investigator; (ii) any failure to follow laws,
regulations or reasonable clinical practices
by the Investigator, any other study
investigators, the Institution, the study site,
or any study site personnel; (iii) willful
misconduct, negligence or wrongful acts or
omissions by the Investigator, any-other
study investigators, the Institution,.the study
site or any study site personnel; (iv) misuse
of the Study Drug by the Investigator, any
other study investigators, the Institution, the
study site or any study site personnel; or (v)
the Subject’s failure. to follow the
instructions of Investigator;, any other study
investigators, the Institution, the study site
or any study site personnel. The Institution
or Investigator will. provide or arrange for
prompt diagnosis and medical treatment of
any Subject Injury experienced by a Subject.
Upon its receipt of notice of a Subject Injury,
Institution will promptly notify Sponsor of
that Subject Injury.

hodnoceni. Zdravotni Ujma Subjektu nebude
zahrnovat télesnou Ujmu nebo onemocnéni,
které je zpuUsobeno lécbou klasifikovanou
jako béina péce nebo srovnavacim lékem
pouzivanym  jako standardnim  |écba
onemocnéni Subjektu. Zadavatel uhradi
Poskytovateli pfiméfené a nezbytné naklady
na |écbu jakékoli Zdravotni Ujmy. Subjektu,
kterou zafazeny Subjekt utrpél v rozsahu, v
jakém nejsou takové wvydaje . pfiraditelné
stdvajicimu onemocnéni nebo zakladnimu

onemocnéni Subjektu. Zadavatel nebude
odpovédny< za takové . naklady, které
vzniknou. v duasledku: (i) " nedodrieni

podminek Protokolu Poskytovatelem nebo
Zkousejicim; (i) jakéhokoli nedodrzeni
zakonu, regulacnich ~ opatfeni  nebo
primérenych klinickych postupt Zkousejicim,
jakymikoli ‘dalSimi spoluzkousejicimi |ékafi,
Poskytovatelem, pracovisti klinického
hodnoceni< nebo jakymkoli persondlem
klinického  hodnoceni; (iii) UmysIiného
pochybeni, zanedbani nebo Umysiného
jednani nebo opomenuti ze strany
Zkousejiciho, jakychkoli dalsich
spoluzkousejicich  |ékafl, Poskytovatele,
pracovist  klinického hodnoceni  nebo
jakéhokoli persondlu klinického hodnoceni;
(iv) nesprdavného pouziti Hodnoceného
pfipravku ZkousSejicim, jakymikoli dalSimi
spoluzkousejicimi  lékafi, Poskytovatelem,
pracovisti  klinického hodnoceni  nebo
jakymkoli persondlem klinického hodnoceni
nebo (v) nedodrZeni pokynl Zkousejiciho,

dalsich spoluzkousejicich |ékar,
Poskytovatele, pracovisté klinického
hodnoceni nebo jakéhokoli personalu

Klinického hodnoceni ze strany Subjektu.
Poskytovatel nebo Zkousejici poskytnou
nebo zajisti vcasnou diagndézu a 1écbu
jakékoli Zdravotni Ujmy Subjektu, kterou
utrpi. Po prijeti oznameni o Zdravotni Ujmé
Subjektu  Poskytovatel ihned oznami
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Zadavateli Zdravotni Ujmu tohoto Subjektu.

9.3

9.3

THE INSTITUTION AND INVESTIGATOR
ACKNOWLEDGE AND AGREE THAT ANY
APPLICABLE STUDY MATERIALS, INCLUDING
STUDY DRUG, ARE PROVIDED AS-IS AND
WITHOUT EXPRESS OR IMPLIED WARRANTY
INCLUDING ANY IMPLIED WARRANTIES OF
MERCHANTABILITY, TITLE,
NONINFRINGEMENT OR FITNESS FOR A
PARTICULAR PURPOSE.

POSKYTOVATEL A ZKOUSEJICI POTVRZUJI A
SOUHLASI, ZE  VESKERY  PRISLUSNY
MATERIAL KLINICKEHO HODNOCEN{ VCETNE
HODNOCENEHO PRIPRAVKU JE
POSKYTOVAN JAKO TAKOVY A BEZ ZARUKY,
VYSLOVNE NEBO IMPLICITNI, TYKAJICI SE
OBCHODOVATELNOST], NAZVU,
NEPORUSENI PRAV TRETICH OSOB NEBO
VHODNOSTI PRO DANY UCEL.

9.4 9.4
EXCEPT FOR A BREACH OF THE | KROME ©PORUSENi CASTI TYKAJICICH SE
CONFIDENTIALITY OR INTELLECTUAL | DUVERNOSTI NEBO DUSEVNIHO

PROPERTY SECTIONS, IN NO EVENT SHALL
SPONSOR, INSTITUTION AND INVESTIGATOR
BE LIABLE TO THE OTHER PARTY FOR
SPECIAL, INCIDENTAL, INDIRECT OR
CONSEQUENTIAL DAMAGES OF ANY-OTHER
PARTY ARISING FROM OR IN RELATION TO
THIS  AGREEMENT, THE < APPLICABLE
PROTOCOL, OR THE STUDY DRUG (WHETHER
IN CONTRACT, TORT, NEGLIGENCE, STRICT
LIABILITY, BY STATUTE.OR OTHERWISE) EVEN
IF ADVISED OF THE POSSIBILITY OF SUCH
DAMAGES.

VLASTNICTVI NEBUDOU V.ZADNEM PRiPADE
ZADAVATEL, POSKYTOVATEL ANI ZKOUSEJICI
ZODPOVEDNI DRUHE STRANE ZA ZVLASTNI,
NAHODNE, NEPRIME NEBO NASLEDNE
SKODY JAKEKOLI JINE STRANY V DUSLEDKU
NEBO SOUVISEJICI S TOUTO SMLOUVOU,
PRISLUSNYM PROTOKOLEM NEBO
HODNOCENYM PRIPRAVKEM (VYPLYVAIJiCI
ZE SMLOUVY, PRESTUPKU, NEDBALOSTI
PRISNE ZODPOVEDNOSTI, PODLE ZAKONA
NEBO JINAK), | KDYZ BYLA NA MOZNOST
TAKOVE SKODY UPOZORNENA.

9.5 9.5
IN ADDITION, IN NO EVENT SHALL QUINTILES | KROME TOHO NEPONESE SPOLECNOST
BE _ LIABLE TO * INSTITUTION  AND | QUINTILES ODPOVEDNOST vOcI

INVESTIGATOR FOR ANY LOST PROFITS, LOST
OPPORTUNITIES,. OR OTHER SPECIAL,
INCIDENTAL, INDIRECT OR CONSEQUENTIAL
DAMAGES ARISING FROM OR IN RELATION
TO THIS AGREEMENT AND THE APPLICABLE
PROTOCOL (WHETHER IN CONTRACT, TORT,
NEGLIGENCE, STRICT LIABILITY, BY STATUTE
OR OTHERWISE) EVEN IF ADVISED OF THE
POSSIBILITY OF SUCH DAMAGES. QUINTILES
EXPRESSLY DISCLAIMS ANY LIABILITY IN
CONNECTION WITH THE STUDY DRUG,

INCLUDING ANY LIABILITY FOR ANY CLAIM

POSKYTOVATELI ANI ZKOUSEJICIMU LEKARI
ZA USLY ZISK, ZTRATU PRILEZITOSTI ANI
ZADNE JINE ZVLASTNi, NAHODNE, NEPRIME
NEBO NASLEDNE SKODY ZPUSOBENE TOUTO
SMLOUVOU, PRISLUSNYM PROTOKOLEM
NEBO HODNOCENYM PRIPRAVKEM NEBO V
SOUVISLOSTI S NIMI (BEZ OHLEDU NA TO,
ZDA BUDE TAKOVY NAROK VYCHAZET ZE
SMLOUVY, Z OBCANSKOPRAVNIHO DELIKTU,
NEDBALOSTNIHO  JEDNANIi,  OBJEKTIVNI
ODPOVEDNOSTI, ZE ZAKONA €I Z JINEHO
TITULU), A TO ANI V PRIPADE, ZE BUDOU NA
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ARISING OUT OF A CONDITION CAUSED BY
OR ALLEGEDLY CAUSED BY ANY STUDY
PROCEDURES ASSOCIATED WITH SUCH
PRODUCT.

PREDEM
QUINTILES

MOZNOST  VZNIKU  SKODY
UPOZORNENI.  SPOLECNOST
TIMTO VYSLOVNE ODMITA JAKOUKOLI
ODPOVEDNOST v SOUVISLOSTI
S HODNOCENYM PRIPRAVKEM, NAPRIKLAD
ODPOVEDNOST ZA PRIPADNE NAROKY
VZNIKLE V SOUVISLOSTI SE STAVEM, KTERY
BYL PROKAZATELNE NEBO | JEN UDAINE
ZPUSOBEN UKONY PROVADENYMI VE STUDII

Vv SOUVISLOSTI S HODNOCENYM
PRIPRAVKEM.

10. 10.

Insurance. Pojisténi.

The Parties shall have sufficient insurance to
meet their obligations under this Agreement
and any applicable Statement of Work. Such
insurance will be in the form of one or more
commercial insurance policies and/or self-
insurance programs. Upon request, each
Party shall provide a certificate of insurance
to the other Parties.

Strany budou mit uzavieno dostatecné
pojisténi, aby splnily své zavazky podle této
Smlouvy. a jakéhokoli prislusného Vykazu
prace. Takové pojisténi bude ve formé jedné
nebo vice komercnich pojistnych smluv
a/nebo programu samopojisténi. Na
vyzadani poskytne kazida Strana pojistny
certifikat dal$im Stranam.

Sponsor hereby represents and warrants
that it will provide clinical trial insurance in
accordance with § 52, par. 3, letter f) Act no.
378/2007 Sb., on Pharmaceuticals-as may be

Zadavatel timto prohlasuje a potvrzuje, Ze v
souladu s ustanovenim § 52 odst. 3, pism. f)
zakona ¢. 378/2007 Sb., o léclivech, v
platném znéni, zajisti pojisténi klinického

subsequently amended. hodnoceni.
11. 11.
Publications. Publikace.

The Parties reserve the right to publish or
otherwise publicly disclose the results of the
Study. in "accordance with this Section 10.
Institution and Investigator may publish on
the results of the Study Data provided that:

Strany si vyhrazuji pravo publikovat nebo
jinak zverejnit vysledky Klinického hodnoceni
v souladu s touto casti 10. Poskytovatel a
Zkousejici mohou publikovat vysledky dat z
Klinického hodnoceni, za predpokladu, Ze:

a.

a.

Institution and Investigator will delay
submission of the proposed publication or
disclosure until the earlier of; (i) a multi-
center publication based on the Study Data,
(ii) twenty (20) months after completion or
termination of the Study at all sites, or (iii)
the Sponsor notifies Institution that a multi-
center publication will not occur;

Poskytovatel a Zkousejici posunou
predloZzeni  navrzené publikace nebo
zverejnéni, dokud (i) nebude provedena

multicentrickd publikace Udajd z klinického
hodnoceni, (ii) neuplyne dvacet (20) mésicl
od dokoncéeni nebo ukonceni Klinického
hodnoceni na vsech pracovistich nebo (iii)
Zadavatel neoznami Poskytovateli, Ze
multicentrickd publikace nebude provedena.
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b.

b.

Institution and Investigator will provide a
copy of any proposed publication or
disclosure to the Sponsor for review at least
ninety (90) days before it is submitted for
publication or disclosed (“Review Period”).
During the Review Period the publishing
Party will give reasonable due regard to any
comments received from the Sponsor during
the Review Period;

Poskytovatel a ZkouSejici poskytnou kopii
vSech navrienych publikaci nebo zverejnéni
Zadavateli pro ucely revize minimalné
devadesat (90) dnl pred tim, neZ budou
predlozena pro publikaci nebo zverejnéni
(,Doba revize”). V pribéhu Doby revize
poskytne publikujici Strana = pfimérené
divody ohledné jakychkoli komentarl
obdrzenych od Zadavatele béhem  Doby
revize.

C.

C.

if, during the Review Period, the Sponsor
notifies Institution that the Sponsor intends
to file a patent application on any Invention
related to the proposed publication or
disclosure, the Sponsor can require
Institution to defer publication for an
additional ninety (90) days to permit the
filing of any desired patent applications; and

Pokud béhem Doby revize Zadavatel oznami
Poskytovateli, Ze Zadavatel ma zamér podat
patentovou . pfihlasku. ohledné jakéhokoli
Vynalezu souvisejiciho s havrzenou publikaci
nebo zverejnénim, Zadavatel mlze vyzadat
od Poskytovatele odloZeni publikace po
dobu dalsich devadesati (90) dnd, aby mohl
podat planovanou patentovou Zadost a

d.

d.

in all cases, prior to submissionor disclosure,
any reference to any of<the Sponsor’s
Confidential Information (as defined in
Section 11 below) will.be deleted.if required
by the Sponsor. The Sponsor will not require
that results based.on the Study Data be
deleted (unless in conflict with Section 10.b
above).

v kazdém pripadé bude kazdé poddani nebo
zverejnéni, jakykoli odkaz na Dlvérné
informace Zadavatele (definované v ¢asti 11
nize) zruseno, pokud to bude poZadovat
Zadavatel. Zadavatel nebude poZadovat, aby
byly vysledky zalozené na Udajich z
Klinického hodnoceni vymazany (pokud
nedojde ke stfetu s casti 10.b uvedenou
vyse).

12.

12.

Confidential Information.

Duavérné informace.

Each Party will._hold in confidence any
information provided by another Party or
that Party’s designee in connection with this
Agreement, or any information provided by
a Party that the Party considers confidential
and/or proprietary regardless of whether
such information is marked confidential
(“Confidential Information”). The terms of
this Agreement (including all Protocols and
their exhibits, Agreement appendices and
attachments, included Statements of Work,

Kazdd Strana bude zachovdavat dlvérnost
vSech informaci poskytnutych jinou Stranou
nebo Povérenou osobou této Strany podle
této Smlouvy nebo jakékoli informace
poskytnuté Stranou, kterd je povaZuje za
divérné a/nebo chranéné bez ohledu na to,
zda jsou takové informace oznaceny jako
divérné (,Davérné informace”). Podminky
této Smlouvy (vCetné vsech Protokoll a
jejich priloh, Dodatkli smlouvy a pfiloh,
véetné Vykazl prace a jakychkoli Formulaii
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any Informed Consent Forms, the Sponsor’s
investigator brochure and all information
and all data generated in connection with
the Study (including without limitation the
case report forms and data contained
therein), are the Sponsor’s Confidential
Information. The receiving Party agrees that
it shall: (a) protect the Confidential
Information with the same degree of care as
it normally uses to preserve and safeguard
its own Confidential Information, but not
less than a reasonable degree of care; (b)
use Confidential Information solely for the
purposes of this Agreement and the Study;
and (c) disclose Confidential Information
only on a need-to-know basis to effect the
purposes of this Agreement and all
applicable Studies and only to its employees,
advisors, agents and Affiliates who have
undertaken an obligation of confidentiality
substantially similar to that <in this
Agreement.

informovaného souhlasu, Souboru informaci
pro zkousejiciho a vsech informaci a dat
vytvofenych v souvislosti s Klinickym
hodnocenim (véetné bez omezeni Formularu
pro zaznamy Subjektd a udaji v nich

obsaZzenych) jsou Duavérné informace
zkousejiciho. Strana, ktera ziskava
informace, souhlasi, Ze: (a) bude chranit

Davérné informace stejnym zplsobem, jako
je normalné zvykla chranit a zabezpedovat
své vlastni Davérné informace, ale he méné
nez s primérenym stupném péce; (b) bude
pouzivat Ddvérné informace vyhradné pro
Ucely této Smlouvy a Klinického hodnoceni a
(c) zvefejni. Davérné informace pouze na
zakladé. potieby Udaji podle ucell
uvedenych ~v této Smlouvé a vSech
pfislusnych Klinickych hodnocenich a pouze
svym®zameéstnancim, poradcim, zastupclim
a Pobockam, které pfijaly zavazek dlvérnosti
v podstaté shodny tomu, ktery je uveden v
této Smlouvé.

However, there is no such obligation as to
any information (i) that'was part of the
public domain prior to its receipt by
receiving Party, (ii) that becomes part of the
public domain without fault of the receiving
Party, (iii) that is rightfully obtained without
obligation-of confidentiality from a third
party having the right to disclose the
information, (iv) that was known to the
receiving Party prior to disclosure, as proven
by the written records of that Party, or (v)
that was independently developed by the
receiving Party without use of Confidential
Information. Notwithstanding any other
provision of this Agreement, disclosure of
Confidential Information shall not be
prohibited to the extent required to comply
with applicable laws or regulations; or with a
valid court or administrative order, provided
that the receiving Party: (a) promptly
notifies the disclosing Party in writing of the

Neexistuje vsak zadny takovy zavazek tykajici
se jakychkoli informaci, které (i) byly soucasti
verejné domény pred jejich prijetim Stranou
ziskavajici informace, (ii) se staly soucasti
verejné domény bez chyby Strany ziskavajici
informace, (iii) byly spravné ziskdny bez
zavazku zvefejnéni od treti strany, kterd ma
pravo na zvefejnéni informaci, (iv) byly
znamy Strané ziskavajici informace pred
zvetfejnénim, coz je prokdzano pisemnymi
zaznamy této Strany nebo (v) byly nezavisle
vytvofeny Stranou ziskdvajici informace bez
pouZziti Dlvérnych informaci. Bez ohledu na
jakékoli dal$i ustanoveni této Smlouvy
nebude zvefejnéni Davérnych informaci
zakdzdno v rozsahu, ktery je nutny pro
dodrzeni pfislusnych zakon( nebo
regulaCnich opatfeni; nebo s platnym
rozhodnutim soudu nebo spravnim prikazem
za predpokladu, Ze Strana ziskavajici
informace: (a) ihned ozndmi Strané
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existence, terms and circumstances of such
required disclosure; (b) consults with the
disclosing Party on the advisability of taking
legally available steps to resist or narrow
such disclosure; and (c) takes all reasonable
and lawful actions to obtain confidential
treatment for such disclosure.

poskytujici informace pisemné existenci,
podminky a okolnosti takového
pozadovaného zverejnéni; (b) bude se

Stranou poskytujici informace konzultovat
vhodnost pravné prijatelnych krokl pro
zamezeni nebo omezeni takového zverejnéni
a (c) prijme vSechna ptimérena a zakonna
opatfeni pro ziskani davérného zachazeni s
takovym zverejnénim.

The Sponsor will ensure that all Studies
governed by the terms of this Agreement are
registered on a publicly accessible internet
site in accordance with all applicable laws
and regulations and under the guidelines of
the International Committee of Medical
Journal Editors (“ICMJE”).

Zadavatel zajisti, Ze vSechna Klinicka
hodnoceni provadéna podle podminek této
Smlouvy, budou registrovdna na verejné
pfistupnych® internetovych ‘strankdch v
souladu~s platnymi zakony a predpisy a
podle pokynl Mezindrodniho vyboru pro
editory.lékarskych ¢asopis( (,,ICMJE”).

13. 13.

Inventions. Vynalezy.

Any inventions, discoveries, suggestions, | Veskeré vyndlezy, objevy, navrhy, inovace,
innovations, ideas, reports or the like | mySlenky, zprdvy apod. (at jiz jsou
(whether or not patentable or copyrightable) | patentovatelné nebo se na né vztahuje
developed, made, conceived or otherwise | autorské pravo), které jsou vyvinuty,

reduced to practice by Investigator or the
Institution in connection with or under this
Agreement or any Sponsor ~ Study
(“Inventions”) shall be promptly and fully
disclosed to the Sponsor in writing. Further,
the Investigator and the. Institution hereby
agrees to.assign.and agrees to do whatever
may be necessary, jointly and severally, and
at the Sponsor’s reasonable expense, to
ensure that all rights to and ownership of
any such Inventions are assigned to the
Sponsor. The Sponsor will grant to the
Institution a non-exclusive license to use any
Inventions for its internal, non-commercial
research purposes or in connection with
patient care.

vytvoreny, formulovany nebo jinak zavedeny
do praxe Zkousejicim nebo Poskytovatelem v
souvislosti nebo podle této Smlouvy nebo
jakéhokoli Klinického hodnoceni Zadavatele
(,Vynalezy"), budou ihned a kompletné
pisemné sdéleny Zadavateli. Zkousejici a
Poskytovatel dale timto souhlasi s tim, Ze
povéfi a souhlasi, Ze podniknou cokoli, co
bude nutné, spolecné a jednotlivé, a s
pfimérenymi vydaji Zadavatele, aby zajistili,
Ze vSechna prdva a vlastnictvi jakychkoli

takovych vynalez budou postoupena
Zadavateli. Zadavatel udéli Poskytovateli
nevyhradni licenci na pouZiti jakychkoli
vyndlez pro své interni, nekomercni

vyzkumné Ucely nebo v souvislosti s péci o
subjekt studie.

14.

14.

Records & Audit.

Zaznamy a audit.

Institution and Investigator shall maintain
complete and accurate written records of

Poskytovatel a ZkouSejici budou udrZovat
kompletni a presné pisemné zaznamy o
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the performance of the Study, including
without limitation records of all Study Data,
and provide any reports to Sponsor upon
reasonable written request or as required by
an applicable Protocol. Institution and
Investigator shall notify Sponsor within
twenty-four (24) hours after learning of any
serious and/or unexpected adverse drug
experience (as defined in the Protocol)
affecting any subject in the Study.

provadéni Klinického hodnoceni, vcetné a
bez omezeni zaznam@ viech Udajd z
klinického hodnoceni, a poskytne vsechny
zpravy Zadavateli po ndlezitém pisemném
pozadavku nebo podle pozadavku
pfislusného  Protokolu. Poskytovatel a
Zkousejici oznami Zadavateli béhem dvaceti
Ctyr (24) hodin poté, co se dozvi o jakychkoli
zdvaznych a/nebo neotekavanych ucincich
pripravku (definovanych v Protokolu), které
ovlivni Subjekt v Klinickém hodnoceni.

Sponsor, its agents and its designee CRO
shall be permitted, during regular business
hours and upon reasonable notice, to access
Institution’s facilities and/or records to
conduct quality assurance audits and
inspections of Institution to monitor
compliance with Institution’s and
Investigator’s obligations hereunder and any
applicable Protocol. Sponsor and  its
representatives, agents and designees shall
hold in confidence the identity of all subjects
and shall comply with all applicable law(s)
regarding the confidentiality of such records.

Zadavatel a jeho zastupci a povérené osoby
budou moci v prabéhu pracovni doby a po
pfiméfeném oznameni vstoupit do prostor
Poskytovatele a/nebo budou mit pfistup do
zaznamU s cilem provadét audity jisténi

jakosti . a inspekce Poskytovatele pro
monitorovani dodrZzovani pozadavki a
povinnosti  Poskytovatele a Zkousejiciho

uvedenych v této Smlouvé a v jakémkoli
pfislusném< Protokolu. Zadavatel a jeho
zastupci a povérené osoby budou uchovdvat
dlvérnost identity vSsech Subjektl a budou
dodrZovat vSechny pfislusné zakony tykajici
se ddvérnosti takovych zaznamf.

Institution and Investigator shall comply
with any auditsor inspections. by any
regulatory or governmental agency or
authority regarding the Study, shall inform
Sponsor | in advance of such audit or
inspection as soon as is reasonably possible,
and where possible, ‘allow Sponsor to be
present at such audit or inspection and
provide comments on any correspondence
to such regulatory or governmental agency
or authority:

Poskytovatel a Zkousejici bude dodrZovat
vSechny audity nebo inspekce regulacniho
nebo vladniho uradu tykajici se Klinického
hodnoceni, bude informovat Zadavatele
pfedem o takovém auditu nebo inspekci co
mozna nejdfive a pokud to bude moiné,
umozni Zadavateli jeho pfitomnost béhem
takového auditu nebo inspekce a poskytne
komentat k veSkeré korespondenci s
takovym regulac¢nim nebo vladnim uradem
nebo autoritou.

Notwithstanding the foregoing, Sponsor and
Quintiles hereby acknowledge that the
Institution is obliged to publish this
Agreement pursuant to Act no. 340/2015
Sb., on Agreements Register. Any
information which constitutes trade secret

Bez ohledu na vySe uvedené Zadavatel a

Quintiles timto berou na védomi, Ze
Poskytovatel je povinen zverejnit tuto
smlouvu v souladu se zak. ¢. 340/2015 Sb., o
registru smluv. Takovémuto zvefejnéni

nepodléhaji ty Udaje, které tvofi obchodni
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of either party is exempted from such
publication. For the purposes of this
Agreement such trade secrets include, but
are not limited to, the design of individual
visits described in the payment table/s in
Attachment A and the expected number of
Study subjects enrolled and the expected
duration of the Study. Furthermore,
personal data of the individuals are also
exempt from such publication, unless they
have been previously published in another
public register. The parties hereby
acknowledge that the study may be only
initiated after the Agreement has been
published in the Agreements Register.

tajemstvi nékteré ze smluvnich stran. Dle
této Smlouvy se obchodnim tajemstvim
rozumi  zejména rozvrzeni a  popis
jednotlivych ndvstév uvedeny v platebni
tabulce / platebnich tabulkach v pfiloze A a
ocCekdvany zarazeny pocet subjektl. Dale
nebudou takovémuto zverejnéni podléhat
osobni udaje fyzickych osob, ledaZe jsou jiz
zvetfejnény v jiném verejné pfistupném
registru. Strany berou na védomi, Ze nedojde
k inicia¢ni ndvstévé do okamziku  uverejnéni
konec¢ného dokumentu v registru smluv.

15. 15:
Disputes. Spory.

If a dispute arises out of or relates to this
Agreement, or the breach thereof, and if
said dispute cannot be settled through
negotiation, the Parties shall first attempt in
good faith to settle the dispute.

Pokud vznikne spor nebo se tykda této
Smlouvy nebo jejiho poruseni a pokud
uvedeny spor nelze vyresit jednanim, pokusi
se Strany nejprve o urovnani sporu v dobré
vire.

Any dispute or claim arising out of or .in
connection with this Agreement, or the
interpretation, making, performance, breach
or termination thereof, that cannot be
resolved by mutual agreement shall be
finally settled by a court of competent and
applicableqjurisdiction in the Czech Repubilic.

Veskeré spory a naroky vzniklé z této
Smlouvy nebo v souvislosti s ni nebo v
souvislosti s jejim vykladem, uzavienim,
plnénim, porusenim nebo vypovézenim,
které nebude moZné vyiesit vzajemnou
dohodou, budou s konecnou platnosti
rozhodovany soudy v Ceské republice.

16.

16.

Miscellaneous

Razné.

16.1

16.1

Neither Institution nor Investigator shall
assign or transfer any of their respective
rights or obligations under this Agreement,
in whole or in part, without the Sponsor’s
prior written consent. However, the
Sponsor may assign some or all of its rights
and obligations under this Agreement to its
Affiliates, and shall be liable for the acts and
omissions of its Affiliates which are not
parties to this Agreement.  “Affiliates”
means any person or entity that controls or

Poskytovatel ani Zkousejici nepostoupi nebo
neposkytne Zadna sva prislusna prava nebo
povinnosti podle této Smlouvy, vcelku nebo
jako Cast, bez predchoziho pisemného
souhlasu Zadavatele. Zadavatel vSak muze
postoupit nékterd nebo vsechna sva prava
nebo povinnosti podle této Smlouvy svym
Pridruzenym spolecnostem a za jednani a
opomenuti svych Pfidruzenych spolecnosti,
které nejsou smluvnimi stranami této
Smlouvy, ponese vyhradni odpovédnost.
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is controlled by or is under common control
with the Sponsor. The term “control” means
the possession, directly or indirectly, of at
least 50% of the share capital or voting rights
or of the power to direct or cause the
direction of the management and policies of
an entity, whether through the ownership of
voting securities, by contract or otherwise.
The Sponsor may also assign this Agreement
in connection with the merger, consolidation
or sale of any of its assets.

,Pridruzenymi spole¢nostmi” se rozuméji
fyzické ¢&i prdvnické osoby, které ovladaji
Zadavatele nebo jsou ovladany Zadavatelem.
,0vladanim” se rozumi pfimé ¢&i nepfimé
vlastnictvi minimalné 50 % akciového
kapitalu, hlasovacich prav nebo opravnéni
rozhodovat pfimo ¢ nepfimo o vedeni

pravnické osoby ajeji strategii, ato na
zakladé vlastnictvi cennych papird
s hlasovacimi  pravy, smlouvy ¢i jinak.

Zadavatel muZe také postoupit tuto Smlouvu
v souvislosti<'s fuazi, konsolidaci nebo
prodejem jakychkoli svych aktiv.

16.2

16.2

The relationship between the Parties is that
of independent contractors. This Agreement
creates no agency between or among
Sponsor, Institution, or Investigator. Except
as required by law or regulation, no Party
shall release or distribute any materials or
information containing the name of another
Party or any of its employees without prior
written approval by that other Party. This
approval will not be unreasonably withheld

Vztah mezi Stranami je vztah nezavislych
smluvnich stran. Tato Smlouva nevytvari
Zzadnou. agenturu mezi Zadavatelem,
Poskytovatelem nebo Zkousejicim. Kromé
pozadavk( zdkona nebo regulacniho
opatreni Zadna Strana neuvolni nebo nebude
distribuovat Zadné materialy nebo informace
obsahujici jméno jiné Strany nebo jejich
zaméstnancll bez predchoziho pisemného
souhlasu této druhé Strany. Toto schvaleni

or delayed. nebude nepfiméfené zadriovdano nebo
zdrZovano.
16.3 16.3

Any notice or other communication required
or permitted by this Agreement shall be in
writing, and shall'be considered given as of
the date as of the date it is received by the
addressee. Such notice shall be given to the

Jakékoli oznameni nebo jind komunikace
poZadovand nebo povolend podle této
Smlouvy bude v pisemné formé a bude
povaZovana za poskytnutou od data, kdy je
obdrZena prijemcem. Takové oznameni bude

Parties at these addresses: poskytnuto  Stranam na  nasledujicich
adresach:
To the Institution: Poskytovateli:

Fakultni nemocnice Hradec Kralové

Fakultni nemocnice Hradec Kralové

pravniocbor - [N

Sokolska 581

Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové

500 05 Hradec Kralové — Novy Hradec
Kralové

Czech Republic

Ceska republika
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To the Sponsor: Zadavateli:

245 First Street, Suite 1100 245 First Street, Suite 1100
Cambridge, MA 02142 Cambridge, MA 02142

If to Investigator: P¥i zasilani ZkousSejicimu:

Fakultni nemocnice Hradec Kralové Fakultni nemocnice Hradec Kralové
Hemodialyzacni stfedisko Hemodialyzaéni stredisko

Sokolska 581 Sokolska 581

500 05 Hradec Kralové — Novy Hradec 500 05 Hradec Kralové — Novy Hradec
Kralové Kralové

Czech Republic Ceska republika

If to Quintiles: Pri zasilani spoleCnosti Quintiles:
Quintiles Czech Republic, s.r.o. Quintiles Czech Republic, s.r.o.
Radlickd 714/113a, 158 00 Praha 5 = Radlickd 714/113a, 158 00 Praha 5 - Jinonice
Jinonice, Czech Republic Ceska republika

16.4 16.4

Sections 2.2, 6, 7, 8, 9, 11, 12, 14, 15 & 16 | Casti 2.2, 6, 7, 8, 9, 11, 12, 14, 15 a 16
will survive any termination of  this | zUstanou v platnosti po ukonéeni této
Agreement. Smlouvy.

16.5 16.5

Prevailing language The Agreement is drawn | Rozhodnd jazykova verze Smlouva je
up in English-and in Czech language versions. | vyhotovena v anglickém a ¢eském jazykovém
In case (of any dispute Czech language | znéni. V pfipadé sporl je rozhodujici ceska
version shall prevail. jazykova verze.

This Agreement will be governed and | Tato smlouva se bude fidit a vykladat v
interpreted according to the laws of the | souladu s pravnimi predpisy Ceské republiky.
Czech Republic.

IN WITNESS WHEREOF, the Parties have NA DUKAZ CEHOZ Strany uzaviely tuto
caused this Agreement to be executed by Smlouvu prostfednictvim svych nalezité
their duly authorized representatives as zmocnénych zastupcu nasledné:

follows:
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AKEBIA THERAPEUTICS, Inc.

AKEBIA THERAPEUTICS, Inc.

By: Podpis:
Name: Jméno:
Title: Funkce:

Date: 1.12. 2016

Datum: 1. 12.2016

INSTITUTION

POSKYTOVATEL

By:

Podpis:

Name: prof.MUDr. Vladimir Pali¢ka, CSc., dr.
h.c.

Jméno: prof.MUDr. Vladimir Pali¢ka, CSc., dr.

h.c.

Title: Director

Funkce: reditel

Date: 21.12. 2016

Datum: 21. 12. 2016

QUINTILES QUINTILES
By: Podpis:
Name: Jméno:
Title: Funkce:

Date: 12. 12. 2016

Datum: 12. 12. 2016
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Investigator Zkousejici
By: Podpis:

Name: Jméno:

Title: Investigator Funkce: Zkousejici

Date: 21.12. 2016 Datum: 21. 12.2016

As part of her/his obligations under this | V ramci svych zévazk( podle této Smlouvy
Agreement, the Investigator will notify the | ozndmi . Zkousejici Zadavateli jakékoli
Sponsor of any material changes in the | materidlni zmény v prohlaseni ,Potvrzeni
"Certification of Investigator Financial | finan¢nich zajm0 a dohod Zkousejiciho®,
Interests and Arrangements" statement the | které podepsal pro toto Klinické hodnoceni.
Investigator signed for this Study. . Such | Takové zmény zahrnuji: (a) zmény financnich
material changes include: (a) changes in | dohod Zkousejictho se Zadavatelem, (b)
Investigator's financial arrangements with | pfijeti  prostfedkli  Zkousejicim  nebo
the Sponsor; (b) the Investigator's or the | Poskytovatelem od Zadavatele, které
Institution's receipt < of funds.from the | nesouvisi s timto Klinickym hodnocenim, (c)
Sponsor not connected to this Study; (c) | vlastnicky zajem Zkousejicitho tykajici se
Investigator's proprietary interest. in the | Zadavatele nebo jakéhokoli produktu
Sponsor or any products of the Sponsor; and | Zadavatele a (d) ziskani majetkové Ucasti
(d) the /Investigator gaining an equity | Zkousejiciho u Zadavatele.

interest in Sponsor.
| have read the above statement as well as | Pfecetl(a) jsem si vySe uvedené prohlaseni a
the Agreement and agree to all the terms | rovnéZz Smlouvu a souhlasim se vsemi

and obligations stated therein. podminkami a zdavazky, které jsou v ni
uvedeny.

Name: Jméno:

Date: 21.12. 2016 Datum: 21.12. 2016
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APPENDIX A PRILOHA A
BUDGET & PAYMENT SCHEDULE ROzPOCET A HARMONOGRAM PLATEB

A. A.

PAYEE DETAILS UDAJE O PRIJEMCI PLATEB

The Parties agree that the payee designated | Smluvni strany timto souhlasi, Ze nizZe

below is the proper payee for this | uvedeny prfijemce platby je Fadnym

Agreement, and that payments under this
Agreement will be made only to the
following payee (“Payee):

Castky

pfijemcem plateb dle této" Smlouvy aze
ztéto Smlouvy budou
vyhradné nize uvedenému. pfijemci plateb
(ddle jen ,,Pfijemce plateb”):

hrazeny

Payee Fakultni nemocnice Hradec Nazev/jméno | Fakultni nemochice Hradec
Name Kralové pfijemce Kralové
plateb
Sokolskd 581, Adresa Sokolska 581,
2?(/1?':55 500 05 Hradec Kralové — Novy {PFijemce 500 95 Hradec ,rélO,VéV_ ,
Hradec Kralové, Czech plateb Novy Hradec Kralové, Ceska
Republic republika
Bank Name | Ceska narodni banka Nazev banky. | Ceskd narodni banka
Bank Bankovni
Account | 5 1639511/0710 "9 24639511/071(
IBAN IBAN nebo
IBAN: p N IBAN:
E‘;"r:f:r o | 22307100000000024639811 |00 POPHY | (22307100000000024639511
number
SWIFT Code | CNBACZPP K6d SWIFT |\ onczpp
Specific Invoice number Variabilni
Code . Cislo faktury
VAT/GST/T symbot
ax ID |.C200179906 pic
Number CZ200179906
In case of changes in the Payee’s bank | Dojde-li k jakymkoli zménam ohledné
details, Institution is obliged to inform | bankovnich (daji pfijemce plateb, je
Quintiles in writing. Parties agree that in | Poskytovatel vtakovém pfipadé o této
case of changes in bank details which do not | skutecnosti povinen pisemné informovat

involve a change of payee or change of
country location of bank account, no further
amendments are required.

Quintiles. Strany souhlasi, Ze v pfipadé, Ze
pljde pouze o zménu vyhradné se vztahujici
k bankovnim udajim Ptijemce plateb, kterd
neplsobi zménu v subjektu Pfijemce plateb
nebo zménu stdtu, v némz je bankovni Gcet
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zfizen, nebude zapotfebi uzavirat jakykoli
dalsi dodatek.

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

Strany timto berou na védomi, Ze uvedeny
PFrijemce plateb je opravnén pftijimat veskeré
platby za Vyzkumné sluzby poskytované na
zakladé této Smlouvy.

The remuneration of the Investigator and/or
Study Staff will be reimbursed by the
Provider on the basis of internal directive of
the Provider.

Quinitiles and Sponsor undertake that they
will not enter into any other Agreement with
Investigator or any cooperating person
regarding this Study.

Odmeéna zkousejicimu a ¢lendm studijniho
persondlu bude vyplacena. Poskytovatelem
dle vnitini smérnice Poskytovatele.

Zadavatel i Quintiles se zavazuji, Ze na tuto
Studii neuzaviou se zkousSejicim ani jinou
spolupracujici osobou Zadnou dalsi smlouvu.

Investigator acknowledges that if
Investigator is not the Payee, CRO will not
pay Investigator even if the Payee fails to
reimburse Investigator.

Zkousejici bere timto na védomi, Ze v
pripadé, Ze ZkousSejici neni osobou shodnou
s Prfijemcem plateb, CRO neposkytne
jakoukoli uhradu Zkousejicimu ani v pfipadé,

Ze Prijemce plateb porusi svlj zavazek
k poukazani odmény Zkousejicimu.

B. B.

PAYMENT TERM PLATEBNI PODMINKY

Quintiles will pay the Payee every three (3) | Spolecnost Quintiles bude poskytovat

months, on a completed visit per subject
basis in accordance with the attached
budget. The payment cycle.commences 30
days after the first patient within Europe is
enrolled into the trial.. Payments including
any Screening Failure that may be payable
will _be made based upon prior 3 month
enrolment data confirmed by subject CRFs
received from the Investigator and data
verification supporting subject visitation. A
payment batch report, which contains the
completed subject visits and associated
payments for the period, will be sent to the
payee within 30 days of the end of this
three-month period. The payee will raise
their invoice to match the report. Due date
of the invoice shall be thirty (30) days from
the date of issue of the invoice. Payments
will be in each case reduced by ten (10 %)

financni plnéni Pfijemci plateb kazdé tfi (3)
mésice v souladu s pfilozenym platebnim
rozvrthem vidy za uskutec¢néné navstévy
jednotlivych subjektd hodnoceni. Platebni
cyklus zacne 30 dnl po zafazeni prvniho
subjektu studie do Studie v Evropé. Castky
véetné odmény za subjekty studie, které
neprojdou vstupnimi vySetfenimi, budou
vyplaceny na zakladé udaja o poctu subjektu
studie zarazenych do Studie v pfedchozich 3
mésicich, doloZzenych formulafi CRF od
Zkousejiciho, a po ovéreni udaju
o uskutec¢nénych ndvstévach. Hromadny
platebni pfehled zahrnujici provedené
navstévy subjektl studie a souvisejici platby
za dané obdobi bude zaslan Pfijemci plateb
ve |haté 30 dnG od ukonceni tohoto
tfimésicniho obdobi. Pfijemce plateb vystavi
fakturu na ¢astku uvedenou v tomto vykazu.
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percent. This reduced amount shall | Splatnost faktury bude tficet (30) dnl od

represent a value of any/all activities related
to close-out of the database, including all
CRFs pages, all data clarifications issued, the
receipt and approval of any outstanding
regulatory documents as required by
Quintiles and/or Sponsor, the return of all
unused supplies to Quintiles, and upon
satisfaction of all other applicable conditions
set forth in the Agreement.

data vystaveni faktury. Kazdd c¢dstka bude
snizena o deset procent (10%). Takto
snizena castka bude predstavovat hodnotu
veskerych cinnosti spojenych s uzavienim
databaze, vcetné odsouhlaseni vsech
formuldrd CRF, vyjasnéni veskerych dotaz(
tykajici se dat a udajl, prevzeti a schvaleni
jakékoli dosud nedokoncené regulacni
dokumentace dle pozZadavkl . spoleénosti
Quintiles  a/nebo . Zadavatele, - vraceni
veskerého nespotrebovaného  materidlu
a zasob Quintiles apo splnéni veskerych
ostatnich. zdvaznych podminek stanovenych
touto Smlouvou.

In case that the Institution is a payer of VAT,
appropriate rate of VAT according to a
mandatory statute, will be included to the
above mentioned invoice amounts.

Pokud je Poskytovatel platcem DPH, bude ke
vsem vyse uvedenym c¢astkam ptipocteno
DPH v zakonné vysi.

All  government taxes are the  sole

responsibility of the Payee.

Plnéni veskerych darovych povinnosti je
vylu€nou odpovédnosti Pfijemce plateb.

Institution understands that payment for
Research Services will not be made for
Research Services that' do not strictly
adhere to the Protocol.

Poskytovatel bere na védomi, Ze platba za
Vyzkumné sluzby nebude provedena za
Vyzkumné sluzby, které pfisné nedodrzuji
Protokol.

C.

C.

PAYMENT DISPUTE

PLATEBNI SPORY

Site will have thirty (30). days from the
receipt of final. payment to dispute any
payment discrepancies during the course of
the Study.

Misto provadéni klinického hodnoceni bude
opravnéno ve |haté tficeti (30) dnl od
obdrZeni zavérecné platby rozporovat
jakoukoli nesrovnalost v platbach, k niz doslo
béhem provadéni Studie.

D. D.
DISCONTINUED OR EARLY | PRERUSENI NEBO PREDCASNE UKONCENI
TERMINATION

If a subject’s participation in the Study is
terminated prior to Study completion,
reimbursement for completed subject visits
will be prorated based on the number of
confirmed completed visits.

Pokud je ucast Subjektu v Klinickém
hodnoceni ukoncena pred dokonéenim
Klinického hodnoceni, bude Uhrada za
dokonéené navstévy Subjektu urcena
pomérnou castkou na zadkladé poctu

potvrzenych dokoncéenych ndvstév.

E.

E.
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INVOICES FAKTURY

Copies of invoices pertaining to this Study
for the following items must be issued and
submitted to Quintiles for at the following
address:

Originadly faktur k tomuto klinickému
hodnoceni je tfeba vydat s uvedenim
nasledujicich polozek a zaslat spolecnosti
Quintiles na tuto adresu:

Quintiles Czech Repubilic, s.r.o.,

Quintiles Czech Repubilic, s.r.o.,

Radlicka 714/113a, Jinonice

Radlicka 714/113a

158 00 Praha 5

158 00 Praha 5 —Jinonice

Czech Republic

Ceska republika

Identification Number: IC:
24768651 24768651
Tax Identification Number: DIC:
CZ24768651 CZ24768651
Please note that invoices will not be | Fakturanebude zpracovana, jestlize nebude
processed unless they reference the | obsahovat = jméno . Zadavatele, Cislo
Sponsor name, Protocol number and | Protokolu, jméno Zkousejiciho a Cislo Mista

Investigator name and site number. After
receipt and verification, reimbursement for
invoices will be included with the next
regularly scheduled payment for subject
activity.

provadéni klinického hodnoceni. Po
doruceni a ovéreni bude faktura uhrazena
v ramci dalSich pravidelnych planovanych
plateb za subjekty studie.

Any expense or cost incurred by Institution
in performing this Agreement that is not
specifically designated as reimbursable by
Quintiles or Sponsor under the Agreement
(including this Budget and Payment
Schedule) is Institution’s sole responsibility.

Jakékoli naklady a vydaje, které vzniknou
Poskytovateli v souvislosti s plnénim této
Smlouvy a které nejsou vyslovné oznaceny
jako proplatitelné ze strany Quintiles Cdi
Zadavatele za podminek této Smlouvy
(v€etné jeji casti Rozpocet a Platebni
prehled), pljdou pIné k tiZi Poskytovatele.

F.

F.

SCREENING FAILURE

SUBJEKTY STUDIE, KTERE NEPROJDOU
VSTUPNIMI VYSETRENIMI

Reimbursement for screen failures will be at
the amounts indicated on the applicable pre-
screening and screening visits of the

attached budget, not to exce“

Uhrada za subjekty studie, které neprojdou
vstupnimi vysetfenimi, bude provedena ve
vySi uvedené na pfislusném pfilozeném
rozpoCtu za navstévu pred vstupem a
vstupni navstévu a nebude vyssi neZz Castka

hrazena za

paid per
To be eligible for reimbursement of a
screening  visit, completed screening
information in the IWR system must be
completed in a timely manner. CRO may

Podminkou pro vyplaceni odmény za vstupni
navstévu musi byt kompletné a vdas
vyplnény informace o zafazeni v systému
IWR. CRO si muUze vyzadat dalsi informace s
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ICS

cilem ovéfit ndlezité dokumentované
postupy zafazeni subjektu studie.

request additional information, in an effort
to verify appropriately documented subject
screening procedures.

G. G.
SITE COSTS NAKLADY MiSTA PROVADENI KLINICKEHO
HODNOCENI
Initial Trial Start- Up Payment Uvodni _vstupni _poplatek v _ Klinickém
hodnoceni
One-time start-up payment of CZK 30.000 | Jednorazovy vstupni popla(lahoren\t‘yéi-
covering initial costs of negotiating this . za projednani smlouvy u Poskytovatele
Agreement borne by the Institution with | tykajici se Klinického| hodnoceni bude
respect of the Study will be paid to the | uhrazen Poskytovateli |po. uzavieni této
Institution upon  execution of this | Smlouvy.
Agreement
H. H.
SUBJECT TRAVEL CESTOVNI NAKLADY SUBJEKTU STUDIE

| |
EC/IRB/IEC FEES POPLATKY ETICKYM KOMISIM
Ethics Committee (“EC”) /Internal Review | Naklady spojené s EK budou hrazeny

Board (“IRB”) /IEC costs will be reimbursed
on a pass-through basis upon receipt of a
formal invoice issued by the Institution or
the EC/IRB/IEC and are not included in the
attached Budget. Any subsequent re-
submissions or renewals, upon approval by
CRO and Sponsor, will be reimbursed upon
receipt of appropriate documentation.

prefakturaci na zakladé formalni faktury od
EK a nejsou zahrnuty v pfiloZzeném rozpoctu.
Veskera dalsi opétovnd podani nebo
obnoveni na zakladé schvaleni ze strany CRO
a Zadavatele budou uhrazena na zakladé
prijeti pfislusnych dokladd.

J.

J.

RECORD STORAGE FEE/ARCHIVING

POPLATEK ZA UCHOVAVANI ZAZNAMU /
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TOTAL COST FEE

CELKOVY POPLATEK ZA ARCHIVACI

Institution will provide free of charge
archiving for 5 years after the end of the
Study at the Institution as prescribed by Act
no. 378/2007 Sbh. A one-time, long-term
Study document storage, archiving payment
of per year for additional 10 years
will be made to Payee after the execution of
this Agreement. Study documents will be
kept in a controlled, secure facility. Sponsor
shall notify Institution at least 6 months
before the end of the paid archiving period
that of its interest in further archiving and
bear all expenses arising out of this. Sponsor
will inform Provider at least 1 month before
the end of the paid archiving period if it
wishes to retain the archived documents.

Poskytovatel provede bezplatnou archivaci 5
let v souladu se zdkonem ¢&. 378/2007 Sb. a
na dalsich 10 let provede zpoplatnénou
archivaci — Na zpoplatnénou
archivaci bude vystavena faktura po podpisu
smlouvy. Zadavatel v predstihu. 6 mésicli od
konce zpoplatnéné archivace. oznami
poskytovateli, Ze trva ‘na dalsi archivaci a
uhradi naklady stim spojené.. Mésic pred
uplynutim zpoplatnéné archivace zadavatel
informuje zkousejiciho a poskytovatele, zda
si dokumentaci. odveze. nebo ji mize
poskytovatel skartovat.

K.PHARMACY SERVICES

Institution hereby represents and warrants

that it will ensure the performance of

following Pharmacy Services in accordance

with the Protocol on its own responsibility

and lability:

e  Study Drug delivery acceptance and
confirmation

e Storage of Study Drug, recording,
preparing for. destruction and/or
destruction ‘where. appropriate (then
according to. Sponsor/Contractual
research organization instructions),

e Supply of Study Drug to the Site,

e Regular monitoring of study Drug at the
Site by selected clinical pharmacist

o All other duties performed by the
Pharmacy in accordance with the Study
Protocol and supporting
documentation throughout the course
of the trial.

The amounts

payments for

mentioned above.

include
services

specified below
all  pharmacy

K.SLUZBY LEKARNY

Poskytovatel se zavazuje, Ze na vlastni
odpovédnost a v souladu s Protokolem zajisti
provedeni nasledujicich Iékarenskych sluzeb:

e Pfijem a potvrzeni hodnoceného
|é¢ivého pfipravku

e  Uskladnéni, evidenci, pfipravu na
destrukci nebo destrukci v pfipadé
potieby (pak podle instrukci
Zadavatele/Smluvni vyzkumné
organizace)

e dodani hodnoceného |éCivého

pfipravku na misto hodnoceni,

e pravidelnou kontrolu hodnoceného
|éCivého pfripravku v misté hodnoceni
vybranym farmaceutem

e dalsi odpovédnosti Lékarny v souladu
se studijnim Protokolem a instrukcemi
Zadavatele po celou dobu pribéhu
klinického hodnoceni.

Castky stanovené nize zahrnuji platby za

vSechny vyse uvedené |ékarenské sluzby.

Za kazdych zapocatych 6 mésicl poskytovani
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lékdrenskych sluzeb bude Poskytovateli
uhrazen poplatek ve vysi

The Institution will be paid a pharmacy fee
of for every 6 months of providing
pharmacy services.

DALSI ZADOSTI O FINANCOVANI BUDOU
POVOLENY, POUZE POKUD TO BUDE
SCHVALENO SPOLECNOSTI QUINTILES A
ZADAVATELEM A POKUD TO BUDE
SCHVALENO JAKO DODATEK ~SMLOUVY
PODEPSANY STRANAMI.

ADDITIONAL FUNDING REQUESTS WILL
ONLY BE GRANTED |IF APPROVED BY
QUINTILES AND SPONSOR AND SET FORTH
IN AN AMENDMENT TO THE AGREEMENT
SIGNED BY THE PARTIES.

These amounts include all applicable taxes.

Tyto ¢astky zahrnuji veSkeré prislusné dané.

All payments for this Study in accordance
with the attached budget will be paid by

Vsechny platby za toto Klinické hodnoceni
v souladu s pfilozenym  platebnim rozvrhem

Quintiles by wire transfer. budou hrazeny . ze strany  spolecCnosti
Quintiles bankovnim prevodem.

L. L.

BUDGET TABLE ROZPOCET

Planned Subject Visits: Pldnované ndvstévy subjektii:
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