CLINICAL TRIAL AGREEMENT
(“Agreement”)
concerning the conduct of the clinical trial entitled:
“A Phase lll, Randomized, Investigator-Blinded,
Active-Controlled Study of Efficacy and Safety of
Efepoetin Alfa for Treatment of Anemia in Patients
with Chronic Kidney Disease on Dialysis”- EUCT
code n°® 2023-503634-50-01 — promoted by
Genexine, Inc.

by and between

e [company OPIS s.rl.,, TAX ID and VAT
IT12605350151, with legal offices at Via
Matteotti 10, 20832, Desio (MB), ltaly,
hereby represented by its duly authorized
CEO, Dr. Laura Ambrosoli], (“CRO")acting by
virtue of Letter of Authorization dated 5
September 2023 and by virtue of proxy
pursuant to art. 74 Reg. EU n° 536/2014
(Clinical Trial Regulation — hereinafter also
“CTR”) dated 16 August 2023 on behalf of
Genexine, Inc., 172 Magok Jungang-ro,
Gangseo-gu, Seoul, 07789, Republic of
Korea, promoter of the Study (“Sponsor”);

and

e Medical facilities Nemocnice Cesky
Krumlov, a.s. ith legal offices at Nemocni¢ni
429, Horni Brana, 381 01 Cesky Krumlov,
hereby represented by Mgr. Vojtéch
Remen, MBA, Chairman of the Board of
Directors (“Institution”);

each a “Party” and together the “Parties”
whereas

a) Sponsor intends to carry out the clinical
trial entitled “A Phase Ill, Randomized,
Investigator-Blinded, Active-Controlled
Study of Efficacy and Safety of Efepoetin
Alfa for Treatment of Anemia in Patients
with Chronic Kidney Disease on
Dialysis”- EUCT code n°. 2023-503634-

SMLOUVA O PROVEDENI KLINICKEHO HODNOCENI
(,smlouva”)
tykajici se provedeni klinického hodnoceni
s nazvem ,,Randomizovand, pro zkouSejiciho
zaslepend, ucinnou ldtkou kontrolovand studie
fdze Il hodnotici ucinnost a bezpecnost efepoetinu
alfa v Ié¢bé anémie u pacientt s chronickym
onemocnénim ledvin na dialyze" a kddem EUCT €.,
2023-503634-50-01 zadaného spolecnosti
Genexine, Inc.
uzaviend mezi
e [spoleénosti OPIS s.rl., DIC ac DPH
IT12605350151, se sidlem na adrese Via
Matteotti 10, 20832, Desio (MB), Itdlie, zde
zastoupenou  svou fadné  povéfenou
generdlni feditelkou, dr. Laurou Ambrosoli]
(,CRO*) jednajici na zakladé piné moci ze dne
5. zari 2023 a jako zakonny zastupce dle ¢l. 74
nafizeni EU €. 536/2014 (nafizeni o klinickych
hodnocenich humannich légivych piipravkd
neboli Clinical Trial Regulation, dale takeé
,CTRY) ze dne 16 srpna 2023 jednajici
jménem spoletnosti Genexine, Inc. se sidlem
adrese 172 Magok Jungang-ro,
Gangseo-gu, Soul, 07789, Korejska republika,
zadavatele studie (,,zadavatel”),

na

e zdravotnickym zafizenim Nemocnice Cesky
Krumlov, a.s., se sidlem na adrese
Nemocniéni 429, Horni Brana, 381 01 Cesky
Krumlov, zde zastoupenym Mgr. Vojtéchem
Remetiem, MBA, pfedsedou pfedstavenstva
(,zdravotnické zafizeni),

jednotlivé ,strana” a souhrnné ,strany”.
Vzhledem k tomu, Ze
zadavatel zamysli  provést  klinickée
hodnoceni nazvané ,, Randomizovand, pro
zkousejiciho zaslepend, ucinnou ldtkou
kontrolovand studie fdze Il hodnotici
ucinnost a bezpecnost efepoetinu alfa
v Iéébé anémie u pacienti s chronickym
onemocnénim ledvin na dialyze” s kédem
EUCT & 2023-503634-50-01 (,studie”),

a)

hodnotici pfipravek ,GX-E4 (efepoetin
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50-01 (“Study”), on the Study drug “GX-
E4 (Efepoetin alfa, Recombinant human
erythropoietin-hybrid ~ Fc)”  (“Study
Drug” or “IMP”) as per Protocol
[Version 4.0, 29 August 2024 UPDATE
VERSION AFTER PROTOCOL
FINALIZATION] and its subsequent duly
approved amendments (“Protocol”),
which shall be deemed hereinafter re-
transcribed in its entirety;

b) Sponsor has therefore appointed CRO
to stipulate this Agreement on its
behalf;

c} Institution has the facilities and
technical and scientific know-how to
conduct the Study;

d} Sponsor has obtained approval via CTIS
system for CZ as member state
concerned to enter into this Agreement
dated 02. October 2024, which shall be
deemed hereby re-transcribed in its
entirety]

e) The Parties are thus willing to stipulate
the Agreement,

in consideration of the above recitals, which,
together with its annexes and the Protocol,
constitute an integral and substantial part of this
Agreement, the Parties agree and stipulate as

b)

c)

d)

alfa, rekombinantni humdnni
erythropoetin  fuzovany na  hybridni
Fc fragment imunoglobulinu)”

(,hodnoceny pfipravek” nebo ,HLP*) dle
protokolu [verze 4.0 ze dne 29. srpna 2024
AKTUALIZOVAT VERZI PO FINALIZACI
PROTOKOLU] ajeho naslednych Fadné
schvélenych dodatk (,protokol”), jenz se
dale poklada za kompletné pfepsany do
této smlouvy;

zadavatel tedy povéfil CRO vyjednat
podminky této smlouvy jeho jménem;
zdravotnické zafizeni mda kdispozici
pracovisté a technické a védecké
know-how k provedeni studie;

zadavatel ziskal prostfednictvim systému
CTIS souhlas Ceské republiky jako
dotéeného Elenského statu s uzavienim
této smlouvy ze dne 02. fijna 2024, kterd
se timto povaZuje za pfepsanou v plném
rozsahul.Strany jsou tedy
vyjednat podminky této smlouvy.

ochotny

S ohledem na vyse uvedenou tvodni &ast smlouvy,
ktera spolu s pfilohami a protokolem predstavuje
nedilnou a podstatnou ¢ast této smlouvy, se strany
dohodly a vyjednaly nasleduijici:

follows:

1. Entrustment of Institution ......................... 44, Povéreni zdravotnického zafizeni.............. 4
2. Principal Investigator and Site Staff ........... 6 |:2. Hlavni zkousejici a personal pracoviité..... 6
S Obligations of the Parties ....................... 10 | 3. Povinnostistran....................ooocvveevvennn.. 10
4. Consideration and payment scheme........ 21 | 4. Protiplnéni a rozpis plateb....................... 21
5. DataProtection. it wniasmmmnns s 23 | 5 Ochrana osobnich adajti........................... 23
6. Confidentiality...................coooevveiivennn, 32 | 6. DUVEINOSE ... 32
7. Anti-bribery and corruption compliance. 34 | 7. DodrZovani opatfeni proti tiplatkaFstvi

8. Intellectual Property ...........cocoevevenennnn, 35 [ @KOPUPCE .o 34
9. Publications .................coocvvvvivnevennn, 37 | 8. DuSevni viastnictvi..............coocoveeiei 35
10. IASURANCE: ... im0 s s mmannansas 39 | 9. PUBIIKACE ..o sssiiti eonrsnamssesensns 37
11, Dispute resolution..........oweammsmns 41 | 10. POIEEEAL . oot e e 39
12. Duration, termination and withdrawal ... 42 | 11. RESeNT SPOFU ... 41
13. Miscellanea...........cc..ccoeeevcivveeveeeeen, 45 | 12, Platnost, ukonéeni platnosti a odstoupeni

Od SMIOUVY.....ooooiiiiiiiiiiieicee et 42
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1.2.

1.3

1.4.

1.5,

. Entrustment of Institution
. CRO on behalf of Sponsor hereby entrusts

Institution, which agree and accepts such
entrustment, with the performance of the
activities as detailed in Annex A within the
conduct of Study at the Hemodialysis
centre of Institution, under the supervision
of Dr. Richard Kovar, who has experience in
clinical trials and who therefore assumes
the role of Principal Investigator (“Principal
Investigator”), signing this Agreement for
acknowledgment and acceptance.

Except as otherwise subsequently agreed
in writing by the Parties, Institution shall
conduct the Study at its own facilities only.
Study shall be conducted at Institution
strictly in compliance with: (i) Applicable
Laws (as defined below); (ii) the Protocol
and any subsequent amendments; (iii) this
Agreement, including annexes; (iv) written
instructions of CRO/Sponsor; (v) all
applicable Study documents approved by
the competent Ethic Committee and/or
Health Authority.

For the purposes of this Agreement,
“Applicable Laws” collectively refers to: (i)
all  applicable  supra-national  and
international laws, rules, regulations,
guidelines and standards, including,
without limitation the Convention on
Human Rights and -Biomedicine of the
European Council, the Declaration of
Helsinki of the World Medical Association,
the CTR, EU-Directive 2001/20/EG (if
applicable), EU-GCP-Directive 2005/28/EG
all applicable International Conference on
Harmonization Good Clinical Practice ICH
GCP E6 R2 (“ICH GCP”), EU Data Protection
Regulation 679/2016 (“GDPR”) and all
applicable national laws, regulations and
best-practices

Each Party represents, warrants and
covenants that it has the right and
authority to enter into this Agreement and

1.1

1.2,

1:3:

1.4.

Povéreni zdravotnického zafizeni

CRO timto jménem zadavatele povéfuje
zdravotnické  zafizeni, které stimto
povéfenim souhlasi a pfijima  je,
provddénim cinnosti podrobné popsanych
v priloze A. Cinnosti v rdamci studie budou
probihat na Hemodialyzaénim stfedisku ve
zdravotnickém zafizeni pod dohledem
MUDr. Richardem Kovafem, jeni ma
zkuSenost s provadénim klinickych
hodnoceni, a proto pfijima funkci hlavniho
zkousejiciho (,,hlavni zkousejici”)
a podepisuje tuto smlouvu na dikaz toho,
Ze ji bere na védomi a souhlasi s ni.
Zdravotnické zafizeni bude studii provadét
vyhradné na  vlastnich  pracovistich
s vyjimkou pfipadi, kdy se strany nasledné
pisemné dohodnou jinak.

Studie bude ve zdravotnickém zafizeni
provadéna pfisné vsouladu s i) platnymi
pravnimi predpisy (jak je definovédno nize),
ii) protokolem  aveskerymi naslednymi
dodatky, iii) touto smlouvou v&etné pfiloh,
iv) pisemnymi  pokyny CRO/zadavatele,
v) veSkerou  odpovidajici  dokumentaci
studie schvalenou pfisluinou etickou komisi
a/nebo zdravotnickym Gfadem.

Pro ucely této smlouvy se ,platnymi
pravnimi pfedpisy” souhrnné rozumi tyto
dokumenty: i) viechny platné nadnarodni
a mezinarodni pravni pfedpisy, pravidla,
nafizeni, smérnice a standardy, mimo jiné
Umluva o lidskych pravech a biomedicing
Rady Evropy, Helsinskd deklarace Svétové
IékaFské asociace, CTR, smérnice EU
2001/20/ES (je-li relevantni), smérnice EU
2005/28/ES o spravné klinické  praxi,
viechny pfislusné zdsady spravné klinické
praxe vymezené Mezindrodni konferenci
pro harmonizaci dodatkem ICH GCP E6 R2
(,ICH GCP”), Nafizeni EU 679/2016
oochrané osobnich udajia (,GDPR")
a viechny platné ndrodni pravni pfedpisy,
nafizeni a zasady nejlepsi praxe,
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that it meets every requirement under 1.5. Kazda strana  prohlasuje, zarucuje

Applicable Law to lawfully perform each a zavazuje se, Ze je opravnéna tuto smlouvu
and any function set forth by this uzavfiit aze spliuje vSechny pozadavky
Agreement. vymezené platnymi pravnimi predpisy, aby

mohla v souladu s nimi provadét veskeré
funkce touto smlouvou vymezené.
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2. Hlavni zkou3ejici a personal pracovisté
Principal Investigator shall, and Institution 2.1 Hlavni zkousejici bude wvykonavat nize
shall procure that Principal Investigator uvedené cinnosti a zdravotnické zafizeni
shall: zjedna, aby tak hlavni zkousejici ¢inil:

- carry out the conduct of the Study at - provadét studii ve zdravotnickém

Principal Investigator and Site Staff

Institution in compliance with clause 1.4
above and also in adherence to
principles of medical confidentiality in
relation to Study Participants;

- supervise (i) all Institution’s healthcare

personnel (either employee and self-
employed) that assist  Principal
Investigator, including but not limited to
Sub-Investigator(s), and (i) all
Institution’s  healthcare and non-
healthcare subcontractors from time to
time involved in the conduct of the
Study at Institution (each a “Site Staff
Member” and collectively “Site Staff”),
to ensure their compliance with clause
1.4 above at any time throughout the
conduct of the Study;

attend, and (if need) have any Site Staff
Member attend, any meeting organized
by CRO regarding the Study (each a
“Investigator  Meeting”), at no
additional cost;

Site staff will operate under the
responsibility  of  the Principal
Investigator for all aspects pertaining to
the Trial; they will have to be qualified
to conduct the Trial and have previously
received adequate training by the
Sponsor, in accordance with applicable
regulations and each of them must have
declared her/his willingness to take part
in the Trial;

obtain from each enrolled patient (each
a “Study Participant”) a valid informed
consent form (“ICF”) as well as a
properly drafted privacy notice in
compliance with Applicable Laws, both
approved by the competent IEC, being
understood that no amendment to

zafizeni vsouladu svySe uvedenym
odstavcem 1.4 arovnéi za dodrzovani
zasad dlvérnosti zdravotnich informaci
ve vztahu k G€astnikdim studie;

vykondvat dozor Jj)nad veskerym
zdravotnickym personalem
zdravotnického zafizeni (jak
zaméstnanci, tak osobami samostatné
vydéleéné cCinnymi), jez hlavnimu

zkousejicimu amimo jiné
spoluzkousejicim(u) pomahaji, aii) nad
viemi zdravotnickymi

i nezdravotnickymi subdodavateli
zdravotnického  zafizeni, ktefi se
pfileZitostné na provadéni studie ve
zdravotnickém zafizeni podili
(jednotlivé ,len personalu pracovisté”
a souhrnné ,personal pracovisté”), aby
zajistil, Ze budou vcelém obdobf
provadéni studie pracovat vsouladu
s vySe uvedenym odstavcem 1.4;
Gcastnit se a (v pfipadé potfeby) zajistit
Ucast pfislusného ¢lena personalu
pracovisté na viech schlzich
organizovanych CRO tykajicich se studie
(ddle ,schize se zkou3ejicim“), bez
naroku na dal$i odménu;

¢innost personalu pracoviité bude ve
vSech aspektech tykajicich se hodnoceni
podléhat  odpovédnosti hlavniho
zkousejiciho; je nutné, aby mél personal
pracovisté  k provadéni  hodnoceni

pfislusné vzdélani a vsouladu
s platnymi nafizenimi pfedem
absolvoval odpovidajici Skolenfi

organizované zadavatelem; kazdy &len
persondlu musi potvrdit svou ochotu do
hodnoceni se zapojit;
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2.2

2.3

24

these documents is possible without
prior written consent of Sponsor;

- have the e-CRF (as defined below)
compiled and submitted in accordance
with Protocol, this Agreement and
Applicable Laws;

- regarding pharmacovigilance, (i)
register and document, in detail of all
adverse events (each an “AE”) and to
notify them to CRO within the terms
established by Protocol; (ii) register,
document and notify all serious adverse
events that is possibly, probably or
definitely related to the administration
of the IMP and/or of the Comparator,
including laboratory abnormality (each
a “SAE”), to CRO on behalf of Sponsor
within the terms established by
Applicable Laws and in Protocol;

- provide any other clinical information,
directly or indirectly related to the
execution of the Study concerning Study
Participants as per Protocol;

- resolve any query raised by Sponsor by
the date indicated in the Protocol.

Institution shall grant Principal

Investigator  sufficient  discretionary

power to identify and to appoint

adequately qualified Site Staff Members,
in any case to the extent permitted by

Applicable Laws.

Institution and Principal Investigator are

liable for damages arising out the civil

liability of each Site Staff Member.

Institution is liable for any breach of this

Agreement attributable to either PI’s or to

any Site Staff Member’s conduct.

In the event of supervening death of the

Principal Investigator, or loss of ability,

capacity and/or willingness to adequately

perform the role of principal investigator
of the Study, as well as if Principal

Investigator ceases to be employed by or

2.2

- ziskat od kazdého zafazeného pacienta
(dale ,uéastnik studie”) platny formular
informovaného souhlasu (,1ICF")
i prohlddeni o ochrané osobnich udajl
nalezité zkoncipované v souladu
s platnymi pravnimi predpisy, oboji
schvalené pfislusnou NEK; k zadnému
ztéchto dokumentl pfitom nelze
pfipojit dodatek bez predchoziho
pisemného souhlasu zadavatele;

- zajistit vypliovani a pfedkladani

zaznamU e-CRF (jak je definovano nize)
v souladu s protokolem, touto
smlouvou a platnymi pravnimi pfedpisy;

- ve vztahu k farmakovigilanci

i) podrobné zaznamenavat
a dokumentovat viechny neZddouci
pfihody (dale ,AE") a oznamovat je CRO
na zakladé podminek stanovenych
protokolem, ii) zaznamenavat,
dokumentovat  aoznamovat CRO
zastupuijici zadavatele viechny zavainé
nezadouci pfihody, které pfipadng,
pravdépodobné  nebo  definitivné
souvisi s podanim HLP a/nebo
srovnavaciho pfipravku, vietné
laboratornich abnormalit (dale ,SAE"),
a to na zakladé podminek stanovenych
platnymi pravnimi predpisy
a protokolem;

- predkladat vsouladu s protokolem
vedkeré daldi klinické informace, pifimo
nebo nepfimo souvisejici s provadénim
studie a tykajici se ucastniku studie;

- objasfiovat veSkeré pfipadneé dotazy
zadavatele, ato kdatu uvedenému
v protokolu.

Zdravotnické zafizeni udéli hlavnimu
zkougejicimu  dostateénou  diskrecni
pravomoc k tomu, aby si zvolil a jmenoval
piislusné kvalifikované cleny personalu
pracovisté, v kaidém pfipadé vrozsahu
povoleném platnymi pravnimi predpisy.
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2:5

2.6

associated with Institution, the Institution

shall:

- promptly notify CRO and Sponsor in
writing indicating the name of a
replacement, whom is subject to
Sponsor and the IEC’s approval;

- guarantee that the new Principal

Investigator is qualified to continue the

Study, that he/she shall accept in

writing the terms and conditions of this

Agreement and that he/she shall agree

in writing to respect the Protocol when

executing the Study;

pending approval of the substantial

amendment for the change of Principal

Investigator, guarantee that the former

appointed Principal Investigator shall

carry out the necessary continuity in the

Study activities;

- ensure that, pending the approval of
the new principal investigator, the due
standard of medical care to Study
Participants (as defined below) is
maintained;

- oversee the timeliness of the handover
with the new principal investigator
approved by the Sponsor.

CRO reserves the right to terminate this

Agreement early according to its terms if

Sponsor, at is sole discretion, decides to

do not approve or to revoke approval of

the new principal investigator.

CRO is and remain extraneous to any

relationship between Institution and PI, as

well as between Institution and Site Staff.

Under this Agreement, CRO shall not pay,

offer, promise any sum of money and/or

anything of value either to Principal

Investigator or to any Site Staff. For

avoidance of  the doubt, no

reimbursement of any expense is due for

Principal Investigator’s/Site Staff

Member’s  attendance to remote

Investigator Meetings.

2.3

2.4

Zdravotnické zafizeni a hlavni zkousejici
nesou odpovédnost za 3$kody wvzniklé
vramci obcanskoprivni odpovédnosti
kazdého ¢&lena persondlu pracovisté.
Zdravotnické zafizeni nese odpovédnost
za jakékoli poruseni této smlouvy,
knémuz dodlo vdisledku jednani
hlavniho zkousejiciho nebo kteréhokoli
¢lena personalu pracovisté.

V pfipadé ndsledného umrti

zkousejiciho nebo jeho neschopnosti,

ztraty kapacity a/nebo neochoty déle
odpovidajicim  zplsobem  vykonavat
funkci hlavniho zkousejiciho ve studii,
ataké v pfipadé ukonceni  jeho
zaméstnaneckého poméru ve
zdravotnickém zafizeni ¢i jeho afiliace se
zdravotnickym podnikne
zdravotnické zafizeni nasledujici kroky:

neodkladné pisemné uvédomi CRO

a zadavatele a pfedloZi jméno pfipadné

nahrady, jeZ podléha

zadavatele a NEK;

- zaruti, ze novy hlavni zkousejici bude
kvalifikovan ktomu, aby v provadéni
studie  pokracoval, Ze pisemné
akceptuje podminky této smlouvy a e
udéli pisemny souhlas s tim, Ze bude pfi
provadéni studie dodrzovat protokol;

- pfed schvalenim podstatného dodatku,
jimz zména hlavniho zkouZejiciho je,
zaruci, Ze plvodné jmenovany hlavni
zkou3ejici bude ve studii dale provadét
pFislusné ¢innosti, aby zajistil nezbytnou
kontinuitu;

- zajisti, aby pred schvédlenim nového
hlavniho zkousejiciho byly dodrzovény
pfislusné standardy zdravotni péce
o Gcastniky studie (jak je definovéno
nize);

- dohlédne na to, aby pfedani novému
hlavnimu  zkousejicimu schvalenému
zadavatelem probéhlo véas.

hlavniho

zafizenim,

schvaleni
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2.5

2.6

CRO si vyhrazuje prédvo vsouladu
s podminkami této smlouvy ukontit jeji
platnost pfed¢asné, pokud se zadavatel
na zakladé vlastniho uvdieni rozhodne
nového hlavniho zkousejiciho neschvalit
nebo jeho schviéleni zrusit.

Ve vztahu mezi zdravotnickym zafizenim
a hlavnim zkouSejicim, stejné jako ve
vztahu mezi zdravotnickym zafizenim
a persondlem pracovisté CRO je a zUstdva
externi stranou. Podle podminek této
smlouvy CRO nevyplati, nenabidne ani
neslibi  hlavnimu  zkoulejicimu  ani
zadnému ¢lenu persondlu pracovisté
finanéni ¢astku ani nic hodnotného. Aby
se zamezilo pochybnostem, hlavnimu
zkoudejicimu ani  ¢lendm  personalu
pracovi§té nendlezi zddnd nahrada vydajd
za Utast na schizich se zkouSejicim na
dalku.
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3. Obligations of the Parties
3.1 Heath Authority and IEC approvals

- CRO represents that Sponsor, under
its sole responsibility, shall obtain and
maintain any competent Health
Authority approval, as well as any
needed [IEC’s/IRB’s
approval/favorable opinion] for (i) the
conduct of the Study (ii) any
substantial amendments to Protocol
(iii) any other substantial changes to
the Study. CRO shall provide Principal
Investigator with evidence of such.

3.2 Protocol

- CRO shall make Protocol available to
Principal Investigator.

- CRO, on behalf of the Sponsor, shall
ensure that any and all safety data
relating to the IMP, of which the
Sponsor is aware or which comes to
the attention of the Sponsor from
time to time, and which may, in the
reasonable opinion of the Sponsor, be
materially relevant to the conduct of
the Study will also be included in the
Investigator’s Brochure in compliance
with ICH GCP.

3.3 IMP and Comparator supply,
administration and [destructioni]

- CRO represents that Sponsor shall
supply, or shall arrange for delegate
to supply, IMP and “Darbepoetin alfa”
(“Comparator” or “NIMP”) to
Institution as per Protocol at no cost
to Institution, in amounts sufficient
for the conduct of the Study.

- Institution and  the  Principal
Investigator shall use the IMP and the
Comparator solely for the purposes of
Study conduct in accordance with
Protocol.

3. Povinnosti stran
3.1 Schvdleni zdravotnickym dfadem a NEK
- CRO prohladuje, Ze je wyhradni
odpovédnosti  zadavatele  ziskat
souhlas pfislusného zdravotnického
Ufadu  apribéiné phnit  jeho
podminky, coZ se tykd rovnéz
veskerych potfebnych [schvéleni/
pFiznivych posudk NEK]
i) k provadéni studie, ii)ke viem
podstatnym dodatkim k protokolu
ajii)ke vsem dal$im podstatnym
zménam ve studii. CRO pfeda doklady
o vyse uvedeném hlavnimu

zkoudejicimu,
3.2 Protokol

- CRO zpfistupni protokol hlavnimu
zkousSejicimu.

- CRO jménem zadavatele zajisti, aby
veSkeré Udaje o bezpefnosti HLP,
jichZ si je zadavatel védom nebo na
které bude upozornén a které mohou
mit podle jeho odlvodnéného nazoru
zdsadni vyznam pro provadéni studie,
byly rovnéZ uvedeny vsouboru
informaci pro zkousejiciho, jak to
stanovi zasady ICH GCP.

3.3 Doddvky HLP a srovndvaciho pfipravku,
poddni a [vrdceni/likvidace]

- CRO prohladuje, 7e zadavatel bude
zdravotnickému zafizeni bezplatné
dodavat HLP a,darbepoetin alfa”
(,srovnavaci pripravek” nebo
,LAXMP") podle
a v mnozstvi

protokolu
dostatecném pro
provadéni studie, nebo takovymi
dodavkami povéfi zastupce.

- Zdravotnické zafizeni a hlavni
zkouSejici budou HLP asrovnavaci
pfipravek pouZivat vyhradné pro
ucely provadéni studie vsouladu
s protokolem.
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Upon termination or expiry of this
Agreement for any reason
whatsoever, all unused IMP and
Comparator still stored at Institution
shall be [disposed by Institution at
Sponsor’s charge in accordance with
the Protocol after 30 (thirty) days
from written notice to
Sponsor/returned to Sponsor at
Sponsor’s charge in accordance with
the Protocol]. destroyed on site with
appropriate destruction certificate

3.4 Enrollment of Study Participants

Institution shall enroll approximately
a total of 10 eligible and assessable
patients as Study Participants in the

Study, in accordance with the
Protocol.

The enrolment period may be
changed depending  on the

international trend in enrolment.
When the total number of patients
permitted for the entire Study has
been reached, the inclusion of further
patients will be closed automatically,
regardless of the number of patients
enrolled at Institution, apart from
patients who have already provided
their consent to take part in the
Study, unless the patients themselves
withdraw their consent. Sponsor shall
timely notify Institution accordingly.

Institution shall ensure that a valid ICF
and privacy notice has been obtained
by Principal Investigator from each

enrolled Study Participant.
Enrollment of Study Participants shall
be temporarily interrupted,

suspended or definitively terminated
by Institution upon receipt of written
request from CRO on behalf of
Sponsor.

Moreover, the Parties agree and
acknowledge that Study conduct at

Po vyprieni platnosti smlouvy nebo
po jejim vypovézeni zjakéhokoli
dlvodu zdravotnické zafizeni veskery
nepouZity HLP a srovnavaci pfipravek,
ktery jesté uchovava, [zlikviduje na
naklady  zadavatele  avsouladu
s protokolem po 30 (tficeti) dnech od
pisemného upozornéni zaslaného
zadavateli/vrati zadavateli na jeho
naklady v souladu s protokolem].

3.4 Ndbor ucastniku studie

Zdravotnické zafizeni zafadi do studie
vsouladu s protokolem  pfriblizny
poctet 10  zpUlsobilych
a vyhodnotitelnych  pacientd jako
ucastniky studie.

V zdvislosti na mezinarodnim vyvoji
naboru se obdobi
zménit. Po dosazeni celkového poctu
pacientd povoleného pro celé obdobi
studie bude zafazovani dalsich
pacientl automaticky uzavieno, a to
bez ohledu na pocet pacientl
zatrazenych ve zdravotnickém
zafizeni. Vyjimkou budou pacienti,
ktefi jiz udélili souhlas s ucasti ve
studii, pokud tito pacienti sami sv(j
souhlas neodvolaji. Zadavatel bude
zdravotnické zafizeni vcas pfislusné
informovat.

Zdravotnické zafizeni bude dbat na to,
aby hlavni zkou3ejici od kaidého

celkovy

naboru mize

zafazeného Ucastnika studie ziskal

platny formulaf ICF a prohlaseni
oochrané osobnich Gdaji. Po
obdrieni pisemné Zadosti od CRO
zaslané jménem zadavatele
zdravotnické zafizeni nabor uéastnikd
studie docasné prerusi, pozastavi
nebo definitivné ukondi.

Strany dale berou na védomi

a souhlasi s tim, Ze provadéni studie
ve zdravotnickém zafizeni mlze byt
pozastaveno, pokud hlavni zkousejici
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Institution may be suspended if, using
adequate medical judgment, Principal
Investigator and/or Institution
determines, in mutual agreement
with Sponsor, it is appropriate to do
so to protect the health or safety of
any Study Participant enrolled at the
Institution

As Sponsor plans to conduct the Study
at multiple sites, Sponsor may decide
to suspend the entire Study or the
portion conducted at Institution at
any time for any reason: in that case,
CRO shall be entitled to terminate this
Agreement in advance pursuant to
the terms and conditions set forth
hereby.

The Parties agree that the Sponsor
and the Principal Investigator, having
an obligation to protect Study
Participants’ safety, where required in
the circumstances, may take urgent,
appropriate measures to protect
Study Participants’ safety such as
temporarily suspending the Study
(interruption of treatment for
patients  already enrolled or
interruption of the enrolment of new
patients), in the manner provided for
by Article 38 of Regulation (EU)
536/2014, subject to the Sponsor’s
obligation to immediately inform the
Ethics Committee, the Competent
Authority and the Institution as well
as the Study Participants, of any new
events, the measures taken and the
program of measures to be taken in
the future, and will duly complete the
procedures required by Applicable
Laws.

a/nebo zdravotnické zafizeni na
zakladé nalezitého lékafského Usudku
apo vzajemné dohodé se
zadavatelem stanovi, Ze je tak vhodné
ucinit, aby bylo chranéno zdravi nebo
bezpecnost vSech ucastnikl studie
zafazenych ve zdravotnickém
zarizeni.

Jelikoz zadavatel planuje provadét
studii na fadé pracovi$t, mlzie se
rozhodnout kdykoli a z jakéhokoli
divodu pozastavit celou studii nebo
jeji cast provadénou ve
zdravotnickém zafizeni. V takovém
pfipadé ma CRO pravo tuto smlouvu
pfedfasné vypovédét na zakladé
podminek vymezenych touto
smlouvou.

Strany souhlasi, Zze zadavatel a hlavni
zkou3ejici, ktefi maji povinnost
chrénit bezpeénost Ucastnikd studie,
kde to okolnosti vyzaduji, mohou
podniknout vhodna urgentni opatfeni
k ochrané bezpecnosti  Gcastnik(
studie, jako je dofasné pozastaveni
studie (pferuseni |écby pacientl jiz
zafazenych nebo preruseni naboru
novych pacientl), ato zp(isobem
vymezenym v ¢lanku 38  nafizeni
(EU) 536/2014. Zadavatel md pak
povinnost neprodlené informovat

etickou komisi, kontrolni GFad
a zdravotnické zafizeni  arovnéi

Ucastniky studie o veSkerych novych
pfihodach, pfijatych  opatfenich
a programu opatieni, kterd maji byt
podniknuta v budoucnosti, a naleZité
provede viechny postupy vyZzadované
platnymi pravnimi pfedpisy.
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3.5 Collection, retention and use of Biological
Samples

- For the purposes of this Agreement,
“Biological sample” refers to (sample
list) blood, serum, urine, saliva, bone
marrow, fluid and/or tissue biopsy
samples, etc. that may be collected
from Study Participants under the
supervision of Pl at Institution or at
Institution’s authorized
subcontractor, in compliance with
Protocol and Applicable Laws.

- Institution shall collect, retain and/or
use Biological Samples solely as set
forth in the Protocol.

- Institution will provide Sponsor, or
the local laboratory acting on behalf
of Sponsor, with quantities of
Biological Samples for the analysis to
be performed as required by Protocol.

- Sponsor may use such Biological
Samples for the purposes authorized
by the Study Participants in the ICF
and as permitted by Applicable Laws.

3.6 _Study Data collection, retention and eCRF
completion

- In a timely, accurate, complete
manner and in accordance with the
Protocol, Institution shall record all
data and results and will forward the
complete records (including, without
limitation, electronic case report
forms, “e-CRFs”, provided by CRO)
generated because of conducting the
Study (collectively, the “Study Data”)
to CRO.

- Institution shall take all reasonable
and customary precautions, including
periodic backup of computer files,
both to ensure truthfulness and
integrity of any Study Data and to
prevent the loss/alteration of any
Study Data, either in filling out source
documents (e.g. medical records of

3.5 Odbér, uchovdvdni a pou?iti biologickych

vzorkd
- Pro ucely této smlouvy se
,biologickym  vzorkem”  rozumi

(seznam vzorkl) vzorek krve, séra,
modi, slin, kostni dfené, tekutiny
a/nebo biopticky vzorek tkané atd.,
jenz muize byt ucastnikovi studie
v souladu s protokolem a platnymi
pravnimi predpisy odebran pod
dohledem hlavniho zkousejiciho ve
zdravotnickém zafizeni nebo
v zatizeni subdodavatele povéfeného
zdravotnickym zafizenim.

- Zdravotnické zafizeni bude biologické
vzorky odebirat, uchovavat a/nebo
pouzivat vyhradné tak, jak to
vymezuje protokol.

- Zdravotnické zafizeni  poskytne
zadavateli nebo mistni laboratofi
jednajici jménem zadavatele
biologické vzorky k analyze, jez ma byt
provedena, v mnoistvi stanoveném
v protokolu.

- Zadavatel mUZe tyto biologické vzorky
pouzivat pro Gcely, k nimz jej opravnili
Géastnici studie ve formulafi ICF
akteré povoluji platné  pravni
pfedpisy.

3.6 ShromaZdovdni a uchovdvdni uddaju ze
studie a vyplriovdni zdznamdi e -CRF

- Zdravotnické zafizeni bude veskeré
udaje a vysledky zaznamendvat véas,
pfesné, tplné a v souladu
s protokolem akompletni zaznamy
(mimo jiné elektronické formulafe
zaznaml  osubjektu  hodnoceni,
,e-CRF”, které poskytne CRO)
vytvofené  vdisledku provadéni
studie (souhrnné ,udaje ze studie”)
zasle CRO.

- Zdravotnické zafizeni pfijme veskera
pfiméfenda a obvykla opatfeni, mimo
jiné pravidelné

zalohovani
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Study Participants) and in filling out
the eCRF provided by CRO;

For all Study Participants, Institution
will complete all e-CRFs in accordance
with the Protocol in the form supplied
or specified by CRO and within the
timeframe specified by CRO. E-CRFs
will be provided to CRO on behalf of
Sponsor in a timely manner as they
are completed. At the request of CRO
on behalf of Sponsor, Institution will
promptly correct any errors and/or
omissions to the e-CRFs and will make
available to CRO on behalf of Sponsor
the corrected e-CRFs and supporting
records for any further verification.
Sponsor shall own all rights on Study
Data. Institution shall ensure Site staff
and Principal Investigator shall not
use or evaluate Study Data or any
portions thereof for any purpose
other than as set forth in the Protocol
or as directed in writing by Sponsor.
Except as set forth in the Protocol or
authorized in writing by Sponsor,
Institution agrees, and procures that
Principal Investigator and Site Staff to
agree, that no analysis of Study Data
is conducted at Institution and that
Study Data cannot be made available
to any unauthorized third parties.
Notwithstanding the foregoing, as
between the Parties, Institution’s
medical records are owned by
Institution and shall be retained at
Institution in  accordance  with
Applicable Laws.

3.7 Monitoring

CRO shall visit and/or meet (either in
person at relevant Institution’s
locations or facilities, or remotely)
with either Principal Investigator, and
each Site Staff at mutually agreed
times, during normal business hours,

politatovych souborl, aby zajistilo
jednak pravdivost aintegritu vSech
udaji ze studie, jednak zabranilo
jejich ztraté/zméné, ato jak pfi
vyplfiovani zdrojovych dokumentd
(napf.  zdravotni  dokumentace
Ucastnikd studie), tak pfi vypliovani
zaznamu e-CRF poskytnutych CRO.

Vsem Gcastnikim  studie vyplini
zdravotnické zafizeni veskeré
zaznamy e-CRF v souladu
s protokolem, ato ve formuléfich
dodanych nebo specifikovanych CRO
avji vymezeném terminu. Zaznamy
e-CRF budou CRO jednajici jménem
zadavatele poskytovany promptné po
vypInéni. Na Zadost CRO vznesenou
jménem zadavatele zdravotnické
zafizeni v zaznamech e-CRF
neodkladné opravi pfipadné chyby
a/nebo  opomenuti  a opravené
zaznamy a podpurné dokumenty
zpfistupni CRO jednajici jménem
zadavatele k naslednému ovéfeni.

Veskera prdva kUdajim ze studie

nalezi  zadavateli. Zdravotnické
zafizeni bude dbat na to, aby persondl
pracovisté a hlavni zkousejici

nepouZivali ani  nevyhodnocovali
udaje ze studie ani Zadnou jejich ¢ast
pro jiné ucely, nez jaké stanovi
protokol nebo pisemné pokyny
zadavatele. Zdravotnické zafizeni
souhlasi azjednd, aby souhlasil
i hlavni zkousejici a personal
pracovisté, Ze svyjimkou pfipad(
stanovenych v protokolu nebo
pisemného  souhlasu zadavatele
nebude ve zdravotnickém zafizeni
provadéna analyza Udaju ze studie
a Ze tyto udaje nebudou zpfistupnény
zadné neopravnéné treti strané. Bez
ohledu na vy3e uvedené a dohodnuté
mezi stranami, zdravotni
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to monitor Study is conducted at
Institution in full compliance with
clause 1.4 above.

Institution shall, and shall procure
Principal Investigator and Site Staff
shall, cooperate with and assist CRO
in both scheduling and performing
each (in — person or remote)
monitoring visit.

In particular, without prejudice to any
confidentiality and data protection
obligations as per Applicable Laws, on
monitoring visit Institution shall, and
shall procure Principal Investigator
and Site Staff shall, make available to
CRO any and all Study records,
documents, information, Study Data,
any Study-related materials, as well as
Study Participants’” medical records,
where requested by CRO for the
purposes of (sample list): (i) source
document verification; (ii) verification
of correspondence between the data
recorded on the eCRF and the data
contained in the sources
documentations; (iii) carrying out any
other necessary monitoring
procedure under this Agreement.

Inspections and audits

The Parties agree that the Sponsor
and CRO shall have the right to audit
Study records during, and subsequent
to, the Study itself.

Institution shall, and shall procure
Principal Investigator and Site Staff
Members shall, actively cooperate
with and assist CRO and/or Sponsor
on and in sight of any audit by Sponsor
as well as of any inspection by any
competent authority.

Institution shall promptly inform
Sponsor and the CRO if any regulatory
authority informs Institution of an
inspection/audit in relation to the

dokumentaci zdravotnického zafizeni
vlastni zdravotnické zafizeni atato
zdravotni  dokumentace  zlstava
v souladu s platnymi pravnimi
predpisy ve zdravotnickém zafizeni.

3.7 Monitorovdni

Aby bylo moiné monitorovat, zda je
studie ve zdravotnickém zafizeni
provadéna vplné shodé svyse
uvedenym odstavcem 1.4, bude CRO
navitévovat hlavniho zkousejiciho
a persondl pracovisté a/nebo se
snimi setkdvat (bud osobhné na
pfislusném misté nebo pracovisti
zdravotnického zafizeni, nebo na
dalku), a to ve vzdjemné dohodnutém
Case a v béiné pracovni dobé.
Zdravotnické zafizeni bude s CRO
spolupracovat a poskytne ji asistenci
jak pfi planovani, tak provadéni kazdé
(osobni  ina dalku provedené)
monitorovaci navitévy, a zjednd, aby
takto postupoval ihlavni zkousejici
a personal pracovisté.

Anii by tim byla jakkoli dotéena
povinnost zajistit ddvérnost
a ochranu osobnich Gdaji vyplyvajici
z platnych pravnich predpist, béhem
monitorovaci navstévy zdravotnické
zafizeni zpfistupni CRO zejména
vedkeré zaznamy  ze  studie,
dokumentaci, informace, Udaje ze
studie, veSkeré materialy souvisejici
se studii izdravotni dokumentaci
ucastnik( studie azjednd, aby takto
postupovali i hlavni zkousejici
a personal pracovisté, kde oto CRO
pozada pro tyto Uucely (seznam
pfikladd): i) ovéfeni  zdrojovych
dokumentt, ii) ovéfeni shody mezi
Udaji zapsanymi v zaznamech e-CRF
a udaji obsaZenymi ve zdrojové
dokumentaci, jii) provedeni jakychkoli
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Study and, unless expressly refused
by that competent Authority,
Institution shall authorize Sponsor to
take part, while sending the Sponsor
all the written communications
received for the purposes of the
inspection/audit

Having been sufficiently informed in
advance, Institution shall, and shall
procure Pl shall, allow the correct
execution of inspections and audits
either by Sponsor or by any
competent Authority, which
inspections and audits are to be
carried out to guarantee the proper
execution of the Study itself.

3.9 Pharmacovigilance

CRO on behalf of Sponsor shall notify
competent regulatory authorities,
IEC, IRB and Principal Investigator,
within  timelines defined under
Applicable Laws, of any serious and
unexpected adverse event that is
possibly, probably or definitely
related to the administration of the
IMP and/or of the Comparator
(including laboratory abnormality),
for which event it becomes aware.
CRO is responsible for submitting the
Authorities.  Sponsors  will  be
responsible for reviewing and
approving the conclusions to allow
any submission.

The Parties agree that the Sponsor,
having been informed by the Pl of a
serious adverse event promptly
communicates to the European
electronic database all the serious
and suspected adverse events within
the terms referred to in Paragraph 2
of Article 2 of Regulation (EU)
536/2014, also pursuant to Paragraph
3 by reporting.

3.10 Trial Master File

jinych nezbytnych monitorovacich
postupll v souladu s touto smlouvou.

3.8 Inspekce a audity

Strany souhlasi, ze zadavatel a CRO
jsou opravnéni provadét audit
zaznaml ze studie jak v pribéhu
studie, tak po jejim skanceni.
Zdravotnické zafizeni bude aktivné
spolupracovat s CRO a/nebo
zadavatelem a poskytne jim asistenci
béhem auditu ze strany zadavatele
a pred nim i pfed pfipadnou inspekci
ze strany kontrolniho Ufadu a zjedn3,
aby takto postupovali ihlavni
zkousejici a personal pracovisté.
Zdravotnické zafizeni neodkladné
uvédomi zadavatele a CRO, pokud
bude nékterym regulaénim uUfadem
informovano o inspekci/auditu
provadéni studie. Pokud to pfislusny
kontrolni Ufad vyslovné neodmitne,

zdravotnické zafizeni opravni
zadavatele kGcasti azadle mu
veskerou pisemnou  komunikaci,
kterou pro ucely inspekce/auditu
obdrzelo.

Pokud bylo zdravotnické zafizeni
informovano v dostatecném

predstihu, umozni fadné provedeni
inspekci a auditll zadavatelem nebo
prislusSnym  kontrolnim  Gfadem
a zjedna, aby takto postupoval i hlavni
zkousejici. Ucelem téchto inspekci
a auditd ma byt zaruceni fadného
provadéni studie.

3.9 Farmakovigilance

V terminu
pravnimi

definovaném  platnymi
pfedpisy upozorni CRO
jménem zadavatele prislusné
regulaéni Ufady, NEK a hlavniho
zkoudejiciho na veskeré zavainé
a neocekavané nezadouci pfihody, jez
pfipadné, pravdépodobné
definitivné souvisi s podanim HLP

nebo

Page 16 of 57




Sponsor and Institution shall retain
the Trial Master File for a period of 25
years after Study conclusion, or in any
case for the maximum period
prescribed by Applicable Laws (or for
a longer period if required by a
financial side agreement between
Institution and the Sponsor) for
inspection purpose.

Upon Sponsor’s request, after expiry
of the mandatory conservation
period, the Parties may agree the
terms of a further
period.

conservation

3.11 Equipment

CRO may provide, or arrange for a
Sponsor’s authorized vendor to
provide, Institution with the better
below described equipment for use
by Institution during the conduct of
the Study (“Equipment”)

Equipment is intended given on a
gratuitous loan basis for Study-
related use only. The ownership of
the Equipment is therefore not
transferred to Institution. The effects
of this loan shall commence from the
date of delivery of the Equipment and
shall cease at the end of the Study,
when Equipment shall be returned to
CRO, or to Sponsor’s authorized
vendor, at no cost to the Institution,
or in any case upon Sponsor’s written

request within a  reasonable
timeframe to the extent medically
possible.

Equipment must be provided with a
declaration of conformity with
European Applicable Laws and, if the
Equipment has direct action on the
Study Participant or on other
machinery present at Institution, it
may subject to acceptance testing by
technicians appointed by Institution.

a/nebo  srovndvaciho  pfipravku
(véetné laboratornich abnormalit),
jakmile se o takové pfihodé dozvi. Za
predlozeni  pfislusnych  informaci
ufadim odpovidda CRO. Zadavatel
bude odpovédny za prezkoumani
a schvéleni zavérd, jez maji umoznit
predlozeni informaci.

Strany souhlasi, Ze zadavatel pote,
kdy jej hlavni zkousejici informoval
0 zavainé nezadouci prihodé,
neodkladné nahlasi Gdaje o viech

zavaznych neZddoucich pfihodach
a podezieni na né do elektronické
databaze EU, ato vsouladu
s podminkami uvedenymi

v odstavci 2 ¢lanku 41 v nafizeni (EU)
536/2014, a rovnéz dle odstavce 3.

3.10 Zdkladni dokument klinického hodnoceni

Zadavatel a zdravotnické zafizeni
budou zékladni dokument klinického
hodnoceni uchovavat pro
inspekce po dobu 25 let po dokonceni
studie, nebo vkaidém pfipadé po
maximalni dobu stanovenou platnymi
pravnimi pfedpisy (€i po delsi dobu,
pokud si to zada financni stranka
smlouvy mezi zdravotnickym
zafizenim a zadavatelem).

Na 7adost zadavatele mohou strany
po vyprieni povinné doby archivace
sjednat podminky dalsiho
archivaéniho obdabi.

Ucely

3.11 Vybaveni

CRO mulze zdravotnickému zafizeni
poskytnout kvalitngjsi nize popsané
vybaveni nebo dojednat poskytnuti
takového wvybaveni s povéfenym
dodavatelem zadavatele, aby je
mohlo zdravotnické zafizeni pouZivat
pfi provadéni studie (,,vybaveni“)

Vybaveni se poskytuje na zdkladé
bezplatného prenechani véci k uzivani
vyhradné pro Ucely souvisejici se
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CRO shall be responsible for (i) having
the Equipment timely and properly
delivered and installed at Institution;
(ii) providing, directly or by means of
a Sponsor’s authorized vendor, all the
technical interventions necessary for
the proper functioning of the
Equipment, such as quality controls,
calibrations, and periodic safety
checks; (i) in the event of
malfunction or failure of the
Equipment, providing maintenance or
repair or replacement.

Without prejudice to the foregoing,
CRO shall bear all burden and liability
in relation to any damage suffered to
persons or things in connection with
the proper use of the Equipment
according to the indications of the
Protocol and the manufacturer's
instructions, if due to a defect of the
same, except in the case where such
damage is caused by
Institution’s/Principal
Investigator’s/Site  Staff Members’
willful  misconduct and/or gross
negligence.

Institution agrees to be responsible
for any loss, damage, or destruction
to Equipment while in Institution
care, which exceeds ordinary wear
and tear and/or lacks a reasonable
causal relationship  to proper
performance of the Study.

No additional components or
software shall be installed on the
Equipment without express approval
of the Sponsor. To the extent the
Equipment includes software, such
software shall not be duplicated.

3.12 Ownership and use of Study Data

The Parties agree and represent each
other that all Study Data, results,
information, materials, discoveries

studii. Vlastnictvi vybaveni se tedy
neprenasi na zdravotnické zafizeni.
Zminéné pfenechani vstupuje
v platnost dnem dodani vybaveni
azanikd koncem studie, kdy bude
vybaveni  vrdceno CRO nebo
zadavatelem povéfenému dodavateli,
aniz by tim zdravotnickému zafizeni
vznikly  néjaké naklady, nebo
v kaidém pfipadé na pisemnou
zadost zadavatele v pfiméfeném
terminu a vrozsahu mozném
z |ékafského hlediska.

Vybaveni musi byt opatfeno
prohladenim  oshodé s platnymi
pravnimi predpisy EU, a pokud bude
pfimo pulsobit na U&astniky studie
nebo na jiné pfistroje nachazejici se
ve zdravotnickém zafizeni, muze byt
nutné podrobit je pfijimacimu
testovani, které provedou techniéti
pracovnici zdravotnického zafizeni.
CRO ponese odpovédnost za i) véasné
a fadné doruceni a instalaci vybaveni
ve zdravotnickém zafizeni,
ii) poskytovani  viech technickych
zasah( nezbytnych pro spravnou
funkci vybaveni, jako je kontrola
kvality, kalibrace a pravidelné
bezpetnostni kontroly, ato pfimo
nebo prostiednictvim povéfeného
dodavatele zadavatele,
a iij) provadéni Udriby, oprav nebo
vymény v pfipadé poruchy nebo
selhani vybaveni.

Aniz by tim bylo dotéeno wyse
uvedené, veskeré bfemeno
a odpovédnost za pfipadnou UGjmu
osob nebo poskozenivéciv souvislosti
sfadnym  pouzivanim  vybaveni
vsouladu svymezenimi protokolu
a pokyny vyrobce ponese CRO, pokud
Ujma nebo  poskozeni  vznikly
poruchou na vybaveni. Vyjimkou je
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and inventions deriving from the
execution of the Study in pursuit of its
objectives, is the exclusive property of
the Sponsor, without prejudice to the
right of the Principal Investigator, if
the conditions are met, to be
recognized as author (according to
below section “Publications”).

- Should Sponsor take action to file an
application for a patent relating to
inventions obtained during the Study,
Institution shall, and shall procure
Principal Investigator shall, provide all
the assistance and documentary
support necessary for that purpose.

3.13 Study-related duties and functions to be
performed by CRO

- In  compliance with ICH GCP
principles, unless otherwise set forth
in this Agreement, any Study-related
obligation, duty, faculty and/or
function which has not been expressly
assumed in writing by CRO is deemed
retained by (and are under the direct
responsibility of) the Sponsor itself.

- Without prejudice to the above,
Sponsor may have contacts and
communicate, even directly, with
Institution and  with  Principal
Investigator and/or Site Staff, to the
extent permitted and always through
the Site, and also to participate in
visits and in meetings with the
Principal Investigator, without
prejudice to the role and the
responsibility of CRO and coherently
to the activity of CRO, and on the
understanding that Sponsor shall
previously inform CRO of any direct
contact.

pfipad, kdy Ujmu nebo poskozeni
zplUsobilo  zdravotnické  zafizeni /
hlavni zkou3ejici / clenové personalu
pracovisté Umyslnym nespravnym
jednanim a/nebo hrubou nedbalosti.

- Zdravotnické zafizeni souhlasi, ze
ponese odpovédnost za jakoukoli
ztratu, poskozeni nebo  zniceni
vybaveni, k némuz doslo v dobé, kdy
bylo vybaveni v pééi zdravotnického
zafizeni, akteré presahuje béiné
opotiebeni a/nebo neni v pfiméfené
pficinné souvislosti s fadnym
provadénim studie.

- Na vybaveni nebudou bez vyslovného
schvdleni zadavatele instalovany
zadné daldi soucasti ani software.
Pokud vybaveni obsahuje software,
nesmi byt takovy software
duplikovan.

3.12 Viastnictvi a pouZiti udajl ze studie

- Strany prohlasuji asouhlasi, Ze
véechny (daje ze studie, vysledky,
informace, materialy, objevy
avynalezy vyplyvajici z provadéni
studie za ugelem spinéni jejich cil
jsou vyhradnim
zadavatele, aniz by tim bylo dotéeno
pravo hlavniho zkou3ejiclho na
pfiznani autorstvi, budou-li ktomu
splnény podminky (v souladu s nize
uvedenou ¢asti ,,Publikace”).

- Pokud by se zadavatel rozhod| podat

vlastnictvim

patentovou  pfihlasku  souvisejici
svyndlezy  uginénymi v pribéhu
studie, zdravotnické zafizeni mu
poskytne veskerou pomoc

a podpurné dokumenty nezbytné pro
tento Ufel azjedna, aby tak
postupoval i hlavni zkou3ejici.
3.13 Povinnosti a funkce souvisejici se studil,
které bude plnit CRO
- Vsouladu se zdsadami ICH GCP
apokud neni vtéto smlouvé
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stanoveno jinak, se predpoklada, Ze
viechny  se  studii  souvisejici
povinnosti, zavazky, opravnéni
a/nebo  funkce, které pisemné
vyslovné  neprevzala  CRO, si
ponechava zadavatel (anese za né
pfimou odpovédnost).

Aniz by tim bylo dotéeno wvyse
uvedené, zadavatel miZe navazovat
kontakt a komunikovat, ato i pfimo,
v povolenem rozsahu a vidy
prostfednictvim pracovisté,  se
zdravotnickym zafizenim a hlavnim
zkousejicim  a/nebo  persondlem
pracovisté. MUlZe se rovnéi Ucastnit
navstév a schlzi s hlavnim
zkousSejicim, aniz by tim byla dotéena
role a odpovédnost CRO, a tak, aby to
odpovidalo  ¢innosti  CRO, za
pfedpokladu, ie zadavatel
o jakémkoli pfimém kontaktu pfedem
CRO uvédomi.

Page 20 of 57




4.

Consideration and payment scheme

4.1 Consideration and scheme of payment

4.2

4.3

4.4

4.5

4.6

due to CRO, on behalf of Sponsor, to
Institution for each eligible and assessable
Study participant as set forth in the
Budget hereby attached as Annex A.
Payment shall be made by CRO within
sixty (60) days from the end of month of
the date of receipt of a given Institution’s
regular and undisputed invoice.

Should any invoiced amount be in error,
CRO shall dispute no later than thirty (30)
days from invoice receipt and it shall in
any case pay the undisputed amounts
within due terms of payments, being
entitled to withhold the dispute amounts
until dispute is solved. No interest shall
mature pending the dispute. Withholding
of a disputed amount shall always be
reasonable, adequately substantiated in
writing and not unreasonably exercised
nor delayed.

Should any Protocol amendment result in
change in Budget, the Parties shall amend
Annex A accordingly by mutual written
agreement.

Institution shall not receive remuneration
for (i) Study Participants who cannot be
assessed due to failure to observe the
Protocol, violation of the rules of
Applicable  Laws; (i) any  Study
Participants enrolled after notification of
interruption and/or conclusion of the
Study by the Sponsor or (iii) any Study
Participants exceeding the maximum
number of Study Participants agreed
under the terms of this Agreement (if not
agreed in writing with the Sponsor/CRO
on its behalf).

The Parties acknowledge
payments made to Institution (i)
represent the fair market value for
services rendered, as they reflect the tariff

that all

4. Protiplnéni a rozpis plateb

4.1

4.2

4.3

4.4

4.5

4.6

Protiplnéni a rozpis plateb, jez ma CRO
jménem zadavatele vyplatit
zdravotnickému kazdého
zpusobilého a vyhodnotitelného
Ucastnika jsou  stanoveny
vrozpoCtu pfipojeném ktéto smlouvé
jako priloha A.

Platbu provede CRO do Sedesati (60) dnd
od konce mésice, vnémi obdriela
pfislusnou fadnou fakturu zdravotnického
zafizeni, vaciniz nebyly vzneseny namitky.
Pokud by byla jakakoli castka fakturovana
nespravné, CRO proti ni vznese namitku
nejpozdéji do tficeti (30) dnd od pfijeti
faktury. Nerozporované castky uhradi
CRO pfipadé  vsouladu
s nalezitymi platebnimi podminkami, ma
vsak prdvo zadrzet rozporované Castky az
do vyfeseni namitky. Do vyfeseni ndmitky
nebude splatny urok. Zadrzeni
rozporované ¢astky bude vidy ddvodné,
adekvatné pisemné opodstatnéné
a nebude uplatfiovano nepfimérené ani
prodluZovano.

Pokud by dodatek k protokolu vedl ke
zméné rozpoctu, strany pfilohu A upravi
na zakladé vzajemné pisemné dohody.
Zdravotnické zafizeni neobdrii odménu za
i) Gastniky studie, jez nelze v dlsledku
nedodrieni protokolu nebo poruseni
zésad platnych  prévnich  predpish
vyhodnotit, ii) U€astniky studie zarazene
po oznameni zadavatele o prerudenf
a/nebo ukonéeni studie nebo i) ty
Géastniky studie, ktefi jsou nad ramec
maximalniho poctu
schvaleného v podminkach této smlouvy
(pokud je pisemné neschvalil
zadavatel/CRO jeho jménem).

Strany berou na védomi, ze veskeré platby
hrazené zdravotnickému zafizeni
i) pfedstavuji spravedlivou trini hodnotu

zarizeni za

studie,

v kazdém

ucastnik
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4.7

scale applied by Institution, (ii) were
negotiated under normal market
conditions, and (iii) were not agreed
based on the volume or value of
prescriptions or in reference to those
prescriptions or other financial activities
between the Parties.

Both Parties shall comply with disclosure
obligations of payment made and/or
received as per local Applicable Laws.

4.7

za poskytnuté sluzby, nebot vychazeji ze
sazebniku zdravotnického zafizeni, i) byly
vyjednany za béinych trinich podminek
aiii) nebyly  schvdleny na zdkladé
mnozstvi ¢i hodnoty predpist nebo ve
vztahu knim ani na zdkladé jinych
finanénich transakci mezi stranami.

Obé strany budou vsouladu s platnymi
mistnimi pravnimi pfedpisy dodrZovat
povinnosti  tykajici se  zvefejnéni
provedenych a/nebo pfrijatych plateb.
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5. Data Protection
5.1. Scope and definitions

- This Section 5 applies to any
Processing of Personal Data of Study
Participants, Site Staff and Principal
Investigator, including without
limitation those contained in Study
Data, carried out by the Parties in
connection with the conduct of the
Study and the performance of this
Agreement. For the purpose of this
Agreement, the terms "Controller",
“Data Subject”, “Joint Controllers”,
“Personal Data”, "Personal Data
Breach", “Processing”, "Processor",
“Pseudonymization” and
"Supervisory Authority" shall have
the meaning as defined in the GDPR.

5.2. Roles of the Parties

- The Parties acknowledge and agree
that Institution and Sponsor act as
Joint Controllers with regard to the
Processing of Personal Data of Study
Participants carried out in order to
conduct the Study according to the
Protocol, as specified hereunder
(“Jointly Determined Processing
Activities”). With respect to the
Jointly Determined Processing
Activities, this clause 5.2 includes and
constitutes a Joint  Controller
arrangement in the meaning of Art.
26(1) GDPR and contains the specific
allocation of responsibilities and
obligations of Institution and Sponsor.

- The Parties acknowledge and agree
that Institution and Sponsor act as
independent and separate Controllers
with respect to the Processing of
Personal Data of Study Participants as
follows:

-Institution may further Process
Personal Data of Study Participants

5. Ochrana osobnich adaja
5.1. Vymezeni a definice
- Tato &ast5 se vztahuje na veskeré
zpracovani osobnich Gdajd uéastnikd
studie, personalu pracovisté
a hlavniho zkousejiciho, mimo jiné
udajd zahrnutych v Gdajich ze studie,
které  budou strany provadét
v souvislosti se studii a plnénim této

smlouvy. Pro Ucely této smlouvy maji
pojmy ,spravce”, ,subjekt udaja”,
»Spoleéni spravci”, ,osobni udaje”,
,poruseni zabezpefeni osobnich
udaju”, ,zpracovani”, ,zpracovatel”,
,pseudonymizace” a ,dozorovy
urfad” tentyz wvyznam, jaky je
definovan v nafizeni GDPR.
5.2. Role stran

- Strany berou na védomi a souhlasi, Ze
zdravotnické
budou vystupovat jako spoletni
spravci ve vztahu k osobnim udajim
Gcastnik( studie, jei se zpracovavaji
za ucelem provedeni studie v souladu
s protokolem, jak je specifikovano
v této smlouvé (,Spoleéné stanovené
¢innosti zpracovani”). Ve vztahu
k ¢asti ,Spoletné stanovené cinnosti
zpracovani” pfedstavuje tento
odstavec 5.2 ujednani spoleénych
spravct ve smyslu ¢l. 26(1) GDPR
auvadi  konkrétni  odpovédnost
a povinnosti zdravotnického zafizeni
a zadavatele.

- Strany berou na védomi a souhlasi, ze
zdravotnické zafizeni a zadavatel
budou wve wvztahu ke zpracovani
osobnich udaji Gcastnik(  studie
vystupovat jako nezavisli a samostatni
spravci, a to ndsledovné:

-Zdravotnické zafizeni muze dale
zpracovavat osobni Udaje ucastnikd
studie v rozsahu vyslovné pisemné

zafizeni  a zadavatel

Page 23 of 57




to the extent expressly authorized
by Sponsor in writing or as
necessary (i) to ensure compliance
with Institution’s and/or Principal
Investigator’s statutory obligations
under Applicable Laws, (ii) to
establish, exercise or defend legal
claims, and (iii) for purposes of
medical treatment of  Study
Participants; provided such
Processing according to (i) to (iii)
complies with Applicable Data
Protection Laws (as defined below).
-Sponsor may further Process
Personal Data of Study Participants
as necessary (i) to ensure
compliance with Sponsor’s
statutory obligations under
Applicable Laws, (ii) to establish,
exercise or defend legal claims, and
(/i) for any other legitimate
regulatory, research and
commercial  purposes  without
further obligations or liability to
Institution or Investigator; provided
such Processing according to (i) to
(iii) complies with Applicable Data
Protection Laws. This includes, but
is not limited to, sharing Personal
Data with other partners or
affiliates of the Sponsor group and
their respective agents worldwide
as well as competent authorities,
e.g., to report serious adverse
events and comply with drug safety
laws and regulations.
-For the avoidance of doubt,
Institution and Sponsor act as
independent and separate
Controllers regarding the
Processing of Personal Data of Site
Staff and Principal Investigator.

5.3. Jointly Determined Processing Activities

and Responsibilities

schvdleném zadavatelem nebo
podle potfeby, i) aby bylo zajisténo
dodriovani zakonnych povinnosti
zdravotnického zafizeni a/nebo
hlavniho zkousejiciho vyplyvajicich
z platnych pravnich pfedpisg, ii) aby
bylo mozno urit, uplatfiovat nebo
obhajovat pravni naroky aiii) pro
Géely léeby Gcastnikl studie za
predpokladu, 7e zpracovani podle
bodl i) aZiii) splfiuje pozadavky
platnych pravnich predpisd na
ochranu osobnich Gdaja (jak je
definovano nize).

-Zadavatel mUZe déle zpracovavat
osobni Gdaje Ucastnikl studie podle
potfeby, i)aby bylo zajisténo
dodrzovani zdkonnych povinnosti
zadavatele vyplyvajicich z platnych
pravnich pfedpis(, ii)aby bylo
mozno urcit, uplatiiovat nebo
obhajovat pravni naroky aiii) pro
jiné zdkonné regulacni, vyzkumné
a komercni Ucely, aniz by pfitom
mél jakékoli dalsi povinnosti i
odpovédnost vici zdravotnickému
zafizeni nebo zkouSejicimu, za
pfedpokladu, Ze zpracovani podle
bod( i) aZiii) spliuje poZadavky
platnych prdvnich pFedpisd na
ochranu osobnich udaji. To mimo
jiné zahrnuje sdileni osobnich Gdajd

s dalsimi partnery nebo
pfidruzenymi  spoleénostmi  ze
skupiny zadavatele a jejich

prislusnymi zprostiedkovateli po
celém svété, a rovnéz s prislusnymi
urady, napf. pro ucely hlaseni
zavainych  nezadoucich  pfihod
a dodrzovani prdvnich pfedpist
a nafizeni k bezpecnosti [éciv.

-Aby se zamezilo pochybnostem,
zdravotnické zafizeni a zadavatel
budou vystupovat jako nezavisli
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5.4. Compliance with

Institution shall carry out and be
responsible for the following Jointly
Determined Processing Activities in
connection with the Study:

-Collecting ~ Study  Participant’s
Personal Data relevant for the
conduct of the Study according to
the Protocol, e.g. from the medical
records;

-Pseudonymizing the collected
Personal Data of Study Participants
and transmitting to Sponsor, CRO or
a third party designated by Sponsor
as further specified by this
Agreement.

Sponsor shall carry out and be
responsible for following Jointly
Determined Processing Activities in
connection with the Study:

-Collecting Pseudonymized Personal
Data of Study Participants from
Institution and/or Investigator and
analyzing, evaluating and otherwise
further Processing such Personal
Data for the purposes of the Study
according to the Protocol.

Applicable Data

Protection Laws

The Parties shall ensure, and be able
to demonstrate, that any Processing,
in particular, any disclosure of
Personal Data from Institution to
Sponsor, including CRO, is performed
in accordance with any applicable
laws, regulations and legally binding
requirements of Supervisory
Authorities, including, but not limited
to the GDPR and national
implementing legislation,
(“Applicable Data Protection Laws”).

a samostatni spravci ve vztahu ke

zpracovani osobnich tdajd

persondlu pracovisté a hlavniho
zkousejiciho.

5.3. Spolecné stanovené Cinnosti zpracovdni

a povinnosti

- Zdravotnické zafizeni bude

v souvislosti se studii provadét nize

uvedené spoleéné stanovené Cinnosti

zpracovani, za které rovnéZ ponese

odpovédnost:

-shromaidovani osobnich udajl
UcastnikQl studie relevantnich pro
provadéni studie v souladu
s protokolem, napf. ze zdravotni
dokumentace;

-pseudonymizace  shromazdénych

osobnich Gdaju Gcastnikd studie
a jejich predani zadavateli, CRO
nebo treti strané uréené
zadavatelem, jak je dale
specifikovano v této smlouveé.
- Zadavatel bude v souvislosti se studii
provadét nize uvedené spolecné
stanovené c&innosti zpracovani, za
které rovnéz ponese odpovédnost:
-shromazdovani
pseudonymizovanych
udaji Gcastnikd
zdravotnického zafizeni a/nebo
zkousejiciho a analyza,
vyhodnocovani a dalsi zpracovani
takovych osobnich udajd pro ucely
studie v souladu s protokolem.
5.4. DodrZovdni platnych prdvnich predpist na
ochranu osobnich udajt
- Strany zajisti abudou schopny
prokadzat, Ze veskeré zpracovani,
zejména pak zpfistupnéni osobnich
udajd  zdravotnickym  zafizenim
zadavateli i CRO, probiha v souladu se
viemi platnymi pravnimi pfedpisy,
nafizenimi apravné  zavaznymi
pozadavky dozorovych ufadl, mimo

osobnich
studie od
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Institution shall promptly notify
Sponsor and to co-operate with
Sponsor if Institution and/or Sponsor
believes that the Processing of
Personal Data under this Agreement
infringes applicable Data Protection
Laws or that either of them is no
longer able to comply with any of the
terms of this Section 5 of this
Agreement.

Unless agreed otherwise between the
Parties in writing, each Party shall
Process any Personal Data of Study
Participants solely to the extent and
for as long as necessary for the
conduct of the Study including any
Study related storage requirements,
except to the extent any further
Processing is permitted under this
Agreement.

In order to assist Sponsor in ensuring
compliance with its obligations under
Applicable Data Protection Laws, in
particular concerning the lawfulness
and transparency of Processing of
Personal Data of Study Participants,
Institution shall, without prejudice to
any own obligations under Applicable
Data Protection Laws, be responsible
(i) to obtain from each Study
Participant appropriate data
protection consent and provide
appropriate information, and to (/i)
maintain appropriate documentation
thereof. In addition, the Institution
shall separately inform the Study
Participants of the agreement on joint
processing pursuant to Art. 26(2) 2 of
the GDPR.

5.5. Confidentiality and Data Security

Institution shall keep any Personal
Data of Study Participants strictly
confidential and agree not to disclose
such Personal Data to any third party,

jiné nafizenim GDPR a narodnimi
provadécimi predpisy (,platné pravni
predpisy na ochranu osobnich
udajua”).

Zdravotnické zafizeni neprodlené
uvédomi zadavatele abude snim
spolupracovat, pokud se ono samo
a/nebo zadavatel domniva, Ze
zpracovani osobnich Gdajl podle této
smlouvy poruSuje platné pravni
pfedpisy na ochranu osobnich udajd,
nebo pokud nejsou zdravotnické
zafizeni nebo zadavatel dale schopni
dodrzovat kteroukoli z podminek
Casti 5 této smlouvy.

Pokud se strany vzajemné pisemné
nedohodnou jinak, kazda strana bude
zpracovavat veskeré osobni U(daje
U€astnik( studie vyhradné vtom
rozsahu a tak dlouho, jak je to nutné
pro provddéni studie. To se tykd
rovnéZ pozadavk( na uloZeni Udajl
souvisejicich se studii s vyjimkou
pfipadd, kdy dalsi zpracovani povoluje
tato smlouva.

Zdravotnické zafizeni bude zadavateli
pomahat zajistovat dodriovani jeho
povinnosti  vyplyvajicich z platnych
pravnich  predpisG na ochranu
osobnich Gdajd, zejména zdkonnosti
a transparentnosti zpracovani
osobnich Gdaji Géastnikd  studie,
a proto ponese odpovédnost i)za
ziskani pfislusného souhlasu
sochranou osobnich  ddaji od
kaZdého tcastnika studie a poskytnuti
odpovidajicich  informaci  aii) za
vedeni odpovidajici dokumentace
otomtéZ, aniz by tim byly dotéeny
vlastni povinnosti  zdravotnického
zafizeni vyplyvajici z platnych
pravnich pfedpisd na ochranu
osobnich udajd. Kromé toho bude
zdravotnické zafizeni podle ¢&l. 26
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including any Processors acting on
behalf of Institution, without the prior
written approval of Sponsor, except
as specifically permitted under this
Agreement or necessary for (i) the
medical  treatment of  Study
Participants, (ii) the establishment,
exercise or defense of legal claims,
and/or  (iii) compliance  with
Applicable Laws.

- Institution and Sponsor shall ensure
that (i) Site Staff Members and
Investigator may only have access to
and Process Personal Data of Study
Participants if they need to know the
Personal Data in order to conduct the
Study, and (ii) any such persons have
committed themselves to
confidentiality, with a level of
protection as required by Applicable
Data Protection Laws, or are under an
appropriate statutory obligation of
confidentiality, and are aware of and
comply with their obligations under
this Section 3 of this Agreement.

- Institution and Sponsor  shall
implement and maintain appropriate
technical and organizational
measures in such a manner that the
Personal Data of Study Participants
will be appropriately protected in
accordance with Art. 32 GDPR. The
measures shall ensure a level of data
security appropriate to the risks for
the rights and freedoms of the Data
Subjects and provide protection
against accidental or unlawful
destruction, loss, alteration,
unauthorized disclosure of, or access
to Personal Data transmitted, stored
or otherwise Processed.

5.6. Data Subject Rights

- Institution shall inform CRO and

Sponsor without undue delay (in no

odst. 2 véty 2 nafizeni GDPR zvlast
informovat Ucastniky studie
o0 ujednani o spolecném zpracovani.

5.5. Divérnost a zabezpeceni udaji

Zdravotnické zafizeni bude nakladat
se viemi osobnimi Udaji UGcéastnikd
studie jako spfisné dGvérnymi
a souhlasi, Ze tyto Udaje nezpfistupni

zadné treti stranég, vietné
zpracovateld  jednajicich  jménem
zdravotnického zafizeni, bez

pfedchoziho pisemného schvaleni
zadavatele, s vyjimkou pfipadd
konkrétné povolenych podle této
smlouvy nebo nezbytnych i) pro léébu
Gcastnikld  studie, Ji)pro urceni,
uplatnéni nebo obhajobu pravnich
narokl a/nebo i) pro dodrieni
platnych pravnich predpis(.
Zdravotnické zafizeni a zadavatel
zajisti, aby i) ¢lenové personalu
pracovisté a zkouSejici méli k osobnim
Gdajim Gcastnik( studie pfistup
a mohli je zpracovavat pouze tehdy,
potfebuji-li  osobni  Udaje  znat
k provadéni studie, aiij)aby se
véechny takové osoby zavazaly
zachovavat dlvérnost Gdajd s Grovni
ochrany odpovidajici pozadavkim
platnych  prdvnich predpisi na
ochranu osobnich Gdajd nebo aby se
na né vztahovala odpovidajici
zakonna povinnost zachovani
dlvérnosti a aby si tyto osoby byly
védomy svych povinnosti
vyplyvajicich z &asti 3 této smlouvy
a plnily je.

Zdravotnické zafizeni a zadavatel
pfijmou a budou pribézné uplatfiovat
odpovidajici technickd a organizacni
opatfeni tak, aby byly osobni udaje
ucastnikd studie vsouladu s¢l. 32
nafizeni GDPR vhodné zabezpeceny.
Zminénd opatfeni zajisti Uroven
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case later than 24 hours from Study
Participant’s request) in case a Study
Participant approaches Institution
and/or Investigator for the purpose of
exercising his/her rights under
Applicable Data Protection Laws
concerning the Jointly Determined
Processing Activities or any
Processing by Sponsor ("Data Subject
Rights Request"), including, in
particular, if a Study Participant fully
or partly withdraws his/her consent
regarding the Processing of his/her
Personal Data obtained by means of
the ICF.

The Parties will reasonably assist and
cooperate with each other to ensure
that any Data Subject Rights Request
will be handled effectively and
appropriately in accordance with
Applicable Data Protection Laws.

For this purpose, the Parties
determine that Institution shall be
designated as central point of contact
for Study Participants in relation to
the handling of Data Subject Rights
Requests, which shall be
communicated to Study Participants
in the ICF.

Notwithstanding the above,
Institution and Sponsor acknowledge
and agree that a Study Participant
may exercise a Data Subject Rights
Request in relation to the lJointly
Determined Processing Activities in
respect of and against each of the
Parties.

5.7. Data Breach Notification

In the case of any actual or reasonably
suspected Personal Data Breach
relating to the Jointly Determined
Processing, the Party which becomes
aware the Personal Data Breach must
inform the other Party about the

zabezpeéeni Udaju odpovidajici riziku,
jemuz jsou prava a svobody subjekt(
Udajd vystaveny, a budou je chranit
pfed ndhodnym nebo nezakonnym
znicenim, ztratou, zménou,
neopravnénym zpfistupnénim nebo
pfistupem k pfeddvanym, uloZzenym
nebo jinak zpracovdvanym osobnim
udajam.

5.6. Prdva subjektu tdajd

Zdravotnické zafizeni bude bez
zbyteéného  odkladu (v kaidém
pfipadé nejpozdéji do 24 hodin od
vzneseni zadosti Gcastnikem studie)
informovat CRO a zadavatele, pokud
Gcastnik studie oslovi zdravotnicke
zafizeni a/nebo zkousejiciho, aby
mohl uplatnit svd prava vyplyvajici
z platnych  prévnich predpisi na
ochranu osobnich Udaji tykajici se
spoleéné  stanovenych  &innosti
zpracovani nebo jiného zpracovani
provddéného zadavatelem (,Zadost
o uplatnéni prav subjektu udaju”),
zejména pokud Ucastnik studie Uplné
nebo ¢aste¢né odvola svij souhlas se
zpracovanim osobnich Gdajd, udéleny
prostfednictvim formuléfe ICF.
Strany si budou pfiméfené vzajemné
pomahat a spolupracovat, aby
v souladu s platnymi pravnimi
pfedpisy na ochranu osobnich udaji
zajistily dcéinné
viech  Zadosti
subjektu udajl.
Pro tento Ucel strany stanovuji, Ze
zdravotnické zafizeni bude hlavnim
bodem kontaktu pro Ucastniky studie
ve vztahu kvyfizovdni Zadosti
o uplatnéni prav subjektu udajl. Tato
skuteénost bude ucastnikim studie
sdélena ve formulafi ICF.

Bez ohledu na vyie uvedené bere
zdravotnické zafizeni izadavatel na

avhodné vyfizeni
o uplatnéni  prav
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Personal Data Breach without undue
delay, and, upon the other Parties’
request, provide the other Party with
all  information and assistance
reasonably required to address the
Personal Data Breach, mitigate its
possible adverse effects, and enable
the requesting Party to fulfil its
obligations under Applicable Data
Protection Laws.

In case required under applicable
Data Protection Laws, the Party under
which responsibility the Personal
Data Breach relating to the Jointly
Determined Processing Activities
occurred ("Reporting Party") s
responsible for reporting the Personal
Data Breach to the competent
Supervisory Authority and affected
Data Subjects in accordance with
applicable Data Protection Laws. The
Reporting Party will inform the other
Party about its intention to report the
Personal Data Breach to the
Supervisory Authority and, as the case
may be, affected Data Subjects before
any such communication takes place,
including, where reasonably possible,
a first draft communication, and will
align its approach with the other
Party. If the other Party does not
respond to the Reporting Party within
twenty-four (24) hours following such
information, the Reporting Party shall
be free to proceed with the proposed
notification to the Supervisory
Authority and, as the case may be,
affected Data Subjects. For the
avoidance of doubt, nothing set out
above shall prevent the Reporting
Party from making any required
notification to the Supervisory
Authority and/or affected Data
Subjects within the time periods

védomi a souhlasi, ze ucastnik studie
miZe vznést zadost o uplatnéni prav
subjektu udajli tykajici se spoleéné
stanovenych ¢innosti zpracovani ve
vztahu ke kterékoli
kazdé z nich.

strané a vaci

5.7. Ozndmeni o poruseni zabezpeceni osobnich

udajt

V pfipadé  poruseni
osobnich Udaji, knémuz skutecné
doslo nebo na které existuje dlivodné
podezieni akteré se tyka spole¢né
stanoveného zpracovani, musi o tom
strana, kterd poruSeni zabezpeceni
osobnich udajl zjisti, informovat bez
zbytecné prodlevy druhou stranu a na
7adost této druhé strany ji poskytnout
veskeré informace a pomoc
pfiméfené nutné k napravé
poruseného zabezpedeni azmirnéni
jeho moznych nezadoucich dusledkd,
aumoznit tak Zadajici strané splnit
povinnosti  vyplyvajici  z platnych
pravnich pfedpisi na ochranu
osobnich udaja.

V pfipadech, kde to vyZaduji platne
pravni pfedpisy na ochranu osobnich
Udaju, je strana, za jejiz odpovédnosti
doslo k poruseni zabezpeceni ochrany
osobnich udaji tykajici se spole¢né
stanoveného zpracovani (,,oznamujici
strana”), povinna nahlasit porueni
zabezpedeni osobnich udajt
dozorovému  ufadu  adotéenym
subjektlm UGdajl v souladu s platnymi
pravnimi  pfedpisy na ochranu
osobnich udaji. Oznamujici strana
bude druhou
osvém umyslu nahldsit porudeni
zabezpeceni osobnich udaju
dozorovému Ufadu a v pfislusnych
ptipadech dotéenym subjektiim udaji
dfive, nez k takové komunikaci dojde,
coz se tyka konceptu

zabezpeceni

stranu informovat

i prvniho
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provided for by Applicable Data
Protection Laws. Where it may be
unclear  under  which  Party's
responsibility the Personal Data
Breach occurred, the Parties will
mutually determine next steps in
good faith.

5.8. Pseudonymization

Institution shall ensure that any
Personal Data relating to Study
Participants, in particular any data
contained in the Study Data, will be
disclosed or otherwise made available
to Sponsor, including CRO, only in
Pseudonymized form and only to the
extent required by and in accordance
with the Protocol, with the exception
of monitoring activities of Sponsor in
accordance with Applicable Laws.
Institution shall implement and
comply with any instructions of
Sponsor, and of CRO on behalf of
Sponsor, regarding the technical and
organizational process of
Pseudonymizing  Personal Data
relating to Study Participants issued
by Sponsor in accordance with
Applicable Laws.

Institution shall inform Sponsor, and

CRO if the case may be, without
undue delay if Institution and/or PI
become aware that Personal Data
relating to Study Participants have
been disclosed or otherwise made
available to Sponsor without being
sufficiently Pseudonymized as
required by this Agreement.

5.9. Personal Data of Site Staff Members and Pl

The Parties agree and acknowledge
that prior to and during the course of

komunikace, pokud je to pfiméfené
mozné, asladi svij postup s druhou
stranou. Jestlize druha strana
neodpovi oznamujici strané do
dvaceti CtyF (24) hodin po predani
této informace, mulie oznamujici
strana zahdjit rozesilani
navrhovaného ozndmeni dozorovému
ufadu  av pfislusnych  pfipadech
dotenym subjektim uGdaji. Aby se
zamezilo pochybnostem, zadna z vyie
uvedenych  skutecnosti  nebrani
oznamujici strané predat potiebné
oznameni dozorovému Gfadu a/nebo
dotéenym subjektim Gdajd v terminu
stanoveném platnymi  pravnimi
predpisy na ochranu osobnich Gdajt.
Kde by nebylo jasné, ktera strana je za
porudeni zabezpeceni osobnich Gdaja
odpovédnd, strany spolecné stanovi
dalsi kroky v dobré vire.

5.8. Pseudonymizace

Zdravotnické zafizeni zajisti, aby
osobni udaje tykajici se Géastnikd
studie, zejména Udaje obsaZené
v Udajich ze studie, byly zpfistupnény
nebo jinak dany k dispozici zadavateli,
coz se  tykd iCRO, pouze
v pseudonymizované podobé a pouze
vrozsahu stanoveném v protokolu
avsouladu snim. Vyjimkou jsou
pfipady  monitorovacich  &innosti
zadavatele stanovené platnymi
pravnimi pfedpisy.

Zdravotnické zafizeni se bude Fidit
viemi pokyny tykajicimi se
technického a organizaéniho procesu
pseudonymizace osobnich  (dajl
Gastnik(  studie, které vydal
zadavatel a CRO jménem zadavatele
v souladu s platnymi pravnimi
pfedpisy, a bude je provadét.
Zdravotnické zafizeni bude bez
zbyte€ného  odkladu  informovat
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the Study Institution may share
certain Personal Data of Site Staff
Members and Principal Investigator
(e.g. first name, last name,
qualifications, curriculum vitae and
email addresses) with Sponsor and/or
with CRO.

Upon Sponsor’'s direct or indirect
request, Institution shall, without
prejudice to any own obligations of
Institution under Applicable Data
Protection Laws, (i) provide to each
Site Staff Member and PI, prior to
sharing their Personal Data with
Sponsor, a data protection notice
approved and deployed by Sponsor
which informs the Site Staff Members
and Investigator about the Processing
of their data by Sponsor (“Data
Protection Notice”), and (ii) upon
Sponsor’s request demonstrate to
Sponsor that it has provided the Data
Protection Notice to the relevant Site
Staff Members and Investigator in a
manner sufficient to ensure Sponsor’s
compliance with Applicable Data
Protection Laws.

zadavatele av pfislusnych pfipadech
CRO, pokud ono samo a/nebo hlavni

zkousSejici  zjisti, Ze osobni udaje
tykajici se ucastnik( studie byly
zpfistupnény nebo jinak  dany

k dispozici zadavateli, aniz by byly
dostatecné pseudonymizovany, jak to
Zada tato smlouva.

5.9. Osobni ddaje cleni persondlu pracovisté

a hlavniho zkousejiciho

Strany souhlasi a berou na védomi, ze
pred studie avjejim
pribéhu muzZe zdravotnické zafizeni

zahajenim

sdilet urcité osobni udaje c¢lenl
personalu  pracovisté  ahlavniho
zkousejiciho (napf. jméno, pfijmeni,
vzdélani, Zivotopis ae-mailovou
adresu) se zadavatelem a/nebo CRO.
Aniz by tim byla dotéena kterakoli
z vlastnich povinnosti zdravotnického
zafizeni vyplyvajici z platnych
pravnich  predpisG na ochranu
osobnich Gdajl, zdravotnické zafizeni
na pfimou nebo nepfimou Zadost
zadavatele /) poskytne kazdému ¢lenu

persondlu  pracovisté  a hlavnimu
zkouSejicimu pfedtim, nei pfeda
jejich  osobni Gdaje zadavateli,

oznameni o ochrané osobnich Gdajd
schvélené adorucené zadavatelem,
které bude ¢leny personalu pracovisté
a zkousejiciho informovat o tom, jak
zadavatel jejich Udaje
(,0znameni o ochrané
udaja”), a i) na jeho Zadost zadavateli
prokdZe, Ze toto oznameni predalo
pfislusnym ¢leniim persondlu
pracoviété a zkousejicimu zplsobem,
jenz dostatecné zajistuje dodrzeni
platnych  prévnich pfedpisi na
ochranu osobnich Udajd ze strany
zadavatele.

zpracovava
osobnich
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6.
Sl

6.2.

6.3.

6.4.

6.5.

Confidentiality

Each Party may only disclose Confidential
Information (as defined below) to its
officers, agents and employees (and either
CRO's and/or Sponsor’s Affiliates) and, if
applicable, other parties who may have
contractual rights on the IMP that are
directly concerned with the carrying out of
this Agreement.

For the purposes of this Agreement

“Confidential Information” means any
scientific, clinical, economic, commercial,
financial, business, operational
information, including but in no way
limited to trade secrets, design, patent
application, know  how, Protocol,

Investigator Brochure related to the Study
that a Party disclose to the other Party for
the purposes of the performance of this
Agreement, regardless if disclosed, orally,
in writing, visually or otherwise, regardless
if expressly marked as confidential,
restricted or equivalent terms or not.

Each Party undertakes to treat as strictly
confidential and not to disclose to any third
party any Confidential Information, save
disclosure is required by a
Regulatory Authority or by law).

The Party required to make the disclosure
shall inform the disclosing Party, within a
reasonable time prior to being required to
make the disclosure of the requirement to
disclose and the information required to be
disclosed.

Each Party undertakes not to make use of
any Confidential Information, other than in
accordance with this Agreement, without
the prior written consent of the disclosing
Party

where

6.
6.1.

6.2,

6.3.

6.4.

6.5.

Davérnost

Kazda strana mdze divérné informace (jak
je definovano niZe) zpfistupnit pouze svym
vedoucim pracovnikdm,
zprostfedkovatellim a zaméstnancim
(a pfidruzenym spole¢nostem CRO a/nebo
zadavatele), av pfislusnych pfipadech
jinym stranam, jez mohou mit smluvni
prava na HLP ajichi se provadéni této
smlouvy pfimo tyka.

Pro Gcely této smlouvy se ,davérnymi
informacemi” rozumi jakékoli védecké,
klinické, ekonomické, komeréni, finanéni,
obchodni a provozni informace, mimo jiné
obchodni tajemstvi, design, patentova
pfihlaska, know-how, protokol &i soubor
informaci pro zkousSejiciho tykajici se této
studie, které jedna strana zpfistupnuje
druhé strané pro Ucely pInéni této smlouvy,
bez ohledu na to, zda jsou tyto informace,
zpfistupnéné Ustné, pisemné, vizudlné i
jinak, vyslovné oznaceny jako davérné, jako
s omezenym pfistupem i
podobnymi vyrazy.

Kaida strana se zavazuje, ze bude se viemi
ddvérnymi informacemi nakladat jako
s pfisné dlvérnymi a nezpfistupni je tieti
strang, s vyjimkou zpfistupnéni
vyzadovaného regulatnim Gfadem & ze
zdkona.

Strana, ktera musi divérné informace
zpfistupnit, bude v pfimé&feném ¢tasovém
pfedstihu pfed vyzadanym zpfistupnénim

informace

informovat  sdélujici stranu o tomto
poZzadavku na zpfistupnéni
a o informacich, které maji byt

zpfistupnény.
Vsechny strany se zavazuji, ze nebudou

divérné informace bez pfedchoziho
pisemného souhlasu sdélujici  strany
pouzivat jinak, neZ jak to odpovida

podminkdm této smlouvy.
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6.6. The obligations of confidentiality set out in

this Agreement, shall not apply to
information that is:
- published or becomes generally

available to the public other than as a
result of a breach of this Agreement
by the receiving Party;

- in the possession of the receiving
Party prior to its receipt from the
disclosing Party, as evidenced by
contemporaneous written evidence,
and is not subject to a duty of
confidentiality;

- independently developed by the
receiving Party, as evidenced by
contemporaneous written evidence
and is not subject to a duty of
confidentiality;

- obtained by the receiving Party from
a third party that is not subject to a
duty of confidentiality;

- In the event of a Party visiting the
establishment of another Party, the
visiting Party undertakes that any
further Confidential Information that
may come to the visiting Party’s
knowledge as a result of any such
visit, shall be treated as Confidential
Information.

6.7. This section shall remain in force without

6.8.

limit in time in respect of Personal Data and
any other information which relates to a
Study Participant, his or her treatment
and/or medical records.

Save as aforesaid, and unless otherwise
expressly set out in this Agreement, this
section shall remain in force for a period of
ten (10) years after the termination or
expiry of this Agreement.

6.6.

6.7.

6.8.

Povinnost zachovani dlvérnosti vymezena
v této smlouvé se nevztahuje na informace,
které:

- byly publikovany nebo obecné
zpfistupnény vefejnosti jinak nez
v disledku poruseni této smlouvy
pfijemcem;

- pfijemce vlastnil jesté pred jejich
pfijetim od sdélujici strany, jak to
dokladaji soudobé pisemné dlkazy,
a které nepodl|éhaji povinnosti
zachovani divérnosti;

- pfijemce nezavisle wvyvinul, jak to
dokladaji soudobé pisemné dlkazy, a
které nepodléhaji povinnosti
zachovani dlvérnosti;

- pfijemce ziskal od tfeti strany, jez
nepodléhd povinnosti zachovat jejich
dlvérnost;

- pokud by jedna ze stran navstivila
zafizeni jiné strany, navstévujici
strana se zavazuje, Ze s jakymikoli
dalsimi  ddvérnymi
s nimiz by se mohla v dasledku takové
navstévy obeznamit, bude nakladat
jako s davérnymi.

Platnost této ¢asti nebude ¢asové omezena
ve vztahu k osobnim udajim a veskerym
daldsim informacim, které se tykaji
Géastnikll studie, jejich 1é¢by a/nebo
zdravotni dokumentace.

S vyjimkou vySe uvedeného a pokud tato
smlouva vyslovné nestanovi jinak, bude
tato ¢ast platnd po dobu deseti (10) let po
vypovézeni nebo vyprieni platnosti
smlouvy.

informacemi,
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7. Anti-bribery and corruption compliance

Tals

i

73

7.4,

The Parties must comply with anti-bribery
and corruption Applicable Laws.

The Parties represent each other to have
adopted and published on the respective
official website their own Code of Ethics

(i.e., for CRO at
https://opisresearch.com/corporate-
governance/, while for Institution at

www.nemck.cz and they undertake to
comply with them.

Any Party shall immediately inform the
other Party of any violation of the anti-
bribery and corruption Applicable Laws, of
which they become aware, and will provide
full information and documents, for all the
appropriate investigations.

Any violation to this section shall entitle the
non-violating Party to terminate the
Agreement with immediate effect to the
extent medically permissible to ensure
safety of Study Participants.

7.

1

2

7:3.

7.4.

Dodriovani opatieni proti Uplatkafstvi
a korupci

Strany musi dodrZovat platné pravni
pfedpisy  upravujici  opatfeni  proti
uplatkarstvi a korupci.

Strany prohlasuji, Ze pfijaly a na prislusnych
oficidlnich webovych strdnkach zvefejnily
vlastni eticky kodex (tj. v pfipadé CRO zde
https://opisresearch.com/corporate-
governance/ avpfipadé zdravotnického
zafizeni zde www.nemck.cz a zavazuji se jej
dodrzovat.

Pokud bude kterakoli ze stran informovéna
o pfipadném poruseni platnych préavnich
pfedpistt  tykajicich se  Uplatkafstvi
a korupce, neodkladné otom uvédomi
druhou stranu a pro ucely odpovidajiciho
Setfeni k tomu predlozi uplné informace
a dokumentaci.

Jakékoli poruseni této ¢asti opraviiuje
stranu, ktera se poruSeni nedopustila,
k tomu, aby s okamzitou platnosti smlouvu
vypovédéla, ato v lékafsky pfijatelném
rozsahu zajisténi  bezpecnosti
Gcastnika.

kvali
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8.
8.1.

8.2

8.3.

8.4.

8.5.

Intellectual Property

All Intellectual property rights and know-
how owned by or licensed to any Party (or
to any of its Affiliate in case of CRO) prior to
and after the date of this Agreement, other
than any intellectual property rights and
know-how arising from the Study, are and
shall remain the property of that Party.
Mutatis mutandis, same for Sponsor.

All intellectual property rights and know-
how arising from and relating to the Study,
the IMP (including but not limited to its
formulation and use alone or in
combination with other drugs), and/or the
Protocol, but excluding any clinical
procedure and improvements thereto that
are clinical procedures of the Institution,
shall vest in the Sponsor.

Institution hereby assigns, and shall
procure that its agents assign, its rights in
relation to all intellectual property rights
and know-how, falling within clause 8.2, to
the Sponsor or its nominee. At the request
and expense of the Sponsor, Institution
shall execute, and shall procure that its
agents shall execute, all such documents
and do all such other acts as the Sponsor
may reasonably require in order to vest
fully and effectively all such intellectual
property rights and know-how in the
Sponsor or its nominee.

Institution shall, and it shall procure that
Principal Investigator shall, promptly
disclose to the Sponsor and CRO any know-
how generated pursuant to this Agreement
and falling within clause 8.2 and
undertakes not to use or disclose such
know-how other than for the purposes of
this Agreement.

The Parties represent and warrant that
they will not attempt to seek commercial
advantage or infringe the intellectual
property right of the other Party or any

8.
8.1.

8.2.

8.3,

8.4.

Dusevni vlastnictvi

Veskera prava kduSevnimu vlastnictvi
a know-how, jeZ vlastni jedna ze stran nebo
na néz ma jedna ze stran licenci (nebo na
néz ma v pfipadé CRO licenci jedna z jejich
pfidruzenych spoletnosti) pfed datem
uzavieni této smlouvy apo ném, jsou
a zGstavaji vlastnictvim dotéené strany,
svyjimkou prav k dulevnimu vlastnictvi
a know-how studie.
Mutatis mutandis i v pfipadé zadavatele.
Veskera prava kduSevnimu vlastnictvi
a know-how  vyplyvajici ze  studie
a souvisejici se studii, sHLP (mimo jiné

vyplyvajicimu  ze

s jeho sloZzenim a pouzitim bud’
samostatné, nebo vkombinaci s jinymi
lé¢ivy) a/nebo s protokolem, avsak

s vyjimkou viech klinickych postupt a jejich
zlepSeni, jei jsou klinickymi postupy
zdravotnického zafizeni, se prevadi na
zadavatele.

Zdravotnické zafizeni timto postupuje sva
prava tykajici se duSevniho vlastnictvi
v odstavci 8.2,
jmenovanému

a know-how, definovana
zadavateli nebo jim
subjektu azjedna, aby tak ucinili ijeho
zprostiedkovatelé. Na Zddost zadavatele
ana jeho naklady vyhotovi zdravotnické
zafizeni veSkerou dokumentaci a podnikne
dalSi opatfeni, ktera zadavatel
odivodnéné vyzadovat k plnému
a ucinnému prevedeni viech zminénych
prav k dusevnimu vlastnictvi a know-how
na zadavatele nebo jim jmenovany subjekt.
Zdravotnické zafizeni zjedna, aby stejné
postupovali i jeho zprostfedkovatelé.

Zdravotnické zafizeni neodkladné
zpfistupni  zadavateli aCRO jakékoli
know-how vytvofené na zakladé této
smlouvy  adefinované v odstavci 8.2
a zavazuje se, ze takové
nepouiije ani nezpfistupni jinak nei pro
ucely plnéni této smlouvy. Zdravotnické

muize

know-how

Page 35 of 57




8.6.

third party, nor knowingly allow any third
party to do so, by the analysis of Biological
Samples or any other process designed or
intended to derive privileged information
in relation to the chemical, biological or
other properties of any investigational
medicinal product to which Study
Participants may have been exposed by
virtue of involvement in other clinical trial.
Nothing in this Section shall be construed
so as to prevent or hinder the Institution
from using its know-how generated during
the performance of the Study in the
furtherance of its normal activities, to the
extent that such use does not result in the
disclosure or misuse of Confidential
Information as per this Agreement or the
infringement of any intellectual property
right or know-how of the Sponsor.

8.5,

8.6.

zafizeni zjednd, aby stejné postupoval
i hlavni zkouSejici.

Strany prohlasuji a zarucuji, ze nebudou
usilovat o komeréni vyhody ani poruSovat
prava k duSevnimu vlastnictvi druhé strany
ani 7adné tfeti strany aze to védomé
neumozni zadné tieti strané, a to analyzou
biologickych vzorkl nebo prostfednictvim
jinych postup( uréenych nebo zamyslenych
k ziskani chranénych informaci tykajicich se
chemickych, biologickych nebo jinych
vlastnosti jakéhokoli hodnoceného
lé€ivého pripravku, jehoZ plsobeni mohli
byt (&astnici studie vystaveni pfi Ucasti
v jiném klinickém hodnoceni.

Zadné ustanoveni této &asti nelze vykladat
tak, aby to zdravotnickému zafizeni branilo
nebo ztéiovalo pouzivat jeho know-how
vytvofené béhem provadéni studie pfi
realizaci jeho béinych CEinnosti, pokud
takové pouziti nepovede ke zpfistupnéni
nebo  zneuziti
vymezenych

ddvérnych  informaci
touto  smlouvou nebo
k poruseni prav k duSevnimu vlastnictvi
nebo know-how zadavatele.
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9.

92

Publications Institution shall, subject to
this section, publish and present the data
and results arising out of its performance
of the Study (individually, a
“Publication”). At least sixty (60) days
prior to submission for Publication
("Review Period"), Institution shall
submit to Sponsor any proposed oral or
written Publication for Sponsor’s review,
comments and explicit written
authorization, which shall be given no
later than the end of the Review Period,
unless a larger term is agreed in writing
by the Sponsor. Institution will reflect any
Sponsor’s comments and revisions in the
Publication. In no case Institution shall
publish any Publication without Sponsor’s
written authorization. In no case the lack
of authorization at the end of the Review
Period shall be and/or shall be deemed as
silent authorization. If at any time during
the Review Period, Sponsor notifies
Institution in writing or in text form (by e-
mail) that: (i) it desires to file patent
applications on any inventions disclosed
or contained in the proposed Publication
or if it desires to take other steps for the
protection of its intellectual property
rights, Institution will defer the proposed
Publication for a period not to exceed an
additional sixty (60) days to permit
Sponsor to file any desired patent
applications and/or carry out such other
steps; and (ii) the Publication contains
Sponsor’s Confidential Information
(excluding the data and results of the
Study) and Sponsor requests Institution
to delete such Confidential Information;
then Institution agrees to do so.

Neither Party shall use the name of the other
Party or any of its employees or representatives
for promotional or advertising purposes without

9. Publikace

9.1,

9:2:

Zdravotnické  zafizeni bude Udaje
avysledky vyplyvajici zjeho provadéni
studie publikovat a prezentovat v souladu
s touto &asti (dédle ,publikace”). Nejméné
Sedesat (60) dnu pfed pFedanim k publikaci
(,,obdobi prezkumu”) predlozi
zdravotnické zafizeni zadavateli vegkeré
navrhované Ustni nebo pisemné publikace
k pfezkumu, komentadfi  a vyslovnému
pisemnému schvaleni; to bude udéleno
nejpozdéji na konci obdobi pfezkumu,
pokud zadavatel pisemné neschvali obdobi
delSi. Zdravotnické zafizeni pFipadné
komentaFe a opravy zadavatele v publikaci
zohledni. Zdravotnické zafizeni za zadnych
okolnosti nevydd publikaci bez pisemného
schvdleni zadavatele. Pokud by do konce
obdobi  pfezkumu nebyla publikace
schvdlena, vzadném pfipadé to nelze
vykladat jako tichy souhlas. Jestlize
zadavatel kdykoli béhem obdobi pfezkumu
oznami zdravotnickému zafizeni pisemné
nebo textovou formou (e-mailem), i) e
zamysli podat patentovou pfihlasku na
vyndlez  zvefejnény nebo  zminény
v navrhované publikaci nebo e zamysli
podniknout jiné kroky k ochrané svych prav
k duSevnimu  vlastnictvi, zdravotnické
zafizeni  odloZzi  vyddni  navrhované
publikace o dobu nepfesahujici daldich
Sedesat (60) dnt, aby zadavateli umoznilo
podat zamyslenou patentovou pFihlasku
a/nebo podniknout jiné pfisluiné kroky,
aifi)ze publikace obsahuje dvérné
informace naleZejici zadavateli (s vyjimkou
udaju a vysledk(i ze studie) a zadavatel
zdravotnické zafizeni 7ada, aby tyto
davérné informace odstranilo,
zdravotnické zafizeni souhlasi, e tak ucini.
Z3dnad ze stran nepouiije jméno druhé
strany ani Zadného z jejich zaméstnanci
nebo zdstupcl pro propagaéni nebo
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written permission from the other Party.
However, Sponsor reserves the right to identify
the Institution and/or Pl in association with a
listing of the Study in publicly available listings
of ongoing clinical trials, or other patient
recruitment services or mechanisms.

reklamni G&ely bez pisemného souhlasu |
druhé strany. Zadavatel si viak vyhrazuje
pravo uvést nazev zdravotnického zafizeni
a/nebo  jméno hlavniho zkousejiciho
v souvislosti se zapsanim studie na vefejné
dostupné seznamy probihajicich klinickych
hodnoceni nebo v souvislosti s jinymi
slusbami nebo mechanismy pro nabor
pacient(.
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10.1. The Parties acknowledge that Sponsor is
required to guarantee compensation for
damages suffered by Study Participants
resulting from participation in the Study
and attributable to the civil liability of any
subject involved in the conduct of the
Study (ie. Institution, Pl, Site Staff
Member, CRO to the extent performing
monitoring activities), as per Article 76 of
Regulation EU No. 536/2014.

10.2.CRO represents that Sponsor has taken out
a third- party liability insurance (no.
CZLSCA35117, with the insurer Chubb
European Group SE Pobreini 620/3, 186 00
Praha 8, Czech Republic) in accordance
with Applicable Laws.

10.3.Institution represents that the competent
Ethics Committee considered that the
insurance policy complies with the
provisions of Applicable Laws and
adequately protects Study Participants.

10.4.Sponsor  remains liable for any
consequences resulting from any present
or future deficiencies in the insurance
cover mentioned above, integrating them
where necessary in accordance with this
Agreement and Applicable Laws.

10.5.Institution and Principal Investigator, each
individually, will secure and maintain in full
force and effect throughout the
performance of the Study (and following
termination of the Study to cover any
claims arising from the Study itself)
insurance coverage for medical
professional liability ~with limits in
accordance with Applicable Law for all
medical professionals conducting the
Study. Upon request, Institution and
Principal Investigator shall provide to CRO
copies of the relevant certificates of
insurance in place as evidence that such
policies Principal
Investigator  and Institution  shall
immediately notify CRO in the event that

remain in force.

10. Pojisténi

10.1.Strany berou na védomi, Ze zadavatel je
povinen zarudit nahradu (jmy, kterou
utrpéli ucastnici studie v disledku ucasti ve
studii aktera spadda do ramce
ob&anskopravni odpovédnosti kteréhokoli
subjektu podilejiciho se na provadéni
studie (tj. zdravotnického zafizeni, hlavniho
zkoudejiciho, ¢lena personalu pracovisté,
CRO pii provadéni monitorovacich
g¢innosti), a to na zakladé ¢lanku 76 nafizeni
EU & 536/2014.

10.2.CRO prohlasuje, 7e zadavatel v souladu
s platnymi pravnimi pfedpisy sjednal
pojisténi odpovédnosti za Skodu (pojistnd
smlouva ¢CZLSCA35117 u pojistitele Chubb
European Group SE Pobreini 620/3, 186 00
Praha 8, Ceska republika).

10.3.Zdravotnické zafizeni prohladuje, Ze
prislusnd etickd komise dospéla k zavéru,
e pojistnd smlouva spliiuje ustanoveni
platnych pravnich pfedpisd a Ucastniky
studie odpovidajicim zplsobem chrani.

10.4.Zadavatel z(stdva odpovédny za jakékoli
nasledky stavajicich nebo budoucich
nedostatkd ve vy$e uvedeném pojistném
kryti, akde to bude nezbytné, bude je
vsouladu stouto smlouvou a platnymi
pravnimi pfedpisy koordinovat.

10.5.Zdravotnické zafizeni a hlavni zkouSejici
sjednaji, kaZda strana individualné, pro
vsechny zdravotnické pracovniky
provéadéjici studii pojistné kryti profesni
odpovédnosti poskytovatele
zdravotnickych sluzeb s limitem
odpovidajicim platnym pravnim pfedpisim
a zajisti jeho plnou platnost a d€innost po
dobu provadéni studie (apo jejim
ukonteni, aby byly pokryty pfipadné
naroky ze studie vyplyvajici). Na Zadost CRO
ji zdravotnické zafizeni a hlavni zkousejici
predloZi kopie pfislusnych osvédceni
o sjednaném pojisténi jako doklad, ieJ
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any of the insurances cease to be available
or maintained.

10.6.The Institution and the Pl agree to release

from liability and indemnify all damages of
CROs, Sponsors or their Affiliates arising
from any claims, brought by or on behalf of
any Study Participant for personal injury or
death arising out of or in connection with
negligence or wilful misconduct, or any
breach by the Principal Investigator or
Institution (or Site Staff and any other
personnel at Institution) of the Contract or
Applicable Laws - unless the personal injury
or death results directly from gross
negligence, wilful misconduct, or violation
of this Agreement or Applicable Laws by
the CRO, Sponsor (or their Affiliates).

pfisluiné pojistné smlouvy jsou nadéle
platné. Hlavni zkousejici a zdravotnické
zafizeni neodkladné CRO uvédomi, pokud
by kterékoli pojistné kryti jiz nebylo
k dispozici nebo prestalo platit.

10.6.Zdravotnické zafizeni a hlavni zkouSejici

souhlasi, Ze zbavi CRO, zadavatele nebo
jejich pfidruzené spole¢nosti odpovédnosti
anahradi jim veSkeré Skody vzniklé na
zdkladé narokl vznesenych kterymkoli
Ucastnikem studie nebo jeho jménem
vsouvislosti sUjmou na zdravi nebo
umrtim, k nimz doslo v disledku
nedbalosti,  Umysiného  nespravného
jednani nebo jiného poruseni smlouvy ¢i
platnych  pravnich  pfedpiséi  nebo
v souvislosti snimi ze strany hlavniho
zkousejiciho nebo zdravotnického zafizeni
(nebo persondlu pracoviité ajiného
persondlu zdravotnického zafizeni), pokud
nebyla Ujma na zdravi nebo Umrti pfimym
disledkem hrubé nedbalosti, imysiného
nespravného jednani nebo porudeni této
smlouvy nebo platnych préavnich pfedpist
ze strany CRO ¢&i zadavatele (nebo jejich
pfidruZenych spoleénosti).
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11. Dispute resolution

11.1.In the event of a dispute arising under this
Agreement, authorized representatives of
the Parties will discuss and meet as
appropriate to try to resolve the dispute
amicably within thirty (30) days of being
requested in writing by any Party to do so.
If the dispute remains unresolved, clause
13.2 below shall apply, without prejudice
to following clause 12.

11. Reseni spori

11.1.V pfipadé sporu vyplyvajiciho z plnéni této
smlouvy se povéfeni zastupci stran podle
potieby sejdou a zdleZitost projednaji, aby
se pokusili spor vyfesit smirnou cestou do
tficeti (30) dnl od okamiziku, kdy oto
pisemné jedna ze stran pozadala. Z(stane-
li spor nevyfesen, bude platit nize uvedeny
odstavec 13.2, aniz by tim byl dotéen
nasledujici odstavec 12.
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12. Duration, termination and withdrawal

12.1. This Agreement is effective as of the last
date of signature by the Parties below (the
“Effective Date”) and shall remain in effect
until full completion of the Study, unless
earlier terminated by either Party pursuant
to this clause 12.

12.2.Any Party (the “Terminating Party”) may
terminate this Agreement with immediate
effect at any time if another Party or the PI
(the “Defaulting Party”) is:

- in breach of any of the Defaulting
Party’s obligations set forth by this
Agreement (including a failure
without just cause to meet a timeline
set out in this Agreement or the
Protocol) and fails to remedy such
breach where it is capable of remedy
within fifteen (15) calendar days of a
written notice from the Terminating
Party, specifying the breach and
requiring its remedy;

- declared insolvent or has an
administrator or receiver appointed
over all or any part of its assets or
ceases or threatens to cease to carry
on its business.

12.3.Any Party may terminate this Agreement
on notice to the other Parties with
immediate effect if it is reasonably of the
opinion that the Study should cease in the
interests of the health of Study Participants
involved at Institution.

12.4.CRO on behalf of Sponsor may terminate
this Agreement on thirty (30) days prior
written notice to the Institution (i) for any
reason whatsoever and/or (ii) if the Pl is no
longer able (for whatever reason) to act as
Pland no replacement mutually acceptable
to the Parties can be found. Sponsor or CRO
on behalf of Sponsor shall confer with the
Pl and use its best endeavors to minimize
any inconvenience or harm to Study

12. Platnost, ukonéeni platnosti
a odstoupeni od smlouvy
12.1. Tato smlouva vstupuje v platnost k datu
uvedeni posledniho podpisu stran (,datum
ucinnosti”) nize azlstava platnd az do
uplného dokonceni studie, pokud ji na
zakladé tohoto odstavce 12 kterdkoli ze
stran predcasné neukondi.
12.2.Smlouvu mze vypovédét kterdkoli strana
(,,ukonéujici strana”) kdykoli a s okamZitou
platnosti, pokud druhd strana nebo hlavni
zkousejici (,,porusujici strana”):

- porusila nékterou ze svych povinnosti
vymezenych touto smlouvou (véetné
neodtvodnéného nedodrzeni
terminl stanovenych v této smlouvé
nebo protokolu) atoto porudeni
nenapravila, kde je toho schopna, do
patnacti (15) kalenddfnich dn(i od
pisemného oznameni zaslaného
ukonéujici  stranou, vnémi se
porudeni specifikuje a vyZzaduje jeho
naprava;

- byla prohladena za insolventni nebo je
celd nebo nékterd jeji &ast pod
nucenou spravou nebo ukonéuje & ji
hrozi ukonceni podnikani.

12.3.Kterdkoli strana mulZe tuto smlouvu
s okamzitou platnosti ukonéit oznamenim
daldim stranam, pokud po zralém uvazeni
dosla k ndzoru, Ze je tfeba studii ukonéit
vzajmu zdravi UGcéastnik( studie ve
zdravotnickém zafizeni.

12.4.CRO mlze jménem zadavatele tuto
smlouvu ukonéit pisemnym oznamenim
zaslanym  tficet  (30)dnd  pfedtim
zdravotnickému  zafizeni i) z jakéhokoli
divodu a/nebo i) pokud jiz neni hlavni
zkousejici schopen (z jakéhokoli dvodu)
plnit funkci hlavniho zkousejiciho a neni
mozZné nalézt ndahradu pfijatelnou pro
viechny strany. Zadavatel nebo CRO
jménem zadavatele projednd zéleitost
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Participants caused by the premature
termination of the Study. Mutatis
mutandis, same for Sub-Investigator.

12.5.In the event of early termination of this

Agreement, the Party making payment
shall pay all costs incurred and falling due
for payment up to the date of termination,
and also all non-cancellable expenditure
falling due for payment after the date of
termination that arises from commitments
reasonably and necessarily incurred by the
Institution for the performance of services
in the context of Study conduct prior to the
date of termination, and agreed with the
Party making payment.

12.6.In the event of early termination, if

payment (whether for salaries or
otherwise) has been made CRO to the
Institution in advance for work not
completed, Institution shall issue a credit
note and repay the remainder of the
monies within forty-five (45) days of
receipt of written notice from the CRO.

12.7.At the end of the Study, as well as upon

expiry of termination of this Agreement for
any reason whatsoever, Institution shall
promptly deliver, and shall ensure that Pl
and (if applicable) Site Staff Member shall
deliver, to CRO on behalf of Sponsor all
Confidential Information, Study Data,
Study results and any other unused
materials provided to Institution, Pl and/or
Site Staff Member pursuant to this
Agreement, excepting such Confidential
Information and other information that
forms the Investigator File, as per ICH-GCP
8.4, and other documents as agreed
between Institution and Sponsor or CRO or
that are otherwise required by applicable
legislation to be retained by the Institution,
which will be retained in accordance with
Applicable Laws under responsibility of
Institution itself.

s hlavnim zkouSejicim a vynaloZi maximalni
Usili, aby se minimalizovaly nepfijemnosti
nebo Ujma Ucastnikim studie zplsobené
pfedcasnym ukoncenim studie. Mutatis
mutandis i v pfipadé spoluzkousejiciho.

12.5.Pokud dojde k pfedtasnému ukonceni této

smlouvy, strana provadéjici platby uhradi
vsechny naklady wvynaloZzené isplatné
k datu ukonceni arovnéZ nezruditelné
vydaje splatné podatu ukonceni, jez
vyplyvaji z plnéni zavazkd odlvodnéné
anezbytné  hrazenych  zdravotnickym
zafizenim za poskytovani sluzeb v kontextu
provadéni studie pred datem ukonceni
a jei strana provadéjici platby schvalila.

12.6.Pokud v pfipadé predéasného ukonceni

provedla CRO platbu (souvisejici se mzdami
€i jiného druhu) zdravotnickému zafizeni za
neprovedenou praci pfedem, zdravotnicke
zafizeni vystavi dobropis avrati zbyvajici
penéZni Eastku do Etyficeti péti (45) dni od
obdrZeni pisemného oznameni CRO.

12.7.Na konci studie nebo po ukonéeni platnosti

této  smlouvy  zjakéhokoli  divodu
zdravotnické zafizeni neprodlené pfeda
CRO  vystupujici jménem zadavatele
viechny dlvérné informace, udaje ze
studie, vysledky studie aveSkeré dalSi
nepouzité materialy, jez byly
zdravotnickému zarizeni, hlavnimu
zkousejicimu a/nebo ¢lendm personalu
pracovisté na zdkladé této smlouvy
poskytnuty, a zjednd, aby takto postupoval
i hlavni zkousejici a v prislusnych pfipadech
i élenové persondlu pracovisté. Vyjimkou
jsou ty divérné informace adalsi
informace, které podle zasad ICH GCP 8.4
tvofi soubor informaci pro zkousejiciho,
adalsi dokumenty, na nichz se shodlo
zdravotnické zafizeni a zadavatel nebo CRO
¢i které musi na zakladé platné legislativy
uchovavat zdravotnické zarizeni; takové
dokumenty bude vsouladu s platnymi
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12.8.Termination of this Agreement will be
without prejudice to the accrued rights and
liabilities of the Parties under this
Agreement.

pravnimi predpisy uchovavat inadale
zdravotnické zafizeni.

12.8.Ukonéenim  platnosti této  smlouvy
nebudou dotéeny prava a povinnosti stran
nabyté na zdkladé této smlouvy.
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13. Miscellanea
13.1.Force Majeure
- No Party shall be liable to any other
Party or shall be in default of its
obligations hereunder if such default
is the result of war, hostilities,
terrorist activity, revolution, civil
commotion, strike, epidemic,
accident, fire, wind, flood or because
of any act of God or other cause
beyond the reasonable control of the
Party affected. The Party affected by
such circumstances shall promptly
notify the other Parties in writing
when such circumstances cause a
delay or failure in performance
(“Delay”) and when they cease to do
s0. In the event of a Delay lasting for
four (4) weeks or more, the non-
affected Party shall have the right to
terminate this Agreement
immediately by notice in writing to
the other Parties.
13.2.Governing Law and Jurisdiction
- This Agreement is governed by the
Law of Czech republic
- Anydisputes that may arise in relation
to the interpretation, application and
execution of this Agreement, without
prejudice to the Parties’ commitment
to make a prior attempt at amicable
and out-of-court settlement, the
Court of Cesky Krumlov shall have
exclusive jurisdiction.
13.3.Notices
- Any notice required to be given by any
Party shall be in writing quoting the
date of the Agreement and shall be
delivered by hand, with documented
written acknowledgement of receipt,
or sent by prepaid recorded delivery
with notice of receip or by e-mail to
the contact persons listed below or

13. Razné
13.1.Force Majeure

- Zadna ze  stran neponese
odpovédnost vici druhym stranam
ani na ni nebude pohlizeno, jako by
porusila své povinnosti vyplyvajici
ztéto smlouvy, pokud je takové
poruSeni dlsledkem vélky, nasili,
teroristické ¢innosti, revoluce,
obé&anskych nepokojd, stavky,
epidemie, nehody, poZdru, vétru,
povodné nebo jiného zasahu vy3si
moci & dalSich pFigin, jeZ jsou mimo
pfiméFenou kontrolu dotéené strany.
Pokud tyto okolnosti zplsobi zdrzeni
nebo znemoini wykon Einnosti
(,zdrZeni”), strana jimi zasazend to
druhym stranam neprodlené pisemné
oznami a uvédomi je, kdy plsobeni
téchto okolnosti skonéi. Pokud by
viak zdrieni trvalo ¢&tyfi (4) tydny
nebo déle, strana nedotfena touto
uddlosti ma pravo  okamiité
vypovédét tuto smlouvu pisemnym
oznamenim druhym stranam.

13.2.Rozhodné prdvo a soudni pfisluinost

- Tato smlouva se Fidi pravnimi
predpisy Ceské republiky.

- Ve wvztahu kpfipadnym sporiim
vzniklym v souvislosti s vykladem,
platnosti a plnénim smlouvy se strany
podrobi rozhodnuti soudu Cesky
Krumlov, jenz ma vyluénou
pfislusnost. Tim vSak neni dotéena
snaha stran pokusit se pFedtim
o pratelské mimosoudni vyrovnani.

13.3.0znameni

- Oznameni, jez méa byt pfedano
kterékoli ze stran, musi mit pisemnou
formu auvadét datum uzavieni
smlouvy; doru¢eno ma byt osobné se
zdokumentovanym pisemnym
potvrzenim pfijeti, zaslano jako
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such other person as one Party may

inform the other Parties in writing

from time to time:

If to Institution:
I

Hemodialyzaéni stfedisko Nemocnice

Cesky Krumlov, a.s.

Nemocniéni 429, Horni Brana, 381 01

Cesky Krumlov

If to CRO:

Opis s.r.l., Via Matteotti 10, 20832,
Desio (MB), Italy

Dr. Laura Ambrosoli

A notice shall be treated as having

been received:

-if delivered by hand within normal
business hours when so delivered,
or if delivered by hand outside
normal business hours, at the next
start of normal business hours. For
the avoidance of doubt, a notice
shall be deemed to have been
received when delivered to the
address of the other Party,
irrespective  of whether any
individual addressee has received
the notice pursuant to an
organization’s  internal  postal
arrangements; or

-if sent by first-class recorded
delivery mail on a normal business
day, at 9.00am local time on the
second business day subsequent to
the day of posting or, if the notice
was not posted on a business day,
at 9.00 am on the third business day
subsequent to the day of posting.
For the avoidance of doubt, a notice
shall be deemed to have been
received when delivered to the
address of the other Party,
irrespective  of whether any

predplacend  doporucend  zasilka

s dodejkou nebo e-mailem kontaktni

osobé uvedené nize ¢i jiné osobg,

oni: prisludnd strana pfipadné

pisemné informovala dalsi strany:

Oznameni pro zdravotnické zafizeni:
I

Hemodialyzaéni stfedisko Nemocnice

Cesky Krumlov, a.s.

Nemocnitni 429, Horni Brana, 381 01

Cesky Krumlov

Oznameni pro CRO:

Opis s.r.l., Via Matteotti 10, 20832,

Desio (MB), Italy

Dr. Laura Ambrosoli

- Oznadmeni bude pokladdno za pfijaté
v téchto pfipadech:
-pokud bylo doruteno osobné
v béiné pracovni dobé, bude
pokladano za dorucené tehdy, nebo
pokud bylo doruceno osobné mimo
béinou pracovni dobu, bude
pokladdno za  dorufené  pfi
nasledujicim zacatku béiné
pracovni doby. Aby se zamezilo
pochybnostem, ozndmeni bude
povaovano za pfijaté, pokud bylo
doru¢eno na adresu druhé strany,
bez ohledu na to, zda konkrétni
adresat oznameni pfijal na zakladé
internich pravidel organizace
tykajicich se dorucovani posty;
-pokud bylo poslano v béiny
pracovni den jako doporucena
zasilka s dodejkou, bude pokladéno
za dorucené v 9.00 hodin mistniho
¢asu druhého pracovniho dne
nasledujiccho  po dni odeslani;
pokud nebylo oznameni odeslano
v pracovni den, bude pokladano za
dorutené v 9.00 hodin tfetiho
pracovniho dne nasledujiciho po dni
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individual addressee has received
the notice pursuant to an
organizations”  internal  postal
arrangements day, at 9.00 am local
time on the third business day
subsequent to the day of posting; or
-if sent by e-mail, if sent within
normal business hours when so sent
or, if sent outside normal business
hours at the next start of the normal
business hours provided the sender
has either received an electronic
confirmation of delivery or has
telephoned the recipient and
confirmed with the recipient that
the e-mail has been received.
13.4.Assignment

- Without prejudice to anything
contrary stated in this Agreement,
neither Party shall be entitled to
assign or to subdelegate (totally or
partially) its own functions, faculties,
rights, duties and obligation to any
third party whatsoever without prior
written consent of the other Party.

- CRO may have all its rights and
responsibilities under this Agreement
either wholly or partially assigned or
otherwise transferred to
Sponsor/Sponsor’s delegate by virtue
of written agreement, subject to the
consent of Sponsor and provided that
CRO shall promptly notify Institution
and Principal Investigator of any of
such assignment/transfer. Institution
recognize that, if that would be the
case, the copy of a fully executed
assignment agreement shall
constitute a novation of this
Agreement and shall prevail over the
provisions of this Agreement, annexes
included.

13.5.0rder of precedence

odeslani. Aby se  zamezilo
pochybnostem, oznameni bude
povazovéno za pfijaté, pokud bylo
dorufeno na adresu druhé strany,
bez ohledu na to, zda konkrétni
adresat oznameni pfijal na zakladé
internich  pravidel  organizace
tykajicich se dne doruovani posty,
ato v9.00 hodin mistniho ¢&asu
tfetiho pracovniho dne
nasledujiciho po dni odeslant;
-pokud bylo posldno e-mailem
vbéiné pracovni dobé, bude
pokladdno za dorucéené tehdy, nebo
pokud bylo poslano mimo bé?nou
pracovni dobu, bude pokladano za
dorucené pfi nasledujicim zacatku
béiné pracovni doby za
pfedpokladu, ?e odesilatel bud'
obdriel elektronické potvrzeni
o doruceni, nebo si telefonatem
pfijemci ovéfil, ze pfijemce e-mail
ohdrzel.

13.4.Postoupeni

- AniZz by tim byla dotéena jakakoli
protich(idna ustanovenitéto smlouvy,
zadna ze stran nemd pravo postoupit
ani dale pfenaSet na jiné subjekty
(GpIné ani ¢Easteénd) své vlastni
funkce, opravnéni, prava, zavazky
a povinnosti na zadnou tfeti stranu
bez predchoziho pisemného souhlasu
druhé strany.

- VSechna prava apovinnosti CRO
vyplyvajici z této smlouvy mohou byt
formou pisemné dohody Uplné nebo
taste€né postoupeny nebo jinak
pfevedeny na zadavatele / zdstupce
zadavatele za pfedpokladu, Ze
zadavatel k tomu udéli souhlas a ze
CRO o takovém postoupeni/pfevodu
neodkladné uvédomi zdravotnické
zafizeni  ahlavniho  zkoudejiciho.
Zdravotnické zafizeni bere na védomi,
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- Should there be any inconsistency
between (i) the Protocol, (ii) this
Agreement, (iii) any annex enclosed
to this Agreement, Protocol shall
prevail.

- No amendment either to Protocol or

to this Agreement, including any

annexes, shall be wvalid unless
mutually agreed in writing by the
Parties.

13.6.Entire agreement
- This Agreement contains the entire
understanding between the Parties.
This Agreement supersedes all other
agreements, negotiations,
representations and undertakings,
whether written or oral, of prior date
between the Parties relating to the
Study that is the subject of this
Agreement, other than the
agreement contracting the CRO to
work on behalf of the Sponsor with
regards to this Study.
13.7.Language
- In the event of any discrepancy
between the English language version
and the Czech version of this
Agreement, the English version shall
prevail.

7e pokud by ktomu doslo, kopie
fadné uzaviené dohody o postoupeni

bude pfedstavovat novaci této
smlouvy avykladové ma prednost
pfed ustanovenimi této smlouvy

véetné pfiloh.
13.5.Pofadi uplatnéni

- Pokud by se vyskytly nesrovnalosti
mezi i) protokolem, ii) touto
smlouvou nebo iii) kteroukoli
prilohou pfipojenou k této smlouve,
protokol bude mit pfednost.

- Zadny dodatek k protokolu ani této
smlouvé véetné priloh nenabude
platnosti, dokud jej strany spoletné
pisemné neschvali.

13.6.Uplnost smlouvy

- Tato smlouva predstavuje Uplnou
Smlouva
anuluje viechny dalsi pisemné nebo
ustni dohody, ujednani, prohladeni
azavazné sliby uzaviené kdatu
pfedchazejicimu tuto smlouvu mezi
stranami provadéjicimi studii, ktera je
pfedmétem této smlouvy; vyjimkou je
smlouva zavazujici CRO k provadéni

Umluvu mezi stranami.

ginnosti  souvisejicich  se  studii
jménem zadavatele.
13.7.Jazyk
-V pfipadé nesrovnalosti mezi

anglickou verzi aceskou verzi této
smlouvy bude vykladové rozhodna
verze anglicka.

L

List of attachments:
Annex A—BUDGET, CONSIDERATION AND PAYMENT
SCHEME

% % ¥

% %k %k
Seznam pfiloh:
P¥loha A— ROZPOCET, PROTIPLNENI A ROZPIS
PLATEB
&k &k
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Read, understood and executed by the Parties as of | Strany smlouvu precdetly, pfijaly jeji podminky
the Effective Date below. a podepsaly k nize uvedenému datu téinnosti

Opis s.r.l., on behalf of Genexine, Inc. / Opis s.r.l.

i e . Nemocnice Cesky Krumlov, a.s.
jménem spoleénosti Genexine, Inc.

Signature
Name / Jméno: Mgr. Vojtech Remen,
Title / Funkce: CEO/ predseda pfedstavenstva

Dr. Laura Ambrosoli
Title / Funkce: CEQ/ pfedseda pfedstavenstva

0 _fig- 779
} -(8- U0

A e 1'.,: ul
Date / Datum: K ﬁ\\‘{iug’ 7@l§ Date / Datum:

or acknowledgment and

acceptance /

_bere na védomi a souhlasi

Signature / Pod
Name / Jméno:
Title / Funkce: Pl/hlavni zkousejici

Date / Datum:
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ANNEX A
BUDGET, CONSIDERATION AND PAYMENT
SCHEME
The Parties mutually agree and accepts that the
following tables constitute consideration for
services to be performed by Institution pursuant
to the Agreement:
The following terms and conditions integrates
those of the Agreement:

1. The remuneration agreed, previously
evaluated by Institution for each eligible
assessable patient and who has
completed the Study treatment according
to the Protocol and for whom the related
eCRF has been duly compiled, including all
the costs incurred by Institution in
execution of the Site and the costs to
cover all the related activities, is EUR
169.990,00], + VAT (if applicable) per
patient (a total of EUR 16.999,00], + VAT
(if applicable) for an estimated no. 10 of
patients) as specified in greater detail in
the present Budget

2. CRO, on behalf of Sponsor, shall pay to
Institution the amount due under the
terms of this Annex A, as integral a
substantial part of the Agreement, on the
basis of a wvalid statement of
account/supporting document agreed
between the Parties.

3. CRO hereby provides the data necessary
for the issuance of the invoice:

CRO: Opis s.r.l.

CRO TAX ID and Vat n IT12605350151

CRO address: Via Matteotti 10, 20832,
Desio (MB), Italy

or

nvoices sha

e and shall be paid in [EUR]
and shall be also in English language.

5. [If any amount in the Budget is defined
and/or invoiced in [Cz crones] CRO shall
pay such amounts in EUR based on the
currency exchange rate EUR/local
currency as published by the European

PRILOHA A
ROZPOCET, PROTIPLNENI A ROZPIS PLATEB
Strany se spolec¢né dohodly a berou na védomi, ze
nasledujici tabulky predstavuji protiplnéni za
sluzby, jeZ ma zdravotnické zafizeni poskytnout na
zakladé této smlouvy:

Nasledujici  podminky  zadlefnuji  podminky
vymezené smlouvou:
1. Schvalend odména, kterou jiz

zdravotnické zafizeni zvazilo, za kaidého
zplisobilého a vyhodnotitelného pacienta,
ktery absolvoval lé¢bu ve studii podle
protokolu a pro néhoz byl fadné vypinén
pfisludny zdznam e-CRF, véetné viech

nakladd  vynaloZenych zdravotnickym
zafizenim na provadéni studie na
pracovisti a nakladd pokryvajicich viechny
souvisejici ¢innosti, cini
165.990,00 EUR+DPH  (pokud je
relevantni) na pacienta (celkem
16.999,00 EUR + DPH (pokud je
relevantni) za  odhadovany pocet
10 pacientd), jak je podrobnéji

specifikovano ve stavajicim rozpoétu.

2. CRO  wvyplati jménem  zadavatele
zdravotnickému zafizeni ¢astku naleZejici
mu  podle  podminek  vymezenych
pfilohou A jako nedilnou a podstatnou
soucasti smlouvy, ato na zikladé
platného vypisu z bankovniho étu/
podplrné  dokumentace  schvélené
stranami.

3. CRO timto pfedklada udaje nezbytné pro
vystaveni faktury:

CRO: Opis s.r.l.
CRO TAX ID and Vat n IT12605350151
CRO address: Via Matteotti 10, 20832,
Desio (MB), Italy
Email alebo
4. Faktury budou vystaveny a vyplaceny
v [EUR] a maji byt v anglickém jazyce.
5. [Bude-li jakdkoli ¢&astka v rozpottu
definovéna a/nebo fakturovana v [zadejte
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Central Bank on the date on which
payment of a given invoiced amount is
made. CRO shall never be and/or be
deemed liable for differences in
expected/actual payment due to the said
exchange rate as well as due to the
eventual applicable banks’commissions]
CRO and Institution shall bear the
respective banks’commissions applicable
to each payment as a normal cost of doing
business

mistni ménu], CRO tyto Eastky vypla?
v EUR na zdkladé sménného kurzu EUR /
mistni ména zvefejnéného Evropskou
centralni bankou v den, kdy bude platba
dané fakturované ¢astky provedena. CRO
nenese odpovédnost ani nemd byt
povaZovana za odpovédnou za rozdil
v pfedpokladané a skutecné wysi platby
zplsobeny zminénym sménnym kurzem
i pfipadnymi relevantnimi bankovnimi
poplatky.]

CRO  azdravotnické zafizeni uhradi
pFislusné bankovni poplatky souvisejici
skaidou platbou jako béiny naklad
v ramci obchodni €innosti.
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