SMLOUVA O PROVEDENI STUDIE

(“studie™).

STUDY AGREEMENT

(“Study”).

Zadavatelem studie je spolecnost
Disphar International B.V.
Winkelskamp 6

7255 PZ Hengelo (Gld)

The Netherlands

dale jen ,,zadavatel”.

Sponsor of the study:
Disphar International B.V.
Winkelskamp 6

7255 PZ Hengelo (Gld)
The Netherlands
hereinafter ,,Sponsor”.

Tuto Smlouvu o studii (dale jen ,,smlouva®),
nabyvajici  platnost dnem posledniho niZe
uveden¢ho podpisu, uzaviraji:

This Study Agreement (the “Agreement”), effective
as of the date of the last signature below, is entered
into by and between

CRO:

PRAGUE CLINICAL SERVICES s.r.0.
Zachova 8

140 00 Praha 4 - Kr¢

IC: 27151433

DIC: CZ27151433

déle jen ,,CRO*,

CRO:

PRAGUE CLINICAL SERVICES s.r.o.
Zachova 8

140 00 Praha 4 - Kr¢

ID: 27151433

TAX: CZ27151433

hereinafter ,,CRO*,

déle jen ,,zdravotnické zarizeni*

a and

Zdravotnické zarizeni: Institution:

Fakultni nemocnice Brno Fakultni nemocnice Brno
Jihlavska 20 Jihlavska 20

625 00 Brno 625 00 Brno

IC: 65269708 ID: 65269708

DIC: CZ65269705 TAX: CZ65269705
Jednajici: Party:

hereinafter ,,Institution*

a

and

Zdravotnické zatfizeni a CRO se dohodli

Institution and CRO hereby agree as follows:




nasledovné:

Studie

Study

(@) Zkousejici
bude hlavnim zkousSejicim

studie ve zdravotnickém zafizeni.
(b) Provadéni studie se bude fidit protokolem
(Pfiloha €. 1 této smlouvy). Protokol muze
byt zadavatelem zménén v souladu s platnymi
pravnimi predpisy.
Studie bude provadéna v piisném souladu
s protokolem a s nalezitou péci, predevsim
pokud jde o pravidla védecké objektivity,
pravidla Spravné klinické praxe (,,JICH GCP*)
ve znéni platném v dobé studie, jakoz i
v souladu s etickymi pravidly, piipadnymi
doporucenimi etické komise a platnymi
pravnimi pfedpisy. Studie bude provadéna na
zaklad¢ schvaleni Studie Statnim ustavu pro
kontrolu 1é¢iv ze dne 31. 10. 2019 (P¥iloha ¢&.
2 této smlouvy) a souhlasu Etické komise pro
multicentrickd klinickd hodnoceni udélen¢ho
dne 12. 06. 2019 (Priloha &. 3 této smlouvy).
Veskeré platby, kter¢ CRO jménem
zadavatele uhradi zdravotnickému zafizeni,
jsou stanoveny v rozpoCtu prilozeném K této
smlouvé jako Ptiloha A, ktery na zdkladé
tohoto ustanoveni predstavuje nedilnou
soucast smlouvy (dale jen ,,rozpocet*).
Zdravotnické zafizeni a zkouSejici jsou
povinni dodrzovat veSkeré podminky a
pozadavky stanovené touto smlouvou a
protokolem.  Zdravotnické  zafizeni a
zkouSejici  nejsou  opravnéni  provadeét
jakékoliv zmény této smlouvy ¢i protokolu,
ani se od nich jakymkoli zpiisobem odchylit,
bez ptedchoziho pisemného souhlasu CRO.
Pokud je jakékoliv ustanoveni této smlouvy
tykajici se provadéni studie v rozporu
snékterym  ustanovenim  protokolu, ma
Vv takovém piipadé prednost uprava protokolu.

(©)

(d)

(€)

(@)

(b)

(©)

(d)

(€)

Investigator |

I shall be the Principal Investigator for
Study in the Institution.

Protocol (Appendix No. 1 hereto), shall
govern the conduct of Study. Subject to the
requirements stipulated by the applicable
legal regulations, Protocol may be amended
and/or modified by the Sponsor.

Study will be conducted in strict accordance
with Protocol and with due diligence,
especially considering the rules of scientific
objectivity, the rules of Good Clinical
Practice (“ICH GCP”) in its wording
applicable in the period of Study, as well as in
accordance with ethical rules, possible Ethics
Committee recommendations and applicable
laws. Study will be conducted on the basis of
the Approval of the clinical trial by the State
Institute for Drug Control on 31 October 2019
(Appendix No.2 hereto) and Approval of the
Ethics Committee for Multicentrics Trials
issued on 12. 06. 2019 (Appendix No. 3
hereto).

The budget attached hereto as Annex and
incorporated herein by this reference
(hereinafter “Budget™) sets forth all of the
payments that CRO, on behalf of Sponsor,
shall pay Institution for the conduct of Study.
Institution and Investigator shall comply with
all of the terms and requirements of this
Agreement and Protocol. Institution and
Investigator shall not make any changes to
this Agreement or Protocol or in any way
deviate there from without the prior written
consent of the CRO. If any term of this
Agreement regarding the conduct of Study is
in conflict with any term of Protocol, Protocol
shall prevail.

Misto a ¢as provadéni studie

Place and Time of Study Conduct

(a) studii na

Zdravotnické zafizeni provede

(,,studijni centrum*) pod vedenim hlavniho

(@)

Institution undertakes to conduct the Study at

(“Site”) led by Principal Investigator




zkousejiciho |
B Piocni povinnosti  zkousejiciho
stanovenych touto smlouvou bude zajiSténo
zdravotnickym  zafizenim  jakozto  jeho
zaméstnavatelem v ramci pracovnépravnich
vztahi.

(b) Nabor subjektd studic by mél podle
predpokla a

du zacit
skoncit ve piipadné diive,

pokud bude dosazeno pozadovaného poctu
subjektii studie, a to podle toho, kterd
skute¢nost nastane dfive.

. 1
Performance of obligations of Investigator
established by this Agreement shall be
secured by Institution in capacity of their
employer within the labour law relations.
The enrolment of subjects is presumed to start
- and will end in
or earlier provided the
required number of subjects is achieved,
whichever happens first.

(b)

3.

Zakladni podminky provadéni studie

Elementary conditions for study conduct

Zkousejici je povinen studii provadét v souladu
s platnymi pravnimi piedpisy CR, Vv platném znéni.
Studie bude provadéna v souladu se zakladnimi
podminkami a principy stanovenymi
Vv nasledujicich dokumentech:

Investigator shall conduct Study in compliance with
the applicable Czech laws and regulations, as
amended. Study will be carried out in compliance
with the basic conditions and principles specified in
the following documents:

(@) Schvaleni studie Statnim ustavem pro
kontrolu 1é¢iv a schvaleni Etické komise pro
multicentricka klinicka hodnoceni;

(b) protokolu a jeho jakychkoliv dodatcich nebo
doplicich,;

(c) veskerych podminkach
Vv Prohlaseni zkousejiciho;

(d) Harmonizované tripartitni smérnici ICH-GCP
pro spravnou klinickou praxi (,,smérnice
ICH®).

stanovenych

(a) the Approval of the clinical trial by the State
Institute for Drug Control and approval from
Ethics Committee for Multicentrics Trials

(b) Protocol and any amendments or supplements
thereto

(c) all conditions specified in the Statement of
Investigator;

(d) the ICH Harmonized Tripartite Guideline for
Good Clinical Practice (“ICH Guidelines”).

Studie se provadi v souladu s pravidly ICH GCP,
Helsinské deklarace, jakoz i1 vSech pftislusnych
zakonli (zejména zékona ¢&. 378/2007 Sb., o
1éCivech, zakona ¢. 372/2011 Sb., o zdravotnich
sluzbach a zakona ¢. 110/2019 Sh., 0 zpracovani
osobnich udaji) a ptedpisti, mistnich regula¢nich
pozadavkli a pokynil (vcetné pokyni EMA)
vztahujicich se k provadéni klinickych studii dle
protokolti, pfislusné etické komise a pisemnych
pokynt Zadavatele k provedeni Studie v souladu s
pfislusnym protokolem.

The Trial shall be conducted in accordance with
the rules of ICH GCP, the Declaration of Helsinki
as well as all relevant laws (in particular, the Act
No. 378/2007 Coll., on drugs, Act No. 372/2011
Coll., on health services and Act no. 110/2019
Coll., on personal data processing) and
regulations, local regulatory requirements and
guidelines (including EMA guidelines) relative to
the conduct of clinical drug protocols, appropriate
Ethics Committee and the written instruction of
Sponsor to administer the Protocol.

4.

Obecné povinnosti zdravotnického zarizeni a
zkouSejiciho

General obligations of Institution and
Investigator

Zdravotnické zatizeni a zkouSejici se zavazuji:

Institution and Investigator undertakes:

(a) zajistit vcas nezbytny pocet subjektt studie

(a) to obtain the necessary number of subjects

(viz. odstavec 5 pism. (a) této smlouvy)

(see paragraph 5 (a) hereof) — meeting the




(b)
(©)

(d)

(€)

(f)

(9)

vyhovujicich  kritérilm pro zafazeni a
nezafazeni uvedenym v protokolu tak, aby byl
dodrZen Casovy plan studie;

provadét a dohlizet na studii ve studijnim
centru

k plné soucinnosti se zadavatelem a CRO pii
provadéni  studie, vcetn¢ povoleni K
monitorovacim navstévam, ke v€asné priprave
a predlozeni zédznaml subjekti hodnoceni
(Case Report Form) a k poskytnuti ptistupu ke
studijnim zaznamtm (definovano dale);
dodrzovat v pribéhu studie protokol a nahlasit
vesSkeré odchylky od protokolu CRO a vést
zaznamy o téchto odchylkéch;

zZajistit, aby zadny clen studijniho tymu pro
tuto studii (i) nemél smluvni nebo jiny
zavazek, ktery by byl neslucitelny s jeho
povinnostmi podle této smlouvy; (ii) nemé¢l
finan¢ni nebo jiny podil ve vztahu k CRO
nebo zadavateli ani finan¢ni nebo jiny zajem
na vysledku studie, ktery by byl zpusobily
zkreslit jeji objektivni vysledek;

Zkousejici je povinen neprodlené hlasit CRO
zpusobem a ve lhité stanovené protokolem
kazdou zavaznou nezadouci piihodu, ke které
dojde v pribéhu hodnoceni, s vyjimkou téch
ptihod, které protokol oznacuje za piihody
nevyzadujici neprodlené hlaseni.

Zkousejici je povinen neprodlené hlasit CRO
zménu ve studijnim tymu a je povinen ihned
proskolit nové ¢leny ve studijnim tymu.

(b)
(©)

(d)

(€)

(f)

()

inclusion and exclusion criteria specified in
Protocol in a timely manner in oder to meet
Study schedule;

to conduct and supervise Study at Site;

to fully cooperate with Sponsor and CRO in
the conduct of the Study, including, without
limitation, permitting Site visits, preparing
and submitting Case Report Forms on a
timely basis and providing access to Study
Records (as hereinafter defined);

to adhere to Protocol during the Clinical
Study and report any deviations from Protocol
to CRO and keep records of such deviations;
to guarantee that no member of the
investigation team for this Clinical Study (i) is
under a contractual or other obligation or
limitation that would be incompatible with
their obligations under this Agreement; (ii)
has a financial or other share in CRO or
Sponsor or a financial or other interest in the
result of the Clinical Study that might distort
its independent result;

The Investigator is obliged to inform CRO
without reasonable delay by any mean and
within the limit defined by Protocol on any
serious adverse event occurred in the course
of the Study, except for the events designated
by Protocol as events non requiring
immediate notification.

The Investigator is obliged to inform CRO the
change of the investigation team for this
Clinical Study and is obliged to train new
members of the investigation team.




Zahajeni studie a nabor subjekti

Study Initiation and Subject Enrollment

@)

(b)

©)

Zkousejici zaradi do studie piiblizné

CRO pote
provede  vyhodnoceni celkového poctu
pacientek ve studii. V piipadé potieby dalsiho
naboru zasle CRO pisemny pokyn
Zkousejicimu se sdélenim maximalniho poc¢tu
pacientek, které dale mtize Zkousejici zaradit.
Pred zarazenim kazdého subjektu do studie
musi zkouSejici ziskat informovany souhlas
podepsany subjektem studie.
Bude-li tak zadavatel nebo CRO vyzadovat,
zucCastni se zkousejici schlizky zkouSejicich
nebo jiné zahajovaci schizky, a to za
ptedpokladu, ze CRO uhradi zkouSejicimu
pfiméfené a nezbytné vydaje na cestu a
ubytovani spojené s ucasti na takové schilizce
(schiizkach). Uétenky vztahujici se k takové
schiizce (schiizkam) museji byt CRO
predlozeny do Sedesati (60) dnii od data
ptislusné schiizky. CRO provede Uhradu do
tiiceti (30) dnti od doruceni pislusné podrobné
dokumentace téchto vydaji, jez bude
predlozena ve sjednaném rozsahu a ujednané
podobé.

(@)

(b)

(©)

Investigator shall enroll approximately
. CRO
shall perform evaluation of the total number
of the patients in the study. In case of further
need of patients, CRA shall send confirmation
in written how many patients could be
recruited by Investifgator.
Before enrolling each subject in Study,
Investigator shall obtain an approved
Informed Consent signed by each subject.
If requested by Sponsor or CRO, Investigator
shall attend and participate in an
investigator’s meeting or other initiation
meeting, provided that CRO reimburses
Investigator for reasonable and necessary
travel and lodging expenses incurred to attend
such meeting(s). The receipts for such
meeting(s) must be submitted to CRO within
sixty (60) days of the date of the meeting.
CRO shall make such reimbursements within
thirty (30) days of receiving relevant and
agreed detailed documentation of such
expenses

6.

Pomocny material

Study Supplies

(a)

(b)

(©)

Zadavatel poskytne ,studijni materidl pro
odbér krve, mo¢i a jiného biologického
materialu.

Zadavatel poskytne zdravotnickému zafizeni a
zkousSejicimu studijni dokumentaci, protokol a
formulafe zdznama subjektu hodnoceni (dale
jen ,,CRF®).

Zadavatel/CRO doda do nemocni¢ni lékarny
Poskytovatele studijni Iéky, jiné materidly ke
Studii zdarma a v€as. V nemocni¢ni laboratofi

(@)

(b)

(©)

Sponsor also shall provide “study supplies”
for the collection of blood, urine, and other
biologics.

Sponsor shall provide Institution and
Investigator with study documentation,
Protocol and template of Case Report Form
(hereinafter “CRF”).

Sponsor/CRO delivers Trial drugs, any other
Trial material free of charge and in time into
the Institution’s pharmacy.The umbilical cord

budou probihat analyzy hormonti blood hormones will be analyzed in the
pupeénikové krve, které Zadavatel/CRO hospital laboratory. These analyses will be
uhradi. covered by Sponsor/CRO.
1.
Studijni zaznamy Study Records
(@) Pojmem ,studijni zaznamy“ se rozumi | (a) The term “Study Records” shall mean,
souhrnné¢  veSkera dokumentace a jiné collectively, all documentation and other




(b)

(©)

zdznamy (at’ v pisemném, Ci elektronickém
formatu) vztahujici se k provadéni studie,
véetné mj. dokumentace a zaznamt, které se

tykaji:

(i) studijniho centra;

(i1) ziskavani, screeningu, hodnoceni,
zafazovani a testovani subjekt studie
(v€etn¢  pfislusnych  ¢asti  jinych
relevantnich ~ zdznamid o  téchto
subjektech);

(iii) postup, testi a jinych cCinnosti
provadénych béhem studie; a

(iv) veskerych finanénich transakci

souvisejicich se studii.

Veskeré studijni zdznamy museji

uchovavany po nejdelsi

obdobi:

(i) po dobu trvani lhity vyzadované
pravnimi predpisy CR;

(if) patnact (15) let od dokonceni studie;

(iii) dva (2) roky po formalnim ukonceni
vyvoje metodiky

byt

z nasledujicich

Zdravotnické zafizeni se zavazuje, ze veskeré
informace poskytnuté zdravotnickym
zafizenim a hlavnim zkouSejicim na zékladé
této smlouvy, vcetné¢ veskerych studijnich
zdznamu a vysledkl studie, budou pravdivé,
ptresné a Uplné.

records (whether in written or electronic

format) related to the conduct of Study,

including without limitation, documentation
and records concerning:

(i) Site;

(if) the solicitation, screening, evaluation,
enrollment and testing of subjects
(including the relevant portions of other
pertinent  records concerning such
subjects);

(iii) the procedures, tests and other activities
performed during Study; and

(iv) all financial transactions
Study.

related to

(b) All Study Records must be retained for the

(©)

longer of:

(i) the period of time required by Czech law;

(it) fifteen (15) years from the conclusion of
Study;

(iii) two (2) years after the formal
discontinuation of development of the
methodology

Institution undertakes that all information
provided by Institution and Investigator on the
basis of this Agreement, including all Study
Records and results of the Study will be true,
accurate and complete.

8.

Finan¢ni vyrovnani

Financial settlement

(@)

Zadavatel bude prostfednictvim  CRO
zajiStovat finan¢ni podporu studie v souladu
S timto ¢lankem:

Rozpocet  (platebni  schéma  stanovené
Vv Priloze 5 této smlouvy) uvadi maximalni
castku, ktera bude vyplacena za provedeni
studie. VeSkeré odmény a platby budou
hrazeny pifimo zdravotnickému zafizeni.

K cen¢ Ptipravku bude

pfipoCitana marze Iékarny dle stitem

stanoveném rozmezi degresivni marze.

Sponsor, through CRO, shall provide financial
support for Study in accordance with this Section:

(a)

Budget (payment schedule in Attachment 5
of Agreement) indicates the maximum
amount that will be paid for the conduct of
Study. All compensation and payments shall
be made directly to Institution.

The pharmacy margin will be added
to the price of the Product according to the

state-determined
margin.

range of the degressive

(b) Remuneration will be made only for the




(b)

(©)

(d)

(€)

(f)

(9)
(h)
(i)

Uhrada bude provedena pouze za skuteény
poCet navstév a vySetfeni provedenych
vsouladu s protokolem a zadanych do
elektronického systému pro sbér dat pomoci
elektronického CRF s tim, Ze platba za tyto
navstévy a vySetfeni v zadném piipadé
nepfesahne maximalni rozpocet na jeden
subjekt.

Narok na uhradu vznikne tehdy, budou-li
procedury provedeny Vv naprostém souladu
s protokolem a touto smlouvou a ptfedana data
budou uplna a spravna. Aby byla data uplna a
spravna, musi kazdy subjekt podepsat
formulat informovaného souhlasu schvéleny
EK a veskeré procedury uréené v protokolu
museji byt provedeny v souladu s Protokolem.
Pii kontrole dat béhem planované navstévy
studijniho centra monitorem musi mit
zkousSejici veskera dostupna data, ziskana az
do ptredchoziho dne vcetné, kompletni a
pfipravend k vyhodnoceni. CRO si vyhrazuje
pravo odmitnout tuhradu za data, kterd
neobdrzi pfi navstéve studijniho centra.
Navstévy subjektt hodnoceni, které byly na
zaklad¢  kontroly CRF a  zdrojové
dokumentace vyhodnoceny jako nevhodné,
nebudou hrazeny.

Za plnéni veskerych danovych povinnosti
bude vyhradné odpovédny piijemce platby
podle této smlouvy.

Platby budou provadény v EUR.

Uvedené ¢astky budou navysSeny o DPH.
Platby budou provadény 2x ro¢né, a to ke

konci kalendaifniho pololeti na zakladé
faktury. Faktura bude vystavena
zdravotnickym  zafizenim na  zdkladé

kalkulace vytvotené CRO, a to do 15 dnii od
doruCeni kalkulace poskytovateli (pficemz
datum doruceni je zaroven datem uskute¢néni
zdanitelného  plnéni).  Kalkulace bude
poskytnuta na veSkeré polozky uvedené
v rozpoctu. Splatnost faktury ¢ini 60 dni od
doruceni. Pii pozdni uhrad¢ je poskytovatel
opravnén uctovat urok z prodleni v zakonné
vySi.  Vpfipadé, Ze CRO nedoruci
zdravotnickému  zafizeni kalkulaci vcas
vsouladu sharmonogramem  uvedenym
vV pfedchozim textu, a déle v pfipadé pozdni
uhrady je zdravotnické zatizeni opravnéno

(©)

(d)

(€)

(f)

(@)
(h)
(i)

subjects enrolled in one of the two groups,
who complete procedures in accordance with
Protocol, and whose data will be entered into
CRF, except that in no event shall payment
for such visits and procedures exceed the
maximum budget per subject.

To be eligible for payment, all Protocol
procedures must have been performed in full
compliance with the Protocol and this
Agreement, and the data submitted must be
complete and correct..

When data is reviewed during a scheduled
Site visit by monitor, Investigator shall
provide signed Informed Consent Form and
have all available data ready for evaluation.
CRO reserves the right to refuse payment for
data not received during the Site visit.

No payment will be made for visits performed
in subjects found ineligible upon review of
their Case Report Forms and source
documents.

Payment of all applicable taxes shall be the
sole responsibility of the payee hereunder.
Payments will be made in EUR.

VAT will be added to the payment.

Payments will be made twice a year at the end
of the calendar half-year based on an invoice.
The invoice will be issued by the Institution
based on the calculation made by the CRO
within 15 days from the delivery of the
calculation to the Institution (where the
delivery date is also the date of taxable
supply). The calculation will be provided for
all items entered in the budget. The invoice is
due within 60 days of delivery. In case of late
payment, the Institution is entitled to charge
default interest at the statutory rate. In the
event that the CRO does not deliver the
calculation to the Institution in time in
accordance with the schedule stated above
and in the case of late payment, the Institution
is entitled to suspend data entry into the
database until the relevant payment is made.

15

CRO send always until




pozastavit zaddvani dat do databaze, a to az
do provedeni pfislusné uhrady.

CRO zasle vzdy do 15. ledna, respektive do
15. Cervence zdravotnickému zafizeni vyzvu

k vystaveni faktury/dafiového dokladu na
éastku, ktera bude stanovena na zakladé
provedenych a schvéalenych navstév a
vySetfeni,  které  byly  zmonitorovany
monitorem za obdobi Cervenec — prosinec
predeslého roku, respektive leden — Cerven
stavajiciho roku. Jestlize nebude dodrzena 15-
denni lhata kvystaveni faktury, bude
pfislusna platba uskute¢néna s nasledujici
uhradou. Faktura musi obsahovat veskeré
nalezitosti stanovené pravnimi predpisy a
Cislo protokolu studie. .

)

January, or until 15" July to Institution a
notice to issue a invoice/tax document for
amount, which will be determined on basis of
performed visits and procedures which have
been monitored by monitor during the period
July — December of the last year, or January -
June of the current year.. If the 15-day-
deadline will be missed a due payment will be
made during next payment cycle. The invoice
must contain all requirements specified by
legal regulations and Study Protocol Number.
An invoice/ tax document shall be issued in
name of CRO.

(k) Shipment Address is CRO. The CRO

0]

billing address is the same as the CRO
delivery address: Zachova 8, 140 00 Praha
4 — Kré, ID: 27151433, TAX: CZ27151433.
Payment details of the Institution are listed
on page 25 of this Agreement.

Call to issue an invoice to the final payment
will be sent without this amount limit within

(i) Faktura bude vystavena na CRO. 60 days after termination of Study. _
(k) Dorudovaci adresa je CRO. Fakturaéni | (M) Sponsor through CRO shall reimburse subject
adresa CRO je stejnid jako dorudovaci travel fees in_connection with travel to the
adresa CRO: Zachova 8, 140 00 Praha 4 — |  Site.
Kré, IC: 27151433, DIC: CZ27151433.
Platebni tudaje zdravotnického zatizeni
jsou uvedeny na strané 25 této smlouvy. (n) Bank charges: Secure Hash Algorithm (SHA)
(I) Vyzva k vystaveni faktury k zavérecné thradé - the payer pays the fee of the payer's bank,
bude zaslana bez vztahu k vySe uvedenému the payee pays the fees of the payee’s bank, or
limitu do 60 dnti od ukon¢eni studie. intermediary bank.
(m) Zadavatel prostfedictvim CRO  proplati
subjektim  thrady  ndkladi  subjektd
hodnoceni  spojenych s cestou do
zdravotnického zatizeni.
(n) Bankovni poplatky: SHA - platce hradi
poplatky banky platce, ptijemce hradi
poplatky banky ptijemce, popr.
zprostredkujicich bank.
9.
Inspekce a audity Inspections and Audits
(@) Zadavatel a CRO (a vSichni jejich fadné | (a) Sponsor and CRO (and any duly authorized

zmocnéni zastupci), stejné jako prislusné
kontrolni ufady maji pravo kdykoli provést
inspekci/audit studijniho centra a studijnich

agents of either of them), as well as
competent regulatory agencies shall have the
right, at any time, to inspect Site and Study




zédznamu zkousejiciho, zdravotnického
zafizeni, veSkerych spoluzkousejicich a
veskerych  zaméstnancli, zastupci  nebo
dodavatela zdravotnického zatizeni.
Informace ziskané z inspekce/auditu

provedenych zadavatelem nebo jeho jménem
mohou byt sdileny mezi zadavatelem, CRO a
jejich  pfislusnymi  f4dné¢  zmocnénymi
zastupci. Na zadost CRO nebo zadavatele
poskytne zdravotnické zatizeni CRO a/nebo
zadavateli  kopie  veSkerych  informaci
vyzéadanych jakymkoli ptfislusnym kontrolnim
ufadem, jim poskytnutych ¢i jimi obdrzenych.
Pokud néktera takova inspekce/audit odhali
nesoulad stouto smlouvou, jsou zadavatel
a/nebo CRO opravnéni zabezpedit soulad se
smlouvou podle ¢lanku 18, odst. (b) pism. 1),
respektive pii zdvazném poruseni protokolu
(tzv. Major Violation) ukon¢it ucast
zdravotnického zatizeni a zkousejiciho ve
studii.

(b)

Records of Investigator, Institution, any sub-
investigator and any employee, agent or
contractor of Institution. Information obtained
from inspections by or on behalf of Sponsor
may be shared among Sponsor, CRO and their
respective duly authorized representatives.
Upon CRO or Sponsor’s request, Institution
shall provide CRO and/or Sponsor copies of
any information requested by, provided to or
received by any competent regulatory agency.
If any such inspection discloses any non-
compliance with this Agreement, Sponsor
and/or CRO is entitled to require compliance
pursuant to Article 18 (b) (i), or terminate
Investigator’s and Institution participation in
the Study in case of serious protocol deviation
(call Major Violation).

(b)

1

Potvrzeni o neexistenci zakazu

Debarment Certification

Zdravotnické zafizeni timto potvrzuje, Ze ani
zdravotnickému zafizeni, a pokud mu takova
skutecnost mliZze byt pfi vynaloZeni pfiméfeného
usili zndma ani zaddnému z jeho zaméstnanci,
zastupcl, spoluzkousejicich, dodavatelt ¢i jinych
osob nebo subjektli vyuzivanych v jakékoli funkci
ve spojitosti se studii nebyl udélen zékaz pisobeni
ve farmaceutickém  primyslu ze  strany
pfislusnych ceskych kontrolnich tfadi. Pokud
kdykoli v pribéhu této studie bude nékteré takové
osob¢ nebo subjektu ud€lena sankce zdkazu nebo
se stane subjektem fizeni o udéleni zdkazu, musi o
tom zdravotnické zafizeni neprodlené pisemné
informovat CRO. Zdravotnické zafizeni je
povinno neprodlené po dokonceni této studie vyse
uvedené potvrzeni obnovit prostiednictvim
pisemného prohléseni poskytnutého CRO.

Institution hereby certifies that neither Institution,
nor any of its employees, agents, sub-
investigators, contractors, or any other person or
entity used in any capacity in connection with
Study has been debarred or otherwise prohibited
from participating in the pharmaceutical industry
by applicable Czech regulatory authorities. If any
such person or entity becomes debarred or is the
subject of a debarment proceeding at any time
during this Study, Institution shall immediately
notify CRO in writing. Promptly upon the
completion of this Study, Institution shall renew
the above certification by means of a written
statement provided to CRO.

11.
Diivérnost a zakaz pouziti informaci. Ochrana Confidentiality and Non-Use. Personal Data
osobnich udaju Protection
(@) Veskeré informace poskytnuté | (a) All information provided to Institution by

zdravotnickému zafizeni ze strany CRO,
zadavatele nebo nckterého jejich zastupce

CRO, Sponsor or any representative of either
of them (including without limitation, the




(b)

(©)

(d)

(€)

(f)

(v€etné mj. podminek této smlouvy,
protokolu, jakéhokoli obchodniho tajemstvi,
dat vlastnické povahy, postupu, metody) jsou
povazovany za vyhradni vlastnictvi a diivérné
informace zadavatele a zdravotnické zatfizeni
nesmi tyto informace sd¢lovat tfetim osobam
ani je vyuzivat pro jiny ucel nez provadéni
studie.

Veskeré informace ziskané zkouSejicim
a/nebo zdravotnickym zafizenim v souvislosti
se studii (v€etné mj. vesSkerych studijnich
zaznamu a zaznamu subjektd studie, ale
s vylouc¢enim lékaiské dokumentace pacientti)
jsou povazovany za vyhradni vlastnictvi a
daveérné informace zadavatele a od data jejich
obdrzeni az do uplynuti deseti (10) let ode dne
podpisu smlouvy nesmi zdravotnické zafizeni
tyto informace sdélovat tietim osobam ani je
vyuzivat pro jiny ucel nez provadéni studie
nebo zvefejnéni vysledkd studie v souladu
S ¢lankem 12.

Bez ohledu na ptfedchozi ustanoveni se tato
povinnost zachovani dvérnosti a nepouziti
informaci shora stanovena v ¢lanku 11 pism.
(a) a (b) neuplatni, jestlize:

(i) zadavatel nebo CRO poskytne
zdravotnickému  zafizeni pisemné
svoleni pouZzit nebo sd¢lit takové
duveérné informace; nebo

(if) je sdéleni urcité informace etické
komisi, subjektu, nebo ceskym
kontrolnim  ufadim  vyZadovano
pravnim nebo jinym predpisem.

Jestlize je pozadovano zptistupnéni takovych
davérnych informaci, zdravotnické zatizeni
musi neprodlené pisemnou formou uvédomit
CRO a nesmi tyto informace pouzit ani
zptistupnit, dokud CRO neposkytne pisemny
souhlas nebo dokud v ptipad¢ zptistupneni
vyzadovaného pravnimi piedpisy nevycerpa
veskeré pravni kroky, které mize pfijmout
k zamezeni nebo omezeni takto vyzadovaného
zptistupnéni.

Zdravotnické zatizeni nese odpoveédnost za to,
ze zajisti, aby jeho zaméstnanci, dodavatelé a
zastupci byli zavdzani stejnymi podminkami
divérnosti a nepouziti informaci.

Podminky diivérnosti a nepouziti informaci
uvedené v této smlouv€é nahrazuji veSkeré

(b)

(©)

(d)

(€)

(f)

9)

terms of this Agreement, Protocol, any trade
secret, proprietary data, procedure or method,)
shall be deemed the sole property and
confidential information of Sponsor, and
Institution shall not disclose to any third party
or use such information for any purpose other
than the conduct of Study.

All information generated by Investigator
and/or Institution in connection with Study
(including without limitation, all Study
Records and Case Report Forms, but
excluding patient records) shall be deemed the
sole property and confidential information of
Sponsor and, from the date of receipt until the
tenth  (10th) anniversary of the date
Agreement signature, Institution shall not
disclose to any third party or use such
information for any purpose other than the
conduct of Study or the publications of Study
results in accordance with Section 12.
Notwithstanding the foregoing, the obligation
of confidentiality and non-use set forth in
Sections 11 (a) and (b) above shall not apply
to the extent that:

(i) Sponsor or CRO gives Institution
written permission to use or disclose
any such confidential information; or

(i) particular information is required by law
or regulation to be disclosed to the
Ethics Committee, the subject or Czech
regulatory agencies.

To the extent any use or disclosure of such
confidential information is desired, Institution
shall promptly notify CRO in writing and
shall not use or disclose any such information
until CRO gives written consent or, in the
case of legally required disclosure, exhausts
any legal actions it may take to prevent or
limit the requested disclosure.

Institution shall be responsible for ensuring
that its employees, contractors and agents are
bound by the same terms of confidentiality
and non-use.

The terms of confidentiality and non-use set
forth herein shall supersede any prior terms of
confidentiality and non-use agreed to by the
parties in connection with this Study.

All  Confidential Information containing
personal data shall be handled in accordance
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informaci dohodnuté smluvnimi stranami
v souvislosti s touto studii.

(9) Veskeré diavérné informace obsahujici osobni
udaje museji byt zpracovavany v souladu
s veskerymi platnymi pravnimi ptedpisy,
véetné mj. zakona Ceské republiky o
zpracovani osobnich tdajia ¢. 110/2019 Sb.,
Vv platném znéni. PFriloha ¢islo 6a v CeStiné a
6b v angliétiné.

with all applicable law, including, but not
limited to Czech Data Processing Act No.
110/2019 Coll., as amended. Attachment No.
6a in Czech and 6b in English.

12.

Udaje a publikovani

Data and Publications

(@) Zdravotnické zafizeni/ZkouSejici ma pravo
zvefejnit a prezentovat vysledky studie za
predpokladu, ze:

(i) zdravotnické zafizeni/zkousejici
neprozradi divérné a vyluéné technické
informace zadavatele;

(if) zdravotnické zafizeni/zkousejici bude
publikovat vysledky multicentrickych
studii pouze v jejich tplnosti a ne jako
udaje z jednoho centra, coz by mohlo byt
zavadgjici,

(iii) zdravotnické zatizeni/zkousejici piedlozi
veskeré rukopisy a vytahy zadavateli
pred jejich podanim, aby umoZnil
zadavateli jejich okomentovani, na
zaklad¢ informaci zjinych studii, které
jim mozna dosud nebyly dostupné.

(iv) jakakoliv oficialni publikace této studie,
ve které vklad informaci zaméstnancii
zadavatele prevaZzoval, bude povazovana
za spolecnou publikaci a autorstvi bude
ureno vzajemnou smlouvou.

(@) Institution/Investigator shall have the right to
publish and present the results of Study
provided:

(i) Institution/Investigator shall not disclose
Sponsor’s confidential and proprietary
technical information;

(i) Institution/Investigator shall  publish
study results of multicenter studies only
in their entirety and not as individual
center data, which may be misleading;

(i) Institution/Investigator shall submit all
manuscripts of abstracts to  Sponsor
prior to submission, to allow to Sponsor
to provide comments based on
information from other studies that may
not yet be available to them.

(iv) Any formal publication of the study in
which Sponsor’s personnel has taken
part will be considered as a joint
publication and authorship will be
determined by mutual agreement.

(b) Zadavatel ma pravo zvetejnit libovolné tudaje
a informace ze studie (vCetné¢ udaji a
informaci vytvofenych zkouSejicim) bez
souhlasu zdravotnického zatizeni.

(b) Sponsor shall have the right to publish any data
and information from Study (including data and
information generated by Investigator) without
the consent of Institution.

13.

Vynalezy

Inventions

Zdravotnické zafizeni potvrzuje, Ze mysSlenka
studie byla  koncipovdna a  rozvinuta
zadavatelem nebo  sesterskou  spolecnosti
zadavatele a Ze CRO nebo zadavatel oslovili
zdravotnické zatizeni a/nebo zkousSejiciho, aby
studii provedl. Zdravotnické zafizeni timto

Institution acknowledges that the idea for
performing Study was conceived and developed
by Sponsor or an affiliate of Sponsor and that
CRO or Sponsor approached Institution and/or
Investigator to perform Study. Institution hereby
acknowledges that Sponsor shall own the




potvrzuje, Ze zadavateli bude svédcit vyhradni
pravo ke vSem vynalezim nebo objevim, bez
ohledu na jejich patentovatelnost, které budou
VvV pribéhu studie vypracovany nebo dovedeny
do praxe zkouSejicim nebo zdravotnickym
zatizenim, jakymkoli spoluzkousejicim nebo
zaméstnanci  nebo  zastupci  zdravotnického
zatizeni. Zdravotnické zafizeni bude o takovém
vyndlezu nebo objevu neprodlené¢ pisemné
informovat CRO a bude pln¢ spolupracovat se
zadavatelem a CRO, aby prava k nému pievedlo
na zadavatele a ziskalo pro n&j patenty nebo
jinou pravni ochranu. Zdravotnické zafizeni

exclusive right to any and all inventions or
discoveries, whether patentable or not, which are
conceived or reduced to practice during the course
of Study by Investigator or Institution, any sub-
investigator or any of respective employees or
agents of Institution. Institution shall promptly
notify CRO in writing of any such invention or
discovery and shall fully cooperate with Sponsor
and CRO to vest rights therein in Sponsor and to
obtain patents or other legal protections thereon.
Institution shall undertake all actions which are
necessary or advisable in order to transfer all
intellectual property rights to Sponsor, including

podnikne veskeré kroky, véetné uzavieni | without limitation, the signature of an agreement
smlouvy  pfevadéjici  prava  duSevniho | transferring  intellectual ~ property  rights,.
vlastnictvi, které jsou nezbytné nebo ucelné | Agreements transferring intellectual property

K pfevodu prav duSevniho vlastnictvi na | rights shall be concluded free of charge.
zadavatele.  Smlouvy  pfevadéjici  prava
dusevniho  vlastnictvi  budou  uzavirany
bezplatné.
14,
Zverejnéni Publicity
(@) Tiskova sdéleni zdravotnického =zafizeni | (a) CRO and Sponsor must approve, in writing,

tykajici se studie musi byt pfed zvefejnénim
pisemné schvalena CRO a zadavatelem.

V pribéhu studie a po jejim provedeni muize
zdravotnické zatizeni dostavat dotazy reportérii
nebo finan¢nich analytikli. CRO vyZaduje, aby
se zdravotnické zafizeni, dfive neZ na jakykoliv
takovy dotaz odpovi, poradilo sjemu
pridélenym zéastupcem CRO.

Zdravotnické zafizeni nesmi uzit jméno CRO,
zadavatele ani zadného jejich zaméstnance
nebo zastupce vzadném reklamnim ¢i
propagacnim materidlu ani v zadné publikaci
bez predchoziho pisemného souhlasu CRO,
nebo zadavatele. CRO a zadavatel nesméji uzit
jméno zdravotnického zafizeni ani zadného
jejich zaméstnance nebo zastupce v Zadném
propaga¢nim materidlu nebo publikaci bez
predchoziho pisemného souhlasu
zdravotnického zafizeni.

(b)

(©)

press statements by Institution regarding Study
or Study Drug(s) before the statements are
released.

During and after Study, Institution may receive
inquiries from reporters or financial analysts.
CRO requests that Institution confers with
CRO’s representative assigned to Institution
before responding to any such inquiry.
Institution shall not use the name of CRO,
Sponsor or any of their respective employees or
agents in any advertising or sales promotional
material or in any publication without the prior
written consent of CRO or Sponsor, as the case
may be. CRO and Sponsor shall not use the
name of Institution or any of its employees or
agents in any sales promotional material or
publication without prior written consent of
Institution

(b)

©)

15.

|

Nahrada zdravotni ajmy subjektu

Subiject Injury Reimbursement




Zadavatel  prostiednictvim  CRO  nahradi
zdravotnickému zafizeni nasledujici dodate¢né
naklady:

Sponsor, through CRO, shall reimburse Institution
for the following additional costs:

(@) veskeré piiméfené a obvyklé naklady
vynaloZzené¢ zdravotnickym =zafizenim a
spojené s diagnozou nezadouci prihody nebo
procedurou protokolu; a

veskeré pfiméfené a obvyklé naklady
vynaloZené na 1écbu zdravotni jmy subjektu
studie, jestlize dand nezaddouci piihoda
souvisela s procedurou protokolu, ovSem za
ptedpokladu, ze:

(i) tyto naklady nejsou proplatitelné jinak
ze zdravotniho pojisténi subjektu nebo
pojisténi zdravotnického zafizeni nebo
jiného statniho programu poskytujiciho
takové kryti;
nezadouci pifithoda neni zavinéna
opomenutim nebo pochybenim
zkousejiciho, zdravotnického zafizeni
nebo nckterého jejich
spoluzkousejiciho ¢i zastupce;
nezadouci pifithoda neni zavinéna
jakymkoliv predchozim onemocnénim,
bez ohledu na to, zda bylo ¢i nebylo
drive diagnostikovano;
procedura byla aplikovana v souladu
s protokolem; a

nezadouci pifithoda neni zavinéna
opomenutim, nedbalosti nebo
svévolnym jednanim subjektu studie
ani nedodrzenim pokynt zkousejiciho
ze strany subjektu.

Zadavateli bude umoznéno uhradit dodateéné
naklady pfimo poskytovateli sluzby nebo
zdravotnickému zafizeni.

(b)

(i)

(iii)

(iv)
v)

(@) all reasonable and customary costs incurred by
Institution and associated with the diagnosis of
an adverse event involving Study Drug(s) or a
Protocol procedure; and

all reasonable and customary costs incurred for
treatment of physical injury to the subject if
adverse event was related to a Protocol
procedure; provided, however, that:

(b)

(i) such costs are not otherwise
reimbursable by the subject’s medical or
hospital insurance or other governmental
program providing such coverage;

(if) the adverse event is not attributable to

the negligence or misconduct by
Investigator, Institution, or any sub-
investigator or agent of either of them;
(ii1) the adverse event is not attributable to
any underlying illness,  whether
previously diagnosed or not;
(iv) procedure  was  administered
accordance with Protocol; and
(v) the adverse event is not attributable to
the negligence, recklessness or willful
misconduct of Study subject or the
failure of the subject to follow the
instructions of Investigator.
Sponsor shall have the option of paying the
additional costs directly to the provider of the
service or to Institution.

in

1

PojiSténi

Insurance

Zadavatel prohlaSuje, ze zajistil na celou dobu
provadéni hodnoceni pojisténi odpovédnosti za
Skodu pro zkouSejicihoa zadavatele, jehoz
prostfednictvim je zajisttno 1 odSkodnéni
Vv ptipad¢ smrti subjektu hodnoceni nebo v piipadé
Skody vzniklé na zdravi subjektu hodnoceni
v disledku provadéni hodnoceni. CRO poskytne
kopii pojistného certifikatu (Priloha €. 4).

The Sponsor hereto acknowledges, that contract
insurance of liability for damage for the
Investigator and the Sponsor has been ensured.
This policy also duly covers compensable death of
subject or compensation of the subject in case of
injury resulting from and sustained in course of
performance of the Study. A copy of the
Insurance Certificate will be provided by CRO
(Appendix No. 4).




17.

Nahrada Skody

Indemnification

Se zfetelem na plnéni povinnosti uvedenych v této
smlouvé zkousejicim, zdravotnickym zafizenim a
veskerymi zaméstnanci zdravotnického zatizeni
(spolecné ,,ZajiSténé osoby*) zadavatel
prostiednictvim CRO kazdou zajisténou osobu
odskodni, bude chranit a kryt pred veSkerymi
Skodami, Ujmami, ndklady a vydaji (spolecné
»Skoda®), které by mohly vyplynout z néroku
nebo zaloby tieti strany pozadujici nahradu skody
na zakladé zdravotni Gjmy subjektu studie, kterou
pfimo zpusobila nebo ke které ptispéla jakakoli
latka nebo procedura aplikovanad v souladu
s protokolem, ovSem za predpokladu, ze:

(@) zajisténé osoby dodrzely veskeré platné
pravni a jiné predpisy (vCetné mj. ziskani
formuldfe  informovaného  souhlasu a
schvaleni etickou komisi), protokol a veskera
doporuceni dana zadavatelem nebo CRO;
zadavatel bude o kazdém takovém naroku
nebo zalob¢ neprodlené pisemné informovan;
zajisténé osoby budou u kazdého takového
naroku nebo Zzaloby plné spolupracovat na
vySetfovani a procesni obrang,;

zadavatel si ponechdvd pravo procesné se
branit proti jakémukoli naroku ¢i Zalobé, jak
bude povaZovat za vhodné, vcetné¢ prava
vyuZit sluZzeb pravniho zastupce dle své volby;
zadavatel ma vyhradni pravo narok vypotadat,
ovsem za predpokladu, Ze nepfipusti zavinéni
jménem zajisténych osob bez piedchoziho
pisemného svoleni zajisténych osob.

Bez ohledu na pfedchozi Gpravu se zadavatelova
povinnost nahrady Skody nevztahuje na Zadnou
Skodu vtakové mife, ve které vyplyva
Z nedbalosti, umyslného protipravniho jednani
nebo neodborného postupu nékteré ze zajisténych
osob, pficemz se rozumi, Ze¢ podani jakékoliv
latky v souladu s protokolem neptedstavuje pro
ucely této smlouvy nedbalost ani neodborny
postup. Zajisténa osoba navic ma pravo zvolit si a
obstarat si  zastoupeni vlastnim  pravnim
zastupcem, a to za predpokladu, Ze tato zajiSténa
osoba ponese veskeré ndklady a vydaje spojené
s takovym vlastnim pravnim zastoupenim.

(b)
(©)

(d)

(€)

In consideration of the performance of the

obligations set forth herein by Investigator,

Institution and its employees (collectively,

“Indemnitees”), Sponsor, through CRO, shall

indemnify, defend and hold harmless each

Indemnitee from and against any loss, damage,

cost or expense (including reasonable attorneys’

fees) (collectively “Loss”) which may arise from
any third party claim or suit alleging physical
injury to a subject and seeking damages directly
caused or contributed to by any substance or
procedure administered in accordance with

Protocol; provided, however that:

(@) the Indemnitees shall have complied with all
applicable laws and regulations (including
without  limitation, obtaining  Informed
Consents Form, and Ethics Committee
approvals), Protocol and all recommendations
furnished by Sponsor or CRO for the use and
administration of any Study Drug(s);

(b) Sponsor is promptly notified in writing of any
such claim or suit;
(c) the Indemnitees cooperate fully in the

investigation and defense of any such claim or
suit;

Sponsor retains the right to defend any claim
or suit in any manner it deems appropriate,
including the right to retain counsel of its
choice; and

Sponsor shall have the sole right to settle the
claim; provided, however, that Sponsor shall
not admit fault on Indemnitees’ behalf
without  Indemnitees’ advance  written
permission.

Notwithstanding the  foregoing,  Sponsor’s
obligation of indemnification shall not extend to
any Loss to the extent such Loss arises from the
negligence, willful malfeasance or malpractice by
any of the Indemnitees, it being understood that
the administration of any substance in accordance
with Protocol shall not constitute negligence or
malpractice for purposes of this Agreement.
Furthermore, an Indemnitee shall have the right to
select and obtain representation by separate legal
counsel; provided that such Indemnitee shall bear

(d)

(€)




all costs and expense related to such separate
representation.

1

8.

Ukonceni studie

Study Termination

(@)

(b)

(©)

(d)

Studie bude ukoncena predanim tpln¢ a

spravné vyplnénych dat ve formulafich
zaznamu subjektd studie (CRF) vSech
subjektii, zodpovézenim vSech dotazii a

vysvétleni a Gplnym ovéfenim zdrojovych dat
monitorem.

Zadavatel nebo zdravotnické zafizeni jsou
opravnéni  odstoupit od této smlouvy
pisemnym oznamenim této  skutecnosti

ostatnim smluvnim strandm a to s G¢innosti

ode dne doruceni pisemného ozndmeni

posledni ze smluvnich stran, a to Vv

nasledujicich ptipadech:

(i) pokud nékterdA smluvni strana neplni
nckteré z ustanoveni této smlouvy
a neodstrani zdvadny stav ani ve lhité 60-
ti dnd od doruCeni pisemné vyzvy k
naprave;

(i1) pokud nektera smluvni strana provede se
svymi véfiteli vyrovnani nebo bude-li na
jeji majetek prohlasen konkurs;

(iii) pokud néktera smluvni strana pozbude
opravnéni k ptisobeni v dané oblasti;

(iv) bude-li riziko pro subjekty hodnoceni
netmérné zvyseno, nebo

(v) pokud potiebné opravnéni, povoleni,
souhlas nebo vyjimka je revokovano, jeho
platnost suspendovana, nebo uplyne-li
doba, na kterou bylo vydano bez
ptislusného prodlouzeni.

V ostatnich ptfipadech lze trvani smlouvy

ukon¢it pisemnou dohodou nebo vypovédi,

pficemz vypovédni lhiita ¢ini 30 dnli a po€ina
béZet dnem nasledujicim po doruceni
vypoveédi posledni smluvni stran€.

Pokud ucast zdravotnického zatfizeni ve studii

nebo studie samotnd budou ukonceny,

zdravotnické zafizeni nesmi povolit dalsi
nabor subjekti do studie.

V pripad¢ ukonceni studie budou provedeny

uhrady za vSechny sluzby vyzadované

protokolem, které byly realizovany az do data
ucinnosti ukonceni studie v souvislosti se

(@)

(b)

In

Clinical Study shall be ended by delivering
completely and correctly filled data in
electronic case report forms (CRFs) of all
subjects, answering all queries and
clarifications, full source data verification by
clinical monitor.

The Sponsor or the Institution is entitled to

withdraw from the Agreement that is effective

on the day where notice has been delivered to
the last of the parties in cases as follows:

(i) Any of the parties does not meet some
provision of this Agreement and does not
eliminate the discrepancies within 60
days after obtaining a written request to
do so;

(i) Any of the parties performs settlement
with its creditors or files a petition for
bankruptcy;

(i) Any of the  parties ceases to be
authorised to pursue its activities within
the field of this Agreement;

(iv) The risk incurred by the
increases significantly; or

(v) The necessary authorisation, approval,
consent or exception are revoked or
suspended, or expires without
prolongation.

any other case, the Agreement may be

subjects

terminated by written mutual agreement or by a
45 days prior written notice effective as of the day
of delivery of the notice to the last of the parties.

(©

(d)

If Institution’s participation in Study or Study
itself is terminated, Institution shall not permit
further enrollment of subjects into Study.

In the event of termination, payments will be
made for all services required by Protocol that
have been performed up to the effective date
of termination and in connection with Study
as required under Protocol and contemplated
in the Budget. If any advance or other
payments exceed the amount owed for
services performed under Protocol, Institution
shall promptly return the excess balance to




studii a v souladu s pozadavky protokolu a
ptedpoklady v rozpoctu. Pokud jakékoli
zalohové nebo jiné platby piesahnou dluznou
¢astku za sluzby realizované podle protokolu,
zdravotnické zafizeni pteplatek neprodlené
vrati CRO.

CRO.
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9.

Pievod

Assignment

(a) Jakykoli pfevod této smlouvy nebo jakychkoli

prav ¢i povinnosti podle této smlouvy:
(1) zdravotnickym zafizenim na tieti stranu
vyzaduje predchozi pisemny souhlas

CRO a zadavatele; a

(i) CRO na jinou tfeti stranu nez
zadavatele vyzaduje ptedchozi
pisemny souhlas zadavatele, avSak

nevyzaduje schvaleni zdravotnickym

zafizenim.
(b) Zdravotnické zatizeni a CRO timto potvrzuji,
7ze zadavatel je opravnén pisemnym

oznamenim zdravotnickému zatizeni a CRO
prevzit ¢i na tfeti stranu prevést odpoveédnost
za néktera nebo veskerd prava a povinnosti
CRO podle této smlouvy.

(@) Any assignment of this Agreement or any
rights or obligations hereunder by:

(1) Institution to a third party shall require
the prior written consent of CRO and
Sponsor; and

(i) CRO to any third party other than

Sponsor shall require the prior written
consent of Sponsor, but shall not
require the approval of Institution.
(b) Institution and CRO hereby acknowledge
that Sponsor may assign to itself or a third party
responsibility for any or all of CRO’s rights and
obligations hereunder by written notice to
Institution and CRO.

20.
Podminka Condition
Tato smlouva nabyva ucinnosti nejdiive dnem | This Agreement takes effect not earlier than the
zvefejnéni  vregistru  smluv, coz =zajisti | date of publication in the contract register which
zdravotnické zafizeni. will ensure the Institution.
21.

Uplnost ujednani

Entire Agreement

Tato smlouva piedstavuje Uplné ujednani mezi
smluvnimi stranami a nahrazuje veskeré jiné,
vyslovné ¢i konkludentni dohody mezi smluvnimi
stranami, pokud jde o pfedm¢ét této smlouvy.

This  Agreement  represents the  entire
understanding between the parties, and supersedes
all other agreements, express or implied, between
the parties concerning the subject matter hereof.
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2.

Rozhodné pravo

Governing Law

(@) Tato smlouva musi byt vykladana v souladu
spravnimi predpisy Ceské republiky bez
ohledu na jeji pravidla pro kolize pravnich
norem.

(b) Pravni vztahy vyslovné neupravené v této
smlouvé se fidi pfislusSnymi ustanovenimi
Obcanského zakoniku.

(@) This Agreement shall be
accordance with the laws
Republic without regard to
laws rules.

(b) Legal relations that are not specifically
regulated herein shall be governed by
applicable provisions of the Civil Code.

interpreted in
of the Czech
its conflicts of




23.

Mistni prisluSnost soudu

Place of Venue

V ptipadé predlozeni sporu soudu budou mit
vyhradni jurisdikci nad soudnim sporem soudy
ptislusné pro sidlo zdravotnického zatizeni.

In case a dispute is brought towards a court of
law, the courts relevant for the seat of Institution
will have sole jurisdiction over the litigation.

24.

Zavérefna ustanoveni

Final provisions

(@) Tato smlouva je vyhotovena ve tifech
stejnopisech; kazda smluvni strana obdrzi
jeden stejnopis.

(b) Tuto smlouvu lze ménit a dopliiovat pouze
jednomyslnou dohodou stran ve formé
pisemného dodatku k této smlouvé.

(c) Veskera korespondence a hlaseni ve spojitosti
stouto studii musi byt zasilana na adresu
CRO.

(a) This Agreement is made in three identical
copies; each Party shall receive one copy.

(b) This Agreement may only be modified and
amended by common consent of the parties,
with a written amendment hereto.

(c) All correspondence and reports in connection
with this Study shall be sent to the address of
the CRO.

CRO:

PRAGUE CLINICAL SERVICES s.r.o.
Zachova 8

140 00 Praha 4 - Kr¢

MUDr. Petr Janda

Zastoupena jednatelem / Represented by Executive Head

Podpis / Signature

Datum / Date




Podpis / Signature Datum / Date
Zdravotnické zafizeni/Institution:
Fakultni nemocnice Brno
Jihlavska 20
625 00 Brno
Zastoupena feditelem:
Podpis / Signature Datum / Date




PRILOHY / ATTACHMENTS

Ptiloha ¢. 1: Protokol studie, verze Final 2.0, 03 Oct 2019

Ptiloha €. 2: Schvéleni studie Statnim tstav pro kontrolu 1é¢iv

Ptiloha ¢. 3: Souhlas Etické komise pro multicentricka klinicka hodnoceni

Ptiloha €. 4: Kopie pojistného certifikatu

Piiloha ¢. 5: Ekonomicky rozbor klinické studie, verze 2, dated 21Nov2019

Ptiloha ¢. 6a: Pozadavky na zpracovani osobnich udaju, verze 1.0, 01 listopad 2019 v ¢estiné
Ptiloha ¢. 6b: Pozadavky na zpracovani osobnich udajt, verze 1.0, 01 v anglictiné

Attachment 1: Protocol (Final version 2.0, dated 03 Oct 2019)

Attachment 2: Approval of the Clinical trial by the State Institute for Drug Control
Attachment 3: Approval of the Ethics Committee for Multicentrics Trials

Attachment 4: Copy of Insurance Certificate

Attachment 5: Economic analysis of the clinical trial, version 2, dated 21Nov2019
Attachment 6a: Requirements for processing of personal data, version 1.0, 01 November 2019
in Czech

Attachment 6b: Requirements for processing of personal data, version 1.0, 01 November 2019
in English




