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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 (“Effective
Date”) by and among CSL Behring GmbH
having its principal place of business at Emil-von-
Behring-Str. 76, 35041 Marburg, Germany
(“Sponsor”), Vseobecna fakultni nemocnice
v Praze having its principal place of business
address at U Nemocnice 499/2, 128 08 Praha 2,
Czech Republic, Tax ID: CZ 00064165, Bank
account:  24035021/0100,  represented by

I b:scd on Power of

Attorne (“Institution”), and
. - c i principal
place of business address at IIL. interni klinika -
klinika endokrinologie a metabolismu
(Department of Endocrinology and Metabolism)
VEN, U Nemocnice 1, 128 08 Praha 2, Czech
Republic (“Principal Investigator”) collectively
referred to as “the parties.”

Tato smlouva o provedeni vyzkumného
klinického hodnoceni (dile jen ,;smlouva®)
vstoupi v platnost k datu urceném v oddile 11.1.
této smlouvy (dale jen ,,datum ucinnosti®), a
uzavira se mezi spolecnosti CSL Behring GmbH
se sidlem na adrese Emil-von-Behring-Str. 70,
35041 Marburg, Némecko (dale jen ,,zadavatel®),
Vseobecnou fakultni nemocnici v Praze
se sidlem na adrese U Nemocnice 499/2, 128 08
Praha 2, Ceska republika, DIC: CZ00064165,

bankovni spojeni: 24035021/0100, zastoupena
I - - pinc oci
(dale i’en ,zdravotnické  zafizeni‘ a

s pracovistém
na adrese  III. interni klintka -  klinika
endokrinologie a

metabolismu VEN,
U Nemocnice 1, 128 08 Praha 2, Ceska republika
(dale jen ,hlavni zkouSejici®); dale spolec¢né
oznacovani jako ,,smluvn{ strany.*

The parties desire to conduct a clinical trial (the
“Study”) to gather information regarding the
performance of CSL112 (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 pfeji provést klinické hodnoceni
(dale jen ,,studie®), aby shromazdily informace
o chovan{ CSL112 (dale jen ,,hodnoceny lék*)

vsouladu  sklinickym  protokolem  cislo
CSLL112_3001 nazvaném ,,Multicentricka, dvojité
zaslepena, randomizovana, placebem

kontrolovana studie faze 3 s paralelnimi skupinami
k prozkoumani ucinnosti a bezpecnosti piipravku
CSL112 u subjektd s akutnim koronarnim
syndromem® (dale jen ,,protokol®), ktery je k této
smlouve pfipojen v ramci pfilohy ¢. 1 a muze byt
piipadné upraven. Studie je ve spole¢ném zajmu
smluvnich stran a v jejich oboustranny prospéch,
protoze podporuje cile vzdélavani a vyzkumu
a muze pfinést prospéch pii péci o pacienty.

Sponsor shall conduct the Study in accordance
with all applicable laws relating to the conduct of
clinical trials.

Zadavatel provede studii v souladu se vSemi
platnymi zakony tykajicimi se provadéni klinickych
hodnoceni.
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Therefore, the parties agree as follows:

Z tohoto duvodu se smluvni strany dohodly
nasledovné:

1.0 Institution

1.0 Zdravotnické zafizeni

Institution shall be responsible for the
conduct and direct supervision of all employees
(including Investigators (as defined in Section
2.1)), agents, and contractors participating in the
Study (collectively “Research Personnel”),
including  ensuring  Research  Personnel’s
compliance with the terms and conditions of this
Agreement. Institution shall, and shall ensure that
all Research Personnel (a) perform the Study at the
Institution according to the Protocol and this
Agreement; (b) are qualified by training and
experience to participate in pharmaceutical clinical
research; and (c) comply with any applicable laws
and regulations relating to the conduct of the
Study. Institution 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 State Institute for Drug
Control  (“SUKL”), the ICH Harmonized
Tripartite Guideline, Guideline for Good Clinical
Practice, Step 5 (CPMP/ICH/135/95) and the
relevant Ethics Committee (“EC”) reviewing the
Study, in a form reasonably acceptable to Sponsor;
and (d) the requirements for obtaining prior
written authorization to use and disclose health
information for research in accordance with the
health information privacy standards promulgated
under all applicable laws. Institution shall only
conduct the Study at the III. interni klinika - klinika
endokrinologie a metabolismu (Department of
Endocrinology and Metabolism) of VEN which
have been found adequate by Sponsor. Institution
shall ensure its facilities remain adequate during the

term of the Study. The expected duration of the
Study is * The expected

number of subjects enrolled by the Institution is

Zdravotnické zafizeni nese odpovédnost
za jednani v§ech zaméstnancu (véetné zkousejiciho
(definovanych v odstavci 2.1)), zprostiedkovatela
a dodavatelt ucastnicich se studie (spolecné dale
jen ,,pracovnici vyzkumu®) aza piimy dohled
nad nimi, véetné zajisténi dodrzovani podminek
této smlouvy pracovniky vyzkumu. Zdravotnické
zafizeni zajisti, ze bude ono samo a vsichni
pracovnici  vyzkumu (a) studii = provadét
ve zdravotnickém zaffzeni v souladu s protokolem
atouto smlouvou, (b) jsou na zakladé¢ svého
vzdélani  a zkuSenosti kvahﬁkovam k ucasti
na farmaceutickém a klinickém vyzkumu a (c)
budou dodrzovat veskeré platné zakony a pravni
pfedpisy  vztahujici  se k provadéni  studie.
Zdravotnické zafizeni zajist{, aby byla studie
provadéna v souladu se zasadami spravné klinické
praxe (dale jen ,,SKP®), které se lékovych studii
tykaj, véetné pozadavku na zajisténi
pfedchazejictho  pisemného  informovaného
souhlasu (dale jen ,informovany souhlas®)

vsouladu s pozadavky Statntho ustavu pro
kontrolu 1éciv (dale jen > OUKL),
harmonizovaného tripartitntho pokynu

Mezinarodni konference o harmonizaci, kroku ¢. 5
(CPMP/ICH/135/95) pokynu pro sprivnou
klinickou praxi a piislusné etické komise (dale jen
»EK*) kontrolujici studii, ato pro zadavatele
pfiméfen¢ pfijatelnym zpusobem a s pozadavky
na zajisténi predchazejictho pisemného svoleni
s pouzitim a zvefejnénim zdravotnich ddaja pro
ucely vyzkumu v souladu se standardy ochrany
zdravotnich udaju stanovenymi vsemi platnymi
zakony. Zdravotnické zafizeni bude studii
provadét na III. interni klinice — klinice
endokrinologie a metabolismu VFN, ktera byla
zadavatelem  schvalena  jako  dostacujici.
Zdravotnické zafizeni zajisti, aby jeho zafizeni byla
dostacujici po dobu trvani studie. Pfedpokladana
doba  trvani  klinického  hodnoceni  je

I °icdpoklidany pocet
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subiektﬁ zafazenych zdravotnickym zafizenim c¢ini

under the supervision of Principal Investigator and
shall be bound by the same terms that bind
Principal Investigator under this Agreement as the
employees of the Institution. Institution 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. Institution has provided
Sponsor via the Principal Investigator with (a) a
copy of each Investigator’s current curriculum
vitae; (b) a copy of the Investigator’s current
medical license; (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 completed and signed by each
Investigator. Institution represents and certifies
that based on its knowledge the foregoing
information is correct and complete and that each
Investigator is licensed to practice medicine in the
Czech Republic. Institution is responsible to
Sponsor for compliance of all Investigators and
Research Personnel with the terms of this
Agreement. Institution and Principal Investigator
will provide to each Investigator a copy of the
Protocol and all other information furnished by
the Sponsor to the Institution. The 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. Institution 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

2.0 Investigators 2.0 Zkousejici

2.1 Investigators. Subject to Sponsor’s 2.1 Zkousejici. Na zakladé
prior approval, Institution may appoint | zadavatelova pfedchazejictho souhlasu muze
collaborating physicians (“Sub-Investigators” | zdravotnické zafizeni jmenovat spolupracujici
and collectively with the Principal Investigator, | 1ékafe (ddle jen ,spoluzkousejici“ a spolu
“Investigator” or “Investigators”) to participate | s hlavnim zkousejicim, déale jen ,,zkouSejici®),
in the Study. All Sub-Investigators shall work | ktefi ~ se budou  dcastnit  studie.  Vsichni

spoluzkousejici budou pracovat pod dohledem
hlavnfho zkousejictho a budou na zakladé této
smlouvy jako zaméstnanci zdravotnického zafizeni
vazani stejnymi  podminkami jako  hlavni
zkousejici. Zdravotnické zafizeni potvrzuje, Ze
kazdy ze zkousejicich je kvalifikovan na zakladé
svého vzdélani a zkusenosti s farmaceutickym
a klinickym vyzkumem a je odbornikem v oboru
klinického — vyzkumu = souvisejictho  se studii.
Zdravotnické zafizeni zadavateli prostfednictvim
hlavnfho zkousejiciho poskytlo (a) kopii Zivotopisu
kazdého ze zkousejicich, (b) kopii aktualni licence
k vykonu lékafské praxe, (c) popis zkusenosti
tykajicich se studie u kazdého z pracovnika
vyzkumu, vcetné¢ dat, mist, rozsahu a druhu
takovych zkusenosti a (d) financni pfiznani
vyplnéné a podepsané kazdym ze zkousejicich.
Zdravotnické zafizeni prohlasuje a potvrzuje, ze
dle jeho znalosti jsou vyse uvedené informace
spravné auplné aze kazdy ze zkousejicich
disponuje licenci k vjkonu lékatské praxe v Ceské
republice. Zdravotnické zafizeni nese vuci
zadavateli odpovédnost za dodrzovani podminek
této smlouvy ze strany vsech zkousejicich
a pracovnikti vyzkumu. Zdravotnické zafizeni a
hlavn{ zkousejici poskytnou kazdému
ze zkousejicich ~ kopii  protokolu  a veskeré
informace pfedané zdravotnickému zafizeni
zadavatelem. Hlavni zkouSejici  zajisti, aby
zkousejici byli plné¢ informovani o hodnoceném
1éku, protokolu a podminkach této smlouvy, které
se tykajf jimi vykonavanych ¢innosti. Zdravotnické
zafizeni urci, kterymi z povinnosti v této smlouvé
bude povéfen hlavni zkousejici. Hlavni zkousejici
vsak pfevezme alesponn ty odpovédnosti, které
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assigned to principal investigators by GCP and
applicable regulations.

hlavnim zkousejicim ukladaji SKP a platné pravni
predpisy.

2.2 Replacement of Principal
Investigator. In the event the Principal

Investigator becomes either unwilling or unable to
perform the duties required by this Agreement
Institution shall notify Sponsor in writing within
ten (10) days, and Institution 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 any Party in accordance with Section
11 of this Agreement. Institution’s cooperation in
finding an acceptable replacement investigator
does not modify or alter its obligation to perform
its obligations and duties pursuant to this
Agreement. In the event of determination of a new
principal  investigator said new  principal
investigator shall sigh documentation provided by
Sponsor acknowledging his or her new duties as
Principal Investigator and an amendment to the
agreement will be concluded.

2.2 Nahrazeni hlavniho zkousejiciho.
Jestlize hlavni zkousejici pfestane byt ochoten
nebo schopen vykonavat své povinnosti
pozadované podle této smlouvy, zdravotnické
zafizeni bude do deseti (10) dnd informovat
zadavatele  a zdravotnické  zafizeni a hlavni
zkousejici budou v dobré vife spolupracovat
na urychleném nalezeni nahradnfho zkousejiciho,
ktery bude pro zadavatele pfijatelny. Jestlize
nebude nalezena pfijatelnd nahrada, kterakoli
strana smi tuto smlouvu ukoncit v souladu
sodstavcem 11 této smlouvy. Spolupraci
zdravotnického zafizeni pfi nalezeni pfijatelného
nahradniho zkousejictho nedochazi k upravé ani
zmeéné jeho zavazku vykonavat povinnosti a ukoly
dle této smlouvy. V pfipadé ustanoveni nového
hlavnfho zkousejictho tento novy hlavni zkousejici
podepise dokumentaci poskytnutou zadavatelem,
¢imz vezme naveédomi své nové povinnosti
v postaveni hlavniho zkousejictho a bude uzavien
dodatek ke smlouvé.

2.3 Conflict of Interest. Institution
represents and warrants that based on its
knowledge 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.
Such obligation shall remain in effect for the term
of this Agreement and for a period of two (2) years
after termination.

2.3 Stret zajmu. Zdravotnické zafizen{
prohlasuje a zarucuje, ze dle jeho informaci zadny
ze zkousejicich v prabéhu zatazovactho obdobi
nevstoupil ani nevstoupi do zadného smluvniho
ujednani ¢i vztahu, ktery by byl v rozporu
se zavazkem vykonavat studii nebo dodrzovat
podminky této smlouvy. Tento zavazek zustava
v platnosti po dobu trvani této smlouvy a po dobu
dalsich dvou (2) let po jejim skoncen.

2.4 Personal Data Consent. The
Sponsor as the controller of personal data of Study
Personnel and Investigators collected in
connection with the Study is required to ensure
compliance with all relevant legal provisions, in
particular EU Regulation 2016/679, the General
Regulation on the protection of personal data. The
Sponsor is responsible for providing adequate
privacy notice to the concerned natural persons.

2.4 Souhlas v souvislosti s osobnimi
udaji. Zadavatel jako spravce osobnich udaju
pracovnika vyzkumu a zkousejicich

shromazdénych v souvislosti se studif je povinen
zajistit dodrzeni vsech piislusnych pravnich
ptfedpist, zejména natizeni EU 2016/679, obecné
nafizeni o ochrané osobnich udaji. Zadavatel je
odpovédny za to, ze piislusné fyzické osobé
poskytne odpovidajici oznameni o ochrané
osobnich udaju.
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2.5 General Data Protection
Regulation. The Parties agree that the Sponsor acts
as the controller in relation to the coded personal
data of the Study subjects obtained in accordance
with the informed consent form and personal data
of the Investigator and the employees of the
Institution obtained under this Agreement and has
transferred certain rights and obligations under
this Agreement to the Clinical Research
Organization (“CRO”). The Institution acts as the
controller in relation to any medical records that
the Investigator obtained from the Study subjects,
and any other personal data that the Investigator
collected or generated during the Study for
conducting his or her independent medical
judgment in accordance with the Study Protocol.

The Parties undertake to implement and

maintain throughout the term of this Agreement
appropriate operational, technical and
organizational —measures for personal data
protection in accordance with the relevant legal
regulations (in particular Regulation 2016/679, the
General Data Protection Regulation), which they
will collect and process for study-related purposes,
against accidental or unlawful destruction,
alteration, unauthorized disclosure, access to, and
any other unlawful ways of dealing with them.
In the event that the Study site (i.e. Institution and
Investigator) will process the relevant personal
data of the Study subjects solely for Study related
putposes and according to the Sponsot's
instructions, it will become the processor of such
personal data in accordance with the applicable
data protection regulations.

The Sponsor as a data controller declares
that it is entitled to provide free access to and use
of the system for entering and processing data
from the clinical study (eCRF) wunder this
Agreement and by doing that it will not violate any
third party right. The Sponsor declares that the
clinical study data entering and processing system
meets the requirements for completeness,
accuracy, reliability, secure backing up of entered
data, and is suitable for the respective purpose.

2.5 Obecné nafizeni o ochrané ddaja
(LGDPR"). Strany souhlasi, ze Zadavatel jedna
jako spravce udaju ve vztahu ke kdédovanym
osobnim udajim subjektd studie ziskanym
v souladu s formulafem informovaného souhlasu
a osobnim udajum zkousejictho a zaméstnanca
zdravotnického zafizeni ziskanym dle této smlouvy
a prevedl jistd sva prava a povinnosti dle této
smlouvy na smluvni vyzkumnou organizaci
(,CRO®). Zdravotnické =zafizeni jedna jako
spravce udaju ve vztahu k jakymkoli zdravotnim
zaznamum, které zkousejici ziskal od subjekta
studie, a jakymkoli dal§im osobnim udajim, které
zkousejici shromazdil nebo vygeneroval v prub¢hu
studie pro ucely uplatnéni jeho nezavislého
lékafského tsudku v souladu s protokolem studie.

Smluvni strany se zavazuji zavést a po

dobu platnosti této smlouvy uplatinovat vhodna
provozni, technickd a organiza¢ni opatfeni na
ochranu osobnich udaji dle pfislusnych pravnich
predpist (zejména dle nafizeni EU 2016/679,
Obecné nafizeni o ochrané osobnich udaju), které
budou shromazdovat a zpracovavat pro ucely
souvisejici se studif, proti nahodnému nebo
nezakonnému znicent, pozmeénovani,
neopravnénému sdélovani, pfistupu k nim a
piipadnym  dal$im nezdkonnym zpusobum
nakladani s nimi.
V piipadé, ze bude misto provadéni klinického
hodnoceni (tj. zdravotnické zatizeni a zkousejici)
zpracovavat relevantni osobni udaje subjekta
studie vyhradné pro ucely souvisejici se studif a
podle zadavatelovych pokynt, bude
zpracovatelem takovych osobnich udaju podle
platnych predpist o ochrané osobnich udaju.

Zadavatel coby spravce udaju prohlasuje,
ze je opravnén bezplatné umoznit pfistup a
pouzivani systému pro zadavani a zpracovani
udaju z klinického hodnoceni (eCRF) dle této
smlouvy a nebude tim poruseno jakékoliv pravo
tret{ strany. Zadavatel prohlasuje, Ze systém pro
zadavani zpracovani idaju z klinickém hodnoceni
spliiuje  pozadavky na  dplnost, pfesnost,
spolehlivost, bezpecné zalohovani vlozenych dat a
je vhodny pro dany ucel.
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The Parties undertake to inform each other
without delay if they discover any unauthorized
access, acquisition or disclosure of personal data
and confidential information related to the Study
("Security Incident"). Such a warning shall
include reasonable details of the Security Incident
and the corrective action taken by the Party
concerned.

Smluvn{ strany se zavazuji bezodkladné¢
navzajem informovat, pokud zjisti jakykoliv
neopravnény pfistup, pofizeni nebo zvefejnéni
osobnich udaju a davérnych informaci spojenych
se studil (,,bezpecnostni incident®). Takové
upozornéni bude shrnovat detaily v rozumné mife
o bezpecnostnim incidentu a opravna opatfeni
podniknutd dot¢enou smluvni stranou.

3.0 Ethics Committee

3.0 Eticka komise

3.1 EC Approval. The Study shall not
commence until the Sponsor has obtained in
writing EC approval of the terms and conditions
of the Study, including the Informed Consent and
related instructions for use; the Protocol; and the
participation of Institution and any Research
Personnel in the Study and this approval will not
be submitted to the Institution. All modifications
to the Protocol shall be made by the Sponsor and
shall not be implemented by any Investigator until
Sponsor provide them 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. The Parties agrees that any
conditions of approval imposed by the EC shall be
adhered to.

The Sponsor is responsible for fulfilling
the legal obligations required of a Sponsor in a
clinical trial in relation to SUKL and the EC or to
other regulatory authorities, including, ,
notification of the commencement and
termination of the clinical trial, submission of the
reports and reporting of adverse events,
notification of new facts and taken measures , and
other information obligations, as well as approval
of the Informed Consent and its amendments, the
approval of Protocol amendments.

3.1 Souhlas EK. Studie nebude
zahdjena, dokud zadavatel neziska pisemny souhlas
EK se vseobecnymi podminkami studie, vcetné
informovaného souhlasu a souvisejictho navodu
k pouziti, s protokolem a ucasti zdravotnického
zaf{zeni a jakéhokoli pracovnika vyzkumu ve studii
a tento souhlas nepfedlozi zdravotnickému
zafizeni. Veskeré dupravy protokolu budou
provadény zadavatelem a nebudou zadnym ze
zkousejicich  zavadény do okamziku, nez jim
zadavatel pfedlozi veskeré nezbytné souhlasy
tfadu FDA nebo EK. Upravy informovaného
souhlasu podléhaji dohodé zadavatele a hlavniho
zkousejictho a nebudou zadnym ze zkousejicich
zavadény do okamziku obdrzeni pisemného
souhlasu EK. Smluvni strany souhlasi, Ze budou
dodrzovany jakékoliv podminky souhlasu ulozené
EK.

Zadavatel odpovida za plnéni zakonnych
povinnosti  pozadovanych  od  zadavatele
v klinickém hodnoceni ve vztahu k SUKL a EK,
piipadné k jinym regulacnim ufadim, a to vcéetné
ohlaseni  zahajeni a ukonceni klinického
hodnoceni, podavani zprav a hlaseni nezadoucich
ucinkd, oznameni novych skutecnosti a pfijatych
opatfeni a dalsich informacnich povinnosti,
schvaleni informovaného souhlasu a jeho zmén,
schvaleni dodatku k Protokolu.

3.2 Withdrawal of EC Approval.
Sponsor, as required by law shall notify promptly
the Institution and Principal Investigator if the EC
or SUKL withdraws or alters its approval of the
Study.

3.2 Odvolani souhlasu EK. V piipade,
7e EK nebo SUKL odvold nebo pozméni svij
souhlas se studii, bude zadavatel, jak to vyzaduje
zakon, okamzité informovat zdravotnické zafizeni
a hlavniho zkousejiciho.
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3.3 Correspondence with EC.
Institution and Principal Investigator shall send
Sponsor a copy of all correspondence with the EC,
including any correspondence relating to
continuing review.

The Sponsor declares that all information
submitted for the purpose of the clinical study
(including the Protocol) is complete and correct
for the purpose of conducting the clinical study.

The Sponsor undertakes to immediately
inform the Institution of termination of the Study
(premature or due date). In addition, the Sponsor
is obliged to inform the Institution immediately if
SUKL suspends or prohibits the execution of the
Study, and furthermore, if the Ethics Committee
(temporary or permanent) approval is revoked.
The Sponsor is also obliged to promptly inform
the Institution of any facts that may adversely
affect the safety or health of the study subjects or
affect further conduct of the Study, including
information arising from the Study conducted at
other sites, and inform the Institution of any
reported suspicions of undesirable effects of the
investigational medicinal product.

3.3 Korespondence s EK.
Zdravotnické zafizeni a hlavni zkousejici zaslou
zadavateli kopie veskeré korespondence s EK,
véetn¢ jakékoliv  korespondence v souvislosti
s pokracujicim posuzovanim.

Zadavatel prohlasuje, Ze veskeré informace
pfedané pro ucely provadéni klinického hodnoceni
(v¢éetné Protokolu) jsou uplné a spravné pro tcely
provadéni klinického hodnoceni.

Zadavatel se  zavazuje neprodlen¢
informovat Zdravotnické zafizeni o ukonceni

Studie  (pfed¢asném  nebo v fadném
pfedpokladaném terminu). Dale je Zadavatel
povinen Zdravotnické zafizeni neprodlené

informovat v piipadé, ze SUKL pozastavi nebo
zakaze provadéni Studie, a dale bude-li souhlas
etickych komisi (docasné nebo trvale) odvolan.
Zadavatel je rovnéz povinen neprodlené
informovat Zdravotnické zafizeni o veskerych
skutec¢nostech, které mohou nepfiznivé ovlivnit
bezpecnost nebo zdravi subjekt hodnoceni nebo
mit vliv na dalsi provadéni Studie, véetné informaci
vzeslych ze Studie provadéné na jinych mistech
hodnoceni a informovat Zdravotnické zafizeni
ovsech jemu oznamenych podezfenich na
nezadouci  uc¢inky  hodnocené¢ho  lé¢ivého
pfipravku.

4.0 Privacy of Personal Health Information

4.0 Duavérnost osobnich zdravotnich udaja

The Parties are obliged to conduct the
Study in accordance with all applicable legal
regulations governing the confidentiality and
privacy of personal health information (“PHI”) as
well as other personal information collected under
this Agreement. The Investigator is obliged to
obtain from each Study subject at the time of
enrollment, a signed consent (which template was
provided by Sponsor and approved by EC) for the
confidential disclosure, processing and transfer of
Study subject’s PHI using the form submitted by
the Sponsor before this agreement was signed and
shall give timely notice to Sponsor in case of
absence of subject’s signature on informed
consent. Institution agrees and acknowledges that

Smluvni strany jsou povinny provadét
studii v souladu se vSemi platnymi  pravoimi
pfedpisy, kterymi se fidi davérnost a ochrana
osobnich zdravotnich tdaja (ddle jen ,,0ZU%)
jakoz i dalsi osobn{ informace shromazdéné podle
této smlouvy. Zkousejici je povinen od kazdého
ze subjektt studie v okamziku zafazeni ziskat
podepsany souhlas (jehoz vzor byl poskytnut
zadavatelem a byl schvalen EK) se zachazenim
s osobnimi tdaji, zpracovanim a pienosem OZU
subjekta studie, a to prostfednictvim formulafe
pfedlozeného zadavatelem pfed podpisem této
smlouvy a v pfipadé absence podpisu subjektu na
formulafi  informovaného  souhlasu na tuto
skutec¢nost zadavatele vcas upozorni.
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modifications to the Informed Consent Form will
be modified by Sponsor or Sponsor
representatives.

All original signed consents shall be
retained by Principal Investigator and Institution
agree that such consents shall be available for
inspection by Sponsor, Sponsor representative and
any governmental or regulatory authorities (each
an “Agency” or collectively “Agencies”). In the
event the Institution and/or Principal Investigator
requires the collections of PHI from a different
provider in order to conduct the Study, Institution
is required to comply with applicable law.

Zdravotnické zafizeni souhlasi a bere na védomi,
ze upravy formulafe informovaného souhlasu
budou provedeny zadavatelem nebo zastupcem
zadavatele.

Vsechny originalni podepsané souhlasy si
ponecha hlavni zkouSejici a zdravotnické zafizeni
souhlasi, Zze tyto souhlasy budou k dispozici pro
pfipad inspekce ze strany zadavatele, jeho zastupce
nebo jakéhokoliv jiného statnfho nebo regulacniho
ufadu (samostatné dale jen ,,ufad* nebo spolecné
jen ,,ufady®). V pfipadé¢, Ze zdravotnické zafizeni
a/nebo hlavni zkousejici pozaduje shromazd’ovani
OZU od jiného poskytovatele za tcelem
provadén{ studie, je zdravotnické zafizeni povinno
dodrzet ptislusné pravni pfedpisy.

Drug and reagents or other materials as provided
for in the Protocol (collectively, “Materials”) to
the Institution in sufficient quantities for proper
conduct of the Study, at no charge. Institution and
Research Personnel shall at all times hold, store,
handle, and transport the Materials in compliance
with any applicable laws and regulations.
Institution shall keep the Materials in a locked, and
in 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  Sponsor  shall  ensure

distribution of the consignment of the
investigational medicinal product to the pharmacy
of the Institution, where it is taken over and
checked by the responsible pharmacist (in
accordance with Sponsors instructions — i.e., if not
damaged, in the case of special transport
requirements, if these requirements are met, and

5.0 Sponsor Materials and Equipment 5.0 Materialy a vybaveni od zadavatele
5.1 Sponsor Materials.  Sponsor or 5.1 Materialy zadavatele. Zadavatel
Sponsor representative shall provide all Study | nebo  jeho  zastupce  bezplatné¢  poskytne

zdravotnickému zafizeni veskeré hodnocené léky
a ¢inidla nebo jiné materialy, jak stanovi protokol
(spole¢cné dale jen ,,materialy”) v dostatecném
mnozstvi  pro  fadné  provadéni  studie.
Zdravotnické zafizeni a pracovnici vyzkumu
budou materialy vzdy udrzovat, skladovat, s témito
nakladat a tyto pfepravovat v souladu se vSemi
platnymi zakony a pravnimi predpisy.
Zdravotnické zafizeni bude materidly vzdy
uchovavat uzamcené a na zabezpeceném misté
a bude udrzovat presné zaznamy obsahujici udaje
o nakladani s materidly ajejich vraceni, vcetné
zaznamu o datech a mnozstvich materidld (a)
piijatych, (b) vydanych ¢ podanych, vcetné
subjekta studie, jimz byl material vydan ¢i podan,
(¢) zlikvidovanych poskozenych nebo ztracenych,
a (d) vracenych zadavateli dle pokynu (dale jen
»informace o stavu zasob®).

Zadavatel  zajisti  distribuci  zésilky
hodnoceného 1éc¢iva do lékarny zdravotnického
zafizeni, kde je odpovédny farmaceut pfevezme a
zkontroluje (v souladu s instrukcemi zadavatele —
tzn. neni-li poskozena, v pfipadé zvlastnich
pozadavka na transport, byly-li tyto pozadavky
dodrzeny, pfijem zasilky potvrdi), nasledné si na
interni zadanku zkousejici hodnocené lécivo
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confirm  receipt of the  consignment).
Subsequently, on internal  request, the
investigational medicinal product will be picked up
by the Investigator using the internal requisition
form for the site where he bears a full
responsibility for it.

The Institution shall be notified
when a drug order will be delivered to the
pharmacy at least two (2) days before the shipment
arrives, either by e-mail sent to address

, or by phone to
or
to mumbert:
or
The Sponsor will
ensure delivery to:
Nemocnic¢ni 1ékarna - Oddéleni HVLP
Vseobecna fakultni nemocnice v Praze
Ke Katlovu 2
120 00 Praha 2
The Sponsor declares that all the

conditions laid down by the relevant legislation for
the manufacture (import) of the investigational
medicinal products and their distribution to the
Institution are fulfilled.

Disposal of unused medications shall be
performed by the Sponsor at his own expense. The
Sponsor as a producer of waste undertakes to
ensure at its own expense, both during and after
the end of the clinical study, transfer of unusable
and unused medicinal product to an authorized
person in accordance with the provisions of Act
No. 185/2001 Coll, On waste and its
implementing regulations, as amended.

vyzvedne na centrum, kde
zodpovedny.

je za n¢ plné

Zdravotnické zafizen{ bude informovano,
kdy bude objednavka léciva dodana do lékarny
nejméné dva (2) dny pfed dorucenim zasilky, a to

bud  e-mailem  odeslanym  na  adresu
., nebo telefonicky

nebo

na ¢islo +

nebo

Zadavatel  zajisti

dodavku na adresu:

Nemocnic¢ni 1ékarna - Oddéleni HVLP
Vseobecna fakultni nemocnice v Praze
Ke Katlovu 2

120 00 Praha 2

Zadavatel prohlasuje, Ze jsou splnény
veskeré podminky stanovené piislusnymi pravnimi
pfedpisy pro vyrobu (dovoz) dodavanych
hodnocenych produktd a jejich distribuci do
zdravotnického zafizeni.

Likvidaci nevyuzitych 1éka si zadavatel zajisti na
vlastni naklady.
Zadavatel se jako puvodce odpadu zavazuje, Ze
zajisti na vlastni naklady jak v prabéhu, tak i po
skonceni  klinického  hodnoceni  pfedani
nepouzitelného a nepouzitého 1écivého pfipravku
opravnéné osobé v souladu s ustanovenimi zakona
¢. 185/2001 Sb., o odpadech a jeho provadécimi
pfedpisy v platném znéni.

52 Sponsor Equipment. In the event
Sponsor or Sponsor representative is providing the
Institution with equipment for use in the Study a
separate loan agreement will be concluded
between the parties, which will have the requisites
under § 2193 and subsequent Act no. 89/2012
Coll., the Civil Code.

5.2 Vybaveni zadavatele. V pfipadé, Ze
zadavatel nebo jeho  zastupce  poskytne
zdravotnickému  zafizeni vybaveni k pouziti

ve studii, bude mezi stranami uzaviena samostatna
smlouva o vypujcce, ktera bude mit nalezitosti dle
ustanoveni § 2193 a nisl. zikona ¢. 89/2012 Sb.,
obcansky zakonik.
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Sponsor complete and accurate case report forms
and any other records, reports, and data that are
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 Institution and shall be available
for inspection in accordance with Section 7.0. In
addition, Institution agrees to provide any
additional data, access or assistance reasonably
requested by Sponsor in connection with the
approval or clearance of the Study Drug, at
Sponsor’s reasonable expense.

6.0 Reports and Study Conduct 6.0 Hlaseni a provadéni studie
6.1 Studvy Data and Source Records. 6.1 Udaje o studii a zdrojové zdznamy.
Institution and Investigators shall submit to | Zdravotnické zafizeni a zkousejici zadavateli

pfedlozi kompletni a spravné zaznamy subjektt
hodnoceni a jakékoliv dal$i zaznamy, hlaseni
a udaje, jejichz dodani zadavateli je vyzadovano
v souladu s ¢asovymi harmonogramy stanovenymi
protokolem (spolec¢né dale jen ,,adaje o studii®).
Vyjma udaju o studii zastanou veskeré dalsi
informace audaje shromazdéné ¢i vytvofené
na zakladeé protokolu nebo pfipravené
v souvislosti s nim, véetné lékafskych zaznamu,
rentgenovych  snimkt,  zprav  z biopsie,
ultrazvukovych snimkd nebo jinych
diagnostickych snimkua a veskerych dalsich zdroja
primarnich dat uvedenych v zaznamech subjekta
hodnoceni  (spolecné¢ dale jen ,zdrojové
zaznamy*) v majetku zdravotnického zafizeni
a budou k dispozici pro pifipad inspekce v souladu
s odstavcem _7.0. Zdravotnické zafizeni dile
souhlasi s tim, ze poskytne jakékoliv dodatecné
udaje a pffstup ¢i asistenci v pfiméfené mife
pozadovanou zadavatelem v souvislosti
se schvalenim nebo povolenim hodnoceného léku,
a to na pfiméfené naklady zadavatele.

6.2 Adverse Events. Institution and all
Investigators shall notify Sponsor of all adverse
events related to the Study. 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
and, to the extent required by applicable
regulations. Any notices made by telephone shall
be confirmed in writing (electronically via email)
within two (2) days of the initial notification.
Institution and Investigators shall provide Sponsor
with all associated documentation (e.g., lab reports,
death summary, operative reports, etc.) for each
adverse event.

6.2 Nezadouci pithody. Zdravotnické
zatizeni a vsichni zkousejici budou zadavatele
informovat o vSech nezadoucich pfithodach
souvisejicich se studil. Je-li nezadouci pithoda
zavazna nebo neocekavand nebo jestlize vyzaduje
zadavatelov ~ zdsah  za  GcCelem  prevence
nepfiméfeného rizika vyznamné Gjmy na vefejném
zdravi, musi byt zadavatel bezodkladné (vzdy vSak
nejpozdéji do dvaceti ¢tyt (24) hodin po zjisténi
takové pifhody) informovan telefonicky, faxem
nebo elektronickou postou, ato v rozsahu
vyzadovaném  platnymi  pravnimi  pfedpisy.
Jakakoliv telefonickd oznameni budou potvrzena
pisemné (elektronicky e-mailem) do dvou (2) dnu
od prvotnftho oznameni. Zdravotnické zafizeni
a zkousSejici  poskytnou  zadavateli  veskerou
souvisejici dokumentaci (napf. laboratorni zpravy,
umrtni zpravy, operacni zaznamy atd.) pro kazdou
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jednotlivou nezadouci pfihodu.

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), 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
thereafter.

0.3 Odchylky od protokolu. V ptipadé
jakychkoliv  odchylek od protokolu budou
zkousejici takové odchylky zaznamenavat do
formulafe odchylek od protokolu (napt. opozdéné
¢i neuskute¢néné navstévy, neprovedena vysetieni)
a v ptipad¢ vyznamnych odchylek (napf. zafazeni
subjektu studie, ktery nesplfiuje vSechna kritéria
pro zafazeni) budou zkousejici co nejdfive,
nejpozdéji vsak do péti (5) pracovnich dnua
po vzniku odchylky informovat zadavatele a EK.
Odchylka od protokolu, ktera je zlékatského
hlediska nezbytna pro bezpecnost subjektu studie,
nebude povazovana za nedodrzeni protokolu ani
poruseni této smlouvy za predpokladu, Zze hlavni
zkousejici  zadavatele o jakychkoliv  takovych
odchylkach do dvaceti ¢ty (24) hodin informuje
av pfimerené lhuté nasledné pisemné potvrdi
davod takové odchylky.

7.0 Data Storage and Access

7.0  Ukladani dat a pfistup k datiim

7.1 Collection and Storage of Data.
With respect to the Study subject’s medical files,
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, Institution 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. Institution 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. Institution shall, and
shall ensure Research Personnel will protect the
Study Data, Source Records and Inventory Data
from unauthorized wuse, access, duplication,
disclosure, loss or damage. Institution shall

7.1 Sbér a uchovavan{ dat.
V souvislosti  se zdravotnimi zaznamy subjektt
studie se strany dohodly uplatnit opatfeni, ktera
maji v souladu s platnymi zakony zachovat
totoznost subjekta studie v davérnosti. Kromé
ustanoveni o sbéru, bezpecnosti a uchovavani dat
ulozenych platnymi zakony zajisti zdravotnické
okamzité, uplné apfesné hlaseni
a oznacovani udaji o studii, zdrojovych zaznamt
a informaci o stavu zasob a bude se zadavatelem
a jeho zastupcem spolupracovat pfi okamzitém
feSeni jakychkoliv dotazi v souvislosti s daty.
Zdravotnické  zafizeni bude udaje o studii,
zdrojové zaznamy ainformace o stavu zasob
udrzovat a uchovavat bezpecnym zptusobem
zahrnujicim  fyzické i elektronické — omezeni
piistupu a mechanizmy kontroly vlivu prostfedi,
které odpovidaji piislusnému druhu dat a
v souladu s normami platnymi pro dané odveétvi,
a zajistf, aby taktéz cinili i pracovnici vyzkumu.
Zdravotnické  zafizeni bude udaje o studii,
zdrojové zaznamy ainformace o stavu zasob
chranit pfed neoprivnénym  pouzivanim,

zatizeni
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maintain all Study Data, Source Records and
Inventory Data for the longer of fifteen (15) years
or applicable legal requirements whichever period
is longer, and they will be shredded after the
expiration of this period according to the
applicable legal regulations. If the Sponsor or the
CRO are interested in further archiving of the
documentation, they are obliged to submit their
request in writing to the Institution at least two
months prior to the expiration of the agreed
archiving period and the Institution shall ensure
further archiving at the expense of the Sponsor or
CRO.

piistupem, kopirovanim, zpiistupnénim, ztratou
nebo poskozenim a zajist, aby taktéz Ccinili
1 pracovnici vyzkumu. Zdravotnické zafizeni bude
udaje o studii, zdrojové zaznamy a informace
o stavu zasob spravovat po dobu patnacti (15) let
nebo v souladu se zakonnymi pozadavky podle
toho, které z obdobi je delsi, a po uplynuti této
lhaty budou skartovany dle pifslusnych pravnich
pfedpist. V pfipadé, ze zadavatel nebo CRO maji
zajem na dal$f archivaci dokumentace, jsou povinni
svuj pozadavek uplatnit pisemné u zdravotnického
zafizeni nejméné dva meésice pred uplynutim
sjednané doby archivace a Zdravotnické zafizeni
dalsi archivaci na naklady zadavatele nebo CRO
zajisti.

7.2 Monitoring. Institution shall allow
the Sponsor and Sponsor representative

reasonable access to Institution, and any facilities
where the Study is being conducted and/or
records 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. Institution shall provide reasonable access
to relevant Research Personnel and Research
Personnel shall reasonably assist in addressing data
queries.

Monitoring and auditing under this Section
7.2 can be carried out while respecting the legal
obligations of the Institution, in particular the
confidentiality, business secrets of the Institution,
and the protection of personal data, and the
Institution is entitled to restrict access to
documents (records, data) in order to prevent third
parties' personal data or its business secrets being
violated. Notwithstanding the foregoing,
Institution shall make reasonable efforts to
provide Sponsor access to any documents related
to Study. The Sponsor is obliged to oblige all
persons involved in the inspection under this

7.2 Monitoring. Zdravotnické zafizeni
umozni zadavateli ajeho zastupci pfiméfeny
pfistup do prostor zdravotnického zafizeni a
jakychkoli zafizeni, kde se provadi studie, a/nebo
k zaznamum a dovoli tak provedeni monitoringu
studie a posouzeni, inspekci a kopirovani udaja
o studii, zdrojovych zaznamu, informaci o stavu
zasob a podepsanych informovanych souhlast
a souhlasti s poskytnutim OZU, ato v rozsahu,
ktery neni pfislusnym zakonem zakazan. Takovy
piistup bude pfisn¢ omezen na zafizeni zapojena
do provadéni studie abude pfedem planovan
ve vzajemné dohodnutych terminech.
Zdravotnické zafizeni poskytne priméfeny piistup
k pfislusnym pracovnikiim vyzkumu a pracovnici
vyzkumu poskytnou pfiméfenou asistenci pii
fesen{ dotazu tykajicich se dat.

Monitorovani a audit dle odstavce 7.2
smlouvy muze byt provadén pifi respektovani
zakonnych povinnosti zdravotnického zafizeni,
pfedevsim povinnosti mlcenlivosti, obchodniho
tajemstvi zdravotnického zafizeni a ochrany
osobnich udaju, pficemz je zdravotnické zafizeni
opravnéno omezit piistup k dokumentim
(zaznamum, ddajum) tak, aby zamezilo poruseni
ochrany osobnich ddaju tfetich osob nebo svého
obchodniho tajemstvi. Bez ohledu na vyse
uvedené vynaloZi zdravotnické zafizeni pfimérené
usili, aby poskytlo zadavateli pfistup ke vsem
dokumentim souvisejicim se studil. Zadavatel je

Version: Czech Republic_Global_CTRA_Tripartite_VFN v Praze_|||| G

Tranlated into Czech on 08May2019. /Verze: Ceské republika_Globalni verze smlouvy
o provedeni vyzkumného klinického hodnoceni_trojstranna_ VFN

v Praze_|| R 1o cno do cestiny 8. kvétna 2019.




Page 13 of 52/ Strana 13 z 52
Companion #/C. spoleénika

Section 7.2 to maintain confidentiality. Without
the prior written consent of the Study subject, no
personally identifiable information of the Study
subject or other information will be made available
to the Sponsor or other persons authorized by the
Sponsor which could be used to identify a Study
subject.

During monitoring/auditing the monitors
of the Sponsor or Sponsor representatives have
the right to review the source documentation,
including Study subject health records, and
compare them. Sponsor’s monitors are not
authorized to make any records/copies, extracts
from the source documentation. It is also not
permissible for the Sponsot's or Sponsor
representative’s monitors to request borrowing of
source documentation. The Principal Investigator
or other Research Personnel will always be present
during the monitoring and audit.

povinen zavazat veskeré osoby podilejici se na
kontrole dle tohoto odstavce 7.2 k zachovavani
povinnosti  mlcenlivosti.  Bez  pfedchoziho
pisemného souhlasu subjektu hodnoceni nebudou
zadavateli ani jinym osobam  povéfenym
zadavatelem, zpfistupnény zadné osobni udaje
tykajici se subjektu studie nebo jiné informace, na
zakladé kterych by bylo mozné identifikovat
subjekt studie.

Pii provadéni monitoringu/auditu  maji
monitofi zadavatele pravo nahlizet do zdrojové
dokumentace, vcéetné zdravotni dokumentace
subjektd studie, a tyto navzajem porovnavat.
Monitofi zadavatele vSak nejsou opravnéni
pofizovat si jakékoli zaznamy/kopie, vypisy ze
zdrojové dokumentace. Rovnéz neni pfipustné,
aby monitofi zadavatele zadali o zapujceni
zdrojové dokumentace. Hlavni zkousejici ¢i jiny
pracovnik vyzkumu bude vzdy pfitomen pfi
provadéni monitoringu a auditu.

7.3 Agency Audits. Institution and
Principal Investigator shall notify Sponsor
immediately by telephone, facsimile, or email (with
a follow-up by mail) upon, but not later than
twenty-four (24) hours after, learning that an
Agency inspection is scheduled to take place, or, if
there is no prior notice by an Agency, that an
inspection has commenced. Institution shall make
all reasonable efforts to coordinate any scheduling
of Agency inspections to permit Sponsor and
Sponsor representative to attend such inspections.
Institution 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. Institution
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

7.3 Utedni __audity.  Zdravotnické
zatizeni a hlavni zkousejici budou zadavatele ihned
informovat telefonicky, faxem nebo elektronickou
postou (s naslednym potvrzenim postou),
nejpozdéji vsak do dvaceti ¢tyf (24) hodin
po zjisténi, ze byla naplanovana tfedni inspekce;
v piipadé¢, ze nedoslo k pfedbéznému oznameni
ze strany ufadu, bude zadavatel informovan, Ze
inspekce jiz byla zahdjena. Zdravotnické zafizeni
vyvine veskeré pfiméfené usili za ucelem
koordinace  planovani jakychkoliv — ufednich
inspekei a umozni tak zadavateli a jeho zastupci
ucast pfi takovych inspekcich. Zdravotnické
zatizeni a hlavni zkousejici poskytnou zadavateli
kopie veskerych udajd o studii, zdrojovych
zaznamu  a jakychkoliv  dalsich  materiald,
korespondence a dokumentu, které takova strana
obdrzi, ziska ¢i vytvofi na zakladé jakékoliv takové
inspekce €1 ve spojitosti s jakymikoliv pozadavky,
komunikaci nebo korespondenci od kteréhokoliv
ufadu. Zdravotnické zafizeni vyvine pifiméfené
usili a zajisti, aby pracovnici vyzkumu ucinili taktéz,
aby oddélili a znepiistupnili jakékoliv udaje
o studii, vynalezech (definovanych v odstavci 9.0),
zdrojovych zaznamech ajinych materidlech,
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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, Institution 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.

korespondenci a dokumentech, vcetné finanénich
udaju a informaci o cenach, jejichz poskytnuti neni
v prub¢hu dané inspekce pozadovano. Jestlize
ufad FDA v souvislosti se studii vystavi formulaf
FDA-483, neboli oznameni o sledovani, nebo

varovny dopis, pfipadné¢ dojde k vystaveni
obdobného  regulacniho  dokumentu  jinym
ufadem, zdravotnické zafizeni nebo hlavni

zkousejici, dle situace, ihned odesle kopii takového
dokumentu zadavateli a pfed odeslanim odpovédi
na takovy dokument ziskd zadavateluv souhlas
s jejim navrhem.

7.4 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,
Institution 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.
Institution shall also make available necessary
Research Personnel as needed. Institution agrees
to address any findings which result from such
audit.

7.4 Audity zadavatele. Zadavatel nebo
jeho zastupce smi v prabéhu studie nebo po jejim
dokonceni provadét audity nebo inspekce.
V pfipadé, Ze zadavatel pozada o provedeni
takového auditu a/nebo inspekce, zdravotnické
zafizeni bude pfi takové inspekci plné
spolupracovat, umozni pfiméfeny piistup do
zafizeni ak zaznamim a systémim  tykajicim
se studie a v pfipadé¢ potieby poskytne dalsi
pozadované informace. Zdravotnické zafizeni dale
zajistf, aby byli k dispozici potfebni pracovnici
vyzkumu. Zdravotnické zafizeni 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.
Institution and Principal Investigator shall have the
right to publish, present or otherwise 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. Institution and
Principal  Investigator  shall include the

clinicaltrials.gov identifier in the abstract of any
publication. Institution 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)

8.1 Publikace a zvefejnéni.
Zdravotnické zafizeni a hlavni zkousejici budou
mit pravo publikovat, prezentovat nebo jinak
zvefejnovat  vysledky cinnosti  provadénych
na zakladé této smlouvy a v souladu s pozadavky
tohoto odstavce 8.0 a pfedavat s nimi souvisejici
informace.  Zdravotnické = zafizeni a hlavni
zkousejici zahrnou do souhrnu jakékoliv publikace
identifika¢ni znaky uvadéné na internetové adrese
clinicaltrials.gov. Zdravotnické zafizeni a hlavni
zkousejici  se zavazuji  pfedlozit  jakékoliv
navrhované publikace, prezentace nebo jiné
zvefejnéni informaci zadavateli k posouzeni, a to
nejméné tficet (30) dnu pfed odeslanim takové
navrhované publikace, prezentace nebo jiného
zvefejnéni informaci vydavateli nebo jiné tfeti

Version: Czech Republic_Global_CTRA_Tripartite_VFN v Praze_|||| G

Tranlated into Czech on 08May2019. /Verze: Ceské republika_Globalni verze smlouvy
o provedeni vyzkumného klinického hodnoceni_trojstranna_ VFN

v Praze_|| R 1o cno do cestiny 8. kvétna 2019.




Page 15 of 52/ Strana 15 z 52
Companion #/C. spoleénika

days of its receipt, Sponsor shall advise Institution
and/or Principal Investigator, as the case may be,
in writing of any information contained therein
which is 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
Institution 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.

strané. Zadavatel bude do tficeti (30) dnti od jejich
obdrzeni pisemné informovat zdravotnické
zafizeni a/nebo podle potfeby daného ptipadu
hlavnfho zkousejictho o jakychkoliv informacich,
které jsou v publikaci obsazené a predstavuji
davérné informace (definované v odstavci 10.1)
(kromé¢ udaju studie), nebo by mohly zadavatele
omezit v moznosti zajiSténi patentové ochrany.
Zadavatel bude mit praivo pozadovat, aby
zdravotnické zafizeni a/nebo dle situace hlavni
zkousejici odstranil specificky oznacené duvérné
informace (kromé udaju studie) a pozdrzel
navrhovanou publikaci, prezentaci nebo jiné
zvefejnéni informaci o dalsich devadesat (90) dnu,
aby tak zadavateli umoznil zajisténi patentové
ochrany.

8.2 Multi-Center Publications. If the
Study is a multi-center Study, Institution 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, Institution 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.
V pfipad¢ multicentrické studie zdravotnické
zafizeni a hlavni zkousejici souhlasi, ze se bez
zadavatelova pfedchazejictho pisemného souhlasu
zdrzi nezavislé publikace, zvefejnéni informaci,
prezentace nebo diskuse o jakychkoliv vysledcich
¢innosti provadénych na zakladé¢ této smlouvy
nebo s nimi souvisejicich informaci do okamziku,
kdy dojde kvydani takové multicentrické
publikace.  Pokud  vSak  kvydani  dané
multicentrické publikace nedojde do osmnacti (18)
mésict po dokoncéeni studie ve vSech vyzkumnych
centrech, zdravotnické zafizeni a hlavni zkousejici
budou mit pravo zvefejnit vysledky cinnosti
provadénych na zakladé¢ této smlouvy nebo s nimi
souvisejici informace v souladu s ustanovenimi
odstavce 8.1.

8.3 Media Contacts. Institution shall
not, and shall ensure that Research 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,

8.3 Kontakty s médii. Zdravotnické
zafizeni nebude poskytovat bez zadavatelova
pfedchazejictho pisemného souhlasu jakékoliv
rozhovory ¢i nebude mit jiné kontakty s médii,
mimo jiné s novinami, rozhlasem, televiznim

vysilanim  a internetem v souvislosti s touto
smlouvou, coz semimo jiné tyka i studie,
hodnoceného  1éku, vynalezti (definovanych

v odstavei 9.0) nebo ddaju o studii, a zajisti, aby
taktéz  c¢inili  1pracovnici  vyzkumu. Toto
ustanoveni nezakazuje zpfistupnéni udaju o studii

Version: Czech Republic_Global_CTRA_Tripartite_VFN v Praze_|||| G

Tranlated into Czech on 08May2019. /Verze: Ceské republika_Globalni verze smlouvy
o provedeni vyzkumného klinického hodnoceni_trojstranna_ VFN

v Praze_|| R 1o cno do cestiny 8. kvétna 2019.




Page 16 of 52/ Strana 16 z 52
Companion #/C. spoleénika

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.

sodstavei 8.1 nebo 82. Zadna
ze smluvnich stran nebude dale pouzivat nazev
nebo identifika¢ni znaky jiné smluvni strany bez
pfedchazejictho pisemného souhlasu smluvni
strany, jejiz nazev nebo identifikacni znaky
navrhuje pouzit.

v souladu

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 Institution.

8.4 Svoleni se zvefejnénim informaci.
Zadavatel smi vyuzivat, zminovat a rozsifovat
pfetisky  védeckych,  lékafskych  ajinych
zvefejnénych c¢lanku tykajicich se studie, v nichz je
uvedeno jméno zkousejicich a/nebo nazev
zdravotnického zafizeni.

9.0 Intellectual Property 9.0 DusSevni vlastnictvi
9.1 Pre-existing Intellectual Property. 9.1 liz_existujici duSevni vlastnictvi.
Ownership of inventions, technologies, know- | Vlastnictvi vynalezt, technologii, know-how,

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.

napadt, postupt, technik, algoritmu, programi,
objevi, vylepseni, zafizeni, 1éciv, biologickych
ptipravka,  produktd,  konceptd,  designu,
prototypu,  vzorkd,  modeld,  technickych
informaci, materialt, vykrest, specifikaci a jinych
autorskych dél existujicich k datu ucinnosti této
smlouvy a veskerych patentt, autorskych prav,
prav v souvislosti s obchodnim  tajemstvim
a jinych prav k dusevnimu vlastnictvi uvedenych
v této smlouvé (spolecné dale jen ,,jiZ existujici
dusSevni vlastnictvi) nen{ touto smlouvou
ovlivhéno a zadna ze smluvnich stran nebude mit
zadny narok 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,
Institution, or Research Personnel, individually or
jointly (“Inventions”) and (b) Study Data.

9.2 Vlastnictvi. Zadavatel  bude
vlastnikem vsech prav, tituld a podilt v souvislosti
s (a) jakymikoliv vynalezy, technologiemi, know-
how, postupy, technikami, algoritmy, objevy,

vylepSenimi, biologickymi  pfipravky, lécivy,
produkty, koncepty, designy, prototypy, vzorky,
modely, technickymi informacemi, materidly,

vykresy a specifikacemi, k jejichz formulovani,
prvaimu uvedeni do praxe nebo vytvofeni dojde
na zakladé této smlouvy ¢i jinak v souvislosti
s davérnymi informacemi (definovanymi
v odstavei 10.1), ato jednotlivé ¢ spolecné
ze strany zadavatele, zdravotnického zafizeni nebo
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Institution shall, and shall cause Research
Personnel to, promptly and fully disclose all
Inventions to Sponsor in writing. Institution, on
behalf of itself and Research Personnel, hereby
assigns (1) 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. Institution shall
cooperate and assist Sponsor to execute and shall
cause Research Personnel to execute at Sponsor’s
reasonable expense all documents reasonably
necessary for Sponsor to secure, perfect, effectuate
and preserve Sponsor’s ownership rights in and to
the Inventions and Study Data.

pracovnikt vyzkumu (dale jen ,,vynalezy“), a (b)
udaji o studii. Zdravotnické zafizeni bude
zadavatele bezodkladné a aplné v pisemné podobé
informovat o vSech vynalezech a zajisti, aby taktéz
¢inili i pracovnici vyzkumu. Zdravotnické zafizeni
jménem svym ajménem pracovnikd vyzkumu
timto zadavateli postupuje (i) veskeré své dusevni
vlastnictvi a majetkova prava, tituly a podily
v souvislosti s vynalezy atudaji o studii, a (if)
veskera prava na podani zaloby ¢i uplatnéni naroku
na odskodné a ndhrady plynouci 2z minulych

a soucasnych poruseni takovych prav.
Zdravotnické  zafizeni bude se zadavatelem
spolupracovat a poskytne mu asistenci pfi

vystavovani veskerych dokumentt, které jsou pro
zadavatele v pfiméfené mife nezbytné
k zabezpecent, zdokonalovani, vykonu
a zachovani zadavatelovych vlastnickych prav
v souvislosti s vynalezy audaji o studii, a zajisti,
aby taktéz cinili pracovnici vyzkumu, a to na
pfiméfené naklady zadavatele.

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

treatment

9.3 Pouzitf ddaji o studii. Pti dodrzeni
ostatnich ustanoveni této smlouvy budou mit
zdravotnické zafizeni a hlavni zkousejici pravo
pouzit tyto udaje o studii pro ucely svého interntho
nekomeréntho vyzkumu, vyuky a lécby subjektu
studie, v publikacich  a prezentacich  a pfi
zvefejnéni informaci v souladu s odstavcem 8.0.

9.4 No Rights in the Study Drug.
Neither the Institution 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 Z4dna_priva na hodnoceny 1ék.
Zdravotnické zafizen{ ani zkousejici, vcetné jejich
zaméstnancu nebo zastupcu, nenabyvaji zadnych
prav jakéhokoliv druhu s ohledem na hodnoceny
1ék nebo souvisejici duvérné informace, které jsou
vysledkem plnéni této smlouvy nebo jiné ¢innosti.
Z4dna  zprav  udélenjch  touto  smlouvou
neomezuji zadavatele v pouziti, vyrob¢ ani prodeji
hodnoceného 1éku.

proprietary information of Sponsor, and shall

10.0  Confidential Information 10.0 Duvérné informace
10.1  Definition. “Confidential 10.1  Definice. , Duvérné informace*
Information” shall be the confidential and | jsou zadavatelovy davérné a chranéné obchodni

informace a pfedstavuji (a) podminky této
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mean (a) the terms and conditions of this
Agreement; (b) all information disclosed by or on
behalf of the Sponsor to Institution 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
Institution or Research Personnel; (ii) to have been
in the possession of Institution or Research
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 Institution

smlouvy, (b) veskeré informace poskytnuté
zdravotnickému  zafizeni nebo pracovnikiim
vyzkumu zadavatelem nebo jeho jménem, vcéetné
technickych informaci souvisejicich
s hodnocenym Iékem 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  1éku
a korespondenci s jakymikoliv klinickymi
komisemi nebo vybory pro monitorovani
bezpecnosti dat, a (d) tdaje o studii a vynalezy.
Duvérné informace nezahrnujf informace, u nichz
lze na zakladé dokumentace prokazat, ze: (i) byly
vefejn¢ znamé pifed nebo po zvefejnéni
zadavatelem, ato jinak nez jednanim ¢i
opomenutim, které lze pficitat zdravotnickému
zafizeni nebo zaméstnancim vyzkumu, (ii) byly
ve vlastnictvi  zdravotnického  zafizeni nebo
pracovnikd vyzkumu, ktefi je ziskali z jiného
zdroje nez od zadavatele, pficemz tento zdroj
nebyl pfed zvefejnénim zadavatelem vuci tomuto

Institution 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, Institution 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; and (c)
use reasonable measures to protect the
Confidential  Information from  disclosure.
Nothing herein shall limit the rights of Institution
to disclose Study Data as permitted by Section 8.0

or Research Personnel prior to Sponsot’s | vazan povinnosti mlcenlivosti, nebo (iii) byly pfed
disclosure and without use of or reference to | zvefejnénim zadavatelem nezavisle vyvinuty
Sponsor’s Confidential Information. zdravotnickym  zafizenim nebo  pracovniky
vyzkumu  bez  pouzii ¢ odkazovani

na zadavatelovy duveérné informace.
10.2 Use of Confidential Information. 10.2 Pouziti duavérnych  informaci.

Zdravotnické zafizeni se zdrzi pouziti davérnych
informaci  k jakémukoliv  jinému dcelu nez
k provadéni studie nebo poskytnuti davérnych
informaci jakékoliv tfeti stran¢ vyjma pitipada
umoznénych timto odstavcem 10.0 nebo pisemné
schvalenych zadavatelem, a bude pozadovat, aby
taktéz cinili 1pracovnici vyzkumu. Za ucelem
ochrany duavérnych informaci se zdravotnické
zafizeni a zkousejici zavazuji (a) omezit rozsifovani
davérnych informaci pouze na takové pracovniky,
ktefi je potfebuji, (b) informovat vSechny
pracovniky, ktefi duvérné informace obdrzi,
o duvérné povaze takovych informaci, (c) vyuzit
pfiméfenych opatfeni na ochranu davérnych
informaci pted zvefejnénim. Zadné z ustanoveni
této smlouvy nepfedstavuje omezeni prav
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or to use Study Data as permitted by Section 9.3.

zdravotnického zafizeni na zvefejnéni udaja
o studii, jak je dovoleno v odstavci 8.0, nebo
vyuziti udaja 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, Institution 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 nezvefejnénych udaju.
S ohledem na zadavateliv opravnény obchodni
zajem, aby si zachoval a nezpfistupnil tdaje o studii
a zdrojové zaznamy, které jesté nebyly publikovany
nebo zvefejnény (dale jen ,,nezvefejnéné udaje*)
v souladu s odstavcem 8.0, zadavatelovym
konkurentim, bude zdravotnické zafizeni (a)
zachovavat mlcenlivost o vSech nezvefejnénych
udajich a (b) zdrzi se poskytovani podrobnosti
jakychkoliv ddaju o studii nebo zdrojovych
zaznamu kterékoliv tfeti strané v mife vétsi, nez
tomu u stejnych udaji muze byt v piipadé
jakychkoliv publikaci, prezentaci nebo zvefejnéni
informaci dovolenych v odstavci 8.1, a bude
pozadovat, aby taktéz ¢inili 1 pracovnici vyzkumu.

10.4  Compelled Disclosure. In the
event that Institution 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 Institution 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,
Institution 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.

10.4  Vynucené zvefejnéni. V piipade,
ze zdravotnické zafizeni nebo kterykoliv ze
zkousejicich obdrzi oznameni tretf strany s zadosti
o vynucené zvefejnéni jakychkoliv davérnych
informaci, budou zadavatele bezodkladné
informovat tak, aby tento mohl zdravotnickému
zafizeni nebo piislusnému zkousejicimu asistovat,
piipadné sam usilovat o vydani ochranného
pitkazu nebo o jiny vhodny opravny prostfedek.
V pfipad¢, ze nebude dosazeno  vydani
ochranného soudnfho pifkazu nebo jiného
opravného prostiedku, zdravotnické zafizeni nebo
zkousejici poskytne pouze takovou cast davérnych
informaci, o které mu jeho pravni zastupce
po konzultaci se zadavatelem sdéli, Ze k jejimu
pfedani existuje pravni povinnost, a vyvine
maximalni asili, aby ziskal spolehlivou zaruku, Ze
s davérnymi  informacemi  bude nakladano
piislusnym  zpasobem zachovavajicim jejich
davérnou povahu.

10.5  Confidentiality and Study Data.
Institution agrees that Sponsor shall be permitted
to collect, use and process information, data and
other materials related to the Study using third

10.5 Ddavérnost  atddaje o studii.
Zdravotnické zafizeni souhlasi, aby zadavatel smél
shromazd’ovat, pouzivat a zpracovavat informace,
udaje  adal$i materidly souvisejici  se studif
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party service providers for statistical purposes and
data interpretation.

s pouzitim poskytovatelt sluzeb tfetich stran pro
statistické ucely a pro ucely interpretace dat.

10.6  Institution Confidential
Information. The Sponsor undertakes to keep
confidential ~all items, explicitly —marked
confidential, it learned or will learn about the
Institution in connection with this Agreement or
the implementation of the Study and which are not
publicly available. The Sponsor undertakes to also
maintain confidentiality on all items, explicitly
marked confidential, that the Institution will
classify as secret and confidential. The Sponsor is
also obliged to keep confidentiality about all items,
explicitly marker confidential, that are of such a
nature that they may cause damage to the
Institution in case of publication, regardless of
whether they have the nature of personal, business
or other information. (collectively, "Institution
Confidential Information"), unless compelled to
do so by law.

The Sponsor also must not use this
Information in contravention of its purpose for its
needs. The Sponsor undertakes to ensure
confidentiality of the Institution Confidential
Information by its employees or persons involved
in the execution of the Study or performance of
this Agreement. The obligation of confidentiality
in the above-mentioned scope shall be without
time limit, unless otherwise agreed by the Parties.

10.6  Duveérné informace
zdravotnického zafizeni. Zadavatel se zavazuje
zachovavat mlcenlivost o vSech skutec¢nostech,
vyslovné oznacenych za duvérné, které se dozvedel
¢i dozvi o zdravotnickém zafizeni v souvislosti
s touto smlouvou ¢i provadénim Studie a které
nejsou vefejné¢ pfistupné. Zadavatel se zavazuje
zachovavat mlcenlivost i o skutecnostech vyslovné
oznacenych za které zdravotnické
zafizeni ozna¢i jako skutecnosti utajované a
davérné. Zadavatel je dale povinen zachovavat
mlcenlivost o skute¢nostech vyslovné oznacenych
za davérné, které jsou takového charakteru, Ze
mohou v  pfipadé  zvefejnéni  pfivodit
zdravotnickému zafizeni 4jmu bez ohledu na to,
zda maji povahu osobnich, obchodnich ¢i jinych
informaci. (dale souhrnné jen ,,davérné informace
zdravotnického zafizeni®), pokud je zakonem
pozadovano.

Zadavatel rovnéz nesmi pouzit tyto
informace v rozporu s jejich dcelem pro své
potfeby. Zadavatel se zavazuje zajistit utajovani
davérnych informaci zdravotnického zafizeni
svymi zaméstnanci nebo osobami podilejicimi se
na provadéni Studie ¢i plnéni této smlouvy.
Povinnost mlcenlivosti ve shora uvedeném
rozsahu trva bez casového omezeni, nebude-li
dohodnuto smluvnimi stranami jinak.

duvérné,

11.0 Term, Suspension and Termination

11.0  Platnost, pferuSeni a ukonceni

11.1  Term. This Agreement shall be
valid as of the date of its execution, i.e. as of the
date of the last signature. The efficacy of this
Agreement is in accordance with 340/2015 Coll.,
on Contract Registry, as amended.  Agreement
shall continue in force and effect until completion
of all obligations herein, unless earlier terminated
pursuant to this Section 11.0.

The Parties have agreed that the Institution
will publish a version of this Agreement which will
be prepared for this purpose by the Sponsor at the
latest on the day of signature of this Agreement in

11.1  Platnost. Tato smlouva nabyva platnosti
dnem jejtho wuzavfeni, tj. datem posledniho
podpisu. Ucinnost této smlouvy je v souladu se
zakonem ¢. 340/2015 Sb., o registru smluv, ve
znéni  pozdéjsich predpist. Smlouva zastava
v platnosti a ucinnosti do okamziku splnéni vsech
zavazkt uvedenych v této smlouve, pokud
nedojde k jejimu ukonceni dffve na zaklade tohoto
odstavce 11.0.

Smluvni  strany se  dohodly, zZe
zdravotnické zafizeni uvetejni verzi této smlouvy,
kterou mu za timto uUcelem pfipravi a poskytne

Version: Czech Republic_Global_CTRA_Tripartite_VFN v Praze_|||| G

Tranlated into Czech on 08May2019. /Verze: Ceské republika_Globalni verze smlouvy
o provedeni vyzkumného klinického hodnoceni_trojstranna_ VFN

v Praze_|| R 1o cno do cestiny 8. kvétna 2019.




Page 21 of 52/ Strana 21 z 52
Companion #/C. spoleénika

a machine-readable format in electronic form by
sending it to the email address I

If the Sponsor fails to fulfil this obligation,
the Institution is entitled to publish a blinded
version of this Agreement and acknowledges their
responsibility to correctly uphold appropriate
confidentiality.

The value of the Agreement for the
purposes of the registry of the contracts is
601 264,- CZK.

For the avoidance of any doubt, the parties
acknowledge and agree that the Protocol attached
to this Agreement as Appendix 1, as well as the
Budget attached to this Agreement as Appendix 3,
constitute trade secret for Sponsor and are
therefore excluded from the publication in the
contracts register.

zadavatel, nejpozd¢ji v den podpisu této smlouvy,
a to ve strojové citelném formatu v elektronické

iodobé zaslanim na  e-mailovou  adresu

Pokud Zadavatel danou povinnost nesplni,
je zdravotnické zafizeni opravnéno zaslepenou
verzi smlouvy uvefejnit.

Hodnota smlouvy pro acely registru smluv
¢inf 601 264,- CZK.

Aby se pfedeslo jakymkoliv
pochybnostem, smluvni strany berou na védomi
a souhlasi stim, Ze protokol pfipojeny k této
smlouvé jako pfiloha 1 i rozpocet pfipojeny k této
smlouveé jako pifloha 3 pfedstavuji obchodni
tajemstvi zadavatele, ajsou tudiz vylouceny ze
zvefejnéni v registru smluv.

11.2 Suspension by Institution.
Institution 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, Institution 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 Institution’s suspension of the
Study, including any associated documentation in
support thereof.

11.2  PferuSeni studie zdravotnickym
zafizenim. Zdravotnické zafizeni smi studii
okamzité pferusit v pfipad¢, ze udaje o studii dle
racionalntho  nazoru  hlavniho  zkousejictho
pferuseni studie podporuji s ohledem na obavy
o zdravi a bezpecnost. V pfipadé jakéhokoliv
takového preruseni bude zdravotnické zafizeni
bezodkladné informovat zadavatele telefonicky
nebo elektronickou postou ado péti (5) dnu
po takovém  pferuseni poskytne  zadavateli
podrobné pisemné vysvétleni pferuseni studie
ze strany zdravotnického zafizeni, véetné jakékoliv
souvisejici dokumentace, ktera takové rozhodnuti

podporuje.

11.3  Termination by  Institution.
Institution may terminate this Agreement for (i)
material breach by the Sponsor if such breach
remains uncured for a period of thirty (30) days

11.3  Ukonceni smlouvy zdravotnickym
zafizenim. Zdravotnické zafizeni smi tuto smlouvu
ukoncit z davodu (i) jejtho zavazného poruseni
zadavatelem v pfipadé, Ze takové poruseni bez

Sponsor. Sponsor may terminate or suspend this
Agreement, also without providing reasons, with
or without cause at any time, effective immediately
upon written notice.

after written notice. napravy trva  podobu  tficeti  (30) dnu
po pisemném ozniameni.
11.4  Termination and Suspension by 11.4  Ukonceni a pferuseni smlouvy

zadavatelem. Zadavatel smi tuto smlouvu kdykoliv
a s okamzitou platnosti ukoncit nebo pferusit
z davodnych pficin, a to 1 bez udani davodu
na zaklad¢ pisemného oznameni.
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11.5 Mutual Termination and
Suspension by Sponsor and Institution. Any Party
shall be entitled to withdraw from this Agreement
if:

(i) either Party violates the obligation set forth
in this Agreement and will not remedy the breach
within thirty (30) days of delivery of the written
request of the other Party,

@) if it is decided that any party is in
bankruptcy pursuant to the Act No. 182/2006
Coll. on bankruptcy and the methods of its
resolution (as amended);

(iii) either Party waives the authorization that
is necessary for the proper and timely performance
of its obligations under this Agreement;

(iv) the risk for the Study subject is
disproportionately increased based on the Study
Data, or

(v) the necessary regulatory or ethics
authorization, approval, consent or exemption is
revoked, deferred, or the period for which it was
granted expired without being prolonged
accordingly.

Any Party is entitled to terminate this
Agreement without giving a reason by written
notice with a thirty (30) day notice period
commencing on the day following the delivery of
the notice to the last Party.

11.5  Vzijemné ukonceni a prerudeni
smlouvy zadavatelem a zdravotnickym zafizenim.
Kterakoliv smluvn{ strana je opravnéna od této
smlouvy odstoupit v piipadé, ze:

(i) ncktera ze smluvnich stran porusi
povinnost stanovenou touto smlouvou a dané
poruseni neodstrani ani ve lhuté tficeti (30) dnu od
doruceni pisemné vyzvy druhé smluvni strany,

(ii) pokud bude rozhodnuto, ze je néktera
strana v upadku podle zakona ¢. 182/2006 Sb.,
o upadku a zpusobech jeho feseni (insolvencni
zakon), v platném znénf;

(iil) pokud néktera smluvni strana pozbude
opravnéni, které je pro fadné a vcasné plnéni
povinnosti vyplyvajicich z této Smlouvy nezbytné;

(iv) pokud bude riziko pro subjekty
hodnoceni neimérné zvySeno na zakladé ddaja
o studii, nebo

(v) pokud potfebné opravnéni, povoleni,
souhlas nebo vyjimka regulacniho dfadu nebo
etické komise je odvolana, odloZena jeji platnost,
nebo uplyne-li doba, na kterou byla vydana, aniz by
bylo piislusné prodlouzeno

Kterakoliv strana je opravnéna tuto
smlouvu vypovédét i bez udani dvodu pisemnou
vypovedi s 30denni vypovédni Thitou, ktera pocne
bézet dnem nasledujicim po doruceni vypovedi
posledni smluvn{ strané.

11.6  Effect of Termination. Upon
receipt of a notice of termination, Investigators
and Institution 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.
Institution 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 collection. Notwithstanding
anything to the contrary in this Section 11.5,

11.6  Ucinek ukonéeni. Po piijeti
oznameni o ukonceni zkousejici a zdravotnické
zafizeni ihned ukonci zafazovani subjekttd do
studie a v rozsahu z lékafského hlediska vhodném
zastavi provadéni postupu u subjekta studie, ktefi
se ji jiz ucastni. Zdravotnické zafizen{ a zkousejici
budou pokracovat v provadéni jakéhokoliv
kontrolniho sledovani vyzadovaného protokolem
a v poskytovani udaji o studii vyzadovanych
protokolem u téch subjektu, kteff byli do studie
zafazeni pfed pfijetim oznameni o ukonceni,
pokud je zadavatel pisemné neinstruuje jinak.
Podminky této smlouvy zustanou v platnosti ve
vztahu k tomuto kontrolnimu sledovani a sbéru
dat. Bez ohledu na kterékoliv z ustanoveni tohoto
odstavce 11.5, které muze hovofit odlisné,

Sponsor, Institution and Investigators agree that

zadavatel, zdravotnické zafizeni a zkousejici
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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.
Institution and Investigators shall comply with
Sponsor’s instructions regarding the return of
Confidential Information and Sponsor Materials
and Sponsor Equipment to Sponsor.

souhlasi se skutecnosti, ze jakékoliv ukonceni
pozadované dle této smlouvy bude provedeno az
v okamziku, kdy bude mozné prevést subjekty
ucastnici se studie mimo ni, aniz by to nané
z lékatfského hlediska mélo nezadouci ucinek.
Zdravotnické zafizeni a zkousejici se budou fidit
zadavatelovymi pokyny v souvislosti s vracenim
davérnych informaci a zadavatelovych materiala
a vybaveni zadavateli.

11.7  Payments After Early
Termination. In the event of termination of this
Agreement prior to completion of the Study,
Institution and Investigators shall make all
reasonable efforts to minimize further costs.
Sponsor or Sponsor representative shall reimburse
Institution for any work performed prior to
termination and all required follow-up, all in
accordance with Appendix 2 (“Payment Terms”)
and Appendix 3 (“Budget”). Sponsor agrees to
reimburse  Institution 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, Institution agrees to return the
excess balance to Sponsor.

11.7  Platby po pfedcasném ukonceni.
V  pifipadé ukonéeni této smlouvy pied
dokoncenim studie vyvinou zdravotnické zafizeni
a zkousejici veskeré pfiméfené usili za ucelem
minimalizovani dalSich nikladt. Zadavatel nebo
jeho zastupce uhradi zdravotnickému zafizeni
jakoukoliv praci odvedenou pfed ukoncenim
smlouvy a v prub¢hu kontrolniho sledovani, a to
v souladu s piflohou ¢.2 (dale jen ,,platebni
podminky*) a pfilohou ¢. 3 (dile jen ,,rozpocet®).
Zadavatel se zavazuje uhradit zdravotnickému
zatizeni fadné odvedenou praci, vzniklé naklady
a nezrusitelné vydaje do data ukonceni smlouvy,
ato vsouladu splatebnimi  podminkami
a rozpoctem. Zadavatel nenese odpovédnost za
jakykoliv usly zisk nebo nevyuzité piilezitosti.
Jestlize kterakoliv platba pfekroci dluznou castku
za praci  odvedenou na zakladé protokolu,
zdravotnické zafizeni se zavazuje vratit pfeplatek
zadavateli.

11.8  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), 11.6 (Effect of
Termination), 11.8 (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
(Severability), 24.0 (Assignment), 25.0 (Choice of

11.8  Platnost ustanoveni po ukonceni
smlouvy. Kromé jakychkoliv ustanoveni, ktera
po ukonceni nebo uplynuti doby platnosti této
smlouvy zustavaji v platnosti na zakladé
povahy, ztstanou po ukonceni nebo vyprseni této
smlouvy v platnosti i odstavce 2.3 (stfet zajmu),
4.0 (ochrana osobnich zdravotnich udaju), 6.1
(4daje o studii a zdrojové zaznamy), 6.2 (nezadouci
pithody), 7.0 (ukladani dat a piistup k datam), 8.0
(publikace a zvefejnovani informaci), 9.0 (dusevni
vlastnictvi), 10.0 (davérné informace), 11.6 (Gc¢inek
ukonceni), 11.8 (platnost ustanoveni po ukonceni
smlouvy), 12.0 (zakaz ¢innosti a udé¢lovani licenct),
14.0 (odskodneni), 15.0 (pojisteni), 18.0 (nezavisli
dodavatelé), 19.0 (vyssi moc), 20.0 (financni

své
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Law), and 26.0 (Entire Agreement) shall survive
the termination or expiration of this Agreement
for any reason.

pfiznani), 22.0 (alternativni zptsoby feseni sport),
23.0 (salvatorni klauzule), 24.0 (postoupeni), 25.0
(volba prava) a26.0 (celé znéni smlouvy), ato
z jakéhokoliv davodu.

12.0 Debarment and Licensure

12.0 Zakaz ¢innosti a udélovani licenci

12.1  Debarment. Institution certifies
and covenants, to the best of their knowledge, on
behalf of itself and Research Personnel, that
neither the Institution 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 regarding the study; (c) is the subject of
a debarment action or is debarred; (d) is the subject
of a disqualification proceeding or has been
disqualified as a clinical investigator under any
applicable law; or (e) is currently not and has not
been the subject of a proceeding by Medical
Chamber or similar agency.

12.1  Zakaz  cinnosti. Zdravotnické
zafizeni jménem svym ajménem pracovnikii
vyzkumu podle svého nejlepsiho védomi potvrzuje
a zavazuje se, ze zdravotnické zafizeni ani
kterykoliv  z pracovnikti  vyzkumu: (a) nebyl
zadnym ufadem shledan subjektem, ktery by
porusoval jakékoliv zakony, pravidla nebo pravni
pfedpisy tykajici se provadéni klinického vyzkumu,
(b) neobdrzel ufedni varovny dopis ¢i jiny
dokument regula¢niho dfadu tykajici se studie, (c)
neni subjektem procesu zakazu cinnosti a nebyla
mu zakdzana cinnost, (d) neni podle platnych
pravnich pfedpisi subjektem fizeni o zbaveni
zpusobilosti  k  vykonu funkce klinického
zkousejiciho, (f) v soucasné dobé proti nému neni
a nebylo vedeno fizeni lékafskou komorou ¢i
obdobnym tfadem.

12.2 Licensure. Institution additionally
certifies to the best of their knowledge that (a)
Institution and any Research Personnel have, and
shall maintain throughout the term of the Study, all
necessary licenses, permits and authorizations to
conduct the Study; (b) Institution 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 relating to provision of health
care services.

12.2 Udélovani licenci. Zdravotnické
zafizeni dale potvrzuje, Zze dle jeho nejlepsitho
védomi (a) zdravotnické zafizeni a kterykoliv
z pracovniki  vyzkumu jsou apo dobu trvani
studie zustanou drziteli vSech nezbytnych licendd,
povoleni a opravnéni k provadéni studie, (b)
zdravotnické zafizeni a EK nebyly dfadem FDA
prohlaseny za nezpusobilé, (c) zadny ze
zkousejicich nebyl ani v soucasnosti neni stranou
jakéhokoliv sporu, arbitraze nebo smirciho fizeni,
které se tyka poskytovani zdravotnich sluzeb.

12.3  Institution Obligation. Institution
shall notify Sponsor in writing within five (5) days
of becoming aware of any change to the foregoing
provisions.

12.3  Zavazek zdravotnického zafizeni.
Zdravotnické zafizeni bude informovat zadavatele
do peti (5) dnu poté, co se dozvi o jakychkoliv
zmeénach  vevyse uvedenych — ustanovenich
pisemné informovat.

13.0 Payment

13.0 Platba

13.1 General. In full consideration for

13.1  Obecné ustanoveni. Zadavatel se
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performance of the Study and for the services of
the Institution the Sponsor undertakes to pay for
the services provided pursuant to this Agreement
as set forth in Payment Terms and Budget
(Appendix 2 and Appendix 3). The Institution
acknowledges and agrees that the Principal
Investigator and study team will be remunerated
according to a separate agreement concluded
between the Sponsor and the Principal
Investigator. 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.

zavazuje zaplatit za sluzby poskytnuté dle této
smlouvy  zdravotnickému  zafizeni  castky
stanovené v platebnich podminkach a rozpoctu
(Piiloha ¢. 2 a Priloha ¢. 3), a to jako plnou ¢astku
odmény za provedeni studie a za sluzby
zdravotnického zafizeni. Zdravotnické zafizeni
bere na védomi a souhlasi, ze hlavni zkousejici a
studijni tym budou odménéni dle samostatné
smlouvy uzaviené mezi zadavatelem a hlavnim
zkousejicim. Strany této smlouvy prohlasuji
a zarucuji, ze vyse plateb provedenych na zakladé
této smlouvy bude odpovidat realné trzni hodnoté
aze za zadnych okolnosti nebyla stanovena
v souvislosti ani provedena vyménou za jakoukoliv
pfedpokladanou nebo  vyslovnhou  dohodu,
najejimz zakladé by byla pfijimana pfizniva
rozhodnuti o zadavani zakazek v souvislosti
se zadavatelovymi produkty nebo hodnotou c¢i

objemem  jakychkoliv. ~ obchodnich  aktivit
generovanych mezi smluvnimi stranami.
Kompenzace poskytovana na zakladé¢  této

smlouvy pfimo souvisi s naklady na provedeni
studie.

13.2  Anti-Bribery Anti-Corruption. In
tulfilling its obligations under this Agreement, the
Institution undertakes to abide by all relevant
anticorruption and anti-bribery laws in the Czech
Republic, where the Institution has its principal
place of provision of healthcare services and where
it performs its activities under this Agreement.
Compliance with anticorruption laws of the Czech
Republic, in patticular Act no. 40/2009 Coll.,
Criminal Code, as amended, Act no. 418/2011
Coll.,, On Criminal Liability of Legal Entities, as
amended, or Act no. 262/2006 The Labor Code,
as amended, should ensure compliance with the
Foreign Corrupt Practices Act (FCPA), as
amended, which generally prohibits the direct,
indirect, offer, promise, to give anything valuable
to any government official in order to keep or
maintain commercial or any unjustified benefits.
For the purposes of this point, the term
"government official" means any official, officer,
agent or employee, including doctors, employees
of ministries, agencies or institutions (including

13.2 Protikorupéni zasady. Pii plnéni
svych zavazkd vyplyvajicich z této smlouvy se
zdravotnické zafizeni zavazuje, ze bude dodrzovat
veskeré pifslusné protikorupéni a protiuplatkové
zakony v Ceské republice, kde ma zdravotnické
zatizeni své hlavni misto poskytovani zdravotnich
sluzeb a kde vykonava svou cinnost podle této
smlouvy. Dodrzovani protikorupcnich pravnich
predpisi  Ceské republiky, zejména zikona
¢. 40/2009 Sb., trestni zakonik, v platném znéni,
zakona ¢. 418/2011 Sb., o trestni odpovédnosti
pravnickych osob, v platném znéni, nebo zakona
¢. 262/2006 Sb., zakonik prace, v platném znéni,
by mélo zajistit soulad se zakonem Spojenych stata
americkych o zahranic¢nich korupénich praktikach
(Foreign Corrupt Practices Act, FCPA), ve znéni
zmén a doplnéni, ktery obecné zakazuje pfimo 1
nepfimo nabizet, slibovat, platit nebo davat
cokoliv cenného jakymkoliv statnim ufednikim za
ucelem zachovani nebo udrzeni obchodnich nebo
jakychkoliv neopravnénych vyhod. Pro tucely
tohoto bodu znamena pojem ,statni urednik"
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state-owned or controlled commercial enterprises)
outside the United States or any official of a public
international organization or political parties or
candidate for a political function who is involved
in administrative activities.

For the avoidance of doubt, Sponsor may
terminate  this Agreement immediately if
Institution 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 Institution, 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. Institution shall not
receive any benefits for its provision of services for
the Study other than the remuneration agreed
herein.

In cases where the Principal Investigator,
director of the Institution, or any member of the
study team is a government official, the Institution
agrees that payments received from the Sponsor or
Sponsor representative in connection with this
Agreement are not intended to influence any
decision that any person could accept from the
position of a government official in his/her favor
of to maintain or get a job.

The Institution further declares that the
Principal Investigator or Director of the
Institution or any of the members of the study
team will not directly or indirectly offer cash,
promise funds or give cash or anything valuable to
any government official to (i) affect performance
ot failure to perform or delay in completion of any
procedure in relation to his/her job duties a/nor
decision of the concerned government official in
his/her official capacity (i) to induce a
government official to act or not to act in violation
of his/her statutory obligations; (iii) to secure,
directly or indirectly, any undue advantage in order
to be able to perform his or her duties; or (iv) to

jakéhokoliv tufednika, funkcionafe, zastupce ci
zaméstnance, véetné 1ékafu, kteff jsou zaméstnanci
ministerstev, agentur nebo instituci (véetné statem
vlastnénych  nebo  ovladanych  komercnich
podniki) mimo USA, nebo jakéhokoliv tfednika
vefejné mezinarodni organizace ¢i politické strany
nebo kandidata na politickou funkci, ktery se podili
na spravnich ¢innostech.

Aby se pfedeslo pochybnostem, zadavatel
smi tuto smlouvu okamzit¢ ukoncit, jestlize
zdravotnické zafizeni nebo hlavni zkousejici porusi
kterékoliv  z prohlaseni ¢i  zaruk uvedenych
v tomto odstavci 13.0, pfipadné pokud zadavatel
zjisti, ze ze strany zdravotnického zafizeni,
hlavntho  zkousejictho  nebo  kteréhokoliv
jednotlivce ¢i subjektu jednajiciho jejich jménem
jsou nebo byly provadény nepfipustné platby
ve prospéch  vefejnych  ciniteld.  Studie je
provadéna nezavisle na jakychkoliv obchodnich
transakcich a rozhodnutich o nakupech materialu
od zadavatele. Zdravotnické zafizeni nepfijme
zadné vyhody za poskytovani sluzeb v ramci studie
kromé odmény dohodnuté v této smlouve.

V piipadech, kdy je zkousejici, feditel
zdravotnického zafizeni nebo kterykoliv clen
studijnfho tymu statnim dfednikem, souhlasi
zdravotnické zafizeni s tim, Zze platby, které od
zadavatele nebo jeho zastupce obdrzi v souvislosti
s touto smlouvou, nemaji za cil ovlivnit zadné
rozhodnuti, které by néjaka osoba mohla pfijmout
z pozice statnfho ufednika v jejich prospéch nebo
udrzet ¢i ziskat zakazku.

Zdravotnické zafizeni dale prohlasuje, ze
zkousejici, feditel zdravotnického zafizeni ani
zadny z clent studijntho tymu nebude pfimo ¢i
nepiimo nabizet penczité prostfedky, slibovat
penézité prostfedky ani davat penézité prostiedky
nebo cokoliv cenného zadnému  statnimu
ufednikovi s cilem (i) ovlivnit plnéni nebo neplnéni
¢i  prodleni v plnéni jakéhokoliv ukonu
souvisejictho s jeho pracovnimi povinnostmi
a/nebo rozhodnuti piislusného statntho ufednika
v jeho ufedni pravomoci, (if) pfimét statniho
ufednika, aby jednal nebo nejednal v rozporu se
svymi zakonnymi povinnostmi, (1ii) zajistit pfimo
nebo nepfimo jakoukoliv neopravnénou vyhodu
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induce a government official to use his/her
influence in a government or institution and to
influence a government's or an institution's
conduct or decision in relation to an activity carried
out within the frame of this Agreement.

The Institution will further make
reasonable efforts to meet the information
requirements, including questionnaire replies and
accurately formulated audit questions, to enable
the Sponsor or Sponsor representative to comply
with applicable anti-corruption legislation.

The Parties consistently declare that the
Study under this Agreement is not related to the
procurement of medicinal products (medical
devices) from the Sponsor or to any possible
decision making whether to purchase medicinal
products (medical devices) from the Sponsor, and
does not affect existing or future contractual
relationships  between the Sponsor and the
Institution.

The Institution agrees that the payment
received by the Institution from the Sponsor or
Sponsor representative in connection with the
services provided under this Agreement is not
intended to influence the decision that the
Institution may take regarding prescribing the
medicines.

The Institution shall also ensure that the
Investigators in the Institution, as well at any other
secondary a/or satellite site, provides the Sponsor
with the relevant financial information related to
this Agreement and payments under this
Agreement for the purposes of compliance with all
applicable laws and regulations and internal
regulations of the Sponsor, and the Institution
understood to ensure that the Investigators
understand that the Sponsot's laws, regulations
and internal regulations may require that selected
financial information be submitted to the
regulatory authorities.

za ucelem ukonu, ktery je v rozporu s jeho
pracovnimi povinnostmi, (iv) pfimét statniho
ufednika, aby vyuzil svgj vliv ve vladé nebo
instituci a ovlivnil jednani nebo rozhodnuti vlady
¢i instituce v souvislosti s ¢innosti provadénou
v ramci této smlouvy.

Zdravotnické  zafizeni dale vynalozi
pfiméfené usili ke splnéni informacnich
pozadavku, véetné odpovédi na dotazniky a presné
formulované auditni otazky, s cilem umoznit
zadavateli nebo zastupci zadavatele dodrzet platné
protikorupéni pravni predpisy.

Strany shodné prohlasuji, ze studie dle této
smlouvy nijak nesouvisi s odbérem lécivych

piipravka  (zdravotnickych  prostfedkd) od
zadavatele ¢i s pfipadnym  rozhodovanim

o pofizeni lécivych piipravka (zdravotnickych
prostfedki) od zadavatele a ani neovlivni existujic
nebo budouci smluvni vztahy mezi zadavatelem a
zdravotnickym zafizenim.

Zdravotnické zafizeni souhlasi s tim, ze
platba, kterou zdravotnické zafizeni obdrzi od
zadavatele nebo jeho zastupce v souvislosti se
sluzbami poskytovanymi podle této smlouvy, neni
urcena k ovlivnéni pfipadného rozhodnuti, které
by zdravotnické zafizeni mohlo pfijmout, pokud se
jedna o pfedepisovani 1éku.

Zdravotnické zafizeni také zajist, aby
zkousejici ve zdravotnickém zafizeni 1 na
jakémkoliv dil¢im a/nebo satelitnim pracovisti
poskytli zadavateli pifislusné financéni informace
souvisejici s touto smlouvou a s platbami dle této
smlouvy pro ucely dodrzeni vsech pfislusnych
zakonu a pfedpist a vnitfnich pfedpist zadavatele,
a zdravotnické zafizeni je srozuméno a zajisti, aby
i zkousejici byli srozuméni s tim, ze zakony,
pfedpisy a vnitini pfedpisy spole¢nosti zadavatele
mohou vyzadovat, aby byly regulatornim organim
ptedlozeny vybrané finanéni informace.

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.

13.3  Platby za naklady a poplatky
stanovené v tomto odstavci 13.0 budou provedeny
v souladu s podminkami stanovenymi
v platebnich ~ podminkach  (pfiloha  ¢. 2)

a rozpoctem (pfiloha ¢. 3), ktery poskytuje piehled
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o platbach za poskytnuté sluzby.

13.4  Institution shall comply with all
obligations in respect of taxes and social security
contributions, which relate to the subject matter
of this Agreement.

13.4  Zdravotnické  zafizeni  splni
veskeré  povinnosti  souvisejici  se zdanénim
a pfispévky na socialni pojisténi, které se vztahuji
k pfedmétu této smlouvy

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

13.5 Omezeni predlozenych narokda.
Zdravotnické zafizeni se zdrzi (a) pfedkladani
narokt na platbu jakémukoliv subjektu studie,
platci-tfeti stran¢ nebo kterémukoliv jinému
jednotlivei nebo subjektu za jakykoliv pfedmét,
postup nebo sluzbu, ktera byla uhrazena nebo
bezplatné poskytnuta zadavatelem, a (b) zadosti
o platbu ¢i o ponechani si platby od zadavatele za
jakykoliv pfedmét, postup nebo sluzbu, ktera byla
uhrazena kterymkoliv subjektem studie, platcem-
tret stranou nebo kterymkoliv jinym jednotlivcem
nebo subjektem, vyjma piipadd, kdy to dovoluje
zakon, a zajisti, aby taktéz cinil i kazdy z personalu
vyzkumu.

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 or properly performed
procedure required by the Protocol, 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 Institution 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

14.0 Indemnification 14.0 Odskodnéni

141 By Sponsor. Sponsor  shall 141  Ze strany zadavatele. Zadavatel
indemnify, defend, and hold harmless Institution | odskodni, obhaji a zbavi odpovédnosti
and Research Personnel (collectively, the | zdravotnické zafizeni a pracovniky vyzkumu
“Institution Indemnitees”) from and against any | (spole¢n¢ dale jen ,,subjekty odSkodfiované
and all liabilities, damages, losses, claims, or | spolu se zdravotnickym zafizenim*
expenses, including court costs and reasonable | v souvislosti s veskerymi  zavazky, Gjmami,

ztratami, naroky nebo naklady, vcetné soudnich
vyloh a pfiméfenych nakladt na pravn{ zastoupeni
(dale jen ,ztraty”) vzniklymi v dusledku
jakychkoliv naroku, Zalob nebo fizeni vedenych
teti stranou pozadujici kompenzaci za Gjmu
na zdravi nebo smrt kteréhokoliv ze subjektu
zatazenych do studie, a to s tim, ze takova Gjma
na zdravi nebo smrt byla pfimo zptsobena
hodnocenym 1ékem nebo spravné vykonanym
postupem  vyzadovanym  protokolem, aza
pfedpokladu, Zze hodnoceny Iék byl pouzit
v souladu s protokolem a touto smlouvou, avsak
vyhradné s tim, ze takové ztraty nevzniknou

ve vztahu ke kterémukoliv ze subjektt
odskodnovanych spolu se zdravotnickym
zafizenim ajejich (a) neopraivnénému nebo
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GCPs as applicable to drug studies; (c) failure to
follow the Protocol, instructions, or other written
information provided by or on behalf of Sponsor
to the Institution 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.

The liability of the Sponsor to indemnify
the Institution under this provision shall not be
limited to the amount payable under any insurance
concluded by the Sponsor but shall cover the full
amount of actual damage to the Institution in the
amount of the claim of the subject or the claim of
its legal representative successfully applied under
Czech law.

nedbalému jednani ¢i opomenuti nebo tmyslnému

pochybeni ¢ jinému  zpGsobu  zneuziti
hodnoceného 1éku, (b) nedodrzeni platnych
zakonu, pravnich pfedpist a pokynd nebo

pfiméfenych a uvazlivych klinickych postupt,
vcetné pokynia SKP tykajicich se 1ékovych studii,
(c) nedodrzeni protokolu nebo jinych pisemnych
informaci, které budou zadavatelem nebo jeho
jménem poskytnuty subjektim odskodnovanym
spolu se zdravotnickym zaf{zenim, (d) jakémukoliv
piipadu, vnémz nebyl =ziskin  pisemny
informovany souhlas subjektu studie, a ()
zakladnimu nebo dffve existujicimu onemocnéni
subjektu studie nebo pfedchazejicimu 1écbé
zakladnfho nebo dfive existujictho onemocnéni.
Odpovédnost ~ Zadavatele  odskodnit
zdravotnické zafizeni dle tohoto ustanoveni
nebude limitovana c¢astkou  splatnou  dle
jakéhokoliv pojisténi uzavieného Zadavatelem, ale
bude se vztahovat na celou castku skutecné Gjmy
Zdravotnického zafizen{ ve vysi naroku subjektu
nebo naroku jeho zakonného zastupce uspésné
uplatnéného dle ceského pravniho fadu.

142 By Institution. Institution shall
indemnify, or defend and hold harmless Sponsor
(collectively, the “Sponsor Indemnitees”) from
and against any and all actual and alleged Losses
resulting from or arising out of any third party
claims, actions or proceedings relating to
Institution Indemnitees: (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 written information provided by
or on behalf of Sponsor to the Institution
Indemnitees.

The Parties confirm that Sponsor is not
liable for Losses incurred by Institution as a result

14.2 Ze strany zdravotnického zafizeni.
Zdravotnické zafizeni odskodni nebo obhaji
a zbavi odpoveédnosti zadavatele (spolecné dale jen
,subjekty odskodfiované na strané
zadavatele®) v souvislosti s veskerymi skutecnymi
a domnélymi ztratami vzniklymi v dusledku nebo
v souvislosti s jakymikoliv naroky, zalobami nebo
fizenimi vedenymi subjekty odskodnovanymi
spolu se zdravotnickym zafizenim ve vztahu
kjejich: (a) neopravnénému nebo nedbalému
jednani ¢i opomenuti nebo imyslnému pochybeni
¢i jinému zpusobu zneuziti hodnoceného léku, (b)
nedodrzeni platnych zakond, pravnich pfedpist
apokynit  nebo  pfiméfenych  a uvazlivych
klinickych postupt, véetné pokyntt SKP tykajicich
se 1ékovych studif, (c) nedodrzeni protokolu nebo
jinych  pisemnych informaci, které budou
zadavatelem nebo jeho jménem poskytnuty
subjektim odskodnovanym spolu
se zdravotnickym zaf{zenim.

Smluvni strany stvrzuji, ze zadavatel
neodpovida za ztraty vzniklé zdravotnickému
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of or in connection with claims, actions or
proceedings in relation to prior treatment of the
underlying or pre-existing disease.

For the avoidance of doubt, in no event
shall Sponsor’s affiliated entities, and their
respective agents, contractors and personnel be
liable for any and all actual and alleged Losses
resulting from or arising out of any third party
claims, actions or proceedings relating to any
Institution Indemnitee’s (i) wrongful or negligent
actions or omissions, or willful misconduct or
other misuse of the Study Drug; (ii) 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 (iif) failure to follow the
Protocol or other written information provided by

zafizeni v disledku nebo v souvislosti s naroky,
zalobami nebo fizenimi ve vztahu k predchazejici

lécbe  zakladntho nebo diive  existujictho
onemocnéni.

Dale, aby se pfedeslo pochybnostem,
vzadném  pifpadé neponesou  pfidruzené

spole¢nosti zadavatele a jejich piislusni zastupci,
dodavatelé a personal odpovédnost v souvislosti
s veSkerymi skutecnymi a domnélymi ztratami
vzniklymi v dasledku  nebo v souvislosti
s jakymikoliv naroky, zalobami nebo fizenimi
vedenymi tfeti stranou ve vztahu k (i)
neopravnénému nebo nedbalému jednani ¢i
opomenuti nebo umyslnému pochybeni ¢i jinému

zpusobu  zneuziti hodnoceného léku, (i)
nedodrzeni platnych zakonu, pravnich predpisa
apokyni  nebo  pfiméfenych  a uvazlivych

klinickych postupt, véetné pokyna SKP tykajicich
se 1ékovych studii, (iii) nedodrzeni protokolu nebo

party claiming a right of indemnification or
defense under this Agreement shall provide the
indemnifying party prompt notice (in all events
within five (5) 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

or on behalf of Sponsor to the Institution |jinych pisemnych informaci, které budou
Indemnitees; and (iv) prior treatment for | zadavatelem nebo jeho jménem poskytnuty
underlying for the pre-existing condition. subjektim odskodnovanym spolu
se zdravotnickym zafizenim, a (iv) pfedchazejici
lécbe  zakladntho nebo  dffive  existujictho

onemocnéni.
14.3  Conditions of Indemnity. The 14.3  Podminky odskodnéni. Smluvni

strana, ktera si narokuje pravo na odskodnéni nebo
obhajobu na zakladé této smlouvy, bude stranu
odskodnujici bezodkladné informovat (vzdy do
péti (5) pracovnich dnt) o jakémkoliv vzneseni
takového naroku vuci ni, véetné predlozeni jeho
kopie, ana naklady odskodnujici strany bude
stouto ajejimi  pravnimi  zastupci  plné
spolupracovat pii vysetfovani jakékoliv zalezitosti
tykajici se pfedmétu odskodnéni. Odskodnujici
strana je opravnéna prevzit vyhradni kontrolu nad
obhajobou a vyrovnanim jakychkoliv takovych
zalob nebo narokd, v souvislosti snimiz je
odskodnéni nebo obhajoba vyzadovana, vcetné
vyhradniho prava volby obhajce a fizeni obhajoby
nebo vyrovnani jakychkoliv takovych naroka ci
zalob za pfedpokladu, ze odskodnujici strana
nepfistoupi na jakékoliv vyrovnani ani nepfipusti
vinu ¢ odpovédnost jménem odskodnované
strany bez jejiho predchazejictho pisemného
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consent shall not be 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 party’s separate legal counsel’s costs
and expenses.

The Parties are obliged to inform each
other of the course and outcome of the out-of-
court negotiations and possible out-of-court
settlement.

souhlasu, ktery touto nebude bezdivodné odpiran
ani odkladan. V piipad¢, Zze dojde nebo muze dojit
k uplatnéni naroku nebo zaloby, odskodnovana
strana bude mit pravo volby samostatného
pravntho  zastupce  a zajisténi  zastoupeni
samostatnym  pravnim  zastupcem. Jestlize
odskodnovana strana takové pravo uplatni,
veskeré  vydaje, naklady  arizika,  které
odskodnované strané vzniknou v souvislosti
s takovym samostatnym pravnim zastoupenim,
ponese odskodnovana strana vyjma pifpadua, kdy
bude soudné rozhodnuto, ze odpovédnost za
takovou Ujmu na zdravi nebo smrt nese strana
odskodnujici, a v takovém pfipadé¢ ponese tato
odpovédnost iza takové vydaje a naklady
v souvislosti se samostatnym pravnim
zastoupenim odskodnované strany.

Smluvn{ strany jsou povinny vzajemné se
informovat o prab¢hu a vysledku mimosoudnich
jednani a pfipadného mimosoudniho vyrovnani.

15.0 Insurance

15.0 Pojisténi

15.1  Sponsor Insurance. The Sponsor
hereby declares and assures that the Sponsor has
concluded the Third Party Liability Insurance in
accordance with the provisions of paragraph 52,
section3, letter f) of Act No. 378/2007 Coll., On
pharmaceuticals and maintains a program of self
insurance in sufficient amounts to cover its
obligations under this Agreement.

The Sponsor is required to maintain a valid
and effective insurance contract under this Article
throughout the duration of the Study.

15.1  Pojisténi zadavatele. Zadavatel
timto prohlasuje a ujist’uje, ze Zadavatel uzaviel
pojisténi odpovédnosti za skodu zpusobenou
klinickym hodnocenim v souladu s ustanovenimi
§ 52 odst. 3, pism. f) zakona ¢&. 378/2007 Sb.,
o léc¢ivech a udrzuje program svého pojisténi
v dostatecné vysi k pokryti svych zavazka
vyplyvajicich z této dohody.

Zadavatel je povinen udrzovat platnou a
ucinnou smlouvu o pojisténi dle tohoto clanku po
celou dobu provadéni Studie.

15.2  Institution Insurance.
The Institution declares that it shall maintain in full
force and effect throughout the performance of
the Study applicable insurance pursuant to
paragraph 45, section 2, letter n) of Act No.
372/2011 Coll., on Health Services, as amended.

15.2 Pojisténi zdravotnického zafizeni.
Zdravotnické zafizeni prohlasuje, Ze bude
po celou dobu provadéni studie udrzovat
v platnosti a ucinnosti piislusné pojisténi dle § 45
odst. 2 pism. n) zikona ¢. 372/2011 Sb.,
o zdravotnich sluzbach, ve znéni pozdéjsich

predpist.

16.0  Subject Injury

16.0  Ujma na zdravi subjektu studie

16.1 Subject Injury. Sponsor agrees to

16.1 Ujma na zdravi subjektu studie.
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reimburse Institution for those reasonable and
necessary medical expenses incurred by Study
subjects for medical care, including hospitalization,
in the diagnosis and treatment of Study subject
injury arising directly from (i) the Study Drug and
provided that the Study Drug was used in
compliance with the Protocol or (i) a properly
performed procedure required by 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 Institution such
expenses to the extent that such adverse events
arose out of or is related to any Institution
Indemnitee’s (a) failure to comply with the laws of
the Czech Republic, 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 zdravotnickému
zafizeni ty pfiméfené a nezbytné naklady na lécbu,
které subjektim studie vzniknou v souvislosti
s 1ékafskou péci, véetné hospitalizace,
s diagnostikovanim a lécbou 4jmy na zdravi, ktera
subjektu studie vznikne v piimém duasledku
hodnoceného Iéku za pfedpokladu, ze hodnoceny
1ék byl pouzit v souladu s protokolem nebo bylo
postupovano dle protokolu a této smlouvy, a to
v pifpad¢, Ze takové naklady nepokryva zdravotni
pojisténi subjektu studie uzaviené s tfet{ stranou,
av$ak s tim, ze zadavatel nebude zdravotnickému
zafizeni povinen takové naklady uhradit, jestlize
takové nezadouci pithody vzniknou v dusledku
nebo v souvislosti s kterymkoliv ze subjektu
odskodnovanych spolu se zdravotnickym zafizeni
a jejich (a) nedodrzenim pravnich predpisi Ceské
republiky nebo pokynid nebo pfiméfenych a
uvazlivych klinickych postupu, (b) neopravnénym
nebo nedbalym jednanim ¢ opomenutim nebo
umyslnym  pochybenim ¢i  jinym  zptusobem
zneuziti hodnoceného 1éku nebo (c) nedodrzenim
protokolu nebo jinych pisemnych doporuceni
nebo pokynt poskytnutych zadavatelem nebo jeho
jménem. Vyraz ,;4jma na zdravi subjektu studie®
pouzity v tomto odstavci nezahrnuje pfirozeny
postup zakladntho nebo dfive existujictho
onemocnéni nebo pithody, které by byly
ocekavany u standardni lécby s pouzitim aktualné
schvalenych terapii onemocnéni, jehoz se studie

2

tyka.

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 overnight
courier service, with notice deemed given on the
date of receipt as indicated on the courier’s receipt:

17.0 Notices 17.0 Oznameni
Any notices under this Agreement shall be Jakakoliv  oznameni na zakladé této
in writing, contain reference to the clinical | smlouvy budou wucinéna pisemné, budou

obsahovat odkaz na ¢islo klinického protokolu
a budou dorucena smluvni strané na postovni
adresu stanovenou nize, pfipadné¢ na postovni
adresu nasledné smluvni{ stranou poskytnutou
v souladu s timto odstavcem, a to (a) doporucenou
zasilkou prvni tidy s dorucenkou, pficemz
oznameni bude povazovano za dorucené jeho
pfijetim, nebo (b) kuryrni sluzbou s dodanim do
druhého dne, pficemz oznameni bude povazovano
za dorucené kdatu jeho pfijeti uvedenému
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na potvrzeni o pfijmu vydaném kuryrni sluzbou:

If to Institution:

Pokud Zdravotnickému zafizeni:

Oddeleni klinickeho hodnoceni a vyzkumu
Vseobecna fakultni nemocnice v Praze

U Nemocnice 499/2

128 08 Praha 2

Czech Republic

Oddéleni klinického hodnoceni a vyzkumu
Vseobecna fakultni nemocnice v Praze

U Nemocnice 499/2

128 08 Praha 2

Ceska republika

If to Principal Investigator:

Pokud pro hlavniho zkousejiciho:

III. interni klinika - klinika endokrinologie a
metabolismu VEN a 1. LF UK

Vseobecna fakultnii nemocnice v Praze

U Nemocnice 1

128 08 Praha 2

III. intern{ klinika — klinika endokrinologie a
metabolismu VFN a 1. LF UK

Vseobecna fakultni nemocnice v Praze

U Nemocnice 1

128 08 Praha 2

Emil-von-Behring-Str. 76

35041 Marburg, Germany

Attn: Sr. Director, Global Clinical Operations
CC: Legal Department

Czech Republic Ceska republika
If to Sponsor: Pokud Zadavateli:
CSL Behring GmbH CSL Behring GmbH

Emil-von-Behring-Str. 76

35041, Marburg, Némecko

K rukam: Sr. Director, Global Clinical Operations
V kopii: Pravni oddéleni

E-mail:

czechrepublicnotifications@cslbehring.com

E-mail:

czechrepublicnotifications@cslbehring.com

18.0 Independent Contractors

18.0 Nezavisli dodavatelé

Institution is an independent contractor of
Sponsor.  Principal  Investigator,  Research
Personnel and agents or employees of Principal
Investigator shall not be considered an employee,
partner, joint venture or agent of Sponsor. Neither
Institution, 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 Institution represents Sponsof,
have the authority to bind Sponsor or are operating
on Sponsor’s behalf

Zdravotnické zafizeni je zadavatelovim
nezavislym  dodavatelem. Hlavni  zkousejici,
pracovnici vyzkumu a zastupci nebo zaméstnanci
zdravotnického zafizeni nebudou povazovani za
zamestnance, spolecniky ani osoby ucastnici
se spolecného podniku se zadavatelem ¢i jeho
zprostfedkovatele.  Zdravotnické I
zadny z jeho personalu vyzkumu nejsou opravnéni
zadavatele pravné zavazovat. Zadny z persondlu
vyzkumu ani zprostfedkovatela ¢i zaméstnanct
hlavntho  zkouSejictho nebude  prohlasovat,
zarucovat, tvrdit ani jinak naznacovat, ze hlavni
zkousejici nebo zdravotnické zafizeni zadavatele
zastupuji, jsou jej opravnéni pravné zavazovat

zafizeni ani
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nebo provozuji svou ¢innost jeho jménem.

Institution  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
relieve Institution of its obligations hereunder.

Zdravotnické zafizeni nenajme zadného
subdodavatele k plnéni svych zavazka dle této
smlouvy bez predchazejictho pisemného souhlasu
zadavatele. Jakykoliv takovy souhlas nezbavi
zdravotnické  zafizeni  zadnych  zavazkua
vyplyvajicich z této smlouvy.

19.0 Force Majeure

19.0  Vy&§i 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 zpozdéni ¢i selhani pfi plnéni
zavazki kterékoliv ze smluvnich stran nebude
pfedstavovat neplnéni této smlouvy ani pficinu
vzniku jakéhokoliv naroku na nahradu za skody,
jestlize bylo zptsobeno udalostmi a v rozsahu
mimo pfiméfenou kontrolu, véetné vyssi moci,
pozaru, vybuchu, choroby, meteorologickych
podminek,  vale¢ného  konfliktu,  povstani,
obcanské stavky, nepokojd, terorizmu, vladni
intervence nebo preruseni dodavek elektrické
energie. Smluvni strana, ktera konstatuje svou
neschopnost plnit zavazky dle této smlouvy, bude
o vSech souvisejicich podrobnostech udalosti
a odhadovaném trvani acinka takové vyssi moci
bezodkladné informovat stranu druhou. Je nutné
pfijmout vsechna pfiméfena a dasledna opatfeni
za ucelem odstranéni takovych pficin, zatimco
smluvni strany budou spolecné jednat, aby nalezly
uspokojivé feSeni, a vyvinou veskeré pfiméfené
usili k minimalizovani nasledka ucinkd takové
vyssi moci.

20.0 Financial Disclosure

20.0 Financni pfiznani

As required by applicable regulations as
may from time to time be or become applicable
with respect thereto, the Institution and
Investigators shall provide appropriate financial
disclosures to Sponsor. During the time the Study
is being conducted and for one (1) year thereafter,
Institution 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.

Podle pozadavka  platnych pravoich
pfedpist, které piipadné mohou byt nebo se stat
platnymi v souvislosti s touto  smlouvou,
zdravotnické  zafizeni a zkousejici  predlozi
zadavateli pfislusna financéni pfiznani. Po dobu
provadéni studie ajeden (1) rok poté bude
zdravotnické  zafizeni  a zkousejici  takové
formulafe bezodkladné aktualizovat v piipadé
kazdé podstatné zmeény informaci poskytnutych
v pfedchazejicim  formulafi  a aktualizovany
formulaf poskytnou zadavateli.
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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, the
Protocol shall control.

V piipadé rozporu mezi podminkami
smlouvy a protokolu v souvislosti s ustanovenimi
smlouvy bude upfednostnéna smlouva. V piipadé
rozporu mezi protokolem a smlouvou
v souvislosti s postupem  (postupy)  nebo
zpusobem provadéni studie bude upfednostnén
protokol.

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 or any other rights.

22.0  Alternative Dispute Resolution 22.0  Alternativni zptisoby feSeni sport
Not applicable. Neuplatni se.
23.0  Severability 23.0  Salvatorni klauzule
If any provision of this Agreement is for Bude-li  kterékoliv  z ustanoveni  této
any reason found to be unenforceable, the | smlouvy  zjakéhokoliv. ~ davodu  shledino

nevymahatelnym, zbyvajici casti této smlouvy
zustanou 1 nadale platné a ucinné v celém rozsahu.
Nemoznost vymahat jakdkoliv prava na zakladé
této smlouvy nebude bez ohledu na délku trvani
takové situace pfedstavovat vzdani se téchto nebo
jakychkoliv jinych prav.

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.

Similarly, the Sponsor is not entitled to
transfer the Agreement or its rights individual
rights or obligations arising from the Agreement to
a third party unless the Institution has first been
informed of the transfer.

24.0  Assignment 24.0  Postoupeni
Institution may not assign or otherwise Bez zadavatelova pfedchazejictho
transfer this Agreement, or any rights or | pisemného souhlasu nesmi zdravotnické zatizeni

tuto smlouvu ani zadné ze svych prav nebo
zavazkl vyplyvajicich z této smlouvy postoupit ¢i
jinak pfevést. Jakykoliv pokus o prodej, zastavu,
postoupeni, udéleni dil¢i licence nebo jiny zptsob
pfevedeni v rozporu s timto odstavcem 24.0 bude
neplatny a neucinny.

Obdobné také zadavatel neni opravnen
smlouvu ¢i sva jednotliva prava ¢i povinnosti ze
smlouvy plynouci postoupit tfet{ osobé, pokud
nebylo o pfevodu nejdiive pisemné informovano
zdravotnické zafizeni.

25.0 Choice of Law

25.0 Volba prava
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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. Any disputes arising out of or in
connection with this Agreement shall be
exclusively settled by the competent courts of the
Czech Republic.

Tato smlouva aprava a povinnosti
smluvnich stran dle této smlouvy se budou fidit
abudou vykladany avymahiny v souladu
se zakony ~Ceské  republiky. Jakékoli —spory
vyplyvajici nebo souvisejici s touto smlouvou
budou rozhodovany vyhradné pfislusnymi soudy
Ceské republiky.

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 written amendments signed by
Sponsor and Institution. 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 is executed in 3
counterparts, each of which shall be deemed an
original, but all of which together shall constitute
one and the same agreement.

Tato smlouva, vcetné protokolu a vSech
piiloh této smlouvy k ni pfipojenych ¢i do ni
vclenénych formou odkazu, pfedstavuje uplné
ujednani smluvnich stran s ohledem na pfedmét
uvedeny v této smlouvé a nahrazuje vsechny
pfedchazejici  asoucasna  ujednani, vcetné
jakychkoliv pfedchazejicich dohod o mlcenlivosti,
at’ jiz pisemnych nebo dustnich, uzavienych
stranami této smlouvy v souvislosti s pfedmétem
této smlouvy. Tato smlouva smi byt doplnéna
pouze pisemnym dokumentem podepsanym
zadavatelem a zdravotnickym zafizenim. Tato
smlouva bude zavazna pro smluvni strany (vcetné
vsech pracovnika vyzkumu, ktefi ukonéi praci
na studii pfed ukoncenim nebo vyprsenim této
smlouvy), jejich pravni zastupce, zakonné nastupce
1 postupniky.

Tato smlouva je vyhotovena ve 3
stejnopisech, pficemz kazdy bude povazovan za
original a vsechny spolecné predstavuji stejnou
smlouvu.

27.0 Prevailing Language

27.0 Rozhodujici jazykova verze

This Agreement and the attachments
hereto are executed in English and Czech language
versions. In case of any discrepancy between the
English and Czech language versions, the Czech
language version shall prevail.

Tato smlouva ajeji pfilohy jsou
vyhotoveny v anglické a ceské jazykové verzi.
V pfipadé rozporu mezi anglickou a ceskou
jazykovou verzi bude urcujici eska jazykova verze.

[SIGNATURE PAGE FOLLOWS]

[PODPISOVA STRANKA NASLEDUJFE]
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IN  WITNESS WHEREOF,  Sponsor,
Institution and Principal Investigator have
caused this Agreement to be executed by their
duly authorized representatives

NA DUKAZ CEHOZ zadavatel, zdravotnické
zafizeni  ahlavni  zkousejici  podepsali
prostfednictvim  svych fadné¢ zmocnénych
zastupclt tuto smlouvu.

(1) CSL Behring GmbH

By/Podepsal/a:

Name/Jméno:

Title/Funkce:

Date/Datum:

(2) Vseobecna fakultni nemocnice v Praze

By/Podepsal/a:

Name/Jméno:

Title/Funkce:

Date/Datum:

Appendices:

Appendix 1: Protocol
Appendix 2: Payment Terms
Appendix 3: Budget

of |

By/Podepsal/a:

Name/Jméno:

Title/Funkce:

Date/Datum:

Prilohy:

Ptiloha 1: Protokol
Priloha 2: Platebni podminky
Ptiloha 3: Rozpocet
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APPENDIX 1 PRILOHA 1

Protocol Protokol
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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., Tax ID: 23-
3077895, with its registered office at 1170 Devon
Park Drive, Suite 300 Wayne, PA 19087, USA
(“DrugDev”) to facilitate and manage payments.
Institution payments 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
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.

1.1 Platebn{ podminky. Zadavatel pfevedl
zodpovédnost za provedeni a spravu plateb na
spole¢nost Drug Dev, Inc., ICO: 23-3077895, se
sidlem: 1170 Devon Park Drive, Suite 300 Wayne,
PA 19087, USA (déle jen ,,DrugDev*). Platby
zdravotnickému zafizeni za kazdy studijni subjekt
budou provadény na zakladé absolvovanych navstév
ve studii a zadanych ddaju.

1.2 Kritéria pro platby. Platby za studijni
subjekty budou provadény pouze podle nasledujicich
kritérif

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

Postupy ve studii byly provedeny v plném souladu
s protokolem a byly odevzdany zaznamy subjekta
hodnoceni.

Platby budou omezeny na pocet studijnich subjektu
stanovenych v rozpoctu a na subjekty, které jsou
zafazeny pfed dosazenim celkového cilového poctu
subjektt pro studii; pokud zadavatel neposkytne
pisemny souhlas se zarazenim dalsich subjekta studie
nebo neprodlouzi zatazovaci obdobi, v kazdém
piipadé s vyjimkou pfedcasného ukonceni smlouvy.
Platby za subjekty studie, které nedokondf studii,
mohou byt uhrazeny pomérnym dilem. Pokud by
studie méla byt ukoncena predcasné, bude
provedena platba za navstévy vykonané pfed datem
ukoncend.

1.3 Fakturace. Pfesné a aplné faktury je tfeba
zaslat spolecnosti DrugDev na nize uvedenou
adresu:
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Invoice Address/Faktura¢ni adresa:
CSL Behring GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany
Tax ID: DE 811111679

Shipping Address/Dorucovaci adresa:
DrugDev Payments
IQVIA , 5th floor.
210 Pentonville Rd, Kings Cross
London N1 9JY
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
Institution Name/Site #

The payment will be made on the basis of billing to
the Institution. The invoice will be issued by the
Institution based on a calculation of the performed
visits made by the Sponsor and agreed upon by the
Investigator. Any failure to provide calculation of
the performed visits does not relieve the Institution
of the right to issue the relevant invoice in
accordance with the payment terms agreed in the
agreement. Billing will take place at quarterly
intervals.

The billing documents, including the calculation of
the performed visits, will be sent to the Department
of Clinical Evaluation and Research, U Nemocnice

2/499, Praiue 2,128 08 - contact ierson

The invoice maturity period is 30 days from the date

Faktury, které nesplnuji vyse uvedené pokyny, budou
vraceny pifjemci platby k opravé a pro proplaceni

musi byt odeslany znovu.

Na faktufe a v pfedmétu e-mailu musi byt pro

zajisténi rychlé platby uvedeny nasledujici informace:

Jméno zadavatele
Celé ¢islo protokolu
Jméno zkousejiciho
Nizev zdravotnického zatizeni / Cislo pracovisté

Platba bude provadéna na zakladé fakturace
zdravotnickym zafizenim. Fakturu vystavi
zdravotnické zafizeni na zikladé kalkulace

uskutec¢nénych navstév vytvofené zadavatelem a
odsouhlasenych zkousejicim. P{padné nedodani
kalkulace uskutec¢nénych navstév nezbavuje
zdravotnické zatizeni prava vystavit ptislusnou
fakturu dle platebnich podminek dohodnutych ve
smlouvé. Fakturace bude probihat v ¢tvrtletnich
intervalech.

Podklady pro fakturaci véetné kalkulace
uskutecnénych navstév budou zaslana do
Oddeleni klinického hodnoceni a vyzkumu,
U nemocnice 2/499, Praha 2, 128 08 —

kontaktni osoba ii.
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of issue by the Institution. In the event of failure to
pay the invoice, the Institutin is entitled to charge
default interest in the amount of 0.05% of the
invoiced amount for each day of delay. All incoming
payments must be clearly identified by the invoice
number or a specific symbol.

The payments will be sent to the following account:

Account
name

Account
number

IBAN

Bank name

Bank
address

Town, ZIP,
Country

Swift Code

Specific
symbol:

*
I
I
I
I
|
I
I

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 Violatots.

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.
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O B Dob: splatnosti

faktury je 30 dnd ode dne vystaveni

zdravotnickym zafizenim. V pfipadé
nedodrzeni splatnosti faktury je zdravotnické
zafizen{ opravnéno uctovat urok z prodleni
ve vysi 0,05 % z fakturované castky za kazdy
den prodleni. Veskeré ptichozi platby musi

byt jednoznacné identifikovany Cislem
faktury nebo specifickym symbolem.

Platby budou zasilany na nasledujici tacet:

Nazev Gét *

Cislo uctu

IBAN ¢islo

Nazey I
banky
Adresa I
banky
Mesto, PSC, | [

Zemé

Swift kod I

Specificky L
symbol:

2.Dodatec¢né sluzby.

Pokud by byl pfijemce platby pozadan zadavatelem
nebo smluvni vyzkumnou organizaci o poskytnuti
sluzeb, které nejsou zahrnuty v rozpoctu, tyto sluzby
nezapocnou, dokud nebude vzajemné pisemné
sjednana odména formou dodatku k této smlouvé.

3.Naruseni protokolu.

Platby za subjekty studie, u kterych se ma za to, ze
porusily protokol, mohou byt proplaceny do
okamziku, kdy podle uvazeni zadavatele a/nebo
smluvni vyzkumné organizace k poruseni doslo.
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4. Taxes.

All amounts within this budget shall be considered
as inclusive of all applicable taxes, except
GST/HST/VAT. If GST/HST/VAT is applicable,
then this shall be charged to the Sponsor at the
applicable rate and included in an invoice as

described in Section 1 above.
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4.Danc.

Vsechny ¢astky v ramci tohoto rozpoctu zahrnujf
vsechny pfislusné dané, kromé dané ze zbozi a
sluzeb (GST) / prodejni dan¢ (Harmonized Sales
Tax, HST) / DPH. Je-li to relevantni, pak budou
GST/HST/DPH uctovany zadavateli v ptislusné
sazbé a budou zahrnuty na faktufe, jak je uvedeno
vyse v bodu 1.
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Appendix 3 Pfiloha 3

Budget Rozpocet

QEGis Appendix 3 CSL Behring

Payment Terms and Budget

LTI ni
InNe
T
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Total Estimated Budget includes the
total compensation for all Study
patients and other direct costs as
indicated in the Budget:

CZK 601,264.00
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Piiloha 3 CSL Behring

Platebni podminky a rozpocet
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Celkovy odhadovany rozpocet
zahrnuje celkovou kompenzaci za
vSechny pacienty ve studii a dalsi
pfimé naklady uvedené v rozpoctu:
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