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CLINICAL TRIAL RESEARCH
AGREEMENT

SMLOUVA O PROVEDENI
VYZKUMNEHO KLINICKEHO
HODNOCENI{

This Clinical Trial Research Agreement
(“Agreement”) is dated as of the date defined in
Section 11.1 of this Agreement (“E ffective
Date”) by and among CSL Behring GmbH
having its principal place of business at Emil-von-
Behring-Str. 76, 35041 Marburg, Germany
(“Sponsor”), Fakultni nemocnice Hradec
Kréilové [Hradec Krdlové University Hospitall
having its principal place of business at Sokolska
581, 500 05 Hradec Kralové- Novy Hradec

Kréalové, Czech Republic (“Service Provider”),
nd [ i
his/her principal place of business address at I.
Interni  kardiologickd klinika [1st Internal
Cardiology Department], Fakultni nemocnice
Hradec Kréalové, Sokolskda 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Czech Republic
(“Principal Investigator”) collectively referred
to as “the parties.”

Tato smlouva o provedeni vyzkumného
klinického hodnoceni (dile jen ,smlouva”)
datovana datem definovanym v oddé¢leni 11.1 této
smlouvy (déle jen ,,datum tcinnosti”) uzavirdna
mezi spolecnosti CSL Behring GmbH se sidlem
naadrese Emil-von-Behring-Str. 76, 35041
Marburg, Némecko (ddle jen ,zadavatel”)
Fakultni nemocnice Hradec Kralové se sidlem
na adrese Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Krélové, Ceskéd republika (dale jen
,Poskytovatel”) d

se sidlem
na adrese I. Interni kardiologicka klinika, Fakultni
nemocnice Hradec Krélové, Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Krélové, Ceska
republika (ddle jen ,hlavni zkouSejici”); dale
spole¢né oznacovéni jako ,,smluvni strany.”

The parties desire to conduct a clinical trial (the
“Study”) to gather information regarding the
performance of CSL112, which is the
investigational medicinal product within the
meaning of Act No. 378/2007 (the “Study
Drug”) according to the clinical protocol number
CSL112_3001, entitled, “A Phase 3, Multicenter,
Double-blind, Randomized, Placebo-controlled,
Parallel-group Study to Investigate the Efficacy
and Safety of CSL112 in Subjects with Acute
Coronary Syndrome” (“the Protocol”) attached
hereto in Appendix 1 as modified from time to
time. The Study is of mutual interest and benefit
to the parties because it furthers instructional and
research objectives and may benefit patient care.

Smluvni strany si preji provést klinické hodnoceni
(ddle jen ,studie”), aby shromézdily informace
o chovani CSL112 jenz je hodnocenym lécivym
piipravkem ve smyslu zdkona ¢. 378/2007
Sb.,(ddle jen ,hodnoceny 1ék”) v souladu
s klinickym  protokolem ¢islo CSL112_3001
nazvaném ,Multicentrickd, dvojit¢ zaslepend,
randomizovand, placebem kontrolovand studie
faze 3 s paralelnimi skupinami k prozkoumani
ucinnosti a bezpecnosti pfipravku CSL112 u
subjektt s akutnim koronarnim syndromem”(dale
jen ,protokol”), ktery je k této smlouve piipojen
v ramci piilohy ¢. 1 a miZe byt piipadné upraven.
Studie je ve spolecném zgmu smluvnich stran
avijejich  oboustranny  prospéch, protoZe
podporuje cile vzdélavani a vyzkumu amuiZze
piinést prospéch pfi péci o pacienty.

E xiected duration of the clinical trial:
E xiected number of enrolled subi'ects:

Predpokladand délka trvani klinického hodnoceni:

Pfedioklédani’ ioéet zafazeni’ch subjektu studie
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Therefore, the parties agree as follows:

Z tohoto duvodu sesmluvni strany dohodly
nasledovné:

1.0 Service Provider

1.0 Poskytovatel

Service Provider shall be responsible for
the conduct and direct supervision of all
personnel directly involved with carrying out the
Study , that are employees or subcontractors of
Service provider(collectively “Research
Personnel”), including ensuring Research
Personnel’s compliance with the terms and
conditions of this Agreement. Service Provider
shall, and shall ensure that all Research Personnel
shall (a) perform the Study at the Service Provider
according to the Protocol and this Agreement; (b)
are qualified by training and experience to
participate in pharmaceutical clinical research; and
(c) comply with all applicable laws and regulations
relating to the conduct of the Study including EU
and Czech laws such as: Act No. 378/2007 on
Medicinal Products, as amended, Act No.
372/2011 on Healthcare Services, as amended,
Regulation (EC) No 2016/679 of the European
Parliament and of the Council ("GDPR"), as
amended, Decree No. 226/2008 on Good
Clinical Practice and Detailed Conditions for
Clinical Trials on Medicinal Products, and Decree
No. 84/2008 on Good Pharmaceutical Practice.
Service Provider shall ensure the Study is
conducted in accordance with good clinical
practices (“GCPs”) as applicable to drug studies
including, without limitation the requirements for
obtaining prior written informed consent
(“Informed Consent”) in accordance with the
requirements of the ICH Harmonized Tripartite
Guideline, Guideline for Good Clinical Practice,
Step 5 (CPMP/ICH/135/95) and the relevant
Ethics Committee (“E C”) reviewing the Study, in
a form reasonably acceptable to Sponsor; and (d)
the requirements for obtaining prior written
authorization to wuse and disclose health
information for research in accordance with the
health information privacy standards promulgated
under all applicable laws, including the GDPR.
Service Provider shall only conduct the Study at
facilities which have been found adequate by

Poskytovatel nese odpovédnost za jednani
vSech osob (pfimo tcastnicich se studie, jenz jsou
zamestnanci  ¢i  subdodavatelé  Poskytovatele
(spolecn¢ déle jen ,persondl vyzkumu”) aza
piimy dohled nad nimi, vcetn¢ zajistend
dodrZovani podminek této smlouvy persondlem
vyzkumu. Poskytovatel bude a zajisti, Ze veSkery
personadl vyzkumu bude (a) studii provadct
ve zdravotnickém zafizeni v souladu
s protokolem a touto smlouvou, (b) je na zakladé
svého vzdélani a zkuSenosti kvalifikovan k Gcasti
na farmaceutickém a klinickém vyzkumu a (c)v
souladu s platnymi zdkony vztahujicimi se
k provadéni klinického hodnoceni véetné zdkonu
EU a ceskych zakonu jako je zakon ¢. 378/2007
Sb. o lécivech, ve znéni pozdéjSich predpisi,
zakon ¢. 372/2001 Sb. o zdravotnich sluzbach a
ve znéni pozd¢jsich  predpist, Nafizeni
Evropského Parlamentu a Rady ¢. 2016/679 (déle
jen ,GDPR”) ve znéni pozdé¢jSich predpist
vyhlasky ¢. 226/2008 Sb. o spravné klinické praxi
a blizsich podminkich klinického hodnoceni
léciv, vyhlasky ¢. 84/2008 Sb. o spravné
lékarenské praxi.. Poskytovatel zajisti, aby byla
studie provadéna v souladu se zdsadami spravné
klinické praxe (dale jen , SKP”), které se 1ékovych
studii tykaji, mimo jiné vcetn¢ pozadavka
na zajisteni predchézejiciho pisemného
informovaného souhlasu (déle jen ,informovany
souhlas”) v souladu s pozadavky,
harmonizovaného tripartitntho pokynu
Mezindrodni konference o harmonizaci, kroku
¢. 5 (CPMP/ICH/135/95) pokynu pro spravnou
Klinickou praxi a pfislusné etické komise (déle jen
,EK"”) kontrolujici studii, ato pro zadavatele
pfiméfené piijatelnym zptsobem, a s pozadavky
na zajiSténi predchazejictho pisemného svoleni
s powzitim a zvefejnénim zdravotnich tdaju pro
Ucely vyzkumu v souladu se standardy ochrany
zdravotnich tGdajii stanovenymi vSemi platnymi
zakony, vcetné GDPR. Poskytovatel bude studii
provddét pouze v zafizenich, kterd byla
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Sponsor in accordance with Sponsor’s regulatory
obligations in the Czech Republic and abroad.
Service Provider shall ensure such facilities
remain adequate during the term of the Study.
Sponsor will provide Service Provider and/or
Principal Investigator with timely notification
with regards to newly approved documents
required for the conduct of the Study during the
Study.

zadavatelem shledana jako dostacujici v souladu s
regula¢nimi  povinnostmi  zadavatele ~ Ceské
republice a v zahranici . Poskytovatel zajisti, aby
takova zafizeni byla dostacujici po dobu trvani
studie.

Zadavatel se zavazuje, Ze bude vcasn¢ informovat
poskytovatele s a hlavniho zkousejictho o nove
schvélenych dokumentech ke klinickému
hodnoceni.

2.0  Investigators 2.0  ZkouSejici

2.1 Investigators. Subject  to 2.1 Zkou3ejici. Na  zéklade
Sponsor’s prior approval, Service Provider may | zadavatelova predchédzejictho souhlasu  smi
appoint  collaborating  physicians  (“Sub- | Poskytovatel jmenovat spolupracujici 1ékare (dale
Investigators” and collectively with the Principal | jen ,spoluzkouSejici” aspolu shlavnim

Investigator, “Investigator” or “Investigators”)
to participate in the Study. All Sub-Investigators
shall work under the supervision of Principal
Investigator and shall be bound by the same
terms that bind Principal Investigator under this
Agreement. Service Provider verifies that each
Investigator is qualified by training and
experience in pharmaceutical clinical research and
has expertise in the field of clinical research
relating to the Study. Principal investigator has
provided Sponsor with (a) a copy of each
Investigator’s current curriculum vitae; (b) a copy
of the Investigator’s current medical qualification;
(c) a description of each Investigator’s experience
relevant to the Study, including the dates,
location, extent and type of that experience; and
(d a financial disclosure statement, that
Investigators do not have any financial
commitment towards the Sponsor, completed
and signed by each Investigator. Service Provider
represents and certifies that the foregoing
information is correct and complete and that each
Investigator is licensed to practice medicine in the
jurisdiction where the Service Provider is located.
Service Provider is responsible to Sponsor for
compliance of all Investigators and Research
Personnel with the terms of this Agreement.
Service Provider will provide to each Investigator
a copy of the Protocol and all other information
furnished by the Sponsor to the Service Provider.

zkouSejicim, dale jen ,zkouSejici”), kteii
se budou tcastnit studie. VSsichni spoluzkousejici
budou pracovat pod dohledem hlavniho
zkouSejictho abudou nazdkladé této smlouvy
vazéni stejnymi podminkami jako hlavni
zkousSejici. Poskytovatel potvrzuje, Ze kazdy ze
zkousejicich je kvalifikovan na zdklad¢ svého
vzdélani a zkuSenosti s farmaceutickym
a klinickym vyzkumem aje odbornikem v oboru
Klinického  vyzkumu souvisejictho  se studii.
Hlavni zkousSejici zadavateli poskytne (a) kopii
zivotopisu kazdého ze zkousejicich, (b) kopii
aktudlniho osvédceni k vykonu lékafské praxe, (c)
popis zkuSenosti tykajicich se studie u kazdého
z pracovnika vyzkumu, vcetné¢ dat, mist, rozsahu
adruhu takovych zkuSenosti a(d) financni
prohldseni, Ze zkousejici nemaji financni zavazky
vuci zadavateli, vypInéné a podepsané kazdym ze
zkousejicich pracovniki vyzkumu. Poskytovatel
prohlasuje  apotvrzuje, Ze vySe uvedené
informace jsou spravné atplné aze kazdy ze
zkousejicich disponuje licenci k vykonu lékarské
praxe Vv jurisdikci, vniz Poskytovatel sidli.
Poskytovatel nese vici zadavateli odpovédnost za
dodrzovani podminek této smlouvy ze strany
vSech  zkouSejicich  apersondlu  vyzkumu.
Poskytovatel poskytne kazdému ze zkousejicich
kopii protokolu a veskeré informace predané
poskytovateli zadavatelem.  Hlavni zkouSejici
zajisti, aby zkousSejici byli pln¢ informovéni
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Principal Investigator will ensure that the
Investigators are fully informed about the Study
Drug, the Protocol and the terms of this
Agreement, as applicable to the activities that they
perform. . Service Provider will determine which
of the obligations in this Agreement it will
delegate to Principal Investigator. =~ However,
Principal Investigator will, at minimum, assume
all those responsibilities assigned to principal
investigators by FD A and applicable regulations.

o hodnoceném 1éku, protokolu a podminkach
této smlouvy, které se tykaji jimi vykondvanych
¢innosti. Poskytovatel urci, kterymi z povinnosti
v této smlouveé bude povéfen hlavni zkousejici.
Hlavni zkouSejici vSak prevezme alespon ty
odpoveédnosti, které  hlavnim  pracovnikim
vyzkumu ukladd dfad FDA aplatné pravni
predpisy.

22 Replacement of Principal
Investigator. In the event the Principal

Investigator becomes either unwilling or unable
to perform the duties required by this Agreement
Service Provider shall notify Sponsor in writing
within ten (10) days, and Service Provider and
Principal Investigator will cooperate, in good faith
and expeditiously, to find a replacement
investigator acceptable to Sponsor. In the event
an acceptable substitute is not found, this
Agreement may be terminated by Sponsor in
accordance with Section 11 of this Agreement.
Service Provider’s cooperation in finding an
acceptable replacement investigator does not
modify or alter its obligation to perform its

22 Nahrazeni hlavniho zkous3ejiciho.
Jestlize hlavni zkousejici prestane byt ochoten
nebo schopen vykonavat své povinnosti
poZadované podle této smlouvy, Poskytovatel
bude do deseti (10) dnti informovat zadavatele
a Poskytovatel a hlavni zkousejici budou v dobré

vife  spolupracovat naurychleném nalezeni
ndhradntho  zkousSejictho, ktery bude pro

zadavatele prijatelny. Jestlize nebude nalezena
pfijatelnd ndhrada, zadavatel smi tuto smlouvu
ukoncit v souladu s odstavcem 11 této smlouvy.
Spolupraci poskytovatele pii nalezeni prijatelného
nahradniho zkousSejictho nedochazi k tpravé ani
zméné jeho zévazku vykonavat povinnosti a tikoly
dle této smlouvy. V piipad¢ pokracovani

obligations and duties pursuant to this | zastupujici hlavni zkousejici podepise
Agreement. In the event of continuation, the | dokumentaci poskytnutou zadavatelem, ¢imz
substitute  principal investigator shall sign | vezme navédomi své nové povinnosti
documentation provided by Sponsor | v postaveni hlavniho zkousejiciho.
acknowledging his or her new duties as Principal
Investigator.

23 Conflict of Interest.  Service 2.3 Stret  z&mu. Poskytovatel

Provider represents and warrants that each
Investigator has not and shall not, during the
enrollment period of the Study, enter into any
contractual agreement or relationship that would
conflict with the obligations to perform the Study
or comply with the terms of this Agreement.
Service Provider shall ensure that if Research
Personnel are members of a committee that sets
formularies or develops clinical guidelines, such
Research Personnel shall disclose to the
committee the existence and nature of Research
Personnel’s relationship with Sponsor.  Such
obligation shall remain in effect for the term of

prohlasuje a zarucuje, Ze zadny ze zkousejicich
v prub¢hu zafazovactho obdobi nevstoupil ani
nevstoupi do zadného smluvniho ujednani ci
vztahu, ktery by byl vrozporu sezidvazkem
vykondvat studii nebo dodrzovat podminky této
smlouvy. V pifpad¢, Ze jsou clenové persondlu
vyzkumu cleny komise, ktera sestavuje formulare
avytvari klinické pifrucky, Poskytovatel zajisti,
aby taci ¢lenové persondlu vyzkumu informovali

komisi o existenci apovaze svého vztahu
se zadavatelem. Tento zévazek zuastava

v platnosti po dobu trvani této smlouvy apo
dobu dalsich dvou (2) let pojejim skonceni.
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this Agreement and for a period of two (2) years
after  termination. = Sponsor  notes  that
Investigators and Research Personnel will also be
taking part in other clinical trials, however, such
other clinical trials will not conflict with the
obligations to perform the Study.

Zadavatel bere na védomi, Ze zkousejici a clenové
persondlu se Ucastni i jinych klinickych studif,
avsak dalsi klinickd hodnoceni nejsou v rozporu
s povinnostmi pro vykondvani tohoto klinického
hodnoceni.

24 Privacy Notice.  Both
prior to and during the course of the Study,
Research Personnel may be called upon to
provide personal data to Sponsor or Sponsor
representative. This personal data may fall within
the scope of the laws and regulations relating to
the protection of personal data. This personal
data may include, as applicable, names, contact
information, work experience and professional
qualifications, ~publications, curriculum vitae,
educational background, information related to
potential conflicts of interest and payments made
under this Agreement. This personal data may be
used for the following purposes: (a) the conduct
of the Study; (b) verification by Agencies (as
defined in Section 5), the Sponsor and Sponsor
representative; (c) compliance with legal and
regulatory requirements; (d) publication on
www.clinicaltrials.gov and websites and databases
that serve a comparable purpose; (e) storage in
databases to facilitate the selection of
investigators for future clinical trials; and (f) anti-
corruption compliance.

Sponsor or Sponsor representative may transmit
this personal data to jurisdictions where that
information will be processed and which may or
may not have laws that seek to preserve the
privacy of such personal data. Nevertheless,
whenever such personal data is transferred,
Sponsor is the data controller responsible for
handling personal data in accordance with all
applicable laws and with appropriate safeguards
such as Standard Contractual Clauses (pursuant to
Article 46 (2) of the EU General Data Protection
Regulation ("GDPR")). The personal data of
Research Personnel is processed for the purposes
listed above on the basis of the data controllers’
legitimate interests in accordance with Article 6
(1) (f) of the GDPR or when the transfer is

24 Souhlas v souvislosti s osobnimi
Gdaji. Pied kondnim studie ivjejim prabchu
mohou byt zkousSejici vyzvéani, aby zadavateli
nebo jeho zastupci poskytli osobni tidaje. Na tyto
osobni tdaje se mohou vztahovat zakony a pravni
predpisy tykajici se ochrany osobnich tdaju. Tyto
osobni tdaje mohou dle situace zahrnovat jména,
kontaktni tdaje, pracovni zkuSenosti a odborné
kvalifikace, publikace, Zivotopis, dosaZené
vzdélani, informace v souvislosti s pifpadnym
sttetem z&mu a platbami provedenymi v ramci
této smlouvy. Tyto osobni tdaje smi byt vyuZity
k nasledujicim tcelim: (a) provddeéni studie, (b)
ovefeni ze strany tradi (dle definice v odstavci 4),
zadavatele ajeho zastupce, (c) dodrzovéni
zadkonnych  aregulacnich  pozadavky,  (d)
zvetfejnéni na internetové adrese
www.clinicaltrials.gov ana internetovych
strankdch a v databézich, které slouZi pro ucely
srovnavani, (e) uklddani v databézich za tucelem
vybéru zkouSejicich pro budouci klinicka
hodnoceni a(f) dodrzovani protikorupcnich
zasad.

Zadavatel nebo zastupce zadavatele mohou
prevadét tyto osobni tdaje do zemi, kde budou
zpracovavany a kde mohou nebo nemusi platit
zakony zajist'ujici ochranu takovych osobnich
udaju. Kdykoliv se vSak takové osobni tudaje
prenadeji, je zadavatel spravcem osobnich tdaju
odpovédnym za manipulaci s takovymi osobnimi
udaji v souladu se vSemi platnymi zdkony a s
pfisluSnymi  opatfenimi, napf. standardnimi
smluvnimi dolozkami (dle ¢l. 46, odst. 2
Obecného nafizeni o ochran¢ osobnich tdaju EU
(,GDPR")). Osobni tudaje  vyzkumného
persondlu se zpracovavaji pro tcely uvedené vyse
na zéklad¢ legitimnich z&mu spravce v souladu s
¢l 6, odst. 1, pism. f) GDPR nebo kdyz je prevod
nezbytny pro dilezité tcely vefejného zdgmu (v
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necessary for important reasons of public interest
(pursuant to Article 49 (1) of the GDPR).
Sponsor's legitimate interests are the proper
conduct of the Study and to support applications
for approval of the Study Drug. More
information on the balancing test is available
upon request. Sponsor may share personal data
with other companies within its group, with its
service providers, its contractors, Agencies and
with research institutions who will use such
personal data only for the purposes described
above. Sponsor may transfer personal data to
countries outside of European Economic Area,
such countries may not provide the same level of
data protection and may not stop personal data
from being shared with others. Research
Personnel requiring further information about the
transfer of personal data outside of the European
Economic Area and the safeguards used
(including a copy of them) may contact Sponsor's
data protection officer at
privacy@ cslbehring.com.

Research Personnel have the right to request
information about personal data held by Sponsor.
Research Personnel also have the right to request
that any inaccuracies in such personal data be
corrected. Subject to applicable national data
protection laws, Research personnel may have the
right to: request the deletion of personal data,
request the restriction of processing of personal
data, request that Sponsor transfer personal data
that to another party, and object to the processing
of personal data. All such requests can be made
to privacy@ cslbehring.com. Research Personnel
may contact the competent data protection
authority to complain about Sponsor's use of
personal data. Each of the Research Personnel
shall acknowledge the processing and use of their
personal data by Sponsor for the purposes as
specified in this section in the form attached
hereto as Appendix 4.

Personal data will be kept for ten (10) years or
longer if required by applicable law for
maintaining the marketing authorization when the
Study Drug is approved.

souladu s ¢l. 49, odst. 1 GDPR). Legitimnimi
zajmy zadavatele jsou fddné provadeéni studie a
podpora Zadosti o schvaleni hodnoceného 1éku.
Vice informaci o ovéfeni vyvédZenosti je k
dispozici na pozadani. Zadavatel muZe predat
osobni tudaje jinym spolecnostem v ramci
skupiny, svym poskytovatelim sluzeb, svym
dodavatelim,  agenturdim a  vyzkumnym
organizacim, které budou pouZivat osobni tdaje
pouze pro Ucely popsané vySe. Zadavatel muZze
prevadét osobni tdaje do zemi mimo Evropsky
hospodarsky prostor, pficemZz takové zemé
nemusi zajiSt’'ovat stejnou miru ochrany tdaju a
nemusi zabranit sdileni osobnich tdaju s jinymi
subjekty. Vyzkumny personadl pozadujici dalsi
informace o pfrenosu osobnich tdaji mimo
Evropsky hospodaisky prostor a pouZitych
ochrannych opatfenich (vcetné jejich kopie) se
muZe obritit na spravce osobnich udaju u
zadavatele na adrese privacy@ cslbehring.com.
Zadavatel vzdy zajisti osobnim tdajum stejnou
pravni ochranu, kterd jim je zajisténa v Ceské
republice.

Vyzkumny persondl md préavo pozadovat
informace o osobnich tdajich, které ma zadavatel
k dispozici. Vyzkumny persondl mé také pravo
poZzadovat, aby byly opraveny jakékoliv
nepfesnosti v takovych osobnich tudajich. V
souladu s GDPR na ochranu osobnich tdaji ma
vyzkumny persondl pravo: pozadovat vymazani
osobnich tdaji, poZadovat omezeni zpracovéni
osobnich tdajt, poZadovat, aby zadavatel prevedl
osobni tdaje na jinou stranu, a vznést namitku ke
zpracovani osobnich tdaja. VSechny takové
poZzadavky je moZné zaslat na adresu
privacy@ cslbehring.com. Vyzkumny persondl se
muZe obratit na pfisluSny tfad pro ochranu
osobnich tdaji a podat stiznost na pouziti
osobnich udaju ze strany zadavatele. Vyzkumny
persondl musi vyjadrit souhlas se zpracovanim a
pouZitim osobnich tdaju zadavatelem, jak uvadi
tato cést, na formulaii ktery je piilohou ¢. 4 této
smlouvy.

Osobni tdaje budou uchovavany po dobu deseti
(10) let nebo déle, jestlize to budou vyzadovat
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pfislusné zdkony pro udrZovani registrace v
prabé¢hu schvalovéani hodnoceného 1éku.
3.0  Ethics Committee and Regulatory 3.0  Eticka komise a regulacni orgdn
Authority
3.1 EC and SUKL Approval. The 3.1 Souhlas EK a SUKL. Studie

Study shall not commence until Service Provider
has obtained in writing EC and SUKL approval
of the terms and conditions of the Study,
including the Informed Consent and related
instructions for wuse; the Protocol; and the
participation of Service Provider and any
Research Personnel in the Study, which will be
received from CRO. All modifications to the
Protocol shall be made by the Sponsor and shall
not be implemented by any Investigator until
receipt of any necessary FDA or EC approvals.
Modifications to the Informed Consent shall be
agreed upon by the Sponsor and the Principal
Investigator, and shall not be implemented by any
Investigator until receipt of EC written approval.
Service Provider agrees that any conditions of
approval imposed by the EC shall be adhered to.

nebude zahdjena, dokud Poskytovatel neziska
pisemny souhlas EK a SUKL se vSeobecnymi
podminkami studie, vcetn¢ informovaného
souhlasu  asouvisejictho  navodu  k pouZiti,
protokolem atcasti Poskytovatele a jakéhokoli
persondlu vyzkumu ve studii, které obdrzi od
CRO... Veskeré tupravy protokolu budou
provadény zadavatelem anebudou Zidnym ze
zkouSejicich zavaddény do okamziku obdrzeni
veskerych nezbytnych souhlast tfadu FDA nebo
EK. Upravy informovaného souhlasu podléhaji
dohod¢ zadavatele ahlavniho zkousejictho
anebudou Zaddnym ze zkousejicich zavadény do
okamziku obdrZzeni pisemného souhlasu EK.
Poskytovatel souhlasi, Ze budou dodrZovéany
jakékoliv podminky souhlasu uloZené EK.

3.2  Withdrawal of EC Approval. If
Service Provider and Principal Investigator will be
directly notified, Service Provider and Principal
Investigator shall notify Sponsor within three (3)
days if the EC withdraws or alters its approval of
the Study, and within twenty-four (24) hours by
telephone, facsimile or email (with a follow-up by
mail) if the EC withdraws or alters its approval.

3.2 Odvoléni souhlasu EK. \%
piipad¢, Ze EK odvold nebo pozmeéni svij
souhlas sestudii a bude-i o tom piimo
vyrozumén Poskytovatel ¢i hlavni  zkousSejici,
Poskytovatel a hlavni zkousSejici budou zadavatele
informovat do tif (3) dnu av pifpad¢, Ze EK
odvold nebo pozméni svij souhlas, ucini tak
Poskytovatel a hlavni zkousejici do dvaceti ctyf
(24) hodin telefonicky, faxem nebo elektronickou
postou (s ndslednym potvrzenim postou).

3.3 Correspondence with EC. Service
Provider and Principal Investigator shall send
Sponsor a copy of all correspondence with the
EC, including any correspondence relating to
continuing review, if service provider or Principal
Investigator will be notified.

3.3 Korespondence s EK.
Poskytovatel a hlavni zkousejici zaslou zadavateli
kopie veskeré korespondence sEK, vcetné
jakékoliv korespondence v souvislosti
s pokracujicim posuzovanim, budou-li o tom
informovani.

4.0  Privacy of Personal Health

Information

4.0  Duvérnost osobnich zdravotnich ddaja

Service Provider shall ensure that all

Poskytovatel zajisti, aby veskery persondl
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Research Personnel conduct the Study in
accordance with all applicable laws and

regulations governing the confidentiality and
privacy of personal health information (“PHI").
Sponsor agrees that Sponsor and Sponsor
representative will collect, use, store, and disclose
PHI, collected or produced in the Study in
accordance with the Informed Consent and for
the purpose of complying with applicable law.
Sponsor shall be the controller of Study Subject
PHI and the Service Provider shall be the
processor as defined in applicable data privacy
law. Service Provider shall ensure that
Investigators obtain from each Study subject
(“Study Subject”) at the time of enrollment, a
sighed consent for the confidential disclosure,
processing and transfer of Study Subject’s PHI in
a form reasonably acceptable to Sponsor (which
form shall be submitted to Sponsor for prior
review and approval, such approval not to be
unreasonably withheld), and shall give timely
notice to Sponsor of any failure to do so. Such
consent shall, in addition to such other provisions
as required by law, provide that Sponsor be
permitted to use and disclose the Study Subject’s
PHI as permitted by the Informed Consent. Any
subsequent modification to the consent used in
the Study must be reasonably acceptable to
Sponsor. All original signed consents shall be
retained by Service Provider and be available for
inspection by Sponsor, Sponsor representative
and the FDA or any other governmental or
regulatory authorities (each an “Agency” or
collectively “Agencies”). Service Provider shall
submit a copy of the signed consent to any health
care provider from whom any Investigator
requests PHI about a research Study Subject.
Service Provider will obtain such authorizations
or consents as may be required under applicable
laws and regulations to permit the Sponsor,
Sponsor representative, and Agencies to exercise
the rights set forth in this Agreement.

vyzkumu provadél studii v souladu se vSemi
platnymi zakony a pravnimi predpisy, kterymi se
fidi dtvérnost a ochrana osobnich zdravotnich
udaju (dale jen ,,OZIj”),Zadavatel souhlasi, Ze
zadavatel a zadavatelav  zastupce budou
shromazd'ovat, pouzivat, skladovat a zvefejni
OZU, ziskané nebo vyrobené béhem studie
vsouladu sinformovanym souhlasem a pro
potfeby v souladu s platnymi zdkony. Zadavatel je
spravcem OZU subjekt studie a poskytovatel je
zpracovatelem ve smyslu, jak je definovano
platnymi zdkony o ochran¢ osobnich tudaju.
Poskytovatel zajisti, aby zkousejici od kazdého
ze subjekta studie (dale jen "subjekti studie")
v okamzZiku zafazeni ziskali podepsany souhlas se
zachdzenim sosobnimi 1ddaji, zpracovanim
a prenosem OZU subjektt studie ve formé, kterd
je pro zadavatele v pfiméfené mife pfijatelna (a
bude  zadavateli pfedloZzena  k posouzeni
a schvdleni, pfricemz takové schvéleni nebude
bezdavodné odpirano), a v piipadé netispéchu pri
ziskdni souhlasu na tuto skutecnost zadavatele
véas upozorni. V takovém souhlasu bude

zadavateli, krome jinych ustanoveni
vyzadovanych zakonem, umoZnéno vyuZivat
aposkytovat OZU subjekta studie, ato

zpusobem povolenym informovanym souhlasem.
Jakékoliv nésledné tpravy souhlasu pouZitého
ve studii musi byt pro zadavatele v piimérené
mife piijatelné. VSechny origindlni podepsané
souhlasy si ponechd Poskytovatel, u néhoz budou
k dispozici pro pifpad inspekce ze strany
zadavatele, jeho zdstupce aufadu FDA nebo
jakéhokoliv jiného statntho nebo regulacniho
tradu (samostatné dale jen ,tifad” nebo spolecné
jen ,afady”).  Poskytovatel predlozi kopii
podepsaného souhlasu kterémukoliv
poskytovateli zdravotni péce, od néhoZ si
zkousejici vyzada OZU kteréhokoliv ze subjekti
vyzkumné studie. Poskytovatel ziskd takova
svoleni ¢i souhlasy, které mohou byt vyzadovéany
platnymi zakony apravnimi pfedpisy, které
zadavateli, jeho zastupci a tfadim umoZzni vykon
prav stanovenych v této smlouve.
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5.0 Sponsor Materials and E quipment 5.0 Materidly a vybaveni od zadavatele

51 Sponsor Materials.  Sponsor or 51 Materidly zadavatele. =~ Zadavatel
Sponsor representative shall provide all Study | nebo jeho zdstupce bezplatn¢ poskytne

Drug and certain reagents or other materials as
provided for in the Protocol (collectively,
“Materials”) to the Service Provider at no
charge. Service Provider and Research Personnel
shall at all times hold, store, handle, and transport
the Materials in compliance with all applicable
laws, rules, and regulations. Service Provider shall
keep the Materials in a locked, secured area at all
times, and shall maintain accurate records
showing the disposition and return of the
Materials, including recording the dates and
amounts of Materials (a) received; (b) dispensed
or administered, including the Study Subjects to
whom the Materials were dispensed or
administered; (c) disposed of, damaged, or lost;
and (d) returned to Sponsor, as directed,
(“Inventory Data”). The Materials provided by
or on behalf of Sponsor to Service Provider
and/or Investigators in connection with this
Agreement or the Study shall be and remain the
exclusive property of Sponsor. Service Provider
and Investigators shall use the Materials only to
conduct the Study and for no other purpose.
Upon termination or completion of the Study,
termination or expiration of this Agreement, or
upon request by Sponsor, all Materials shall be
returned to Sponsor as directed, or destroyed at
Sponsor’s sole option and expense.

The Study Drug shall be delivered to the hospital
pharmacy, always in duly packaged containers
designed for the Study Drug and labeled in
accordance with the provisions of section 19(1)(e)
of Decree No. 226/2008 on Good Clinical
Practice.

Deliveries of the Study Drug shall be performed
between 7:00 am. and 2:00 p.m. on Mondays to
Fridays, to the hospital pharmacy building.

Poskytovateli veskeré hodnocené Iléky a urcita
¢inidla nebo jiné materidly, jak stanovi protokol
(spolecn¢ ddle jen ,materidly”). Poskytovatel
apersondl vyzkumu budou materidly vzdy
udrZzovat, skladovat, stémito naklddat a tyto
prepravovat v souladu se v8emi platnymi zékony,
pravidly a prédvnimi predpisy. Poskytovatel bude
materidly ~ vzdy  uchovdvat v uzamceném
a zabezpeceném mist¢ abude udrzovat presné
zaznamy obsahujici tdaje o nakladani s materialy
ajejich vrdceni, vcetné zdznamu o datech
a mnozstvich materidlu (a) pfijatych, (b) vydanych
¢i podanych, vcetné subjektt studie, jimz byl
materidl vyddn ¢i podan, (c) zlikvidovanych,
poskozenych nebo ztracenych a(d) vracenych
zadavateli dle pokynia (ddle jen ,informace
ostavu zasob”). Materidly ~ poskytnuté
Poskytovateli a/nebo zkousejicim zadavatelem
nebo jeho jménem v souvislosti s touto smlouvou
nebo studii budou a ztstanou ve vyhradnim
vlastnictvi zadavatele. Poskytovatel a zkouSejici
budou materidly pouzivat pouze a vylucné
k provadéni studie. Po preruSeni ¢i dokonceni
studie, ukonceni ¢i vyprSeni platnosti této
smlouvy nebo na zaklad¢ zadavatelova pozadavku
budou veskeré materidly dle zadavatelova
vyhradntho uvéZzeni ana jeho nédklady tomuto
vrdceny, piipadn¢ zlikvidovény.

Hodnoceny Iék bude dodévan do nemocni¢ni
lékarny, vzdy v radn¢ zabalenych obalech
urcenych pro hodnoceny lék a oznaceny v
souladu s ustanovenim paragrafu 19 odst. 1 pism.
e) vyhlasky ¢.226 /2008 Sb., o spravné klinické
praxi.

Dodavky hodnoceného léku se budou
uskutecniovat v Po-P4 od 7.00 h do 14.00 do
budovy nemocnic¢ni 1ékérny.
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52 Sponsor __E quipment. The
Sponsor shall not provide Service Provider with
any equipment for use in the Study. In the event
that Service Provider requires any equipment for
use in the Study, the parties shall sign separate
loan contract to incorporate terms regarding use
and care, maintenance, risk of loss, return, and
disposition of such equipment.

52 Vybaveni zadavatele

Zadavatel nezapuj¢i poskytovateli Zadné
vybaveni pro klinické hodnoceni. V piipade, Ze
bude poskytovatel pozadovat poskytnuti néjakého
vybaveni pro pouwziti v klinickém hodnoceni,

Mz

smluvni strany podepisi separdtni smlouvu o
vypujcce, kde stanovy pfesné podminky vyuZiti,
udrzby, ztrdty vybaveni, vrdceni a naklady
takového vybaveni

6.0 Reports and Study Conduct 6.0 Hlaseni a provadéni studie
6.1 Study Data and Source Records. 6.1 Udaje o studii a zdrojové
Service Provider and Investigators shall submit to | zdznamy.  Poskytovatel a zkousSejici zadavateli

Sponsor complete and accurate case report forms
and any other records, reports, and data that may
be required to be delivered to Sponsor pursuant
to the Protocol (collectively “Study Data”) in
accordance with the schedules set forth therein.
All other information and data collected or
created pursuant to or prepared in connection
with the Protocol other than Study Data,
including medical records, x-rays, biopsy reports,
ultrasound photographs or other diagnostic
images, and all other primary data sources
underlying data recorded on the case report forms
(collectively “Source Records”) shall remain at
and be the property of the Service Provider and
shall be available for inspection in accordance
with Section 7.0. In addition, Service Provider
agrees to provide any additional data, access or
assistance reasonably requested by Sponsor in
connection with the approval or clearance of the
Study Drug, in accordance with applicable laws.

predlozi kompletni a sprdvné zdznamy subjektt
studie ajakékoliv dalsi zdznamy, hldSeni a tdaje,
jgjichz dodani zadavateli muze byt v souladu
s casovymi harmonogramy stanovenymi
protokolem  vyZadovdno najeho  zdklad¢
(spolecn¢ déle jen ,udaje o studii”). Vyjma
tdaju o studii zastanou veskeré dalsi informace
audaje shromazdéné ¢i vytvofené na zédklade
protokolu nebo pripravené v souvislosti s nim,
véetné  lékafskych  zdznamu, rentgenovych
snimku, zprav z biopsie, ultrazvukovych fotografii
nebo jinych diagnostickych snimka a veskerych
dalsich zdroju  primarnich dat uvedenych
v zadznamech subjektt studie (spolecn¢ déle jen
»zdrojové zdznamy”), v majetku Poskytovatele
abudou kdispozici pro pifpad inspekce
vsouladu sodstavcem 7.0. Poskytovatel déle
souhlasi s tim, Ze poskytne jakékoliv dodatecné
Udaje apfistup ci asistenci v pfiméfené mife
poZadovanou zadavatelem v souvislosti
se schvalenim nebo povolenim hodnoceného
léku, a to v souladu s platnymi zdkony Ceské

republiky.

6.2 Adverse Events. Service Provider
and all Investigators shall notify Sponsor of all
adverse events. If the adverse event is serious or
unexpected, or requires action by Sponsor to
prevent an unreasonable risk of substantial harm
to the public health, then notice shall be given
immediately (but in no event later than twenty-
four (24) hours after learning of such event) by
telephone, facsimile or email to Sponsor, to the

6.2 Nezadouci piithody. Poskytovatel
a vSichni zkousejici budou zadavatele informovat
o vSech neZadoucich piithodach. Je-li nezadouci
pithoda zdvazna nebo neocekdvand, nebo jestlize
vyzaduje zadavateliv zdsah za tcelem prevence
nepiiméfeného rizika vyznamné Gjmy na zdravi
vefejnosti, musi byt zadavatel bezodkladné (vZdy
vSak nejpozdé¢ji do dvaceti ctyt (24) hodin
po zjisteni  takové  pithody)  informovan
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extent required by applicable regulations and laws
including EU directives and Czech laws . Any
notices made by telephone shall be confirmed in
writing within two (2) days of the initial
notification. Service Provider and Investigators
shall provide Sponsor with all associated
documentation (e.g., lab reports, death summary,
operative reports, etc.) for each adverse event.

telefonicky, faxem nebo elektronickou postou,
a to v rozsahu vyzadovaném platnymi nafizenfmi
a smérnici EU a zdkony CR. Jakakoliv telefonicka
ozndmeni budou pisemné potvrzena do dvou (2)
dni od prvotntho ozndmeni.  Poskytovatel
a zkousejici  poskytnou  zadavateli veSkerou
souvisejici dokumentaci (napf. laboratorni zpravy,
umrtni zpavy, operacni zdznamy atd.) pro kazdou
jednotlivou nezddouci piithodu.

6.3 Protocol Deviations. In the event
of any deviation from the Protocol, Investigators
shall record such deviation on a protocol
deviation log (e.g., late or missed visits, tests not
performed) and, in the event of a major deviation
(e.g., enrollment of a Study Subject not meeting
all enrollment criteria), Service Provider and
Investigators shall notify Sponsor and EC as soon
as possible, but in no event later than five (5)
working days after the deviation occurs.
Deviation from the Protocol arising out of
medical necessity for Study Subject safety shall
not be deemed a failure to adhere to the Protocol
or a breach of this Agreement provided that the
Principal Investigator shall, within twenty-four
(24) hours, notify the Sponsor of any such
deviations and confirm in writing the reason for
such deviation within a reasonable time

6.3 Odchylky od protokolu. \%
piipadé jakychkoliv odchylek od protokolu budou
zkousejici takové odchylky zaznamenavat do

formuldfe odchylek od protokolu (napi.
opoZdéné ¢i neuskutecnéné navstévy,

neprovedend vySetfeni) av pifpad¢ vyznamnych
odchylek (napf. zafazeni subjektu studie, ktery
nesplnuje vSechna kritéria pro zafazeni) budou
Poskytovatel a zkousejici co nejdfive, nejpozdéji
vSak do peti (5) pracovnich dna po vzniku
odchylky informovat zadavatele a EK. Odchylka
od protokolu, kterd je zlékaiského hlediska
nezbytna pro bezpecnost subjektu studie, nebude
povazovana za nedodrZeni protokolu ani poruseni
této smlouvy za predpokladu, Ze hlavni zkousSejici
zadavatele o jakychkoliv takovych odchylkdch do
dvaceti ctyf (24) hodin informuje a v pfimérené
lhate nésledn¢ pisemné potvrdi duvod takové

thereafter. odchylky.
6.4 Study Subject Withdrawal. In the 6.4 Odstoupeni subjektu studie. V
event a Study Subject does not report for a | piipadé, Ze sesubjekt studie nedostavi

scheduled follow-up visit, Service Provider
and/or Principal Investigator shall contact the
Study Subject within ten (10) days after the date
of the scheduled visit regarding the failure to keep
the appointment. If a Study Subject withdraws
from the Study, Service Provider and Principal
Investigator shall use reasonable measures to
follow up with the Study Subject in person or by
telephone (if possible), otherwise by certified
mail, to determine the reason for the
discontinuance and complete the termination
form.

k planované kontrolni navstéve, Poskytovatel
a/nebo hlavni zkousSejici bude subjekt studie do
deseti (10) dnt po datu planované navstévy
kontaktovat ve véci nedodrZeni terminu ndvstevy.
Jestlize subjekt studie ze studie odstoupi,
Poskytovatel ~ ahlavni  zkouSejici  vyuZiji
pfiméfenych opatfeni pro nésledné kontaktovani
subjektu studie osobn¢ nebo telefonicky (je-li to
mozné), v ostatnich pfipadech doporucenou
postou, ato za tcelem zjisténi davodu preruseni
a vyplnéni formuléte pfi ukonceni tcasti.
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7.0 Data Storage and Access 7.0  Ukladani dat a pfistup k datam

7.1 Collection and Storage of Data. 7.1 Sbér auchovévani dat. \%
With respect to the Study Subject’s medical files, | souvislosti se zdravotnimi  zaznamy subjektu

the parties agree to exercise measures to hold in
confidence the identity of Study Subjects in
accordance with applicable laws. In addition to
any collection, security and storage provisions
imposed under applicable laws, Service Provider
shall ensure the prompt, complete, and accurate
reporting and labeling of the Study Data, Source
Records, and Inventory Data and shall cooperate
with Sponsor and Sponsor representative in
promptly resolving any data inquiries. Service
Provider shall, and shall ensure that all Research
Personnel maintain and store the Study Data,
Source Records and Inventory Data in a secure
manner with physical and electronic access
restrictions, and  environmental controls
appropriate to the applicable data type and in
accordance with applicable industry standards.
Service Provider shall, and shall ensure Research
Personnel will protect the Study Data, Source
Records and Inventory Data from unauthorized
use, access, duplication, disclosure, loss or
damage. Service Provider shall maintain all Study
Data, Source Records and Inventory Data for the
longer of fifteen (15) years or applicable legal
requirements.  Service Provider shall not, and
shall ensure that Research Personnel do not
destroy any Study Data, Source Records or
Inventory Data without Sponsor’s prior written
permission. Service Provider shall not and shall
ensure Research Personnel do not destroy any
Study Data, Source Records, or Inventory Data
without Sponsor’s prior written permission.
Service Provider shall contact Sponsor, in writing,
at least six (6) months prior to the destruction or
removal of Study Data, Source Records, or
Inventory Data to afford Sponsor the opportunity
to arrange to extend the archiving (for a fee) or
move the records to another location of
Sponsor’s choosing and at no cost to Service
Provider. Should Sponsor fail to notify Service
Provider that it wishes to extend the archiving or
to pay the fee for extended archiving within the
time limit specified above, Service Provider shall

studie se strany dohodly uplatnit opatfeni, kterd
maji vsouladu splatnymi zakony zachovat
totoZnost subjektu studie v duavérnosti. Kromé
ustanoveni o sbéru, bezpecnosti a uchovavani dat
uloZenych platnymi zakony zajisti Poskytovatel
okamzité, Uplné a pfesné hlaSeni a oznacovani
adaju o studii, zdrojovych zdznamt a informaci
ostavu zdsob abude sezadavatelem ajeho
zastupcem spolupracovat pii okamZitém feSeni

jakychkoliv ~ dotazi ~ vsouvislosti s daty.
Poskytovatel bude tdaje o studii, zdrojové

zaznamy ainformace o stavu zdsob udrZovat
a uchovévat bezpecnym zplsobem zahrnujicim
fyzické  ielektronické  omezeni  pfistupu
a mechanizmy environmentdlni kontroly, které
odpovidaji piislusSnému druhu dat a v souladu
snormami platnymi pro dané odvétvi, a zajisti,
aby taktéZ cinil i persondl vyzkumu. Poskytovatel

bude tdaje ostudii, zdrojové zdznamy
ainformace ostavu zdsob chrénit pred
neopravnénym pouzivanim, piistupem,
kopirovanim,  zpfistupnénim, ztrdtou nebo

poskozenim a zajisti, aby taktéZz cinil i personal
vyzkumu.  Poskytovatel bude udaje o studii,
zdrojové zdznamy ainformace o stavu zasob
spravovat po dobu patnacti (15) let nebo
v souladu se zdkonnymi pozadavky podle toho,
které z obdobi je delsi. Poskytovatel neznici a
zajisti, Ze zaméstnanci vyzkumu neznici tdaje o
studii, zdrojové zdznamy a informace o stavu
zasob bez predchoziho pisemného schvéleni
zadavatele. Poskytovatel sluzeb bude pisemne
kontaktovat zadavatele, alespon (6) mésici pred
znicenfim tudaji o studii, zdrojovych zdznamu
ainformaci o stavu zdsob, aby m¢l zadavatel
moznost zajistit prodlouZeni archivace (za
poplatek) nebo premistit zdznamy na jiné misto
vybrané zadavatel bez dalSich nédkladi pro
poskytovatele sluzeb. V piipad¢, Ze zadavatel
neinformuje poskytovatele sluzeb o prodlouzeni
archivace nebo nezaplati poplatek za prodlouZeni
archivace v ¢asovém limitu, ktery je specifikovany
vySe, muZe poskytovatel sluzeb znicit veSkerovou
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be entitled to dispose of all archived study
documents. Service Provider agrees to ensure that
the Research Personnel maintains all versions of
the Protocol in Service Provider’s Study files.

Service Provider shall provide free archiving for 5
years, in accordance with Act No. 378/2007, and

shall provide paid archivin
I o -

10 years. An invoice shall be issued for the paid
archiving upon signature of the Agreement.

archivovanou studijni dokumentaci. ,
Poskytovatel souhlasi, Ze zaméstnanci vyzkumu
budou udrZzovat vSechny verze protokolu v ramci
dokumentace studie poskytovatele.

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.

7.2 Monitoring. Service Provider
shall allow the Sponsor and Sponsor
representative reasonable access to Service

Provider and Research Personnel’s, as applicable,
facilities and/or records associated with the
conduct of Study to permit monitoring of the
Study and reviewing, inspection and copying of
Study Data, Source Records, Inventory Data, and
signed Informed Consents and PHI consents, to
the extent not prohibited by applicable law. Such
access shall be strictly limited to the facilities
involved in the performance of the Study and
shall be scheduled in advance at mutually agreed
upon times. Service Provider shall provide
reasonable access to relevant Research Personnel
and Research Personnel shall reasonably assist in
addressing data queries.

7.2 Monitoring. Poskytovatel umoZzni
zadavateli ajeho zéastupci pfiméfeny pfistup do
zafizeni a/nebo  kzdznamim  souvisejicim
s provddénim  klinického hodnoceni  u
poskytovatele a personélu vyzkumu, dle potfeby,
adovoli tak provedeni monitoringu studie
a posouzeni, inspekci a kopirovani tidaju o studii,
zdrojovych zdznamu, informaci o stavu zdsob
a podepsanych informovanych souhlast
asouhlasti s poskytnutim OZU, ato v rozsahu,
ktery neni piisluSnym zékonem zakazan. Takovy
piistup bude pfisn¢ omezen na zafizeni zapojend
do provadéni studie abude predem planovan

ve vzajemnc dohodnutych terminech.
Poskytovatel — poskytne  pfiméfeny — pristup

k pfislusnému persondlu vyzkumu a personal
vyzkumu poskytnou pfiméfenou asistenci pfi
feSeni dotazu tykajicich se dat.

7.3 Agency Audits. Service Provider
and Principal Investigator shall notify Sponsor
immediately by telephone, facsimile, or email
(with a follow-up by mail) upon, but not later
than without unnecessary delay after, learning that
an Agency inspection is scheduled to take place,
or, if there is no prior notice by an Agency, or, in
case of unannounced Agency audit, Service
provider will inform Sponsor in earliest possible
time that an inspection has commenced. Service
Provider shall make all reasonable efforts to
coordinate any scheduling of Agency inspections

7.3 Utedni _audity. Poskytovatel
ahlavni zkousejici budou zadavatele ihned
informovat telefonicky, faxem nebo elektronickou
postou (s ndslednym potvrzenim postou),
nejpozdéji vSak do bez zbyte¢ného odkladu
po zjisténi, Ze byla naplanovéana tredni inspekce;
v piipad¢, Ze nedoslo k predbéznému oznameni
ze strany ufadu nebo v pifpadé neohlaSené
kontroly regulacntho organu bude poskytovatel
informovat zadavatele v nejblizsi mozné dobe¢., ,
Ze inspekce jiZz byla zahdjena. Poskytovatel vyvine
veSkeré primérené uasili za tcelem koordinace
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to permit Sponsor and Sponsor representative to
attend such inspections. Service Provider and
Principal Investigator shall provide Sponsor with
copies of all Study Data, Source Records, and any
other materials, correspondence and documents
which such party receives, obtains, or generates
pursuant to any such inspection or in connection
with any inquiries, communications or
correspondence from any Agency.  Service
Provider shall make, and shall ensure that
Research Personnel make reasonable efforts to
segregate, and not disclose, any Study Data,
Inventions (as defined in Section 9.0), Source
Records and other materials, correspondence and
documents that are not required to be disclosed
during such an inspection, including financial data
and pricing information. If FDA issues Form
FDA-483 Notice of Observations or a warning
letter relating to the Study or another Agency
issues a similar regulatory document, Service
Provider or Principal Investigator, as applicable,
shall send a copy of such document promptly to
Sponsor, and obtain Sponsor’s approval of the
draft response to such document before it is sent
to the applicable Agency.

planovani  jakychkoliv  dfednich  inspekci,
aumozni tak zadavateli ajeho zéstupci tcast pii
takovych inspekcich. Poskytovatel ~a hlavni
zkousSejici poskytnou zadavateli kopie vesSkerych
udaju o studii, zdrojovych zaznamu a jakychkoliv
dal$ich materidla, korespondence a dokumentt,
které takova strana obdrzi, ziskd ¢i vytvoii
na zdklad¢  jakékoliv ~ takové inspekce i
ve spojitosti s jakymikoliv poZadavky, komunikaci
nebo korespondenci od kteréhokoliv ufadu.
Poskytovatel vyvine pfimérené tsili a zajisti, aby
persondl vyzkumu ucinil taktéZ, aby oddé¢lil a
znepiistupnil jakékoliv tdaje o studii, vyndlezech
(definovanych v odstavci  9.0), zdrojovych
zaznamech ajinych materidlech, korespondenci
a dokumentech,  vcetn¢  finan¢nich  tddaju
ainformaci o cendch, jejichz poskytnuti neni
v pribé¢hu dané inspekce pozadovéano. Jestlize
urad FDA v souvislosti se studif vystavi formulat
FDA-483, neboli ozndmeni o sledovani, nebo

varovny dopis, piipadn¢ dojde k vystaveni
obdobného  regulacntho  dokumentu jinym
ufadem, bud  Poskytovatel, nebo  hlavni

zkouSejici, dle potieby, ihned odesle kopii
takového dokumentu zadavateli a pfed odeslanim
odpovedi na takovy dokument ziskd zadavatelav
souhlas s jejim navrhem.

74 Sponsor _ Audits. Audits or
inspections may be performed during or after
completion of the Study by Sponsor or Sponsor
representative. ~ In the event that Sponsor
requests to perform such an audit and/or
inspection, Service Provider shall fully cooperate
with such inspection, allow reasonable access to
the facilities, records and systems relevant to the
Study and if necessary provide other information
as requested. Service Provider shall also make
available necessary Research Personnel as needed.
Service Provider agrees to address any findings
which result from such audit.

74 Audity zadavatele. Zadavatel
nebo jeho zastupce smi v pribéhu studie nebo
pojejim dokonceni provadét audity nebo
inspekce. 'V piipad¢, Ze zadavatel poZzida
o provedeni takového auditu a/nebo inspekce,
Poskytovatel bude pfi takové inspekci plné
spolupracovat, umoZni piiméreny piistup do
zafizeni ak zdznamim asystémum tykajicim
se studie av pfipad¢ potieby poskytne dalsi
pozadované informace. Poskytovatel déle zajisti,
aby byl k dispozici pottebny personal vyzkumu.
Poskytovatel souhlasi s tim, Ze bude feSit
jakakoliv zjisténi vyplyvajici z takového auditu.

8.0 Publications and Public Disclosure

8.0  Publikace a zvefejiiovani informaci

8.1 Publication and  Disclosure.
Service Provider and Principal Investigator shall
have the right to publish, present or otherwise

8.1 Publikace a zvefejnéni.
Poskytovatel a hlavni zkousejici budou mit pravo
publikovat, prezentovat nebo jinak zvefejnovat
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publicly disclose the results of and disseminate
information pertaining to the activities conducted
under this Agreement and in accordance with the
requirements of this Section 8.0. Service Provider
and Principal Investigator shall include the
register and clinicaltrials.gov identifier in the
abstract of any publication. Service Provider and
Principal Investigator agree to submit any
proposed publication, presentation or other
public disclosure to Sponsor for review at least
thirty (30) days prior to submitting such proposed
publication, presentation or other public
disclosure to a publisher or other third party.
Within thirty (30) days of its receipt, Sponsor
shall advise Service Provider and/or Principal
Investigator, as the case may be, in writing of any
information  contained  therein  which s
Confidential Information (as defined in Section
10.1) (other than Study Data) or which may
impair Sponsor’s ability to obtain patent
protection.  Sponsor shall have the right to
require Service Provider and/or Principal
Investigator, as applicable, to remove specifically
identified Confidential Information (other than
Study Data) and to delay the proposed
publication, presentation or other public
disclosure for an additional ninety (90) days to
enable Sponsor to seek patent protection.

vysledky cinnosti provadénych na zéklade této
smlouvy a v souladu s poZadavky tohoto odstavce
8.0 arozsifovat snimi souvisejici informace.
Poskytovatel ahlavni zkousejici zahrnou do
souhrnu jakékoliv publikace identifikacni znaky
uvddéné vregistru ana internetové adrese
clinicaltrials.gov. Poskytovatel a hlavni zkousejici
se zavazuji  predlozit jakékoliv navrhované
publikace, prezentace nebo jiné zvefejnéni
informaci zadavateli k posouzeni, ato nejménc
tricet (30) dnu pred odeslanim takové navrhované
publikace, prezentace nebo jiného zvefejnéni
informaci vydavateli nebo jiné tieti stranc.
Zadavatel bude do tficeti (30) dnu od jejich
obdrzeni pisemn¢ informovat Poskytovatel
a/nebo, podle toho, jak to dany pftipad vyzaduje,
hlavniho zkousejictho o jakychkoliv informacich,
které jsou v publikaci obsazené a predstavuji
davérné informace (definované v odstavci 10.1)
(krom¢ ddaju studie), nebo by mohly zadavatele
omezit v moZnosti zajiSténi patentové ochrany.
Zadavatel bude mit pravo pozadovat, aby
Poskytovatel a/nebo dle situace hlavni zkousejici
odstranil specificky oznacené duvérné informace
(krom¢ tdaju studie) a pozdrZzel navrhovanou
publikaci, prezentaci nebo jiné zvefejnéni
informaci o dal$ich devadesat (90) dnu, aby tak
zadavateli umoZnil zaji$téni patentové ochrany.

8.2 Multi-Center Publications. If the
Study is a multi-center Study, Service Provider
and Principal Investigator agree that they shall
not, without the Sponsor’s prior written consent,
independently publish, publicly disclose, present
or discuss any results of or information pertaining
to the activities conducted under this Agreement
until such a multi-center publication is released;
provided, however, that if a multi-center
publication is not released within eighteen (18)
months after completion of the Study at all
research sites, Service Provider and Principal
Investigator shall have the right to publish the
results of and information pertaining to the
activities conducted under this Agreement in
accordance with the provisions of Section 8.1.

8.2 Multicentrické publikace. \Y%
pifpadé  multicentrické studie = Poskytovatel
ahlavni  zkouSejici  souhlasi, Ze  sebez

zadavatelova predchézejictho pisemného souhlasu
zdrZi nezavislé publikace, zverejnéni informaci,
prezentace nebo diskuse o jakychkoliv vysledcich
¢innosti provadénych na zdklad¢ této smlouvy
nebo s nimi souvisejicich informaci do okamziku,

kdy dojde kvyddni takové multicentrické
publikace.  Pokud vSak kvydani dané

multicentrické publikace nedojde do osmnécti

(18) mesicd po dokonceni studie ve vSech
vyzkumnych centrech, Poskytovatel a hlavni

zkoudejici budou mit pravo zvefejnit vysledky
¢innosti provadeénych na zdklade této smlouvy
nebo snimi souvisejici informace v souladu
s ustanovenimi odstavce 8.1.
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8.3 Media Contacts. Service Provider 8.3 Kontakty s médii. Poskytovatel
shall not, and shall ensure that Research | nebude poskytovat bez zadavatelova

Personnel do not, engage in interviews or other
contacts with the media, including but not limited
to newspapers, radio, television and the Internet,
related to this Agreement, including without
limitation, the Study, the Study Drug, Inventions
(as defined in Section 9.0), or Study Data without
the prior written consent of the Sponsor. This
provision does not prohibit disclosure of Study
Data in accordance with Sections 8.1 or 8.2.
Furthermore, no party shall use the name or
identifying marks of another party without prior
written consent of the party whose name or
identifying mark is proposed to be used.

predchézejictho pisemného souhlasu jakékoliv
rozhovory ¢i nebude mit jiné kontakty s médii,
mimo jiné vcetn¢, ale nikoliv pouze, s novinami,
rozhlasem, televiznim vysilanim a internetem
v souvislosti s touto smlouvou, coz se mimo jiné
tykd istudie, hodnoceného 1éku, vyndlezu
(definovanych v odstavci 9.0) nebo tdaju o studii,
a zajisti, aby taktéZ cinili ipersonal vyzkumu.
Toto ustanoveni nezakazuje zpiistupnéni tdaju
o studii v souladu s odstavci 8.1 nebo 8.2. Zadna
ze smluvnich stran nebude dédle pouZivat nazev
nebo identifika¢ni znaky jiné smluvni strany bez
predchazejictho pisemného souhlasu smluvni
strany, jejiz ndzev nebo identifikacni znaky
navrhuje pouZit.

8.4 Release of Information. Sponsor
may use, refer to, and disseminate reprints of
scientific, medical, and other published articles
relating to the Study, which disclose the name of
Investigators and/or Service Provider.

Parties have agreed that this Agreement shall be
published in the Register of Contracts, with
Sponsor will provide revised contract to Service
Provider,, and that Service Provider shall be
responsible for publication of the Agreement.
Parties have agreed that information designated as
a trade secret or otherwise restricted from
disclosure under Act 106/1999 Coll. by Sponsor
shall be removed before the Agreement is entered
in the Register of Contracts by Service Provider
and that Appendices and Amendments to this
Agreement shall be published in the Register of
Contracts only to the extent necessary. Prior to
signature of the Agreement, Sponsor shall send
Service Provider a final version of the Agreement
in a machine-readable format, with the text of the
Agreement that Sponsor deems to constitute a
trade secret or otherwise restricted from
disclosure under Act 106/1999 Coll.

8.4 Svoleni se zvefejnénim informaci.
Zadavatel smi vyuZivat, zminovat a rozSifovat
pretisky  védeckych,  lékafskych  ajinych
zvetejnénych clanka tykajicich se studie, v nichz
je uvedeno jméno zkousejicich a/nebo ndazev
Poskytovatele.

Smluvni strany se dohodly, Ze tato smlouva bude
uvefejnéna v registru smluv, pficemz zadavatel
zasle revidovanou smlouvu poskytovateli a
uverejnéni smlouvy provede Poskytovatel.
Smluvni strany se dohodly, Ze informace
oznacené jako obchodni tajemstvi nebo
informace, které nemohou byt zvefejnény podle
zakona 106/1999 Sb. urcené zadavatelem, budou
pfed zaddnim smlouvy do registru smluv
odstranény a piflohy smluv budou v registru
smluv uvefejiovany v nezbytném rozsahu. Pred
podpisem smlouvy Zadavatel zasle Poskytovateli
findlni verzi smlouvy ve strojové citelném
formétu s podbarvenym textem smlouvy, ktery
povazuje Zadavatel za obchodni tajemstvi nebo
informace které nemohou byt zvefejnény podle
zakona 106/1999 Sb..

9.0 Intellectual Property

9.0 Dusevni vlastnictvi

9.1 Pre-existing Intellectual Property.

9.1 Jiz_existujici duSevni vlastnictvi.
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Ownership of inventions, technologies, know-
how, ideas, processes, techniques, algorithms,
programs, discoveries, improvements, devices,
pharmaceuticals, biologics, products, concepts,
designs, prototypes, samples, models, technical
information, materials, drawings, specifications
and other works of authorship existing as of the
Effective Date hereof, and all patents, copyrights,
trade secret rights and other intellectual property
rights  therein  (collectively, = “Pre-existing
Intellectual Property”), are not affected by this
Agreement, and neither party shall have any
claims to or rights in any Pre-existing Intellectual
Property of the other party.

Vlastnictvi vyndleza, technologii, know-how,
ndpadd, postupt, technik, algoritmi, programu,
objevi, vylepSeni, zafizeni, léciv, biologickych

pifpravka,  produktt,  konceptu,  designuy,
prototypu,  vzorkd, modela, technickych

informaci, materialti, vykresu, specifikaci a jinych
autorskych d¢l existujicich k datu dcinnosti této
smlouvy a veSkerych patentt, autorskych prav,
prdav  vsouvislosti s obchodnim  tajemstvim
ajinych prav k dusevnimu vlastnictvi uvedenych
v této smlouve (spolecné¢ déle jen ,jiz existujici
dusevni vlastnictvi“) neni touto smlouvou
ovlivnéno a Z4dna ze smluvnich stran nebude mit
zadny nédrok ani pravo na jakékoliv jiz existujici
dusevni vlastnictvi druhé smluvni strany.

9.2 Ownership. Sponsor shall own all
right, title and interest in and to (a) any
inventions, technologies, know-how, processes,
techniques, algorithms, discoveries,
improvements, biologics, pharmaceuticals,
products, concepts, designs, prototypes, samples,
models, technical information,  materials,
drawings, and specifications that are conceived,
first reduced to practice or created pursuant to
this Agreement or otherwise related to
Confidential Information (as defined in Section
10.1), whether by Sponsor, Service Provider, or
Research Personnel, individually or jointly
(“Inventions”) and (b) Study Data. Service
Provider shall, and shall cause Research Personnel
to, promptly and fully disclose all Inventions to
Sponsor in writing. Service Provider, on behalf
of itself and Research Personnel, hereby assigns
(i) all of its intellectual property and proprietary
right, title and interest in and to the Inventions
and Study Data to Sponsor; and (ii) all rights of
action and claims for damages and benefits arising
due to past and present infringement of said
rights. Service Provider shall cooperate and assist
Sponsor to execute and shall cause Research
Personnel to execute all documents reasonably
necessary for Sponsor to secure, perfect,
effectuate and preserve Sponsor’s ownership
rights in and to the Inventions and Study Data.

9.2 Vlastnictvi. Zadavatel bude
vlastnikem  vSech  prav, tituld  apodila
vsouvislosti  s(a)  jakymikoliv ~ vynalezy,

technologiemi, know-how, postupy, technikami,
algoritmy, objevy, vylepSenimi, biologickymi
piipravky, lécivy, produkty, koncepty, designy,
prototypy,  vzorky, = modely,  technickymi
informacemi, materidly, vykresy a specifikacemi,
k jejichz formulovani, prvnimu uvedeni do praxe
nebo vytvofeni dojde na zékladé¢ této smlouvy ci
jinak v souvislosti s duvérnymi informacemi
(definovanymi v odstavci 10.1), a to jednotlive ¢i
spolecné¢ ze strany zadavatele, poskytovatele nebo
persondlu vyzkumu (déle jen ,vynalezy”), a (b)
udaje ostudii. Poskytovatel bude zadavatele
bezodkladn¢  atpln¢  vpisemné  podob¢
informovat o vSech vyndlezech a zajisti, aby
taktéZ cinil ipersondl vyzkumu. Poskytovatel
jménem svym ajménem persondlu vyzkumu
timto zadavateli postupuje (i) veskeré své dusevni
vlastnictvi amajetkova prava, tituly a podily
v souvislosti s vyndlezy atudaji o studii a (ii)
veSkerd prdava napodani Zzaloby ¢i uplatnéni
naroku  naodskodné  andhrady  plynouci
z minulych a soucasnych poruseni takovych prav.
Poskytovatel bude se zadavatelem spolupracovat
a poskytne mu asistenci pfi vystavovani veskerych
dokumentt, které jsou pro zadavatele v pfimérené
mife nezbytné k zabezpeceni, zdokonalovani,
vykonu a zachovéani zadavatelovych vlastnickych
prdav v souvislosti svyndlezy atdaji o studii,
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a zajisti, aby taktéz c¢inil persondl vyzkumu.

9.3 Use of Study Data. Subject to the
other provisions of this Agreement, Service
Provider and Principal Investigator shall have the
right to use such Study Data for its own internal
non-commercial research, teaching and Study
Subject treatment purposes, and for publications,
presentations and public disclosures in
accordance with Section 8.0.

9.3 Powziti tdaja o studii. Pri
dodrZeni ostatnich ustanoveni této smlouvy
budou mit Poskytovatel a hlavni zkousejici pravo
pouzit tyto tdaje ostudii pro tucely svého
interntho nekomerc¢niho vyzkumu, vyuky a lécby
subjektu studie, v publikacich a prezentacich a pii
zvetejnéni informaci v souladu s odstavcem 8.0.

94  No Rights in the Study Drug.
Neither the Service Provider nor the
Investigators, including their employees or agents,
shall acquire any rights of any kind whatsoever
with respect to the Study Drug or any related
Confidential Information as a result of
performance under this Agreement or otherwise.
No rights granted herein shall restrict Sponsor in
the use, manufacture or sales of Study Drug,

9.4 Zadna prava na hodnoceny lék.
Poskytovatel ani zkouSejici, vcetn¢ jejich

zaméstnanci nebo zéstupct, nenabyvaji Zadnych
prav jakéhokoliv druhu s ohledem na hodnoceny
lék nebo souvisejici duvérné informace, které jsou
vysledkem plnéni této smlouvy nebo jiné c¢innosti.
Zadnad zprév udélenych touto smlouvou
neomezuji zadavatele v pouZiti, vyjrob¢ ani prodeji
hodnoceného 1éku.

10.0 Confidential Information

10.0 Duvérné informace

10.1  Definition. “Confidential
Information” shall be the confidential and
proprietary information of Sponsor, and shall
mean (a) the terms and conditions of this
Agreement that are protected from disclosure by
applicable law; (b) all information disclosed by or
on behalf of the Sponsor to Service Provider or
Research Personnel, including without limitation,
technical information relating to the Study Drug,
and all Pre-Existing Intellectual Property of
Sponsor; (c) the Protocol, Inventory Data,
information pertaining to the status of the Study,
communications to and from any Agency,
information relating to the Study Drug’s
regulatory status and correspondence to or from
any clinical events committee or data safety
monitoring board; and (d) Study Data and
Inventions. Confidential Information shall not
include information that can be shown by
documentation: (i) to have been public knowledge
prior to or after Sponsor’s disclosure, other than
through acts or omissions attributable to Service
Provider or Research Personnel; (ii) to have been
in the possession of Service Provider or Research

10.1  Definice. ,Duvérné informace”
jsou zadavatelovy davérné a chranéné obchodni
informace apredstavuji (a) podminky této
smlouvy, které jsou chranény pied odhalenim
piislusSnym zdkonem, (b) veskeré informace
poskytnuté poskytovateli nebo zameéstnancaim
vyzkumu zadavatelem nebo jeho jménem, mimo
jiné vcetné technickych informaci souvisejicich
s hodnocenym lékem a veSkerého jiz existujictho
zadavatelova dusevniho vlastnictvi, (c) protokol,
informace o stavu zasob, informace tykajici

se stavu studie, korespondenci s jakymkoliv
ufadem, informace souvisejici se stavem
schvalovactho  procesu hodnoceného  Iéku,
a korespondenci s jakymikoliv Klinickymi
komisemi nebo vybory pro monitorovani

bezpecnosti dat a(d) tdaje o studii a vyndlezy.
Duvérné informace nezahrnuji informace, u nichz
Ize na zéklad¢ dokumentace prokazat, Ze: (i) byly

vefejn¢ zndmé pifed nebo po zvefejnéni
zadavatelem, ato jinak neZ jedndnim ci

opomenutim, které 1ze pricitat Poskytovatel nebo
zamestnancam vyzkumu, (ii) byly ve vlastnictvi
zdravotnického  zafizeni nebo  persondlu
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Personnel from sources other than Sponsor that
did not have an obligation of confidentiality to
Sponsor prior to Sponsor’s disclosure; or (iii) to
have been independently developed by Service
Provider or Research Personnel prior to
Sponsor’s disclosure and without use of or
reference to Sponsor’s Confidential Information.

vyzkumu, kteii je ziskali zjiného zdroje nez od
zadavatele, pficemZ tento zdroj nebyl pied
zvefejnénim zadavatelem viaci tomuto vazan
povinnosti mlcenlivosti, nebo (iii) byly pred
zvefejnénim  zadavatelem nezavisle vyvinuty
poskytovatelem nebo persondlem vyzkumu bez
powziti ¢i odkazovani na zadavatelovy duvérné
informace.

10.2  Use of Confidential Information.
Service Provider shall not, and shall require
Research Personnel not to, use the Confidential
Information for any purpose other than the
performance of the Study or disclose the
Confidential Information to any third party,
except as permitted by this Section 10.0 or as
authorized in writing by Sponsor. To protect
Confidential Information, Service Provider and
Investigators agree to (a) limit dissemination of
Confidential Information to only those personnel
having a “need to know”; (b) advise all personnel
who receive Confidential Information of the
confidential nature of such information; (c) have
appropriate agreements with Research Personnel
sufficient to enable them to comply with the
confidentiality and nondisclosure obligations
contained herein; and (d) use reasonable measures
to protect the Confidential Information from
disclosure. Nothing herein shall limit the rights
of Service Provider to disclose Study Data as
permitted by Section 8.0 or to use Study Data as
permitted by Section 9.3.

10.2  Pouwziti davérnych informaci.
Poskytovatel se zdrzi pouZiti davérnych informaci
kjakémukoliv jinému tcelu nez k provadéni
studie nebo poskytnuti davérnych informaci
jakékoliv treti stran¢ vyjma piipadi umoZnénych
timto odstavcem 10.0 nebo pisemné¢ schvélenych
zadavatelem, abude poZadovat, aby taktéz cinil
ipersondl vyzkumu. Za Ttucelem ochrany
davérnych informaci se Poskytovatel a zkousSejici
zavazuyji (a) omezit rozSifovani duvérnych
informaci pouze na takové pracovniky, ktefi je
potfebuji, (b) informovat vSechny pracovniky,
kteif daveérné informace obdrzi, o davérné povaze
takovych informaci, (c) uzaviit s persondlem
vyzkumu smlouvy, které jim v dostatecné mife
umozni dodrZovat povinnosti mlcenlivosti
autajeni uvedené v této smlouve, a(d) vyuzit
pfiméfenych opatfeni naochranu davérnych
informaci pted zvefejnénfm. Zadné z ustanoveni
této smlouvy nepfedstavuje omezeni prav
poskytovatele na zvefejnéni tdaju o studii, jak je
dovoleno v odstavci 8.0, nebo vyuziti tddaju
o studii, jak je dovoleno v odstavci 9.3.

10.3  Confidentiality of Unpublished
Data. In recognition of Sponsor’s legitimate
business interest in keeping Study Data and
Source Records that are not published or publicly
disclosed (“Unpublished Data”) in accordance
with Section 8.0 from being made available to its
competitors, Service Provider shall, and shall
require Research Personnel (a) to keep all
Unpublished Data confidential; and (b) not to
disclose any Study Data or Source Records to any
third party in greater detail than the same may be
disclosed in any publications, presentations or
disclosures permitted by Section 8.1.

10.3  Duvérnost nezverejnénych tdaja.
S ohledem na zadavateliv  opravneny
obchodntho z4jem, aby si zachoval a

nezpfistupnil tdaje o studii a zdrojové zaznamy,
které jest¢ nebyly publikovany nebo zvefejnény
(ddle jen ,nezvefejnéné tudaje”) v souladu s
odstavcem 8.0, zadavatelovym konkurentim,
bude Poskytovatel (a) zachovéavat mlcenlivost o
vSech nezvefejnénych udajich a (b) zdrzi se
poskytovani podrobnosti jakychkoliv tdaju o
studii nebo zdrojovych zdznamu kterékoliv tieti
stran¢ v mife vétsi, nez tomu u stejnych udaji
muZe byt v piipadé jakychkoliv publikaci,
prezentaci nebo zvefejnéni informaci dovolenych
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spole¢nika
v odstavci 8.1, a bude pozadovat, aby taktéZ cinil i
persondl vyzkumu.
104 Compelled Disclosure. In the 104  Vynucené zvefejnéni. V piipade,

event that Service Provider or any Investigator
receives notice of a third party seeking to compel
disclosure of any Confidential Information, they
shall provide Sponsor with prompt notice so that
Sponsor may assist Service Provider or the
applicable Investigator in seeking, or Sponsor
may seek a protective order or other appropriate
remedy. In the event that such protective order
or other remedy is not obtained, Service Provider
or Investigator shall furnish only that portion of
the Confidential Information which it is advised
by its counsel, in consultation with Sponsor, is
legally required to be disclosed, and shall exercise
its best efforts to obtain reliable assurance the
Confidential Information will be afforded that
confidential treatment.

ze Poskytovatel nebo kterykoliv ze zkousejicich
obdrZi ozndment tieti strany s Zadosti o vynucené
zvefejnéni  jakychkoliv davérnych informaci,
budou zadavatele bezodkladn¢ informovat tak,
aby tento mohl poskytovateli nebo pfisluSnému
zkousejicimu asistovat, piipadn¢ sam usilovat
o vydani ochranného piikazu nebo o jiny vhodny
opravny prosttedek. 'V pifpad¢, Ze nebude
dosazeno vydani ochranného soudniho piikazu
nebo jiného opravného prostredku, Poskytovatel
nebo zkouSejici poskytne pouze takovou cést
davérnych informaci, o které mu jeho pravni
zastupce po konzultaci se zadavatelem sdéli, Ze
kjejimu pfedani existuje pravni povinnost,
a vyvine maximdlni usili, aby ziskal spolehlivou
zaruku, Ze sduvérnymi informacemi bude
nakladano piisluSnym zpisobem zachovéavajicim
jejich davérnou povahu.

10.5 Confidentiality and Study Data.
Service Provider agrees that Sponsor shall be
permitted to collect, use and process information,
data and other materials related to the Study using
third party service providers for statistical
purposes and data interpretation.

10.5 Duvérnost  atdaje o studii.
Poskytovatel souhlasi, aby zadavatel sm¢l
shromazd’'ovat, pouZivat a zpracovévat informace,
udaje adalsi materidly souvisejici se studii s
pouzitim poskytovatelti sluzeb tfetich stran pro
statistické ticely a pro tcely interpretace dat.

1.0 Term, Suspension and Termination

11.0  Platnost, pferuSeni a ukonceni

11.1 Term. The validity of this
Agreement is in accordance with Act No
340/2015 Coll, on Contract Registry, as
amended. This Agreement will be effective at the
date this Agreement is published, however this
Agreement cannot be published until Sponsor
approves the publishing version of this
Agreement. Service provider will notify Sponsor
immediately about the date the agreement was
published. This Agreement shall be effective as of
the Effective Date and shall continue in effect
until completion of all obligations herein, unless
earlier terminated pursuant to this Section 11.0.
Parties hereby note that there will no initiation

111  Platnost. Platnost smlouvy je urcena

v souladu se zdkonem ¢. 340/2015 Sb. o Registru
smluv a dalSich dodatkt. Tato smlouva bude
Gcinnd v den uverejnéni smlouvy v registru smluv,
avsak tato smlouva nebude uvefejnéna, dokud
zadavatel neschvali verzi smlouvy k uvefejnéni.
Poskytovatel sluzeb bude okamzit¢ informovat
zadavatele o datu uvetejnéni smlouvy. Tato
smlouva nabyva tcinnosti ke dni nabyti Gc¢innosti
a zustava v platnosti do okamziku splnéni vech
zavazkui uvedenych v této smlouve, pokud
nedojde k jejimu ukonceni dfive na zaklade
tohoto odstavce 11.0. Smluvni strany berou na
védomi, Ze nedojde k inicia¢ni ndvstéve a doddvce
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visit, supply of the study Drug or payments made
to Service provides until publication of the final
document in the Register of Contracts.

hodnoceného lécivého pripravku do okamziku
uvefejneni kone¢ného dokumentu v registru
smluv.

11.2  Suspension by Service Provider.
Service Provider may suspend the Study
immediately, if in the reasonable opinion of the
Principal Investigator, the Study Data support
suspension of the Study due to health or safety
concerns. In the event of any such suspension,
Service Provider shall promptly notify Sponsor by
telephone or email, and, within five (5) days after
such suspension, shall provide Sponsor with a
detailed written explanation for Service Provider’s
suspension of the Study, including any associated
documentation in support thereof.

112  PreruSeni studie poskytovatelem.
Poskytovatel smi studii okamZit¢ prerusit
v pfipadé, Ze tudaje o studii dle raciondlniho
nazoru hlavnitho zkousejictho preruseni studie

podporuji ~ sohledem  naobavy o zdravi
abezpecnost. V piipad¢ jakéhokoliv takového
pferuSeni bude Poskytovatel bezodkladné
informovat ~ zadavatele  telefonicky = nebo
elektronickou postou ado peti (5) dnu
po takovém  preruseni poskytne zadavateli

podrobné pisemné vysvétleni preruseni studie
ze strany  poskytovatele,  vcetné  jakékoliv
souvisejici dokumentace, ktera takové rozhodnuti
podporuje.

11.3  Termination by Service Provider.
Service Provider may terminate this Agreement
for material breach if such breach remains
uncured for a period of thirty (30) days after
written notice.

11.3  Ukonceni smlouvy
poskytovatelem. Poskytovatel smi tuto smlouvu
ukonc¢it z davodu jejtho zavazného poruseni
v pifpad¢, Ze takové poruseni bez ndpravy trvd
po dobu tficeti (30) dni po pisemném ozndmeni.

114  Termination and Suspension by
Sponsor. Sponsor may terminate or suspend this
Agreement, with or without cause at any time,
effective immediately upon written notice.

114 Ukonceni a pferuSeni smlouvy
zadavatelem. Zadavatel smi tuto smlouvu
kdykoliv a s okamzitou platnosti ukoncit nebo
prerusit, z duvodnych pfi¢in nebo bez duvodnych
pficin, na zaklad¢ pisemného ozndmeni.

11.5 Effect of Termination. Upon
receipt of a notice of termination, Investigators
and Service Provider shall immediately stop
enrolling subjects in the Study and, to the extent
medically advisable, shall cease conducting
procedures on  Study Subjects  already
participating in the Study. Service Provider and
Investigators shall continue to perform any
follow-up required per the Protocol and provide
the Study Data required by the Protocol for those
subjects who were enrolled in the Study prior to
the receipt of the notice of termination, unless
instructed otherwise by Sponsor in writing. The
terms of this Agreement shall continue to apply
with respect to all such follow-up and data

115 Ucinek ukonceni. Po piijeti
ozndmeni o ukonceni zkousejici a Poskytovatel
ihned ukonci zafazovani subjektd do studie
avrozsahu zlékarského hlediska vhodném
zastavi provadeni postupu u subjektu studie, ktefi
se ji jiz Gcastni. Poskytovatel a zkousejici budou
pokracovat v provadéni jakéhokoliv kontrolntho
sledovani vyzadovaného protokolem
avposkytovani ddaju o studii vyZadovanych
protokolem u téch subjektu, kteti byli do studie
zafazeni pfed pfijetim ozndmeni o ukonceni,
pokud je zadavatel pisemné neinstruuje jinak.
Podminky této smlouvy ztstanou v platnosti ve
vztahu k tomuto kontrolnimu sledovéani a sbéru
udat. Bez ohledu na kterékoliv z ustanoveni
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collection.  Notwithstanding anything to the
contrary in this Section 11.5, Sponsor, Service
Provider and Investigators agree that any
termination requested hereunder shall not
commence until such date as Study Subjects in
the Study can be transitioned out of the Study
without adverse medical effect to such Study
Subjects. Service Provider and Investigators shall
comply with Sponsor’s instructions regarding the
return of Confidential Information and Sponsor
Materials and Sponsor E quipment to Sponsor.

tohoto odstavce 11.5, které muaze hovorit odlisne,
zadavatel, Poskytovatel a zkousejici souhlasi
se skutecnosti, Ze jakékoliv ukonceni pozadované
dle této smlouvy bude provedeno az v okamzZiku,
kdy bude moZné prevést subjekty tucastnici
se studie mimo ni, aniZ by to nan¢ z lékaiského
hlediska mé¢lo nezddouci dcinek.  Poskytovatel
a zkousejici se budou fidit zadavatelovymi pokyny
v souvislosti s vrdcenfim duvérnych informaci
a zadavatelovych materidli a vybaveni zadavateli.

11.6  Payments After Early
Termination. In the event of termination of this
Agreement prior to completion of the Study,
Service Provider and Investigators shall make all
reasonable efforts to minimize further costs.
Sponsor or Sponsor representative shall
reimburse Service Provider for any work
performed prior to termination and all required
follow-up, all in accordance with Appendix 2

11.6  Platby po predcasném ukonceni.
V  piipad¢ ukonceni této smlouvy pied
dokoncenim  studie  vyvinou Poskytovatel

a zkouSejici veSkeré priméfené Usili za tcelem
minimalizovéani dalSich ndkladi. Zadavatel nebo
jeho zastupce uhradi poskytovateli jakoukoliv
prici odvedenou pred ukoncenim smlouvy
a v prub¢hu kontrolniho sledovani, a to v souladu
s piflohou ¢. 2 (déle jen ,platebni podminky”)

(“Payment Terms”) and Appendix 3

a pfflohou ¢. 3 (dale jen ,rozpocet”). Zadavatel

(“Budget”). Sponsor agrees to reimburse Service
Provider for work properly performed, expenses
incurred and non-cancellable expenses prior to
the date of termination and in accordance with
the Payment Terms and Budget. Sponsor shall
not be responsible for any lost profits or lost
opportunities.  If any payments exceed the
amount owed for work performed under the
Protocol, Service Provider agrees to return the
excess balance to Sponsor.

se zavazuje  uhradit  poskytovateli ~ fadné
odvedenou préaci, vzniklé ndklady a nezrusitelné
vydaje do data ukonceni smlouvy, a to v souladu
s platebnimi podminkami a rozpoctem. Zadavatel
nenese odpoveédnost za jakykoliv usly zisk nebo
nevyuzZité piileZitosti. Jestlize kterakoliv platba
pfekroc¢i dluznou castku za praci odvedenou
na zéklad¢ protokolu, Poskytovatel se zavazuje
vréatit preplatek zadavateli.

11.7  Survival. In addition to any
provisions that by their nature survive expiration
or termination of this Agreement, Sections 2.3
(Conflict of Interest), 4.0 (Privacy of Personal
Health Information), 6.1 (Study Data and Source
Records), 6.2 (Adverse Events), 7.0 (Data Storage
and Access), 8.0 (Publications and Public
Disclosure), 9.0 (Intellectual Property), 10.0
(Confidential Information), 11.5 (Effect of
Termination), 11.7 (Survival), 12.0 (Debarment
and Licensure), 14.0 (Indemnification), 15.0
(Insurance), 18.0 (Independent Contractors), 19.0
(Force Majeure), 20.0 (Financial Disclosure), 22.0
(Alternative Dispute Resolution), 23.0

11.7  Platnost ustanoveni po ukonceni
smlouvy. Krome jakychkoliv ustanoveni, které
po ukonceni nebo vyprseni této smlouvy ztstavaji
v platnosti na zdkladé¢ své povahy, zistanou
po ukonceni nebo vyprSeni této smlouvy
v platnosti iodstavce 2.3 (stfet zajmu), 4.0
(ochrana osobnich zdravotnich tdaju), 6.1 (Gdaje
o studii azdrojové zaznamy), 6.2 (neZddouci
pithody), 7.0 (ukladani dat a pfistup k datim, 8.0
(publikace a zvefejnovani informaci), 9.0 (duSevni
vlastnictvi), 10.0 (davérné informace), 11.5
(G¢inek ukonceni), 11.7 (platnost ustanoveni

po ukonceni smlouvy), 12.0 (zdkaz cinnosti
audélovani licenci), 14.0 (odskodnéni), 15.0
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(Severability), 24.0 (Assignment), 25.0 (Choice of
Law), and 26.0 (Entire Agreement) shall survive
the termination or expiration of this Agreement
for any reason

v

(pojisténi), 18.0 (nezavisli dodavatelé), 19.0 (vyssi
moc), 20.0 (financni pfiznédni), 22.0 (alternativni
zpusoby feSeni sport), 23.0 (salvatorni klauzule),
24.0 (postoupeni), 25.0 (volba prava) a 26.0 (celé
znéni smlouvy), a to z jakéhokoliv davodu

12.0 Debarment and Licensure

12.0 ZA&akaz ¢innosti a udélovani licenci

121  Debarment. Service Provider
certifies and covenants, on behalf of itself and
Research Personnel, that neither the Service
Provider nor any Research Personnel: (a) has
been found by any Agency to have violated any
statutes, rules, or regulations concerning the
conduct of clinical investigations; (b) has received
an Agency warning letter or other regulatory
document; (c) is the subject of a debarment action
or is debarred pursuant to applicable law or
regulation which could affect the Study ; (d) is the
subject of a disqualification proceeding or has
been disqualified as a clinical investigator
pursuant to applicable law or regulation that
could affect the Study; (e) has been terminated
from any investigation or research project by a
sponsor for clinical or medical misconduct; or (f)
is currently or has been the subject of a
proceeding by any Board of Medical Examiners
or similar agency.

121 Zékaz cinnosti. Poskytovatel
jménem svym ajménem persondlu vyzkumu
potvrzuje azavazuje se, Ze Poskytovatel ani
kterykoliv  z pracovnika vyzkumu: (a) nebyl
Zadnym ufadem shleddn subjektem, ktery by
porusoval jakékoliv zdkony, pravidla nebo pravni
predpisy tykajici se provadéni klinického
vyzkumu, (b) neobdrZzel tfedni varovny dopis ci
jiny dokument regulacntho duradu, (c) neni
subjektem procesu zdkazu cinnosti a nebyla mu
zakdzana cinnost, (d) neni subjektem iizeni o
Zbaveni zpusobilosti k vykonu funkce klinického
zkouSejictho v souladu s platnymi zdkony nebo
nafizenimi, které by mohly ovlivnit studii, (e)
nebyl zadavatelem vyloucen 2z jakéhokoliv
vyzkumného projektu z davodu klinického nebo
lékaiského profesntho pochybeni ani (f) v
soucasné dob¢ neni a nebyl subjektem fizeni
vedeného jakymkoliv vyborem soudnich lékatu ¢i
obdobnym tradem.

122 Licensure. Service Provider
additionally certifies that (a) Service Provider and
Research Personnel have, and shall maintain
throughout the term of the Study, all necessary
licenses, permits and authorizations to conduct
the Study; (b) Service Provider and EC have not
been disqualified by the FDA; (c) each
Investigator has not been and is not currently a
party to any litigation, arbitration or mediation
involving the practice of medicine; and (d) all
electronic records and the associated systems shall
be created, modified, maintained, archived,
retrieved, accessed, and transmitted in accordance
with local regulation.

122 Ud¢lovani licenci. Poskytovatel
déle potvrzuje, Ze (a) Poskytovatel a personal
vyzkumu jsou a po dobu trvani studie zistanou
drziteli vSech nezbytnych licenci, povoleni
a opravneni k provadeni studie, (b) Poskytovatel
aEK nebyly dfadem FDA prohldSeny za
nezpusobilé, (c) Zadny ze zkousejicichnebyl ani
v soucasnosti neni stranou jakéhokoliv sporuy,
arbitrdéze nebo smiru, ktery setyka vykonu
lékaiské praxe, a(d) vSechny elektronické
zaznamy a souvisejici systémy budou vytvareny,
spravovany, archivovany, obnovovany, prenaseny
abude knim pfistupovano v souladu mistnim
platnym préavnim predpisem.

12.3  Service  Provider  Obligation.
Service Provider shall notify Sponsor in writing

within five (5) days of any change to the

12.3  Zéavazek zdravotnického zafizeni.
Poskytovatel bude zadavatele do pé¢ti (5) dnua
pisemné informovat o jakychkoliv zménéch
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spole¢nika
foregoing certifications or covenants. ve vySe uvedenych osvédcenich nebo
prohlasenich.
13.0 Payment 13.0 Platba
13.1  General. In full consideration for 13.1 Obecné ustanoveni. Zadavatel

performance of the Study and for the services of
the Service Provider, Principal Investigator, all
support personnel and for all resources provided
by the same for the Study, Sponsor or Sponsor
representative shall pay the amounts set forth in
Payment Terms and Budget to Service Provider
in accordance with the payment schedule set
forth therein. The parties hereto represent and
warrant the payments provided under this
Agreement shall be consistent with fair market
value in arm’s length transactions, and have not
been determined in any manner with regard to, or
have been given in exchange for, any implicit or
explicit agreement to provide favorable
procurement decisions with regard to Sponsor’s
products, or to the value or volume of any
business generated between the parties. The
compensation provided hereunder is directly
related to the costs of carrying out the Study.
Sponsor undertakes not to enter into any separate
agreements with regard to this Study with an
Investigator or other assisting party. Sponsor
agree that there will not be concluded separate
contract with investigator or other co-operating
person about this clinical trial.

ajeho zéastupce vsouladu srozpisem plateb
stanovenym v této smlouvé uhradi poskytovateli
¢astky stanovené v platebnich podminkich
arozpoctu, ato jako plnou céastku odmeény za
provedeni studie, za sluzby poskytovatele,
hlavnitho  zkouSejici a veSkerého pomocného
persondlu a za vSechny zdroje témito poskytnuté
vramci studie. Strany této smlouvy prohlasuji
a zarucuji, Ze vySe plateb provedenych na zakladée
této smlouvy bude odpovidat redlné trzni
hodnoté, aZe za Zadnych okolnosti nebyla
stanovena v souvislosti ani provedena vyménou
za jakoukoliv  naznacenou nebo vyslovnou
dohodu, najejimz zadkladé by byla piijimana
piiznivd rozhodnuti o zaddvani zakazek
v souvislosti se zadavatelovymi produkty nebo
hodnotou ¢i objemem jakychkoliv obchodnich
aktivit generovanych mezi smluvnimi stranami.
Kompenzace poskytovana nazaklad¢ této
smlouvy pifmo souvisi sndklady na provedeni
studie.

Zadavatel se zavazuje, Ze neuzavie se zkousejicim
¢i s jinou spolupracujici osobou Zadnou separatni
smlouvu na toto klinické hodnoceni.

13.2  Anti-Bribery Anti-Corruption.
Service Provider represents and warrants and
each Investigator acknowledges and agrees that
any judgment with respect to advice to and care
of each Study Subject is not affected by the
compensation received hereunder. Furthermore,
any compensation received hereunder will not
influence any decision that Service Provider,
Investigators or any of their respective owners,
directors, employees, agents, consultants, or any
payee under this Agreement may make, as a
Government Official or otherwise, in order to
assist Sponsor in securing an improper advantage
or obtain or retain business. Service Provider and
Principal Investigator agree that they shall not

13.2  Protikorupcni zéasady.
Poskytovatel prohlasuje a zarucuje akazdy ze

zkouSejicich  bere  navédomi  asouhlasi
se skutecnosti, zZe jakékoliv rozhodnuti
vsouvislosti ~ sradami  apéci o kazdého
ze subjektt  studie neni ovlivnéno finan¢ni

odmeénou, kterou obdrzi na zaklad¢ této smlouvy.
Jakédkoliv kompenzace piijatd na zaklad¢ této
smlouvy neovlivni jakékoliv rozhodnuti, které
Poskytovatel, zkousejici nebo kterykoliv zjeho
vlastnikt, c¢lent predstavenstva, zaméstnancu,
zprosttedkovatel, poradci nebo kterykoliv
pifiemce platby dle této smlouvy pfipadné pfijme,
at’ jiz vpostaveni stitntho urednika ¢i jinym
zpusobem, kterym by zadavateli poskytli asistenci
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accept, offer, promise or give anything of value in
relation to this Agreement or the Study. Service
Provider, Principal Investigator and all others
receiving payment under this Agreement shall
ensure that they are familiar with and comply with
any applicable anti-bribery and anti-corruption
legislation at all times in the conduct of the Study.
In addition to other rights or remedies under this
Agreement or at law, Sponsor may terminate this
Agreement immediately if Service Provider or
Principal Investigator breaches any of the
representations or warranties contained in this
Section 13.0 or if Sponsor learns that improper
payments are being or have been made to public
officials by Service Provider, Principal
Investigator or any individual or entity acting on
its behalf. The Study is performed independently
from any business transactions and decision on
supply purchases with Sponsor. Service Provider
shall not receive any benefits for its provision of
services for the Study other than the
remuneration agreed herein.

pfi zajiSténi nepiipustné vyhody nebo ziskani ci

udrzeni obchodni piilezitosti.  Poskytovatel
ahlavni zkouSejici souhlasi, Ze v souvislosti
stouto smlouvou nebo studii, nepiijmou,

nenabidnou, nepfislibi a neposkytnou jakékoliv
hodnotné véci. Poskytovatel, hlavni zkousejici
a vSechny dalsf osoby piijimajici platby na zéklade
této smlouvy zajisti, aby v celém prab¢hu
provadeéni studie byli sezndmeni s protikorupcni
legislativou atuto dodrzovali. ~Krom¢ dalsich
prav aopravnych prostiedka nazédklad¢ této
smlouvy ¢i ze zdkona smi zadavatel tuto smlouvu
okamzité¢ ukoncit, jestlize Poskytovatel nebo
hlavni zkousejici porusi kterékoliv z prohlaseni ¢i
zaruk uvedenych v tomto odstavci 13.0, ptipadné
pokud zadavatel zjisti, Ze ze strany poskytovatele,
hlavntho  zkouSejictho  nebo  kteréhokoliv
jednotlivce ¢i subjektu jednajictho jejich jménem
jsou nebo byly provadény nepfipustné platby
ve prospéch  vefejnych  cinitelu. Studie je
provaddéna nezavisle na jakychkoliv obchodnich
transakcich a rozhodnutich o ndkupech materialu
od zadavatele. Poskytovatel nepfijme Zadné
vyhody za poskytovani sluzeb vramci studie
krom¢ odmény dohodnuté v této smlouve.

13.3  Payment of the expenses and fees
mentioned in this Section 13.0 will be made
according to the terms set forth in the Payment
Terms (Appendix 2) and the Budget (Appendix 3)
which outlines payment for services rendered.
The parties acknowledge that Sponsor
representative shall not be liable in the event
adequate funds are not made available by
Sponsor.

13.3 Platby za naklady a poplatky
stanovené vtomto odstavci 13.0 budou
provedeny v souladu s podminkami stanovenymi
v platebnich ~ podminkidch  (pfiloha  ¢.2)
arozpoctem (pifloha ¢.3), ktery poskytuje
prehled o platbach za poskytnuté sluzby. Smluvni
strany berou na védomi, Ze zadavateltv zastupce
nenese odpovédnost v pifipad¢, Ze zadavatel
neposkytne néleZitou vysi financnich prostredka.

134  Service Provider shall comply with
all obligations in respect of taxes and social
security contributions, if applicable, which relate
to the subject matter of this Agreement including,
without limitation, those that relate to the
Principal Investigator, Service Provider and its
employees and/or collaborators.

134 Je-li to relevantni, pak
Poskytovatel splni veSkeré povinnosti souvisejici
se zdanénim a prispévky nasocidlni pojisténi,
které se vztahuji k predmétu této smlouvy, mimo
jiné vcetné téch, které setykaji hlavniho
zkousSejictho, poskytovatele ajeho zaméstnancu
a/nebo spolupracovnika.

13.5 Submission Limitations. Service
Provider shall not and shall ensure that no
Research Personnel (a) submits claims for

13.5 Omezeni predloZenych néroku.
Poskytovatel se zdrzi (a) predkladani naroku
na platbu jakémukoliv subjektu studie, platcam
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payment to any Study Subject, third-party payor
or any other person or entity for any item,
procedure or service that has been paid for or
provided without charge by Sponsor; or (b) seeks
or retains payment from Sponsor for any item,
procedure or service that is reimbursed by any
Study Subject, third-party payor or any other
person or entity, except to the extent permitted
by law, and only then in accordance with the rules
of the payor to which such claims are submitted.

treti strany nebo kterémukoliv jinému jednotlivci
nebo subjektu za jakykoliv predmét, postup nebo
sluzbu, ktera byla uhrazena nebo bezplatné
poskytnuta zadavatelem a (b) Zadosti o platbu ¢i o
ponechdni si platby od zadavatele za jakykoliv
predmét, postup nebo sluzbu, ktera byla uhrazena
kterymkoliv subjektem studie, platcem  tieti
strany nebo kterymkoliv jinym jednotlivcem nebo
subjektem, vyjma pifpaduy, kdy to dovolyje zékon,
apouze vsouladu s pravidly platce, jemuZz jsou
takové ndroky predkladany, a zajisti, aby taktéZz
¢inil i kazdy z persondlu vyzkumu.

14.0  Indemnification 14.0 Odskodnéni
141 By Sponsor. Sponsor  shall 141 Ze strany zadavatele. Zadavatel
indemnify, defend, and hold harmless Service | odskodni, = obhdji azbavi  odpoveédnosti

Provider and Research Personnel (collectively, the
“Service Provider Indemnitees”) from and
against any and all liabilities, damages, losses,
claims, or expenses, including court costs and
reasonable attorneys’ fees (“Losses”) resulting
from any third party claims, actions or
proceedings, including claims seeking
compensation for bodily injury or death of any
Study Subject enrolled in the Study to the extent
that such injury or death was directly caused by
the Study Drug, and provided that the Study
Drug was used in accordance with the Protocol
and this Agreement, but solely to the extent that
such Losses do not arise out of or in connection
with any Service Provider Indemnitee’s (a)
wrongful or negligent actions or omissions, or
willful misconduct or other misuse of the Study
Drug; (b) failure to follow any applicable laws,
regulations and guidelines, or to conform to
reasonable and prudent clinical practices,
including GCPs as applicable to drug studies; (c)
failure to follow the Protocol, instructions, or
other information provided by or on behalf of
Sponsor to the Service Provider Indemnitees; (d)
any case in which written informed consent of the
Study Subject was not obtained (e) Study
Subject’s underlying or preexisting conditions or
prior treatment for the underlying or preexisting
condition.

Poskytovatele a persondlu vyzkumu (spolecné
dile jen ,subjekty odSkodiiované spolu s
poskytovatelem” v souvislosti s veskerymi
zavazky, Skodami, ztratami, ndroky nebo naklady,
véetné soudnich vyloh a pfiméfenych naklada
na pravni zastoupeni (ddle jen , ztraty”) vzniklymi
v dusledku jakychkoliv néroku, Zalob nebo fizeni
vedenych tfeti stranou pozadujici kompenzaci za
gmu nazdravi nebo smrt kteréhokoliv
ze subjektt zafazenych do studie, ato stim, Ze
takovd Gjma nazdravi nebo smrt byla pifmo
zpusobena hodnocenym lékem, a za predpokladu,
Zze hodnoceny 1ék byl pouzZit v souladu
s protokolem a touto smlouvou, avSak vyhradné
stim, Ze takové ztrdty nevzniknou ve vztahu
ke kterémukoliv  ze subjekti  odSkodnovanych
spolu se zdravotnickym zafizenim ajejich (a)
neopravnénému nebo nedbalému jedndni c¢i
opomenuti nebo imyslnému pochybeni ¢i jinému

zpusobu zneuziti hodnoceného léku, (b)
nedodrZeni platnych zdkonu, pravnich predpisa
apokyni nebo  piiméfenych — auvézlivych

Klinickych postupt, véetné pokynu SKP tykajicich
se lékovych studii, (c) nedodrZeni protokolu nebo
jinych informaci, které budou zadavatelem nebo
jeho jménem poskytnuty subjektim
odskodnovanym spolu s poskytovatelem, (d)
jakémukoliv  pifpadu, vnémz nebyl ziskan
pisemny informovany souhlas subjektu studie,
a(e) zdkladnimu nebo difve existujicimu
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onemocnéni subjektu studie nebo predchazejici
lécbe  zakladntho nebo dfive existujictho
onemocneni.

142 By Service Provider.  Service 142  Ze strany Poskytovatele.
Provider shall indemnify, defend, and hold | Poskytovatel odskodni zadavatele, (spolecn¢ déle
harmless Sponsor, their affiliated entities, and | jen ,subjekty odskodriované spolu
their respective agents, contractors, and personnel | se zadavatelem” v souvislosti s veSkerymi
(collectively, the “Sponsor Indemnitees”) from | skutecnymi a domnélymi ztrdtami vzniklymi

and against any and all actual and alleged Losses
resulting from or arising out of any third party
claims, actions or proceedings relating to any
Service Provider Indemnitee’s (a) wrongful or
negligent actions or omissions, or willful
misconduct or other misuse of the Study Drug;
(b) failure to follow any applicable laws,
regulations and guidelines, or to conform to
reasonable and prudent clinical practices,
including GCPs as applicable to drug studies; (c)
failure to follow the Protocol or other
information provided by or on behalf of Sponsor
to the Service Provider Indemnitees; and (d) prior
treatment for the underlying or preexisting
condition.

v disledku nebo v souvislosti s jakymikoliv
naroky, Zalobami nebo fizenimi vedenymi tfeti
stranou ve vztahu ke kterémukoliv ze subjekta
odskodnovanych spolu s poskytovatelem a jejich
(a) neopravnénému nebo nedbalému jednani ci
opomenuti nebo tiimyslnému pochybenti ¢i jinému

zpusobu zneuziti hodnoceného léku, (b)
nedodrZeni platnych zdkonu, pravnich predpisa
apokyni  nebo  pfiméfenych  auvazlivych

Klinickych postupt, véetné pokynu SKP tykajicich
se lékovych studii, (c) nedodrZeni protokolu nebo
jinych informaci, které budou zadavatelem nebo

jeho jménem poskytnuty subjektim
odskodnovanym spolu sposkytovatelem, a (d)
predchézejici 1écbé zakladntho nebo drive

existujictho onemocnéni.

143  Conditions of Indemnity. The
party claiming a right of indemnification or
defense under this Agreement shall provide the
indemnifying party prompt notice (in all events
within fifteen (15) business days) of any such
claim, including a copy thereof, served upon it,
and shall cooperate fully with the indemnifying
party and its legal representatives in the
investigation of any matter regarding the subject
of indemnification, at the indemnifying party’s
expense. The indemnifying party shall have the
right to exercise sole control over the defense and
settlement of any such complaint or claims for
which indemnification or defense is sought,
including the sole right to select defense counsel
and to direct the defense or settlement of any
such claim or suit; provided that the indemnifying
party shall not enter into any settlement or admit
fault or liability on the indemnified party’s behalf
without the prior written consent of the
indemnified party, which consent shall not be

143  Podminky odSkodnéni. Smluvni
strana, kterd si ndrokuje prévo na odskodnéni
nebo obhajobu na zdklad¢ této smlouvy, bude
stranu odskodnujici bezodkladn¢ informovat
(vzdy do patnacti (15) pracovnich dnu)
o0 jakémkoliv vzneseni takového ndroku vuci ni,
véetné predloZzeni jeho kopie, ana naklady
odSkodnujici strany bude s touto a jejimi pravnimi
zastupci pln¢ spolupracovat pfi vySetfovani
jakékoliv  zdleZitosti  tykajici  se pfedmctu
odSkodnéni.  Odskodnujici strana je opravnéna
prevzit vyhradni kontrolu nad obhajobou
a vyrovndnim jakychkoliv takovych Zalob nebo
nérokut, v souvislosti s nimiz je odskodnéni nebo
obhajoba vyZzadovéana, vcetné¢ vyhradniho prava
volby obhdjce a fizeni obhajoby nebo vyrovnani
jakychkoliv  takovych naroka ¢i  Zalob za
predpokladu, Ze odskodnujici strana nepfistoupi
na jakékoliv vyrovnani ani nepfipusti vinu ci
odpovédnost jménem odSkodnované strany bez
jejtho predchézejictho pisemného souhlasu, ktery
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unreasonably withheld or delayed. In the event a
claim or action is or may be asserted, the
indemnified party shall have the right to select
and to obtain representation by separate legal
counsel. If the indemnified party exercises such
right, all costs, expenses and risks incurred by the
indemnified party for such separate legal counsel
shall be borne by the indemnified party unless the
indemnifying party is adjudicated liable for such
injury or death, in which case the indemnifying
party shall be responsible for such indemnified

touto nebude bezdivodné odpirdn ani odkladéan.
V pifpad¢, Ze dojde nebo muze dojit k uplatneéni
naroku nebo Zaloby, odskodnovand strana bude
mit pravo volby samostatného pravniho zéstupce
a zajisténi  zastoupeni samostatnym pravnim
zastupcem. Jestlize odSkodnovana strana takové
pravo uplatni, veskeré vydaje, naklady a rizika,
které odskodnované stran¢ vzniknou v souvislosti
s takovym samostatnym pravnim zastoupenim,
ponese odskodnovana strana vyjma piipadi, kdy
bude soudn¢ rozhodnuto, Ze odpoveédnost za

party’s separate legal counsel’'s costs and | takovou Gjmu na zdravi nebo smrt nese strana
expenses. odskodnujici, a v takovém pifpadé¢ ponese tato
odpovédnost iza takové vydaje andklady
v souvislosti se samostatnym pravnim
zastoupenim odskodnované strany.
15.0 Insurance 15.0 Pojisténi
151  Sponsor Insurance. Sponsor, to 15.1 DPojisténi zadavatele. V rozsahu

the extent required by law, shall maintain in full
force and effect throughout the performance of
the Study sufficient insurance to cover the
relevant liability of the Sponsor for any damage
suffered by the Study Subjects as a result of their
participation in the Study, in accordance with the

poZadovaném zakonem zadavatel uzavie apo
celou dobu provadéni studie bude udrzovat
v platnosti atc¢innosti  dostatecné  pojistent
k pokryti pfislusné odpovédnosti poskytovatele
a zadavatele za Gjmu utrpénou subjekty studie
v dasledku jejich tcasti ve studii, a to v souladu s

provisions of section 52(3)(f) of Act | ustanovenim § 52 odst. 3 pism. f) zdkona ¢.
No.378/2007. 378/2007 Sb.,

152  Service  Provider  Insurance. 152  Pojisténi  poskytovatele. \%
Service Provider, to the extent required by law, | rozsahu  poZadovaném  zdkonem  bude

shall maintain in full force and effect throughout
the performance of the Study applicable
insurance in amounts appropriate to cover its
liability for any damage which may be caused as a
result of fault or negligence of any Service
Provider  professional involved in the
performance of the Study. Service Provider shall
provide Sponsor proof of insurance upon request.
This means insurance in the sense of Act No.
372/2011 Coll,,

Poskytovatel po celou dobu provadéni studie
udrZzovat v platnosti atucinnosti  pfislusné
pojisténi na castky dostatecné k pokryti jeho
odpovednosti za jakoukoliv Skodu, kterd muze
byt zpisobena v disledku chyby nebo nedbalosti
jakéhokoliv odbornika poskytovatele podilejiciho
se na provadeéni studie. Na zadavatelovu zadost
predlozi Poskytovatel doklad o uzavfeni pojisteni.
Timto je mysleno pojisténi ve smyslu zdkona ¢.
372/2011 Sb.,

16.0  Subject Injury

16.0 Ujma na zdravi subjektu studie
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Sponsor agrees to reimburse Service
Provider for those reasonable and necessary
medical expenses incurred by Study Subjects for
emergency medical care, including hospitalization,
in the diagnosis and treatment of Study Subject
injury arising directly from the Study Drug and
provided that the Study Drug was used in
accordance with the Protocol and this Agreement,
in the event that such expenses are not covered
by the Study Subject’s third party health
insurance; provided however, that Sponsor shall
not be obligated to pay Service Provider such
expenses to the extent that such adverse events,
arose out of or is related to any Service Provider
Indemnitee’s (a) failure to follow any applicable
laws, regulations, or guidelines, or to conform to
reasonable and prudent clinical practices; (b)
wrongful or negligent acts or omissions; or willful
misconduct or misuse of the Study Drug; or (c)
failure to follow the Protocol or other written
recommendations or instructions provided by or
on behalf of the Sponsor. As used in this section,
the term “Study Subject injury” does not include
the natural progression of an underlying or pre-
existing condition or events that would have been
expected from the standard treatment using
currently approved therapies for the Study
condition.

Zadavatel se zavazuje uhradit
poskytovateli ty pfiméfené a nezbytné naklady na
lécbu, které subjektim studie vzniknou v
souvislosti s urgentni lékafskou péci, vcetné
hospitalizace, s diagnostikovanim a lécbou Gjmy
na zdravi, ktera subjektu studie vznikne v pifimém
duasledku hodnoceného 1éku za predpokladu, Ze
hodnoceny Iék byl pouzit v souladu s protokolem
a touto smlouvou, a to v piipad¢, Ze takové
naklady nepokryvd zdravotni pojisténi subjektu
studie uzavfené s tfeti stranou, avsak s tim, Ze
zadavatel nebude poskytovateli povinen takové
naklady uhradit, jestlize takové nezddouci pithody
vzniknou v duasledku nebo v souvislosti s
kterymkoliv ze subjektu odSkodnovanych spolu
s poskytovatelem a jejich (a) nedodrZzenim
platnych zakont, pravnich pfedpist nebo pokyna
nebo pfiméfenych a uvazlivych klinickych
postupt, (b) neoprdvnénym nebo nedbalym
jedndanfim ¢ opomenutim nebo UGmysinym
pochybenim ¢i  jingm  zpisobem  zneuZiti
hodnoceného 1éku nebo (c¢) nedodrzenim
protokolu nebo jinych pisemnych doporuceni
nebo pokyni poskytnutych zadavatelem nebo
jeho jménem. Vyraz ,Gjma nazdravi subjektu
studie” powzity vtomto odstavci nezahrnuje
pfirozeny postup zdkladntho nebo drive
existyjictho onemocnéni nebo piihody, které by
byly ocekdvany u standardni 1écby s pouZitim
aktudln¢ schvalenych terapii onemocnéni, jehoz
se studie tyka.

17.0 Notices

17.0 Oznameni

Any notices under this Agreement shall be in
writing, contain reference to the clinical Protocol
number and be delivered to the parties at the
postal addresses set forth below, or to the postal
address subsequently provided by a party in
accordance with this section, by (a) first class
certified mail, return receipt requested, with
notice deemed given upon receipt; or (b) a
nationally-recognized overnight courier service,
with notice deemed given on the date of receipt
as indicated on the courier’s receipt:

Jakdkoliv ozndmeni na zaklad¢ této smlouvy
budou ucinéna pisemné¢, budou obsahovat odkaz
na ¢islo klinického protokolu a budou dorucena
smluvni stran¢ na postovni adresu stanovenou
nize, piipadné¢ naposStovni adresu ndsledné
smluvni stranou poskytnutou v souladu s timto
odstavcem, ato (a) doporucenou zasilkou prvni
tiidy s dorucenkou, pficemZz ozndmeni bude
povazovano za dorucené jeho prijetim, nebo (b)
celondrodné¢  uzndvanou  kuryrmi  sluZbou
s doddnim do druhého dne, pficemZ ozndmeni
bude povaZovéno za dorucené k datu jeho pfijeti
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uvedenému  na potvrzeni o pffimu vydaném
kuryrni sluzbou:

If to Service Provider: Pokud Poskytovateli:

Fakultni nemocnice Hradec Kralové

Pravni odbor [Legal Section]

Sokolska 581

500 05 Hradec Kralové - Novy Hradec Kralové
Czech Republic

Attn: Dé&sa Prokapkova

Fakultni nemocnice Hradec Kralové

Pravni odbor

Sokolska 581

500 05 Hradec Kralové - Novy Hradec Kralové
Ceska republika

K rukdm: D4&si Prokapkové

If to Principal Investigator:

Fakultni nemocnice Hradec Krélové

Linterni kardioangiologicka klinika

[1¥ Internal Cardioangiology Department]
Sokolska 581

500 05 Hradec Kralové - Novy Hradec Krélové

Czech Reiubh'c

Pokud pro hlavniho zkousejictho:

Fakultni nemocnice Hradec Kralové

Linterni kardioangiologicka klinika

Sokolska 581

500 05 Hradec Kralové - Novy Hradec Krélové

Ceska reﬁubljka

If to Sponsor: Pokud Zadavateli:
CSL Behring GmbH CSL Behring GmbH

E mil-von-Behring-Str. 76

E mil-von-Behring-Str. 76

35041 Marburg, Germany

35041, Marburg Némecko

Attn: Senior Director, Global Clinical Operations

K rukdm: Senior Director, Global Clinical

Operations

CC: Legal Department

Kopie zasldna: Pravni odd¢leni
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18.0 Independent Contractors 18.0 Nezavisli dodavatelé.

Service Provider is an independent Poskytovatel je zadavatelovym nezavislym
contractor of Sponsor. Principal Investigator, | dodavatelem. Hlavni  zkousSejici, = personal

Research Personnel and agents or employees of
Principal Investigator shall not be considered an
employee, partner, joint venture or agent of
Sponsor. Neither Service Provider, nor any of its
Research Personnel shall have the authority to
legally bind Sponsor. No Research Personnel or
agents or employees of Principal Investigator
shall represent, warrant, suggest or otherwise
imply that either Principal Investigator or Service
Provider represents Sponsor, have the authority
to bind Sponsor or are operating on Sponsor’s
behalf.

vyzkumu a zédstupci nebo zaméstnanci hlavniho
zkousejictho nebudou povazovani za
zaméstnance, spolecniky ani osoby tcastnici
se spolecného podniku se zadavatelem ¢i jeho
zprostiedkovatele. Poskytovatel ani Zadny z jeho
persondlu vyzkumu nejsou opravnéni zadavatele
prévné zavazovat. Zadny z persondlu vyzkumu
ani zprostiedkovateli ¢i zaméstnancia hlavniho
zkoudejictho nebude prohlasovat, zarucovat,
tvrdit ani jinak naznacovat, Ze hlavni zkousejici
nebo Poskytovatel zadavatele zastupuji, jsou jej
opravneni pravné zavazovat nebo provozuji svou
¢innost jeho jménem.

Service Provider shall not retain any
subcontractor to perform any of its obligations
under this Agreement without the prior written
consent of Sponsor. Any such consent shall not

Poskytovatel nenajme Zadného subdodavatele
kplnéni svych zavazkia dle této smlouvy bez
predchazejictho pisemného souhlasu zadavatele.
Jakykoliv takovy souhlas nezbavi Poskytovatel

relieve Service Provider of its obligations | Zddnych zavazki vyplyvajicich z této smlouvy.
hereunder.
19.0 Force Majeure 19.0 Vys8i moc

Any delays in, or failure of, performance of any
party’s obligations will not constitute a default
hereunder or give rise to any claim for damages,
if, and to the extent, caused by events beyond
reasonable control, including but not limited to,
acts of God, fire, explosion, disease, weather, war,
insurrection, civil strife, riots, terrorism,
government action or power failure. The party
claiming inability to perform the obligation of this
Agreement will promptly notify the other party of
all relevant details of the occurrence, and an
estimate of how long such force majeure event
shall continue. All reasonable and diligent actions
to cure such cause must be undertaken and the
parties will consult with each other in order to
find a fair solution and shall use all reasonable
endeavors to minimize the consequences of such
force majeure.

Jakékoliv zpozdeéni ¢i selhani pfi plnéni zévazka
kterékoliv ze smluvnich stran nebude
predstavovat neplnéni této smlouvy ani piicinu
vzniku jakéhokoliv ndroku na ndhradu za skody,
jestlize bylo zpusobeno udalostmi a v rozsahu
mimo pfiméfenou kontrolu, mimo jiné vcetné
BoZiho zasahu, pozaru, vybuchu, choroby,
meteorologickych podminek, valecného konfliktu,
povstani, obcanské stavky, nepokoju, terorizmu,
vlddni intervence nebo preruSeni dodavek
elektrické  energie. Smluvni strana, kterd
konstatuje svou neschopnost phit zévazky dle
této smlouvy, bude o vSech souvisejicich
podrobnostech udélosti a odhadovaném trvani
ucink  takové  vyS8i moci  bezodkladné
informovat stranu druhou. Je nutné pfijmout
vSechna pfiméfend a dusledna opatieni za tcelem
odstranéni takovych piicin, zatimco smluvni
strany budou spolecné jednat, aby nalezly
uspokojivé feSeni, a vyvinou veSkeré piimcrené
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tsili k minimalizovdni néasledkt ucinka takové
vySSi moci.

20.0 Financial Disclosure 20.0 Finan¢ni pfiznani

As requested by Sponsor to allow Sponsor to
comply with its regulatory reporting requirements
in the Czech Republic and abroad, as may from
time to time be or become applicable with respect
thereto, the Service Provider and Investigators
shall provide appropriate financial disclosures to
Sponsor. During the time the Study is being
conducted and for one (1) year thereafter, Service
Provider and Investigators shall update such
forms promptly or whenever any material change
occurs in the information disclosed by a previous
form and provide the updated form to Sponsor.

Jak je pozadovano zadavatelem, aby splnil
zakonné pozadavky a splnil povinnosti hlaSeni
vyZzadované platnymi pravnimi predpisy, které
pifpadn¢ mohou byt nebo sestdt platnymi
v souvislosti s touto smlouvou, Poskytovatel
a zkousSejici predloZi zadavateli pfislusnd finan¢ni
pfizndni. Po dobu provadéni studie ajeden (1)
rok poté bude Poskytovatel a zkousejici takové
formulate bezodkladn¢ aktualizovat v pifpadée
kazdé podstatné zmény informaci poskytnutych
v predchézejicim  formuldfi  a aktualizovany
formulét poskytnou zadavateli.

21.0 Conflicting Terms

21.0  Kolidujici podminky

In the event there is a conflict between the terms
of the Agreement and the Protocol with respect
to any of the provisions contained within the
Agreement, the Agreement shall control. In the
event of any conflict between the Protocol and
the Agreement with respect to the procedure(s)
or methodology for performance of the Study
from a medical perspective, the Protocol shall
control.

V piipad¢ rozporu mezi podminkami smlouvy
a protokolu v souvislosti s ustanovenimi smlouvy
bude upfednostnéna smlouva. V pfipadé¢ rozporu
mezi protokolem asmlouvou v souvislosti
s postupem (postupy) nebo zpusobem provadeni
studie z  medicinského  hlediska  bude
upfednostnén protokol.

22.0  Alternative Dispute Resolution

22.0  Alternativni zpusoby feSeni sport

It is the intention of the parties that in the event
disputes should arise between the parties over the
interpretation and application of this Agreement,
the parties will attempt to settle such disputes by
negotiation and consultation between themselves.

V piipad¢, Ze mezi smluvnimi stranami dojde ke
sporam ohledné vykladu ¢i aplikace této smlouvy,
smluvni strany maji v damyslu pokusit se o
urovnani takovych sporu vzdjemnym
vyjedndvanim a konzultaci.

23.0  Severability

23.0 Salvatorni klauzule

If any provision of this Agreement is for any
reason found to be unenforceable, the remainder
of this Agreement shall continue in full force and
effect. Failure to enforce any rights hereunder,
regardless of the length of time such failure
continues, shall not constitute a waiver of those

Bude-li kterékoliv z ustanoveni této smlouvy
z jakéhokoliv dtvodu shleddno nevymahatelnym,
zbyvajici c¢asti této smlouvy zustanou inaddle
platné atucinné v celém rozsahu. NemoZnost
vyméhat jakadkoliv prava na zaklad¢ této smlouvy
nebude bez ohledu na délku trvani takové situace
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or any other rights. predstavovat vzdani se téchto nebo jakychkoliv
jinych prav.

24.0 Assignment 24.0 Postoupeni

Service Provider may not assign or otherwise
transfer this Agreement, or any rights or
obligations hereunder, without the Sponsor’s
prior written consent. = Any attempted sale,
pledge, assignment, sublicense or other transfer in
violation of this Section 24.0 shall be void and of
no force or effect.

Bez zadavatelova predchazejictho pisemného
souhlasu nesmi Poskytovatel tuto smlouvu ani
zadné ze svych prav nebo zavazku vyplyvajicich
ztéto smlouvy postoupit ¢i jinak prevést.
Jakykoliv pokus o prodej, zastavu, postoupeni,
udéleni dil¢i licence nebo jiny zpusob prevedeni
v rozporu s timto odstavcem 24.0 bude neplatny
a neucinny.

25.0 Choice of Law

25.0 Volba prava

This Agreement and the rights and obligations of
the parties hereunder shall be governed by and
interpreted, construed, and enforced in
accordance with the laws of the Czech Republic,
exclusive of its choice of law rules. The courts in
the Czech Republic have exclusive jurisdiction to
adjudicate any disputes between the parties, and
each party hereby consents to the interpretation
of laws, jurisdiction, and venue in the courts in
the Czech Republic.

Tato smlouva aprdva apovinnosti smluvnich
stran dle této smlouvy se budou iidit a budou
vykladany a vyméhany v souladu se zdkony Ceské
republiky bez ohledu na pravidla tykajici se volby
prava.  Soudy Ceské republiky maji vyhradni
pravomoc rozhodovat v jakychkoliv sporech mezi
smluvnimi stranami a kazdd ze smluvnich stran
timto souhlasi s vykladem zdkont, soudni
pravomoci amistni pfislusnosti soudé v Ceské
republice.

26.0 Entire Agreement

26.0 Celé znéni smlouvy

This Agreement, including the Protocol and all
Appendices attached hereto, all of which are
incorporated herein by reference, constitutes the
entire agreement among the parties with respect
to the subject matter herein and supersedes all
prior and contemporaneous  agreements,
including without limitation, any prior non-
disclosure or confidentiality agreements, whether
written or oral, of the parties hereto, relating to
the subject matter herein. This Agreement may
be amended only by an amendment signed by
Sponsor, Principal Investigator and Service
Provider. This Agreement shall be binding upon
the parties (including without limitation all
Investigators who cease working on the Study
prior to termination or expiration of this
Agreement), their legal representatives,
successors, and assigns. This Agreement may be

Tato smlouva, vcetné protokolu a vsech piiloh
této smlouvy k ni pfipojenych ¢i do ni vélenénych
formou odkazu, predstavuyje Uplné ujednédni
smluvnich stran s ohledem na pfedmét uvedeny
v této smlouvé a nahrazuje vSechny predchazejici
a soucasnd ujednani, mimo jiné vcéetné jakychkoliv
predchazejicich dohod o mlcenlivosti, at’ jiz
pisemnych nebo tstnich, uzavfenych stranami
této smlouvy v souvislosti s pfedmétem této
smlouvy. Tato smlouva smi byt doplnéna pouze
pisemnym dodatkem podepsanym zadavatelem,
zkouSejicim a poskytovatelem. Tato smlouva
bude zévaznd pro smluvni strany (mimo jiné
véetné vSech pracovniki vyzkumu, ktefi ukonci
praci na studii pfed ukoncenim nebo vyprSenim
této smlouvy), jejich pravni zastupce, zakonné
nastupce i postupniky. Tato Smlouva muze byt
vyhotovena v duplikdtech, pficemZ kazdy bude
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executed in counterparts, each of which shall be
deemed an original, but all of which together shall
constitute one and the same agreement. In total 3
counterparts will be signed.

povazovan za origindl a vSechny spolecné
predstavuji stejnou smlouvu. Celkem budou
podepsény 3 stejnopisy.

27.0 Prevailing Language

27.0 Rozhodujici jazykova verze

This Agreement and the attachments
hereto are executed in English and Czech
languages. In case of any discrepancy between the
English and Czech translations, the Czech
translation shall prevail.

Tato smlouva ajeji prilohy jsou
vyhotoveny v anglickém a ceském jazyce. V
pifpad¢ rozporu mezi pieklady do anglického
a ceského jazyka bude urcujici cesky preklad.

[Signature page follows]

[PODPISOVA STRANKA NASLEDUJE]
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IN WITNESS WHEREOF, Sponsor, Service
Provider and Principal Investigator have
caused this Agreement to be executed by their

duly authorized representatives as of the
Validity Date.

NA DUKAZ CEHOZ zadavatel Poskytovatel
a hlavni zkousejici podepsali k datu platnosti
prostfednictvim  svych fadn¢ zmocnénych
zastupcu tuto smlouvu.

(1) CSL Behring GmbH

By/Podepsal/a:

Name/Jméno:

Title/Funkce:

Date/Datum: 5.12.2018

(2)  [Hradec Kralové University Hospital] (2)
Fakultni nemocnice Hradec Krélové

By/Podepsal/a:

Name/Jméno:
CSc., dr. h. c.

prof. MUDr. Vladimir Palicka,
Title/Funkce: Director/feditel

Date/Datum: 7.12.2018
Appendices:

Appendix 1: Protocol

Appendix 2: Payment Terms

Appendix 3: Budget

Appendix 4: Privacy Information Form
Appendix 5: Letter of Authorization

) I

By/Podepsal/a:

Name /Jméno:

Title/Funkce:
zkousejici

Date/Datum: 5. 12.2018

Piilohy:

Priloha 1: Protokol

Ptiloha 2: PLATEBNI PODMINKY
Piiloha 3: ROZPOCET

Priloha 4: Informace o osobnich tdajich
Ptiloha 5: PIna moc
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APPENDIX 1 PRILOHA 1
Protocol Protokol

(uloZen u zkousejiciho) [filed with Investigator]
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APPENDIX 2
PAYMENT TERMS

1.General Conditions of Payment.

1.1 Payment Terms. Sponsor has transferred
responsibility to Drug Dev, Inc. (“DrugDev”): with
its registered address at 1170 Devon Park Drive,
Suite 300 Wayne, PA 19087, US and worldwide
affiliates, Letter of Authorization for payments made
to DrugDev is attached herein Appendix 5 to
facilitate and manage payments. Payments to Service
Provider for each Study subject will be made based
on Study visits completed and data entered.

1.2 Payment Criteria. Payment will only be made

for Study subjects under the following criteria

Enrollment of Study subjects is in compliance with
the inclusion and exclusion criteria as defined in the
Protocol
Study procedures have been conducted in full
compliance with the Protocol and case report forms
have been submitted
Payments will be limited to the number of Study
subjectStudy Subjects designated in the Budget and
who are enrolled prior to the total Study target
number of subjects being met; unless Sponsor gives
written approval to enroll additional Study subjects
or extend the enrollment period, subject to any event
or early termination of the Agreement.

Payments for Study subjects who do not complete
the Study may be paid on pro rata basis. Should the
Study be terminated prematurely, payment will be
made for visits completed prior to the date of
termination.

1.3 Invoicing. Accurate and complete invoices
shall be sent to DrugDev at the address below to:
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PRILOHA 2
PLATEBNI PODMINKY

1.VSeobecné platebni podminky.

11 Platebni podminky. Zadavatel prevedl
zodpoveédnost za umoZnéni a spravu plateb na
spolecnost Drug Dev, Inc. (dale jen , DrugDev”) se
sidlem na adrese 1170 Devon Park Drive, Suite 300
Wayne, PA 19087, US a pobockami po celém svéte,
PInd moc autorizujici DrugDev k provadeéni plateb jev
pfiloze 5. Platby poskytovateli za kazdy studijni
subjekt budou provadény na zdklad¢ dokoncenych
navstev ve studii a zadany tdaju.

1.2 Kritéria pro platby. Platby za studijni
subjekty budou provadény pouze podle nésledujicich
kritérii

Zatazeni studijnich subjektt je v souladu s kritérii
pro zafazeni a vyfazeni definovanymi v protokolu.

Postupy ve studii byly provedeny v plném souladu s
protokolem a byly odevzdany zdznamy subjekti
hodnoceni.

Platby budou omezeny na pocet studijnich subjekt
stanoveny v rozpoctu a na subjekty, které jsou
zatazeny pied dosaZenim celkového cilového poctu
subjektu pro studii; pokud zadavatel neposkytne
pisemny souhlas se zarazenim dalich studijnich
subjektti nebo neprodlouzi zafazovaci obdoby,

v kazdém piipadé s vyjimkou pfedcasného ukonceni
smlouvy.

Platby za studijni subjekty, které nedokonci studii,
mohou byt proplaceny pomérnym dilem. Pokud by
studie méla byt ukoncena predcasné, bude
provedena platba za navstévy vykonané pred datem
ukonceni.

1.3 Fakturace. Pfesné a tipIné faktury je treba
zaslat spolecnosti DrugDev na niZe uvedenou
adresu:

Bill-to: CSL Behring GmbH

Version: Global _CTRA_Tripartite_Template_23DEC15/
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In care of: DrugDev Payments
IQVIA, 5th floor.
210 Pentonville Rd, Kings Cross
London N1 9]Y
United Kingdom
Email: support@ drugdevglobal.com

Invoices that are non-compliant with the above
instructions will be returned to the payee for
correction and must be resubmitted for payment.

The following information must be included on the
invoice and subject line of email to ensure prompt

payment:

Sponsor Name
Complete Protocol Number
Investigator Name
Service Provider Name/Site #
Third party documentation is required, where
applicable
Variable code : invoice number
Inovice maturity: 40 days from invoice issue date

2.Additional Services.

Should the payee be requested by Sponsor or CRO
to perform services not covered in Budget, these
services shall not commence until compensation is
mutually agreed upon in writing in the form of an
amendment to this Agreement.

3.Protocol Violators.

Payments for Study subjects who are deemed to
have been in violation of the Protocol may be paid
up to the point that the violation occurred at the
discretion of Sponsor and/or CRO.

4.Taxes.

All amounts within this budget shall be considered

Faktury, které nesplnuji vySe uvedené pokyny, budou
vraceny pifiemci platby k oprave a pro proplacent
musi byt odeslany znovu.

Na faktufe a v pfedm¢tu e-mailu musi byt pro
zajisténi rychlé platby uvedeny nésledujici informace:

Jméno zadavatele
Celé cislo protokolu
Jméno zkousejiciho
Nézev poskytovatele / ¢islo pracoviste
Pripadné je vyZzadovana dokumentace tfeti strany
Variabilni symbol: ¢islo faktury

Splatnost faktury - 40 dnua od vystaveni faktury.

2.Dodatecné sluzby.

Pokud by byl ptijemce platby pozdddn zadavatelem
nebo smluvni vyzkumnou organizaci o poskytnuti
sluZeb, které nejsou zahrnuty v rozpoctu, tyto sluzby
nezapocnou, dokud nebude vzdjemn¢ pisemné
sjedndna odména formou dodatku k této smlouve.

3.Naruseni protokolu.

Platby pro studijni subjekty, u kterych se md za to, Ze
porusily protokol, mohou byt proplaceny do
okamziku, kdy podle uvaZeni zadavatele a/nebo
smluvni vyzkumné organizace k poruseni doslo.

4.Dané¢.

Vsechny céstky v rdmci tohoto rozpoctu zahrnuji
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as inclusive of all applicable taxes, except vSechny prislusné dan¢, kromé dan¢ ze zboZi a
GST/HST /VAT. If GST /HST /VAT is applicable, sluzeb (GST) / prodejni dan¢ (Harmonized Sales
then this shall be charged to the Sponsor at the Tax, HST) / DPH. Je-li to relevantni, pak budou
applicable rate and included in an invoice as GST /HST /DPH tuctovany zadavateli v prislusné
described in Section 1 above. Consequently, taxes sazb¢ a budou zahrnuty na fakture, jak je uvedeno
(and any penalties thereon), that may be imposed on vySe v bodu 1. V dusledku toho budou dané

any amount due and/or payment made by Sponsor (a veskeré s nimi souvisejici sankce), které mohou

to the Principal Investigator/Service Provider shall byt uloZeny za jakékoliv splatné castky a/nebo platby
be the responsibility of the Principal provedené zadavatelem hlavnimu zkousejicimu /

Investigator /Service Provider. poskytovateli, odpovédnosti hlavniho zkousejictho /

poskytovatele.
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Appendix 3 Piiloha 3

Budget Rozpocet

QEeGis

Appendix 3

Payment Terms and Budget
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*
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-
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CZK 2 507
Total Estimated Budget includes the total compensation for all Study patients and other direct 386,55

costs as indicated in the Budget:
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Pifloha 3

Platebni podminky a rozpocet
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{1 1]

"EEE

Celkovy odhadovany rozpocet zahrnuje celkovou kompenzaci za vSechny pacienty ve studii a

dalsi pfimé ndklady uvedené v rozpoctu:

CZK 2 507
386,55
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