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CLINICAL STUDY SERVICE AGREEMENT

SMLOUVA O SLUZBACH V RAMCI
KLINICKE STUDIE

THIS CLINICAL STUDY SERVICE
AGREEMENT (“Agreement”) with the effective
date on the date of its publication in the contract
registry (“Effective Date”) is made by and
between:

TATO SMLOUVA O SLUZBACH V
RAMCI KLINICKE STUDIE (dale jen
»smlouva®), s datem W¢innosti dnem jejiho
uveiejnéni v registru smluv (dale jen ,,datum
ucinnosti*‘), byla uzaviena mezi:

inVentiv Health Clinical UK Ltd. whose
registered office is at Farnborough Business Park,
1 Pinehurst Road, Farnborough, Hampshire, GU14
7BF, United Kingdom of Great Britain and
Northern Ireland together with its clinical
Affiliates, VAT number: GB385756207, Company
No: 1772610; (“CRO”); and

spole¢nosti inVentiv Health Clinical UK Ltd, se
sidlem na adrese Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire, GU14
7BF, Spojené kralovstvi Velké Britanie a
Severniho Irska, spolu s jejimi pfidruZzenymi
spole¢nostmi, DIC: GB385756207, ICO: 1772610
(dale jen ,,CRO*); a

Fakultni nemocnice v Motole, state
contributory organization, with a place of business
at V Uvalu 84, 150 06 Praha 5, Czech Republic,
Identification number: 00064203, Tax ID:

Cz00064203, represented by |GG

director (“Healthcare provider”).

Fakultni nemocnice v Motole, statni
prispévkova organizace, se sidlem V Uvalu 84,
150 06 Praha 5, Ceska republika, ICO: 00064203,
DIC: CZ00064203, zastoupena
feditelem (dale jen ,,poskytovatel zdravotnlch
sluZeb®).

RECITALS

SKUTECNOSTI

Odonate Therapeutics, Inc., with a Tax
ID No: 82-2493065 whose registered office is at
4747 Executive Drive, San Diego, California
92121, USA (“Sponsor”) is in the business of
innovating, making, selling, and distributing
pharmaceuticals;

Spole¢nost Odonate Therapeutics, Inc.,
DIC: 82-2493065, se sidlem na adrese 4747
Executive Drive, San Diego, Kalifornie 92121,
USA, (dale jen ,zadavatel) podnika v oblasti
inovaci, vyroby, prodeje a distribuce 1é¢iv;

CRO is acting as an independent
contractor of the Sponsor to arrange and
administer a multi-center study to clinically
evaluate the Study Drug and has entered into an
agreement with the Sponsor concerning the design,
funding, and administration of the Study;

CRO vystupuje jako nezavisly dodavatel
zadavatele pii ujednani a spravé multicentrické
studie, jejimz cilem je klinické posouzeni
hodnoceného pripravku, a uzaviela se zadavatelem
smlouvu 0 navrhu, financovani a sprave studie;

B VD shall serve as

principal investigator (“Investigator”) for this

I bude pinit akoly hlavniho

zkousejiciho (dale jen ,,zkouSejici®) v této studii;

Odonate_170D0-0001_| I czE c7A INS_site 1002_ I 26/pr18_Final

Page 1 of 64/ Strana 1 z 64




ODONATE

Protoco! NN

170D0O-0001

Study; Study will be conducted at the Oncology
clinic 2. LF UK a FN Motol (hereinafter also
referred to as the "Study Site", as defined below).

Studie bude provadéna na Onkologické klinice 2.
LF UK a FN Motol (dale téz ,,studijni pracovisté*,
jak je dale definovano).

Investigator is employed by Healthcare
provider and Healthcare provider will be
responsible for overseeing the fulfillment of
Investigator’s obligations under this Agreement;
and

Zkousejici je zaméstnancem poskytovatele
zdravotnich sluzeb a poskytovatel zdravotnich
sluzeb bude zodpovédny za dozor nad plnénim
jeho povinnosti dle této smlouvy a

Investigator has reviewed sufficient
information regarding Sponsor’s Study Drug, the
Protocol for the Study and the Clinical Investigator
Brochure to evaluate Investigator’s interest in
participating in the Study, and desires to
participate in the Study as more particularly
described in this Agreement.

Zkousejici prostudoval dostatek informaci
0 hodnoceném piipravku zadavatele, protokol
studie abrozuru pro zkousejiciho, aby mohl
vyhodnotit sviij zajem 0 ucast ve studii, a pieje Si
zOcCastnit Se studie tak, jak je konkrétnéji popsano
Vv této smlouve.

AGREEMENT SMLOUVA

1. Definitions 1. Definice
1.1.  Affiliate: means any subsidiary of, or 1.1.  PridruZena spolefnost: oznacuje
entity under common control with, jakoukoli pobo¢ku nebo subjekt

CRO. podléhajici spolecnému tizeni s CRO.
1.2. Confidential Information: means 1.2.  Duvérné informace: oznacuji
any and all (i) Study Results; (ii) jakékoli a veskeré (i) vysledky studie;
Know How and (iii) oral, written and (if) know-how a (iii) Gstni, pisemné
other proprietary material including, ajiné vlastnickym pravem chranéné
but not limited to, information, data, materialy, mimo jiné v¢etné informaci,
and reports on the Study, Study Drug, udajt a zprav o studii a hodnoceném
the Protocol, the Clinical Investigator pripravku, protokolu, brozury pro
Brochure and unpublished data and zkousejiciho a nepublikovanych udaji
reports that CRO and/or Sponsor a zprav, které CRO nebo zadavatel
consider to be trade secrets which are povazuji za obchodni tajemstvi a které
provided to Healthcare provider or poskytovateli zdravotnich sluzeb nebo
Investigator by CRO or Sponsor. zkouSejicimu poskytuje CRO nebo
zadavatel.
1.3.  CRF(s): means a Case Report Form 13. CRF: oznatuje zaznam subjektu
which is a printed, optical, or hodnoceni (Case Report Form), coz je
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electronic document designed to tistény, opticky nebo elektronicky
record Protocol-required information dokument ur¢eny Kk zaznamenavani

to be reported to the Sponsor for each
Subject.

informaci pozadovanych protokolem,
které maji byt o0kazdém subjektu
hlaseny zadavateli.

1.4. EC: means Ethics Committee, 1.4. EK: oznaéuje etickou komisi, at’ jiz
whether local or central. lokalni nebo centralni.

1.5. ICH GCP: means the ICH 1.5. ICH SKP: oznacuje tripartitni pokyny
Harmonised Tripartite Guideline for pro  spravnou  klinickou  praxi
Good Clinical Practice harmonizované podle Mezinarodni
(CPMP/ICH/135/95), together with konference pro harmonizaci
such other good clinical practice (International Conference on
requirements as are specified in Harmonization, ICH)
Directive 2001/20/EC of the European (CPMP/ICH/135/95) spolu s jinymi
Parliament and the Council of 4 April pozadavky na spravnou klinickou
2001 on the approximation of the praxi specifikovanymi ve smérnici
laws, regulations, and administrative 2001/20/ES Evropského parlamentu
provisions of the Member States aRady ze dne 4. dubna2001,
relating to the implementation of good 0 sblizovani  pravnich  a spravnich
clinical practice in the conduct of predpist Clenskych stath tykajicich se
clinical trials on medicinal products uplatiiovani spravné klinické praxe pii
for human use and in guidance provadéni  klinickych ~ hodnoceni
published by  the European lé¢ivych  piipravkd  pro  lidskou
Commission  pursuant to  such potiebu, a v pokynech publikovanych
Directive. Evropskou komisi na zakladé této

smérnice.

1.6. Intellectual Property Rights: 1.6. Prava dusevniho vlastnictvi: zahrnuji
includes rights to Study Results, mimo jiné prava na vysledky studie,
copyrights, and Know How therein autorska prava a know-how, ktera jsou
conceived, generated, or reduced to Vv jejich ramci koncipovana, vytvofena
practice during the Study. nebo uvedena do praxe V pribéhu

studie.

1.7. Invention: shall be understood in the 1.7. Vyndlez: ma byt chapan Vv nejsirSim
broadest sense of the word, in smyslu tohoto slova, mimo jiné véetné
particular including but not limited to patentovatelnych a nepatentovatelnych
patentable and nonpatentable technical technickych vynalezd, objevi,
inventions, discoveries, improvements, zlepSeni a inovaci jakéhokoli druhu.
and innovations of any kind.

1.8. Know How: means all technical and 1.8. Know-how: oznacuje vSechny
other information not in the public technické ajiné informace, které

domain, including but not limited to

nejsou soucasti vetejné domény, mimo
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the following: information comprising
or relating to concepts, discoveries,
data, designs, formulae, ideas,
inventions, methods, models,
procedures, processes, specifications,
techniques, laboratory records, clinical
data, manufacturing data, information
contained in submissions to regulatory
authorities, and designs and results
related to experiments and tests.

jiné vcetné nasledujicich: informaci
zahrnujicich nebo vykazujicich
souvislost s koncepty, objevy, udaji,
navrhy, vzorci, mySlenkami, vynalezy,
metodami, modely, postupy, procesy,
specifikacemi, technikami,
laboratornimi  zdznamy, klinickymi
udaji, vyrobnimi udaji, informaci
obsazenych V oznamenich regulacnim
ufadim a navrha a vysledka
souvisejici s pokusy a testy.

1.9. Law: means any and all applicable 19.  Zakon: oznacuje jakékoli a vesSkeré
national, state, and local laws, platné narodni, statni a mistni zakony,
regulations, or standards including but predpisy nebo normy, mimo jiné
not limited to the Act No. 101/2000 véetné zakona ¢.101/2000 Sh., o
Coll. on Protection of Personal Data, ochrané osobnich 1udaji, zakona ¢.
the Act on Pharmaceuticals No. 378/2007 Sb. o 1é¢ivech, ve znéni
378/2007 Coll., as amended, the Act pozd¢jsich  ptedpisu, zakona .
on Health Care Services No. 372/2011 372/2011 Sb. o zdravotnickych
Coll.,, as amended, Decree No. sluzbach, ve znéni  pozdéjsich
226/2008 Coll. on Good Clinical predpist, vyhlasky ¢. 226/2008 Sh. o
Practices and on Detailed Conditions spravné klinické praxi a o podrobnych
for Evaluation of Pharmaceutical podminkach pro hodnoceni 1é¢ivych
Products, Decree No. 84/2008 Coll. on produktt, vyhlasky ¢. 84/2008 Sh. o
Good Pharmacy Practice, and any spravné  farmaceutické praxi, a
applicable anti-bribery and anti- jakékoli platné protiuplatkaiské a
corruption laws to the extent of protikorup¢ni zakony, a to v rozsahu
compliance with the Czech legal shody se Ceskym pravnim fadem.
order.

1.10. Party: means the CRO and Healthcare 1.10. Smluvni strana: oznacuje CRO a
provider and “Parties” shall mean poskytovatele  zdravotnich  sluZeb
both of them. avyraz ,smluvni strany“ oznacuje

oba zminéné subjekty.

1.11. Protocol: means the description of the 1.11. Protokol: znamena popis studie a

Study and all amendments thereto
identified by  protocol number
entitled

. The Protocol will be

considered final after it is signed by
the Sponsor and approved by the EC.
Thereafter, it may be amended only
with prior written consent of Sponsor
and subsequent approval by or
notification to the EC. A copy of the
Protocol has been provided separately

vSechny dodatky Kk ni oznacené Cislem
protokolu S ndzvem

Protokol  bude
povazovan za kone¢ny po podepsani
zadavatelem aschvaleni EK. Poté
mize byt upravovan pouze po
predchozim  pisemném  souhlasu
zadavatele  anasledném  schvaleni
nebo vyrozuméni EK. Kopie protokolu
byla zkouSejicimu a poskytovateli
zdravotnich sluzeb poskytnuta
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from this Agreement to Investigator
and Healthcare provider.

oddélené od této smlouvy.

1.12. Screening: means the process of 1.12.  Screening: znamena proces
identifying potential Subjects identifikace potencialnich subjekti
according to the criteria and podle kritérii a postupti uvedenych
procedures outlined in the Protocol. v protokolu.

1.13.  Study: means the clinical study to be 1.13. Studie: znamena klinickou studii,
conducted at the Study Site in ktera se provadi na studijnim
accordance with the Protocol. pracovisti podle protokolu.

1.14.  study Drug: means | N 1.14. Hodnoceny pripravek: oznacuje
as defined in the Protocol. ptipravek definovany

v protokolu.

1.15. Study Results: means any and all 1.15. Vysledky studie: oznacuji jakékoli a
data, information, and results arising veskeré udaje, informace a vysledky,
directly or indirectly from the Study. které ptimo ¢i nepiimo vyplynuly ze

studie.

1.16. Study Site: means the premises on 1.16. Studijni pracovisté: oznacuje
which the Study will be carried out. prostory, Vvnichz bude provadéna

studie.

1.17. Study Team: means the Investigator, 1.17. Studijni tym: oznacuje zkousejiciho,
Sub-Investigator(s), Healthcare spoluzkousejictho  (spoluzkousejici),
provider staff or any person involved personal poskytovatele zdravotnich
in the conduct of the Study at the sluzeb nebo jakékoli osoby zapojené
Study Site. do provadéni studie na studijnim

pracovisti.

1.18.  Sub-Investigator: means a qualified 1.18. Spoluzkousejici: oznacuje
physician appointed by  the kvalifikovaného lékafe, jmenovaného
Investigator to assist in  the zkousejicim, ktery pomaha pfi vykonu
performance of services related to the sluzeb souvisejicich se studii na
Study at the Study Site. studijnim pracovisti.

1.19. Subject: means a person participating 1.19. Subjekt: znamena 0sobu ucastnici se

or being screened for participation in
the Study.

hodnoceni nebo
screening pro ucast

klinického
podstupujici
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V klinickém hodnoceni.
2. Conduct of the Study 2. Provadéni studie

2.1.  Shared Responsibilities: Healthcare 2.1.  Sdilené odpovednosti: poskytovatel

provider shall follow and conduct the
Study, and shall cause Investigator to
do so, in strict compliance with:

zdravotnich sluzeb se bude fidit a
provadét studii, a bude dohlizet na to,
aby tak cinil i zkousSejici, V ptisném
souladu s:

a. The terms of this Agreement and

a. ustanovenimi této dohody a

the Law; zékony;

b. All conditions specified in the b. vSemi podminkami
Protocol and Protocol specifikovanymi v protokolu
amendments; a dodatcich k protokolu;

c. ICH GCP and/or other nationally
established guidelines; and

c. ICH SKP nebo jinymi smérnicemi
ustanovenymi Na narodni urovni a

d. The approval of the EC.

d. souhlasem EK.

Healthcare provider confirms that to its best
knowledge all Study Team members are duly
qualified and legally capable of complying
with the obligations set forth in this Section.

Poskytovatel zdravotnich sluzeb potvrzuje, ze
dle jeho nejlepsiho védomi jsou vSichni
¢lenové studijniho tymu nalezité kvalifikovani
az pravniho hlediska jsou schopni plnit
zavazky obsaZzené v tomto oddilu.

2.2. Undertakings of Healthcare provider:
Healthcare provider undertakes and
shall oversee that Investigator also
undertakes to do the following:

2.2.  Zdvazky poskytovatele zdravotnich
sluzeb:  poskytovatel  zdravotnich
sluzeb se zavazuje, a bude dohlizet na
to, aby se i zkouSejici zavazal
k nasledujicimu:

a. Make available the facilities,
equipment, administrative and,
other non-clinical support, as
necessary to support the conduct
of the Study;

a. zpfistupnit mistnosti, vybaveni,
administrativu a jinou neklinickou
podporu tak, jak to bude nezbytné
pro provadéni studie;
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b. Cooperate in good faith and in
accordance with the Law in the
conduct of the Study;

b. spolupracovat v dobré vife
avsouladu se zakony pfi
provadéni studie;

c. Prohibit a Subject to be enrolled
simultaneously in this Study and
another clinical trial of a similar
nature without prior written
approval of CRO or Sponsor;

C. zabranit subjektu Vv soufasném
zafazeni do této studie a do jiného
klinického hodnoceni obdobného
charakteru  bez  piedchoziho
pisemného souhlasu CRO nebo
zadavatele;

d. Ensure that all Study data, Study
records and CRFs, including any
master or source documents which
identify and link each Subject to
their CRF, are stored securely,
such that they are accessible only
with the knowledge of Healthcare
provider and Investigator;

d. zajistit, ze vSechny udaje ve studii,
zaznamy ze studie aformulafe
CRF, vcetné¢ vSech vzorovych
nebo zdrojovych dokumentd, které
identifikuji kazdy subjekt a spojuji
jej spfislusnym CRF, budou
bezpe¢né uloZzeny tak, aby byly
pfistupné  pouze s veédomim
poskytovatele zdravotnich sluzeb
a zkousejiciho;

e. Cooperate with CRO and Sponsor
in efforts to monitor the Study and
conduct audits/inspections; and

e. spolupracovat s CRO
a zadavatelem pri snaze
monitorovat  studii  a provadét
audity/inspekce a

f. Ensure that no additional research
is conducted on Study Subjects
during the conduct of the Study or
on biological samples collected
during the conduct of the Study
unless it is approved by CRO and
documented as an Amendment to
the Protocol or made subject to
mutually agreeable terms

f. zajistit, ze se na subjektech studie
nebo na biologickych vzorcich
odebranych béhem studie nebude
v prubéhu studie provadét zadny
dalsi vyzkum, pokud to neni
schvaleno CRO a
zdokumentovano jako dodatek k
protokolu, nebo ucinéno za
vzajemné pfijatelnych podminek

otherwise documented by the jinak zdokumentovanych
Parties. stranami.
2.3. Responsibilities  of  Investigator. 2.3. Povinnosti zkousejiciho. Poskytovatel

Healthcare provider acknowledges that
Investigator is committed to the
following and will allow Investigator
to:

zdravotnich sluzeb bere na védomi, Ze
zkouSejici je zavazan K nasledujicimu
a umozni mu:
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Ensure that during Screening, a
medical professional, competent to
answer all relevant questions
concerning the Study, obtains
from each Subject, or where
applicable, the Subject’s legal
guardian, a signed written,
informed consent to participate in
the Study and to the fair and
lawful processing of data obtained
by CRO and Sponsor;

zajistit, Ze béhem screeningu ziska
profesionalni zdravotnik, ktery ma
kompetenci k zodpovézeni vsech
dilezitych otazek tykajicich se
studie, od kazdého subjektu, nebo
v ptislusnych ~ pfipadech  od
zakonného  zastupce  subjektu,
podepsany pisemny informovany
souhlas  sucasti  ve  studii
a s Cestnym a zakonnym
zpracovanim udaji  ziskanych
CRO a zadavatelem;

Review all Subject CRFs to ensure
accuracy and completeness and to
provide, in the format and manner
agreed upon by the Parties, in an
pseudonymised form, all CRFs
and any other Study data or
samples;

zkontrolovat ~ vSechny CRF
subjektt tak, aby byla zajisténa
jejich piesnost a uplnost, a dodat
vSechny CRF a jakékoli jiné udaje
nebo vzorky ze studie
v pseudoanonymizované formé, ve
forméatu a zpiisobem, na kterém se
smluvni strany dohodly;

Comply with five day data entry
timelines, without any delay
resolve all queries and correct
errors in CRFs;

dodrzovat pétidenni lhity pro
zadavani dat, bez zbyte¢ného
odkladu fesit dotazy a opravovat
chyby v CRF;

Provide CRO an opportunity to
review and approve the informed
consent or any changes thereto
before they are used;

umoznit CRO zkontrolovat a
odsouhlasit obsah  dokumentu
informovaného souhlasu nebo
jakychkoli jeho zmén pied jeho
pouzitim;

Perform and direct the Study in
accordance with the Protocol,
GCP, and the Law, while
exercising independent medical
judgment as to the compatibility
of each Subject with Protocol
requirements;

provadét afidit studii v souladu
s protokolem, spravnou klinickou
praxi azakony, pficemz bude
pouzivat  nezavisly  1ékarsky
usudek, pokud jde o shodu
jednotlivych subjektt s pozadavky
protokolu;

Immediately notify CRO and the
relevant EC of any failures to
comply with the Protocol;

ihned vyrozumeét CRO
apfislusnou EK v  pfipadé
jakéhokoli nedodrzeni protokolu;
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0. Report Serious Adverse Events as
such reporting is required by the
Protocol including delivering a
written report within 24 hours
after consultation with CRO; and
taking appropriate action in order
to protect the health and safety of
Subjects included in the Study;
and

g. ohlasit zavazné nezadouci
ptihody, jak to vyzaduje protokol,
véetné dodani pisemné zpravy do
24 hodiny po poradé s CRO; a
pfijmout piislusnd opatfeni na
ochranu zdravi a bezpecnosti
subjektt zafazenych do studie a

h. Reasonably provide cooperation to
CRO in any appropriate manner

h. v pfiméfené mife jakymkoli
potiebnym zpisobem poskytnout

required to: sou¢innost CRO pfi vykonavani

nasledujiciho:

i. Ensure that the time schedules i. zajistit, aby byly pfesné
set forth in the Protocol and dodrzeny harmonogramy
this Agreement are strictly uvedené Vv protokolu av této
met; smlouvé;

ii. Promptly resolve any ii. vyfesit jakékoli rozpory nebo
discrepancies or errors in the chyby v CRF a
CRFs; and

iii. Perform audits of original case lii. provadét audity ptvodnich

records, laboratory reports
and/or other raw data sources
underlying the data recorded

zaznamu subjektu,
laboratornich nalezt anebo
jinych zdroji nezpracovanych

on the CRFs. dat, které slouzily jako
podklady pro udaje
zaznamenavané do CRF.
3. Investigator Replacement. Healthcare | 3. Vyména  zkouSejiciho.  Poskytovatel

provider agrees that no other investigator may be
substituted for Investigator without the prior
written approval of CRO/Sponsor. In the event that
Investigator becomes unwilling or unable to
perform the duties required by this Agreement,
Healthcare provider will cooperate, in good faith
and expeditiously, to find a replacement
investigator reasonably acceptable to CRO and
Sponsor. In the event an acceptable substitute is
not found, this Agreement may be terminated by
CRO in accordance with the termination

zdravotnich sluzeb souhlasi, ze zkousSejici nesmi
byt vyménén za jiného zkouSejiciho bez
predchoziho pisemného souhlasu CRO/zadavatele.
Jestlize zkousejici prestane byt ochoten nebo
schopen vykonavat své povinnosti pozadované
podle této smlouvy, bude poskytovatel zdravotnich
sluzeb v dobré vife aucinné spolupracovat pii
hledani nahradniho zkousejiciho, ktery by byl v
pfiméfené miie piijatelny pro CRO a zadavatele.
Jestlize nebude nalezena piijatelna nahrada, CRO
smi  tuto smlouvu ukonc¢it v souladu
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provisions set forth in this Agreement.

Sustanovenimi 0 ukonCeni uvedenymi V této
smlouve.

4. Subject Recruitment 4. Nabor subjekti

4.1. Investigator shall promptly commence 4.1.  Zkousejici zahaji nabor subjekti do
recruitment of Subjects into the Study studie v pribéhu naborového obdobi
during the enrollment  period ( ). Predpokladany
) hc  estimated pocet zafazenych subjekti je
number of enrolled Subjects is [}

4.2. Once the enrollment period has ended, 4.2. Po skondeni néaborového obdobi
the Investigator shall not enroll further nebude zkousejici zafazovat dalsi
Subjects into the Study unless notified subjekty do studie, pokud od CRO
by CRO in writing that the enroliment neobdrzi pisemné vyrozuméni, ze
period has been extended. naborové obdobi bylo prodlouzeno.

4.3. CRO reserves the right, on written 4.3. CRO si vyhrazuje pravo omezit na
notice, to limit the number of Subjects zakladé pisemného vyrozuméni pocet
to be included in the Study, including, subjekti zafazenych do této studie,
but not limited to instances where the ato mimo jiné v piipadech, kdy pfi
recruitment target has been reached. naboru nebylo dosazeno cilového

poctu.

4.4. If any Subject recruitment 4.4. Pokud bude poskytovatel zdravotnich
advertisements  are  placed by sluzeb nebo zkousejcici pouzivat
Healthcare provider or Investigator, jakoukoli inzerci pfi naboru subjektd,
Healthcare provider will seek the prior poskytovatel zdravotnich sluzeb bude
review and approval of CRO or usilovat o ptedchozi kontrolu a
Sponsor. schvaleni ze strany CRO nebo

zadavatele.
5. Budget and Payment 5. Rozpocet a platby

5.1.

In consideration for performance of
the Study, it is hereby agreed that
compensation for services to be
performed will be offered in
accordance with the provisions set out
in Appendix A (the “Budget”). The
Parties acknowledge and agree that
compensation made under this

5.1. Ve vztahu k provadéni studie se timto
sjednava, ze odména za poskytované
sluzby bude nabizena Vv souladu
s ustanovenimi uvedenymi Vv dodatku
A (,,Rozpocet”). Smluvni strany timto
berou na védomi asouhlasi, Ze
odmény provadéné na zakladé této
smlouvy odpovidaji spravedlivé trzni
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Agreement represents fair market
value for the services to be performed
and that payments shall be made only
once funds are received from the
Sponsor. All undisputed invoices will
be paid within 30 days of receipt of
invoice and Healthcare provider must
provide the final invoice to CRO
within 60 days of Study Site closure.
Neither Sponsor nor CRO are liable
for payment of invoices sent after such
time.

hodnoté¢ poskytovanych sluzeb aze
platby budou provadény vyhradné po
obdrZeni finan¢nich prostiedktt od
zadavatele. VSechny nesporné faktury
budou uhrazeny do 30 dnd od
doruceni faktury s tim, Zze zavére¢nou
fakturu musi poskytovatel zdravotnich
sluzeb doruc¢it CRO do 60 dnd od

uzavieni studijniho pracoviste.
Zadavatel ani  CRO  nenesou
odpovédnost za  thradu  faktur

zaslanych po uplynuti uvedené doby.

5.2. The Budget may be modified only 52. Rozpocet mize byt pozménén
upon the prior written agreement of vyhradn¢ na zakladé predchozi
the Parties. pisemné dohody mezi smluvnimi

stranami.

53. The Parties will not directly or 53.  Smluvni strany nebudou piimo ani
indirectly offer, promise, or give neptimo nabizet, slibovat nebo davat
anything of value to anyone for the komukoli cokoli cenného za ucéelem
purpose of improperly influencing nevhodného ovliviiovani rozhodnuti
decisions or actions with respect to the nebo ¢innosti v souvislosti se studii, a
Study and the Parties represent and dale smluvni strany prohlasuji a
warrant that any payments made under zarucuji, ze ucelem plateb
this Agreement are not made for the provadénych na zakladé této smlouvy
purpose of: (a) improperly influencing neni: (&) nevhodnym zplsobem
decisions or actions with respect to the ovlivnit rozhodnuti nebo ¢innosti Vv
subject matter of this Agreement; or souvislosti s pfedmétem této smlouvy
(b) improperly influencing any other nebo (b) nevhodnym zplsobem
aspect of CRO’s or Sponsor’s ovlivnit jakykoli jiny aspekt podnikani
business. CRO nebo zadavatele.

54.  Payee information and payment 5.4. Informace o piijemci plateb a pokyny
instructions are included in Appendix k platbé jsou uvedeny v dodatku A.
A. Payee details may be changed on Udaje piijemce plateb mohou byt
written notice to CRO. zménény na zakladé pisemného

oznameni CRO.

5.5. Healthcare provider acknowledges that 5.5. Poskytovatel zdravotnich sluzeb bere
by law, payments made under this na védomi, ze podle zakonti muze byt
Agreement may be required to be vyzadovano, aby platby provadéné na
reported by Sponsor or CRO. zakladé této smlouvy byly

zadavatelem nebo CRO hlaseny.

5.6. Healthcare provider will not charge a 5.6. Poskytovatel ~ zdravotnich  sluzeb
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Study Subject or third-party payer for
the Study Drug or for any services
reimbursed by CRO under this
Agreement.

nebude uctovat poplatky studijniho
subjektu nebo platcim tietich stran
za hodnoceny piipravek ani za jiné
sluzby hrazené podle této smlouvy
CRO.

6.

Data Protection and Privacy.

Healthcare provider agrees, and acknowledges that
also Investigator is obligated to:

6.

Ochrana udaji  a soukromi.

Poskytovatel zdravotnich sluzeb souhlasi, a bere
na védomi, ze i zkousejici ma povinnost, ze:

6.1. Use the data obtained from the 6.1.  nepouziji udaje ziskané od subJektu
Subjects in connection with the Study v souvislosti s touto studii pro jiné
for no purposes other than outlined in ucely nez pro ty, které jsou popsany
the Protocol and manage such data in v protokolu, azZe budou provadét
accordance with Law; spravu takovych udaja vsouladu se

zakony;

6.2. Comply with the provisions of Law on 6.2. budou dodrZovat ustanoveni zakonu
the protection of individuals with 0 ochran¢ jednotlivcd Vv souvislosti se
regard to the processing and free zpracovanim  avolnym  pohybem
movement of personal data; osobnich tdajt;

6.3. Inform all Subjects that the data 6.3. budou informovat vSechny subjekty,
collected from them may be Ze udaje, které od nich budou ziskany,
considered personal data and to obtain mohou byt povazovany za osobni
from such Subjects written consent to udaje; ze ziskaji od takovych subjekti
the processing, disclosure, and transfer pisemny souhlas se zpracovanim,
of this data by CRO, Sponsor, sdélovanim a pfedanim téchto udaju
Investigator, and Healthcare provider; CRO, zadavatelem, zkouSejicim
and provide CRO an opportunity to a poskytovatelem zdravotnich sluzeb a
review and approve the consent or any ze umozni CRO obsah tohoto
changes thereto before it is used, dokumentu nebo jakékoli jeho zmény

zkontrolovat a odsouhlasit pied jeho
pouzitim;

6.4.  Provide information requested by 6.4.  poskytnou informace vyzadované

Sponsor and CRO and authorize the
processing and storage of certain
personal identifying information and
data about Healthcare provider for the
purpose of fulfilling legitimate
business requirements relating to
clinical trials, and meeting regulatory
requirements and evaluating
Healthcare provider for inclusion in
future clinical trials; and

zadavatelem a CRO aopravnéni ke

zpracovani  auchovavani uréitych
osobnich informaci umoznujicich
identifikaci osob a udaju

0 poskytovateli zdravotnich sluzeb za
ucelem splnéni legitimnich pracovnich
pozadavki souvisejicich s klinickymi
hodnocenimi, splnéni regulacnich
pozadavkii aza ucelem zhodnoceni,
zda je poskytovatel zdravotnich sluzeb
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vhodny pro zatazeni do klinickych
hodnoceni v budoucnosti a
6.5. Healthcare provider, CRO and 6.5.  Poskytovatel zdravotnich sluzeb, CRO
Sponsor are obliged to protect i zadavatel jsou povinni v pribéhu

personal data when processing and
transferring to another country during
the Study and after its termination
pursuant to the relevant laws, in
particular in accordance with Act No.
101/2000 Coll., on the Protection of
Personal Data, as amended, and EU
legislation. CRO and Sponsor are
bound to ensure an adequate level of
personal data protection as in the
Czech Republic / EU. Therefore, the
Parties jointly agreed that the transfer
of personal data to the United States,
which turns out to be absolutely
necessary to fulfill the specified
purpose of this Agreement, will be
made through the standard contractual
clauses, which are attached hereto as
Appendix B.

studie i po jejim ukonéeni dbat podle
pfislusnych  pravnich predpist 0
ochranu osobnich udaju pfi jejich
zpracovani i pfedani do jiné zemé, a to
zejména V souladu se zakonem ¢.
101/2000 Sh., 0 ochran¢ osobnich
udaji, ve znéni pozdejsich predpisi, a
pravnimi predpisy EU. CRO a
zadavatel  jsou povinni  zajistit
odpovidajici uroveni ochrany osobnich
tdaji jako v Ceské republice / EU.
Proto se smluvni strany shodné
dohodly, Ze zajisténi piedani osobnich
udaji do Spojenych stati americkych,
které se ukaze byt nezbytné nutnym k

naplnéni  stanoveného ucelu této
smlouvy, provedou prostiednictvim
standardni smluvni dolozky, ktera

tvofi pfilohu B této smlouvy.

7. Confidential Information 7. Diivérné informace
7.1. Neither Healthcare provider nor 7.1. Poskytovatel zdravotnich sluzeb ani
Investigator  shall  disclose any zkousejici neprozradi zadné davérné
Confidential Information to third informace tfetim strandm jinym nez

parties other than those third parties
with a need to know to conduct the
Study, such as members of the
relevant EC, employees, agents,
consultants, and affiliates involved in

conducting the Study. Healthcare
provider shall, and shall cause
Investigator to, ensure that any

permitted disclosure is subject to
conditions of non-disclosure by such
third party at least as stringent as those
contained herein, and Healthcare
provider and shall be deemed
responsible for such third party’s
compliance with such obligations.

To the extent required by applicable
law and subject to Section 7.3 below,

tietim stranam, pro které je znalost
téchto informaci pro provadéni studie
nutnosti, jako jsou napiiklad ¢lenové
prislusné EK, zaméstnanci, zastupci,
poradci a ptidruzené spolecnosti, které
se podileji na provadéni studie.
Poskytovatel zdravotnich sluzeb zajisti
a piiméje zkouSejiciho zajistit, aby
jakékoli povolené sdélovani takovou
tteti stranou podléhalo minimalné
stejné prisnym podminkam, jako jsou
podminky uvedené v této smlouve,
a poskytovatel  zdravotnich  sluzeb
bude povazovan za zodpovédného za
to, ze takova tfeti strana takové
povinnosti dodrzuje.

V rozsahu pozadovaném platnymi
zakony a podle clanku 7.3 nize
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the parties agree with the publication
of the Agreement by Healthcare
provider in order to comply with the
obligations imposed on it by valid and
effective legislation, in particular by
Act No. 340/2015 Coll.,, on the
register of contracts, as amended, and
the guidelines and decisions of the
Ministry of Health of Czech Republic.

CRO and Sponsor acknowledge that
Healthcare  provider, as  state
contributory organization, is obliged to
provide information on a third party
request pursuant to Act No. 106/1999
Coll., on Free Access to Information,
as amended.

Only consistent with this section and
Section 7.3 below, the parties agree
with the publication of this Agreement
(not including the Budget), all of its
requirements, including Appendixes,
which are its integral part, in the
register of contracts.

For the purpose of publication of the
Agreement  according to  this
paragraph, CRO will send, before
signing of this Agreement, the
anonymized form of this Agreement in
a machine-readable format to the
Healthcare provider without personal
data and confidential information and
trade secrets within the meaning of
Section 504 of Act No. 89/2012 Coll.,
the Civil Code, as amended. The trade
secrets include Budget, duration of the
Study, the expected number of Study
Subjects, the Protocol, the Study title.

smluvni strany souhlasi s uvefejnénim
smlouvy poskytovatelem zdravotnich
sluzeb za ucelem splnéni povinnosti
mu uloZzenych platnou a ucinnou
pravni Gpravou, a to zejména zakonem
¢. 340/2015 Sb., o registru smluv, ve
znéni pozdéjsich predpisi, a dale
pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky.

CRO a zadavatel berou na védomi, ze
poskytovatel  zdravotnich  sluzeb
jakozto statni prispévkova organizace,
je povinen na dotaz tieti osoby
poskytnout informace podle zakona ¢.
106/1999 Sb., o svobodném pftistupu k
informacim, ve znéni pozd¢jsich
predpist.

Pouze v souladu s timto ¢lankem a
Clankem 7.3 nize smluvni Strany
souhlasi s uvefejnénim této smlouvy
(bez rozpoctu), vSech jejich nalezitosti
vcetné priloh, které jsou jeji nedilnou
soucasti, v registru smluv.

Za ucelem zvefejnéni smlouvy dle
tohoto odstavce zasle pfed podpisem
této smlouvy CRO poskytovateli
zdravotnich sluzeb anonymizovanou
podobu smlouvy ve strojové Citelném
formatu prostou osobnich a divérnych
udaji a obchodnich tajemstvi ve
smyslu § 504 zakona ¢. 89/2012 Sb.,
obcansky zakonik v platném znéni.
Obchodni tajemstvi zahrnuje rozpocet,
dobu trvani studie, ptredpokladany
pocet subjektt studie, protokol, nazev
studie.

7.2.

The non-disclosure obligations set out
herein shall not apply if the
Confidential Information is:

7.2.

Povinnost zachovdni mléenlivosti
stanovena vtomto dokumentu se
nebude vztahovat na  duvérné
informace, pro které plati nasledujici:

a. Made publicly available through
no fault of Healthcare provider or
Investigator;

a. byly zpfistupnény vefejnosti bez

zavinéni poskytovatele
zdravotnich sluzeb nebo
zkousejiciho;
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b. Already lawfully known to b. poskytovatel zdravotnich sluZeb
Healthcare provider or nebo zkousejici snimi jiz byli
Investigator prior to disclosure zakonnym zplsobem seznameni,
hereunder, as shown by prior jak lze prokazat predchozimi
written records; pisemnymi zaznamy;
c. Permitted to be disclosed by c. bylo povoleno jejich sdéleni

written permission of the Sponsor;
or

pisemnym povolenim zadavatele
nebo

d. Independently  developed by

Healthcare provider or
Investigator without use of or
reference to the Confidential
Information, as shown by

contemporaneous written records.

d. byly nezavisle vytvofeny
poskytovatelem zdravotnich
sluzeb nebo zkouSejicim bez

pouziti dvérnych informaci nebo
bez souvislosti snimi, jak lze
prokazat soubéznymi pisemnymi
z4dznamy.

7.3.

CRO and Sponsor specifically
authorize disclosure of Confidential
Information necessary to obtain EC
approval of the Study or for the
medical treatment or counseling of
Study Subjects. If disclosure of
Confidential Information beyond that
expressly  authorized in  this
Agreement is required by Law, that
disclosure does not constitute a breach
of this Agreement so long as
Healthcare provider notifies CRO and
Sponsor in writing as far as possible in
advance of the disclosure so as to
allow CRO or Sponsor to take legal
action to protect the Confidential
Information; the above shall not apply
in the event when a period of time
imposed by the State authority could
cause its default and result in the
imposition of a sanction against the
Healthcare provider. Any Confidential
Information disclosed under this
Section 7.3 will be limited only that
Confidential Information required to
accomplish the purpose or comply
with the legal requirement and the
confidentiality of such Confidential

7.3.

CRO a zadavatel vyslovné povoluji
zvefejnéni davérnych informaci, které
jsou nezbytné pro ziskani souhlasu se
studii ze strany EK nebo pro ucely
1é€by ¢ poradenstvi  poskytnuté
subjekttim studie. JestliZe je zvetejnéni

duvérnych informaci nad ramec
zvetejnéni vyslovné povoleného touto
smlouvou  poZadovano  zakonem,
nezaklada takovéto zvefejnéni
poruseni  této  smlouvy, pokud
poskytovatel  zdravotnich  sluzeb

pisemné pfedem a CO mozna nejdiive
informuje o sdéleni zadavatele a CRO,
aby tak umoznilo zadavateli a CRO
podniknout pravni  kroky s cilem
ochranit jejich duavérné informace,
uvedené neplati V pfipadé, kdy by
sohledem na staitnim organem
stanovenou lhutu mohlo dojit k jejimu
zmeskani a zapfiCinit ulozeni sankce
vaci poskytovateli zdravotnich sluZeb.
Jakékoli duvérné informace sdélené
podle tohoto odstavce 7.3 budou
omezeny pouze na ty davérné
informace, které jsou nezbytné ke
splnéni  Gelu  nebo  dodrZeni
pozadavkil platnych zakonu S tim, Ze
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Information will be maintained with
respect to all other third parties.

divérnost téchto divérnych informaci
bude zachovédna ve vztahu ke vSem
dal$im tfetim stranam.

7.4. Healthcare provider shall, and shall 7.4, Poskytovatel  zdravotnich  sluzeb
cause Investigator to, use Confidential souhlasi a pfimé&je zkousejiciho, aby
Information only for the purpose of souhlasil, ze divérné informace budou
fulfilling their respective obligations pouzivat pouze pro ucely plnéni svych
under this Agreement and shall return ptislusnych povinnosti podle této
all Confidential Information to CRO smlouvy aze vSechny davérné
or Sponsor on termination of this informace vrati CRO nebo zadavateli
Agreement or on earlier demand for ptfi ukonceni platnosti této smlouvy
whatever reason. nebo diive na vyzadani z jakéhokoli

davodu.

7.5. Healthcare provider is obliged to 7.5. Poskytovatel zdravotnich sluzeb je
ensure the protection of confidential povinen zajistit ochranu davérnych
information within the meaning of this informaci ve smyslu tohoto ¢lanku ve
article in relation to its employees, at vztahu ke svym zaméstnancim
least within the scope of the terms of minimaln¢ v rozsahu podminek dle
this Agreement. této smlouvy.

8. Publication 8. Zverejnéni vysledki

8.1. Use of Study Results. Healthcare 8.1. Vyuziti vysledkii studie. Poskytovatel
provider and Investigator zdravotnich sluzeb a zkousejici berou
acknowledge, that Sponsor is the na védomi, ze zadavatel je vyhradnim
exclusive owner of all Study Results vlastnikem veSkerych vysledku studie
and has the right to use the Study a ma pravo pouzit vysledky studie
Results in any manner it deems jakymkoli zpisobem, ktery bude
appropriate,  both  during, and povazovat za vhodny, ato jak béhem
following  termination  of,  this platnosti této smlouvy, tak i po jejim
Agreement. Where Healthcare ukonceni. Jestlize budou poskytovatel
provider and/or Investigator require zdravotnich sluzeb nebo zkousejici
the use of the Study Results for pozadovat, aby byly vysledky
publication,  Healthcare  provider klinického hodnoceni vyuzity
and/or Investigator shall seek the k publikaci, poskytovatel zdravotnich
Sponsor’s written approval which sluzeb nebo zkousejici pozadaji
shall not be unreasonably withheld. 0 pisemny souhlas zadavatele a tento
The Study shall be registered at souhlas nebude bezdivodné zdrzovan.
www.clinicaltrials.gov in a manner Studie bude registrovana na webu
compliant with Law. www.clinicaltrials.gov v souladu se

zakony.

8.2.  Submission to Sponsor. Healthcare 8.2.  Prekladani  publikaci  zadavateli.
provider will provide any proposed Poskytovatel  zdravotnich  sluzeb
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publication or any other type of
disclosure of the Study Results
(“Publication™) to Sponsor at least 60
days before it is submitted or
otherwise disclosed. Sponsor will
review for unprotected Inventions and
may also provide comments on
content. Healthcare provider will
consider any such comments in good
faith but is under no obligation to
incorporate any Sponsor suggestions.
If any action is required to protect
intellectual property rights, Healthcare
provider agrees to delay the disclosure
for a period not to exceed an
additional 45 days. Healthcare
provider will, on request, remove any
previously undisclosed Confidential
Information before disclosure, except
for any Study- or Study Drug-related
information  necessary to  the
appropriate scientific presentation or
understanding of the Study Results.

poskytne veskeré navrhované
publikace nebo jiné formy zvetejnéni
vysledka studie (dale jen ,,publikace®)
zadavateli, a to nejméné 60 dni pied
jejich odevzdanim do tisku nebo jinym

zvetejnénim.  Zadavatel  provede
kontrolu  ohledné¢  nechranénych
vynalezi a mlze mit rovnéz

pfipominky Kk obsahu. Poskytovatel
zdravotnich sluzeb Vv dobré vife
ptihlédne ke  vSem  takovym
pfipominkdm, avSak neni povinen
7zadné navrhy zadavatele do své
publikace zapracovat. Pokud je za
ucelem ochrany prav Kk dusevnimu
vlastnictvi vyZadovan jakykoli tikon,
souhlasi  poskytovatel zdravotnich
sluzeb s tim, ze odlozi zvetejnéni O
dobu nepfesahujici dalsich 45 dnu.
Poskytovatel zdravotnich sluzeb na
pozadani odstrani veskeré dosud
nezvefejnéné duveérné informace pied
jejich  zvefejnénim, s  vyjimkou
informaci tykajicich se studie nebo
hodnoceného piipravku, jez jsou nutné
k tadné wvédecké prezentaci nebo
pochopeni vysledki studie.

8.3. Multi-Center Studies. If the Study is 8.3.  Multicentrické studie. Pokud je studie
part of a multi-center trial, Healthcare soucasti multicentrického hodnoceni,
provider agrees that the first souhlasi  poskytovatel zdravotnich
Publication will be a joint Publication sluzeb s tim, ze prvni publikace bude
covering all study sites and that any spolecna publikace  pokryvajici
subsequent Publication by Investigator vSechna studijni pracovisté a ze
will reference that primary jakakoli nasledna publikace
Publication. uvetejnéna zkousejicim bude

obsahovat odkaz na tuto primarni
publikaci.

8.4.  Standards. For all Publications, 8.4. Normy. U vsech publikaci
Healthcare provider will comply with poskytovatel  zdravotnich  sluzeb
the authorship guidelines in the dodrzi pokyny o autorstvi uvedené v
Recommendations for the Conduct, Doporucenich pro provddéni,
Reporting, Editing, and Publication of vykazovani, redigovani a zverejiiovani
Scholarly Work in Medical Journals vedeckych — praci v lékarskych

Casopisech
established by
the International Committee of vydanych

Medical Journal Editors and will
disclose Sponsor’s financial support
and sponsorship of the Study.

Mezinarodnim vyborem $éfredaktort
lékatskych Casopisi a uvede v nich
finan¢éni podporu a sponzorstvi studie
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obdrzené od zadavatele.
9. Debarment and Anti-bribery. Healthcare | 9. Zikaz c¢innosti a  protikorupcni

provider hereby represents that neither Healthcare
provider and to its best knowledge nor any
member of the Study Team:

ustanoveni. Poskytovatel zdravotnich sluzeb timto
prohlasuje, Ze pro poskytovatele zdravotnich
sluzeb a dle jeho nejlepsiho védomi kteréhokoli
¢lena studijniho tymu plati, Ze:

9.1. is under investigation by the 9.1. nejsou vysetfovani regulaénimi Gfady
regulatory authorities for debarment Z dtivodu zakazu ¢innosti;
action;
9.2. s presently debarred; 9.2.  nebyla jim v soucasné dobé zakazana
¢innost;
9.3.  has a disqualification hearing pending; 9.3.  necekaji na zahajeni jednani o jejich
zbaveni kvalifikace;
9.4. is otherwise disqualified by any 9.4. nebyli jinak zbaveni kvalifikace
regulatory authority; or jakymkoli regula¢nim tfadem nebo
9.5. is or has been the subject of any 9.5. nejsou  ani  nebyli  pfedmétem

investigation action, suit, proceeding,
audit or claim (whether threatened,
formally commenced or pending),
with respect to any actual or claimed
violation of the anti-corruption and
anti-bribery laws to which Healthcare
provider or a member of the Study
Team are subject.

vySetfovani, zaloby, soudniho fizeni,
auditu ani naroku (at’ uz hroziciho,
formalné zahajeného nebo
probihajiciho) v souvislosti s
jakymkoli skutecnym nebo tvrzenym
porusenim protikorupcnich a
protiuplatkarskych ~ zakonl,  jimz
poskytovatel zdravotnich sluzeb nebo
¢len studijniho tymu podléhaji.

In the event any of the foregoing occurs during the
course of the Study or three years thereafter,
Healthcare provider will without any delay notify
CRO and Sponsor.

Pokud kterakoli zvySe uvedenych okolnosti
nastane Vv prabéhu studie nebo béhem tii let po
jejim skonceni, poskytovatel zdravotnich sluzeb
bez zbytecného odkladu vyrozumi CRO
a zadavatele.

10. Financial Disclosures. To ensure Sponsor
fulfills its certification and other financial
disclosure obligations under 21 CFR Part 54 to the

10. Zvetejnéni finan¢nich informaci. Aby
zadavatel mohl plnit své certifikacni povinnosti
a dalsi povinnosti ohledné zvetejnéni finan¢nich
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United States Food and Drug Administration,
Healthcare provider acknowledges that Study
Team members are obliged to provide financial
disclosures to Sponsor at Sponsor’s request on
forms Sponsor supplies or approves. During the
Study and for one year thereafter, Healthcare
provider acknowledges the obligation of all Study
Team members to update financial disclosure
forms promptly and provide them to Sponsor when
requested by Sponsor or whenever any material
change occurs in the information disclosed by a
previous form.

informaci podle smérnice 21 CFR, &ast 54, Utadu
pro kontrolu potravin alééiv Spojenych statl
americkych, poskytovatel zdravotnich sluzeb bere
na védomi, ze C¢lenové studijniho tymu jsou
povinni zadavateli na jeho Zzadost poskytnout
finan¢ni informace na formulafich, které zadavatel
doda nebo schvali. Béhem studie a jesté po dobu
jednoho roku poté poskytovatel zdravotnich sluzeb
bere na védomi povinnost vsech ¢lent studijniho
tymu neprodlené aktualizovat formulate zvefejnéni
finan¢nich informaci a poskytli je zadavateli na
jeho zadost, nebo kdykoli dojde k podstatné zméné
informaci uvedenych na ptedchozim formulafi.

11. Intellectual Property Rights 11. Prava duSevniho vlastnictvi

11.1. Healthcare provider shall promptly 11.1. Poskytovatel  zdravotnich  sluzeb
notify Sponsor, and acknowledges that neprodlené vyrozumi a bere na
Investigator has the same obligation to védomi, ze tutéz povinnost ma i
do so, in a confidential writing, of any zkousejici, aby neprodlené vyrozumél
Invention and/or Intellectual Property zadavatele formou duavérného dopisu
Rights arising incident to and/or 0 jakémkoli vynalezu nebo pravech
during the conduct of the Study. dusevniho  vlastnictvi  vzniklych
nahodné nebo béhem provadéni studie.
11.2. Healthcare provider acknowledges and 11.2. Poskytovatel  zdravotnich  sluzeb

agrees that: uznava a souhlasi, ze:
a. if feasible, the Healthcare provider a. bude-li to proveditelné,
shall transfer Intellectual Property poskytovatel zdravotnich sluzeb
Rights to the Sponsor. However, if prevede prava dusevniho

not feasible for a legitimate
reason, the Healthcare provider
shall provide the Sponsor with an
unlimited free license or a
commitment of the Healthcare
provider to conclude a contract for
the transfer of Intellectual
Property Rights to Sponsor.
Healthcare provider shall ensure
(and acknowledges that members
of the Study Team have the same
obligation) the assignment of all
Inventions or Intellectual Property
Rights they may have so as to
allow Healthcare provider to
transfer those rights to Sponsor

vlastnictvi na zadavatele. Pokud to
ze zakonného dtivodu proveditelné
nebude, poskytovatel zdravotnich
sluzeb poskytne zadavateli
neomezenou bezplathou licenci
popiipadé zavazek poskytovatele

zdravotnich sluzeb uzavrit
smlouvu 0 pievodu  prav
dusevniho vlastnictvi na
zadavatele. Poskytovatel

zdravotnich sluZzeb zajisti (a bere
na védomi, ze tutéz povinnost maji
I ¢lenové studijniho  teamu)
postoupeni vSech vyndlezii nebo
prav dusevniho vlastnictvi, ktera
mohou mit, takovym zpisobem,
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along with the right to obtain
patents on any Invention.

ktery  dovoluje  poskytovateli
zdravotnich sluzeb prevést tato
prava na zadavatele, véetné prava
ziskat na jakékoli vyndlezy
patenty,

b. it will take all steps necessary to
secure Inventions and Intellectual
Property Rights for the benefit of
Sponsor,

b. podnikne veskeré kroky nezbytné
pro zajisténi prav na vynalezy
a dusevniho vlastnictvi ve
prospéch zadavatele,

¢. none of them will take any actions
that  would  prejudice  the
Intellectual Property Rights of the
Sponsor in any way and will
inform Sponsor of any known
infringement of its Intellectual
Property Rights, and to support

c. nikdo z nich nepodnikne Zadné
kroky, kter¢ by jakymkoli
zpisobem poskodily prava
dusevniho vlastnictvi zadavatele,
ze budou zadavatele informovat o
jakémkoli znamém poruseni jeho
prav dusevniho vlastnictvi a Ze na

Sponsor, at Sponsor’s expense, in naklady  zadavatele  podpofi
actions intended to protect jakakoli Fizeni zadavatele urcena k
Sponsor’s Intellectual Property ochran¢ prav zadavatele na
Rights. dusevni vlastnictvi.

11.3. Study Drug is and remains the 11.3. Hodnoceny pfipravek je a zustava

property of the Sponsor. Except for,
and limited to, the use specified in the
Protocol, Sponsor grants Healthcare
provider no express or implied
intellectual property rights in the
Study Drug or in any methods of
making or using the Study Drug.

The Sponsor/CRO shall ensure the
distribution of the Study Drug to the
Healthcare provider’s pharmacy where
the pharmacist shall receive it and
check it (like other shipments - i.e. for
damaged, in case of special transport
requirements for compliance with
these requirements) and shall confirm
the receipt of the shipment.
Subsequently, the Investigator shall
collect the Study Drug from
Healthcare provider’s pharmacy using
a request form and deliver it to Study
Site  where Investigator is fully
responsible for it. The Sponsor/CRO is
required to notify the pharmacist

majetkem zadavatele. Kromé zptisobt
pouziti specifikovanych v protokolu

neudéluje  zadavatel  poskytovateli
zdravotnich sluzeb zadna vyslovna ani
implicitni  prava Kk  duSevnimu

vlastnictvi ve vztahu k hodnocenému
1éku ani k zadnému zpuisobu vyroby ¢i
pouzivani hodnoceného piipravku.

Zadavatel/CRO  zajisti  distribuci
hodnoceného pripravku do Iékarny
poskytovatele zdravotnich sluzeb, kde
ji lékarnik prevezme a zkontroluje
(jako jiné zasilky - tzn. neni-li
poskozena, v piipadé zvlaStnich
pozadavki na transport, byly-li tyto
pozadavky dodrzeny) a ptijem zasilky
potvrdi. Nasledné¢ si na Zadanku
zkousejici ~ hodnoceny  piipravek
vyzvedne =z lékarny poskytovatele
zdravotnich sluzeb a pfinese na
studijni pracovisteé, kde je za néj plné
zodpovédny. Zadavatel/CRO  jsou
povinni oznamit do 3 pracovnich dnt
pted dodanim, kdy bude zasilka do
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authorised by the pharmacy via email
or phone within 3 business days prior
to the delivery of when the shipment
to the pharmacy will be delivered.
Destruction of unused Study Drug

shall be performed by the
Sponsor/CRO at its own expense.
Sponsor/CRO  shall  ensure  the

distribution of the Study Drug to the
following address:

Fakultni nemocnice v Motole
nemocni¢ni 1ékarna

V Uvalu 84

150 06 Praha 5

Czech Republic,

to attention of the authorized
pharmacists - | GG

I¢karny dodana bud’to emailem nebo

telefonicky  Iékarnou  povéfenému
farmaceutovi. Likvidaci nevyuzitého
hodnoceného piipravku Si
zadavatel/CRO  zajisti na vlastni
naklady.

Zadavatel/CRO  zajisti  distribuci
hodnoceného piipravku na adresu:
Fakultni ~ nemocnice v  Motole
nemocni¢ni 1ékarna

V Uvalu 84

150 06 Praha 5

Ceska republika,

do rukou povéfenych Iékarnikd -
g |

12. Liability & Insurance

12. Odpovédnost za Skodu a pojisténi

12.1. CRO expressly disclaims any liability 12.1. CRO wvyslovné odmita jakoukoli
for any claim arising out of a condition odpovédnost Vv pfipadé¢ jakychkoli
caused by or allegedly caused by the narokti vyplyvajicich ze zdravotnich
Study Drug, the Protocol and the problémt zptsobenych nebo udajné
conduct and performance by the zpusobenych hodnocenym
Parties and  Sponsor hereunder ptipravkem, protokolem a jednanim
provided that such claim is not a vykony smluvnich stran a zadavatele
attributable to (i) a breach of statutory podle této smlouvy, za piedpokladu,
duty by CRO, (ii) the gross negligence 7ze takovy narok nelze pficist (i)
or willful misconduct of CRO, or (iii) poruseni zakonné povinnosti ze strany
a breach by CRO of the terms of this CRO, (ii) hrubé nedbalosti nebo
Agreement. This clause shall survive umyslnému pochybeni ze strany CRO
the expiration and/or termination of nebo (iii) poruseni podminek této
this Agreement. smlouvy ze strany CRO. Toto

ustanoveni zdstane V platnosti i po
uplynuti nebo ukonéeni platnosti této
smlouvy.

12.2.  Sponsor, through the CRO, is obliged 12.2. Zadavatel se prostiednictvim CRO

to conclude and maintain clinical trial
insurance in accordance with Section
52(3)(f) of Act No. 378/2007 Coll., on
Pharmaceuticals, as amended, for the
duration of the Study.

zavazuje uzaviit a udrzovat pojistné
kryti klinického hodnoceni v souladu s
§ 52 odst. 3, pism. f) zék. ¢. 378/2007
Sb., o 1éivech, ve znéni pozdéjsich
predpist, po celou dobu trvani studie.
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12.3. The CRO will maintain, for the 12.3. Po dobu platnosti této smlouvy bude
duration of this Agreement, insurance CRO pojisténo na castku, ktera je
in an amount adequate to cover its adekvatni pro kryti jeho odpovédnosti
obligations hereunder, and, upon vyplyvajici ztéto smlouvy, ana
request, will provide to the Healthcare vyzadani  poskytne  poskytovateli
provider or Sponsor a certificate of zdravotnich sluzeb nebo zadavateli
insurance showing that such insurance doklad o pojisténi, ktery prokazuje, ze
is in place. takové pojisténi je k dispozici.
The Healthcare provider declares that Poskytovatel ~ zdravotnich  sluzeb
it has concluded an insurance policy prohlasuje, ze¢ ma dle § 45 odst. 2
related to liability insurance for pism. n) zakona &. 372/2011 Sh., o
damage caused during the provision of zdravotnich sluzbach uzavienu
health care pursuant to Section pojistnou  smlouvu na  pojisténi
45(2)(n) of Act No. 372/2011 Coll., on odpovédnosti za skodu zptisobenou pii
Health Services. Pursuant to Section poskytovani zdravotni péée. Dle § 45
45(2)(n) of Act No. 372/2011 Coll., odst. 2 pism. n) zakona ¢. 372/2011
the insurance must be concluded for Sb. musi byt pojisténi uzavieno po
the whole duration of health care celou dobu, po kterou poskytovatel
provision by the Healthcare provider. zdravotnich sluzeb poskytuje
Under no circumstance shall a Party zdravotni pé&i. Zadna ze stran nebude
be exempted from liability for damage za jakychkoli okolnosti zprosténa
(excluding the relevant statutory odpovédnosti za Skodu (vyjma
provisions) attributable to it which ptislusnych zakonnych ustanoveni),
damages may not be covered in whole ktera ji muze byt ptisouzena, pii¢emz
or in part by an insurance policy. takova Sskoda nemusi byt kryta celkové

nebo ¢aste¢né pojistnou smlouvou.

12.4. Healthcare provider, including the 12.4. Poskytovatel  zdravotnich  sluZeb,
Study Team, and its employees, agents véetné studijntho tymu a jeho
and representatives, (“Healthcare zaméstnancl,, jednatell a zastupcu
provider Parties”) shall have full (dale jen ,smluvni strany
responsibility for all damages, losses, poskytovatele zdravotnich sluzeb®),

liabilities, costs or expenses resulting
or arising from:

bude pIn¢ odpovédny za veskeré
Skody, ztraty, zavazky, naklady ¢i
vylohy vyplyvajici z:

a. failure by any Healthcare provider
Party to comply with the Protocol
or reasonable written instructions
from Sponsor and/or CRO;

a. nedodrZeni protokolu nebo
pfimétenych pisemnych pokynt
zadavatele nebo CRO kteroukoli
smluvni stranou poskytovatele
zdravotnich sluzeb;

b. failure by any Healthcare provider
Party to comply with Law; or

b. nedodrzeni zakona kteroukoli
smluvni stranou poskytovatele
zdravotnich sluzeb nebo

c. any negligent act or omission or

c. jakékoli zanedbani ¢i opomenuti
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willful ~ misconduct by
Healthcare provider Party.

any

nebo umysiného pochybeni ze
strany kterékoli smluvni strany
poskytovatele zdravotnich sluZeb.

12.5. Except (a) in the case of willful 12.5. S vyjimkou (a) pfipadi umyslného
misconduct or gross negligence, or (b) pochybeni nebo hrubé nedbalosti nebo
in the case of a breach of Section 7, (b) pfipadd poruseni odstavce 7
neither Party shall be entitled to nebude mit zadna smluvni strana
incidental, indirect, consequential or narok na kompenzaci nahodnych,
special damages under any theory of nepiimych, naslednych nebo
law arising in connection with such zvlastnich skod podle jakékoli pravni
default or breach of the other Party’s teorie, vzniklych v souvislosti
obligations under this Agreement, or s takovym nesplnénim nebo
any documents related thereto, porusenim zavazkti druhé smluvni
excluding claims arising out of strany podle této smlouvy nebo
applicable laws. jakychkoli dokumentt, které s touto
smlouvou souviseji, Vvyjma narokt
vyplyvajicich ~ z platnych  prévnich

predpist.
13. Equipment. CRO and/or Sponsor may | 13. Vybaveni. CRO anebo zadavatel mohou

provide, or arrange for a third party to provide,
certain equipment to Healthcare provider and the
Study Team for the conduct of the Study by
Healthcare provider and the Study Team
(“Equipment”). Unless specified otherwise in
writing by CRO, the Equipment will remain
property of CRO or Sponsor, as applicable, and
will be returned by Healthcare provider and the
Study Team upon CRO’s request or expiry or
termination of this Agreement. Healthcare
provider and the Study Team will use the
Equipment only for the purpose of performing its
obligations under this Agreement and in
accordance with CRO’s and/or Sponsor’s written
instructions. Healthcare provider and the Study
Team will use the Equipment with care and will
store it under conditions that are appropriate to the
nature of the Equipment and that minimize the risk
of loss or damage. In the case any Equipment is
provided, a separate loan agreement will be
negotiated, detailing the Equipment to be
provided.

poskytnout nebo zajistit, aby tieti strana poskytla
urCité vybaveni poskytovateli zdravotnich sluzeb
a studijniho tymu za Gcelem provadéni studie
poskytovatelem zdravotnich sluzeb a studijnim
tymem (dale jen ,vybaveni). Pokud CRO
pisemné nespecifikovala jinak, vybaveni zistane
majetkem CRO piipadné zadavatele, dle situace,
a poskytovatel zdravotnich sluzeb a studijni tym je
vrati na zakladé pozadavku CRO ¢i po vyprseni
nebo ukonéeni této smlouvy. Poskytovatel
zdravotnich sluzeb a studijni tym budou pouzivat
vybaveni pouze za téelem plnéni svych povinnosti
vyplyvajicich ~ ztéto  smlouvy  av souladu
s pisemnymi pokyny CRO nebo zadavatele.
Poskytovatel zdravotnich sluzeb a studijni tym
budou zachazet s timto vybavenim S nalezitou péci
abudou je skladovat za podminek, které budou
odpovidat povaze tohoto vybaveni a které budou
minimalizovat riziko jeho ztraty nebo poskozeni.
O piipadném poskytnuti vybaveni bude vyjednana
samostatna smlouva o vypijcéce, ktera detailné
popise poskytnuté Vybaveni.

14. Term and Termination

14. Platnost smlouvy a jeji ukonceni

14.1. This Agreement shall enter into force

14.1. Tato smlouva vstoupi Vv platnost dnem
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on the date of signature of both Parties
and into effect on the Effective Date
and shall continue in effect until all
required CRFs, reports and other
required documentation has been
received by CRO. The expected
duration of the Study is 5 years from
the Effective Date.

podpisu obéma smluvnimi Stranami a
v t¢innost K datu u¢innosti a zistane v
ucéinnosti, dokud CRO neobdrzi
vSechny pozadované CRF, zpravy
adalsi pozadovanou dokumentaci.
Pfedpokladana délka trvani studie je 5
let od data u¢innosti.

14.2. CRO may terminate this Agreement: 14.2.  CRO mize odstoupit od této smlouvy:
a. at any time with or without cause a. kdykoli odivodnéné¢ ¢i  bez
on 30 days’ prior written notice, or divodu na zakladé pisemné
vypovédi s vypovédni dobou v
délce 30 dni nebo

b. upon receipt of written notice to b. po doru¢eni pisemné vypovédi
Healthcare provider for causes that poskytovateli zdravotnich sluzeb z
include failure to enroll Study duvodu, které zahrnuji nezdafeny
Subjects at a rate sufficient to zapis subjektt studie v
achieve Study performance goals; dostate¢ném  poctu, ktery by
material unauthorized deviations umoznil dosazeni cili provadéni
from the Protocol or reporting studie; podstatné nedovolené
requirements; circumstances that odchylky od protokolu nebo
in CRO’s or Sponsor’s opinion pozadavkil tykajicich se podavani
pose risks to the health or well- zprav; okolnosti, které podle
being of Study Subjects; or nazoru CRO nebo zadavatele
regulatory agency actions relating predstavuji riziko pro zdravi ¢i
to the Study or the Study Drug. kvalitu Zivota subjektd studie;
nebo kroky regulaéniho ufadu
tykajici se klinického hodnoceni

nebo hodnoceného piipravku.
14.3. Healthcare provider may terminate 14.3. Poskytovatel zdravotnich sluzeb mize
this Agreement immediately upon ukonéit tuto smlouvu okamzit¢ na
notification to CRO if requested to do zakladé oznameni CRO, jestlize je od
so by the responsible EC or if such néj odpovédnou EK pozadovano, aby
termination is required to protect the tak ucinilo, ¢i je-li takovéto ukonceni
health of Study Subjects. vyzadovano z divodt ochrany zdravi

subjektn studie.

144. If this Agreement is terminated, 14.4. Jestlize bude platnost této smlouvy

Healthcare provider shall use its
respective  best  endeavours to
minimize further costs.

ukoncena, poskytovatel zdravotnich
sluzeb vynalozi své nejlepsi usili na
minimalizovani dalSich nakladi.
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14.5. After CRO’s receipt of any and all 14.5.  Poté, co CRO obdrzi od poskytovatele
Study Results, documentation, data, zdravotnich sluzeb nebo zkousejiciho
and information regarding the Study veskeré vysledky, dokumentaci, data
from Healthcare provider and/or ainformace tykajici se studie, CRO
Investigator, CRO shall make payment proplati pfiméfené fadné naklady
for reasonable costs properly incurred vzniklé do data ukonéeni.
up to the date of termination.

14.6. This Agreement will automatically 14.6. Tato smlouva bude automaticky

terminate  with immediate effect
without prejudice to the accrued rights
and liabilities of the Parties under this
Agreement in the event:

ukonéena S okamZitou ucinnosti bez
poskozeni nabytych prav a povinnosti
smluvnich ~ stran  této  smlouvy
Vv nasledujicich piipadech:

a. the Study is withdrawn by
Sponsor  prior to  proposed
commencement date, and/or;

a. studie bude zadavatelem ukondéena
pfed navrzenym datem zahajeni
nebo

b. the Study does not meet applicable
regulatory requirements and is
rejected by the EC or other
regulatory authority.

b. studie nespliiuje platné pravni
ptredpisy a byla zamitnuta EK ¢i
jinym regula¢nim tfadem.

15. Audits and Inspections

15. Audity a inspekce

15.1.

Healthcare provider shall notify
without any delay and acknowledges
that Investigator has the same
obligation to notify CRO immediately
by telephone or facsimile if the Food
and Drug Administration (FDA), the
European Medicines Agency (EMEA)
or any other regulatory authority
requests permission to or does inspect
the Study Site, Investigator's facilities,
or research records during the term of
this Agreement (or thereafter) and
will, to the extent allowed by law,
promptly provide in writing to CRO
copies of all materials,
correspondence, statements, forms,
and records which Healthcare provider
and/or Investigator receives, obtains or
generates pursuant to any such

15.1.

Poskytovatel zdravotnich sluzeb bez
zbyte¢ného odkladu vyrozumi a bere
na védomi, ze tutéZz povinnost ma i
zkousejici, aby ihned vyrozumél CRO
telefonicky nebo faxem, jestlize Ufad
pro kontrolu potravin a 1éciv (Food
and Drug Administration, FDA),
Evropska 1ékova agentura (European
Medicines Agency, EMEA) nebo
kterykoli jiny regulacni ufad zazada
0 povoleni k inspekci nebo provede
inspekci studijniho pracoviste,
mistnosti zkousejiciho nebo zaznamt
ovyzkumu Vvdob& platnosti této
smlouvy (nebo po jejim skonceni),
avrozsahu povoleném  zakonem
neprodlené doda CRO pisemné kopie
vSech  materidlti,  korespondence,
prohlaSeni, formuldfd a zadznamu,
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inspection, subject to applicable rules
regarding the protection of medical
secrecy, personal data and medical
data of individually designated
Subjects. Whenever feasible,
Healthcare provider will also provide
CRO with an opportunity to
prospectively review and comment on
any Healthcare provider responses to
regulatory agency inspections
regarding the Study if possible with

které poskytovatel zdravotnich sluzeb
nebo zkousSejici obdrzi, ziska nebo
vytvoti na zékladé jakékoli takové
inspekce s tim, ze dodrzi platna

pravidla 0 ochran¢ 1ékatského
tajemstvi, osobnich udaju
a zdravotnich  udaji  jednotlivych

oznacenych subjektt. Kdykoli je to
proveditelné, poskytovatel zdravotnich
sluzeb také umozni CRO potencialné
zkontrolovat a pripominkovat

respect to a period of time imposed by jakoukoli reakci poskytovatele

the regulatory authority. zdravotnich  sluzeb na  inspekci
regula¢niho ~ ufadu v souvislosti
s klinickym hodnocenim, bude-li to
sohledem na stanovené  lhuty
regulacnim orgdnem mozné.

15.2. Healthcare provider agrees and 15.2. Poskytovatel  zdravotnich  sluzeb
acknowledges that Investigator has the souhlasi a bere na védomi, Ze tutéz
same obligation that during an povinnost ma i zkousejici, ze bez
inspection or audit concerning the ptedchoziho pisemného souhlasu CRO
Study, they will not disclose nebude béhem inspekce nebo auditu
information and materials relating to tykajictho se studie poskytovat
the Study that are not required to be informace a materialy souvisejici se
disclosed without the prior written studii, jejichz poskytnuti nebude
consent of CRO. vyZzadovano.

15.3. Healthcare provider will allow and 15.3. Poskytovatel ~ zdravotnich  sluzeb

acknowledges that Investigator has the
same obligation to permit CRO or its
representatives to examine, monitor,
or audit the work performed
hereunder, the Study Site, facilities,
systems and equipment at or with
which the work is conducted and
records related to such work, upon
reasonable advance notice, however,
at least 3 days in advance, during
regular business hours to determine
that the Study is being conducted in
accordance  with  the  agreed
requirements and that the facilities are
adequate for the conduct of the Study.
Such control or audit cannot disrupt
the normal operation of Healthcare
provider.

umozni a bere na védomi, Ze tutéz
povinnost ma i zkousejici, aby dovolil
CRO nebo jejim =zastupcim, aby
provedli Setfeni, monitorovani nebo
audit prace provedené na zakladé této
smlouvy, studijniho ~ pracovisté,
mistnosti, systému a vybaveni, V nichz
nebo s jejichz pomoci se provadi prace
a zaznamy souvisejici S takovou praci,
po vyrozuméni provedeném
vV pfiméteném predstihu, avSak vzdy
nejméné¢ 3 dny predem, abcéhem
béZnych pracovnich hodin, aby mohlo
byt zjisténo, zda je studie provadéna
v souladu s dohodnutymi pozadavky
azda je vybaveni  pracovist
provadgjicich  studii  vyhovujici.
Takovou kontrolou nebo auditem vsak
nesmi byt mnarusen bézny chod
poskytovatele zdravotnich sluZeb.
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16. Independent Contractors. Each Party to
this Agreement shall act as an independent
contractor and shall not be construed for any
purpose as the partner, agent, employee, servant,
joint venture, or representative of any other
Parties. The employee(s) of one Party shall not be
considered to be employee(s) of any other Party,
and no Party shall enter into any contract or
Agreement with a third party which purports to
obligate or bind any or all of the other Parties.

16. Nezavisli dodavatelé. Kazda smluvni
strana této smlouvy bude jednat jako nezavisly
dodavatel anesmi byt za zadnym Gcelem
povazovana za partnera, jednatele, zaméstnance,
ufednika, partnera ve spolecném podniku ani
zastupce zadné jiné smluvni strany. V tomto
smyslu tedy zaméstnanci jedné smluvni strany
nebudou povazovani za zaméstnance zadné jiné
smluvni strany azadnd ze smluvnich Stran
neuzavie kontrakt ani jinou umluvu s treti smluvni
stranou s cilem zatizit povinnosti nebo zavazat
kteroukoli jinou nebo vsechny ostatni smluvni
strany.

17. Waiver/Severability. Failure to insist
upon compliance with any of the terms and
conditions of this Agreement shall not constitute a
general waiver or relinquishment of any such
terms or conditions, and the same shall remain at
all times in full force and effect. In the event that
any provision of this Agreement is held illegal or
invalid for any reason, such provision shall not
affect the remaining parts of this Agreement, but
this Agreement shall be construed and enforced as
if that provision had never been inserted.

17. Zieknuti se prav / oddélitelnost.
Netrvani na dodrzeni kterékoliv z podminek této
smlouvy nepfedstavuje obecné zieknuti Se nebo
vzdani se kterékoliv takové podminky, nybrz plati,
7e takova podminka zlstane vzdy plné platna a
ucinna. Pokud bude kdykoli z jakéhokoli dtvodu
kterékoli ustanoveni této smlouvy povaZzovano za
nezakonné nebo neplatné, nebude mit takové
ustanoveni VIiv na zbyvajici ¢asti této smlouvy,
nybrz bude tato smlouva vykladana a vymahana
tak, jako by toto ustanoveni nikdy neobsahovala.

18. Force Majeure. Performance of this
Agreement by each Party shall be pursued with
due diligence in all requirements hereof; provided,
however, no Party shall be liable for any loss or
damage for delay or non-performance to the extent
due to causes not reasonably within its control
(Force Majeure). In the event of any delay
resulting from such causes, the time for
performance and payment hereunder shall be
extended for a period of time necessary to
overcome the effect of such delays. In the event of
any delay or non-performance caused by such
uncontrollable forces, the Party affected shall
promptly notify the others in writing of the nature,
cause, date of commencement thereof, and the
anticipated extent of such delay, and shall indicate
whether it is anticipated that the completion date
of the Agreement would be affected thereby.
Where Healthcare provider or Investigator is the
affected Party any episode of force majeure which
continues for 30 days from the date of notification
of its existence shall give CRO the right to
terminate this agreement upon 14 days additional
notice.

18. Vys§§i moc. VsSechny pozadavky této
smlouvy musi byt jednotlivymi smluvnimi
stranami plnény s naleZitou péci; avsak S tim, Zze
7zadna smluvni strana nebude zodpovédna za
jakoukoli ztratu nebo skodu zptisobenou prodlenim
nebo nec¢innosti nasledkem pfti¢in, 0 nichz se dalo
duvodné predpokladat, ze by je nemohla ovlivnit
(vy88i moc). V ptipadé jakéhokoli prodleni
z takovych pficin se ¢as pro plnéni a platby podle
této smlouvy prodlouzi o0 dobu nezbytnou
k ptekonani Gc¢inkt takovych prodlev. V piipadé
jakéhokoli prodleni nebo ne¢innosti zapfi¢inénych
takovymi nekontrolovatelnymi silami postizena
smluvni strana ihned zasle pisemnou zpravu
ostatnim smluvnim stranam o jejich povaze,

fici datu vzniku a o ptedpokladané délce
takové prodlevy a uvede, zda se predpoklada, ze
bude ovlivnéno datum splnéni smlouvy. Jestlize
budou postizenou stranou poskytovatel
zdravotnich sluzeb nebo zkouSejici, jakakoli
epizoda projevu vyssi moci, ktera pokracuje po
dobu 30 dni od data oznameni jeji existence,
opravituje CRO k ukonéeni platnosti této smlouvy
na zaklad¢ dodate¢né 14denni vypovédni doby.

Odonate_170D0-0001_| I czE c7A INS_site 1002_ I 26/pr18_Final

Page 27 of 64 / Strana 27 z 64




ODONATE

Protoco! NN

170D0O-0001

19. Assignment. No  assignment by
Healthcare provider of this Agreement or any of its
respective rights, duties or obligations shall be
binding on CRO without CRO’s prior written
consent. CRO may assign its rights and obligations
hereunder to an Affiliate or to Sponsor at any time.
Healthcare provider acknowledges and agrees that
Sponsor has the right to cause CRO to assign this
Agreement to Sponsor and to assume all CRO’s
obligations under this Agreement and Healthcare
provider consents to such assignment and agrees
that in such event, CRO shall have no further
liability to Healthcare provider under the terms of
this Agreement.

19. Postoupeni. Zadné postoupeni  této
smlouvy ani zadného z jejich jednotlivych prav,
povinnosti nebo zavazkl ze strany poskytovatele
zdravotnich sluzeb nebude pro CRO zavazné,
pokud mu nebude piedchazet pisemny souhlas
CRO. CRO miuze kdykoli postoupit sva prava
a povinnosti podle této smlouvy své piidruzené
spoleCnosti  nebo  zadavateli.  Poskytovatel
zdravotnich sluzeb uznava asouhlasi Stim, Ze
zadavatel ma pravo pfimét CRO, aby postoupila
tuto smlouvu zadavateli apfevzit veskeré
povinnosti CRO vyplyvajici ztéto smlouvy,
a poskytovatel  zdravotnich  sluzeb  souhlasi
s takovym postoupenim as tim, Ze Vtakovém
ptipadé nebude mit CRO zadnou dalsi
odpovédnost vii¢i poskytovateli zdravotnich sluzeb
na zaklad¢ této smlouvy.

20. Choice of Law, Jurisdiction & | 20. Volba prava, soudni prislu$nost a
Settlement of Disputes urovnani spori

20.1. This Agreement shall be governed by 20.1. Tato smlouva se fidi avyklada
and construed in accordance with the vsouladu s pravnim fadem Ceské
laws of the Czech Republic. republiky.

20.2. The Parties agree that, prior to taking 20.2.  Smluvni strany souhlasi, ze pied
any legal action, they shall endeavour zahajenim jakychkoli pravnich fizeni
in good faith to mediate and/or settle vynalozi v dobré vite usili
any dispute among them regarding this 0 vyjednavani nebo urovnani

Agreement. If within 90 days of
undertaking such mediation/settlement
discussions, no resolution has been
achieved, the Parties agree on
prorogation of materially and locally
competent court of the Czech
Republic.

jakychkoli vzajemnych spor ohledné
této  smlouvy. Jestlize  nebude
dosazeno feseni do 90 dnu od
uskutec¢néni rozhovort V ramci
takového vyjednavani/urovnani,
smluvni strany se dohodly na
prorogaci vécné a mistné piislusného
soudu Ceské republiky.

21. Third-Party Rights. CRO and Healthcare
provider each execute this Agreement as a
principal and not as an agent for any other person.
Nothing in this Agreement is intended to confer on
any third party, other than Sponsor, any right to
enforce any term of this Agreement and the Parties
do not intend that any third party shall have such

21. Prava ti‘etich stran. CRO a poskytovatel
zdravotnich sluzeb budou kazdy plnit tuto smlouvu
sami za sebe, nikoli jako jednatelé jakékoli jiné
osoby. Nic v této smlouvé neni zamysleno jako
pfiznani prava vymadahat splnéni jakéhokoli
ustanoveni této smlouvy jakékoli jiné tieti strané
nez zadavateli a smluvni strany nemaji v umyslu
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right of enforcement.

udélit jakékoli tieti
vymahani.

stran¢ takové pravo na

22. Conflicts with the Protocol. Should there
be any inconsistencies between the Protocol and
this Agreement, the terms and conditions of the
Protocol shall prevail with respect to all scientific,
medical, and/or technical matters, and the terms
and conditions of this Agreement shall prevail with
respect to all legal, business, and/or financial
matters.

22, Rozpory s protokolem. V  ptipadé
nesouladu mezi protokolem atouto smlouvou
budou mit pfednost podminky protokolu ve vsech
védeckych,  lékafskych  nebo  technickych
zalezitostech, zatimco ve vsSech préavnich,
obchodnich nebo finanénich zalezitostech budou
mit pfednost podminky této smlouvy.

23. Complete Agreement and Counterpart | 23. Vyhotoveni smlouvy a stejnopisy
Originals originalu

23.1. This Agreement, together with its 23.1. Tato smlouva spolu se svymi
Annexes, supersedes all  prior ptilohami nahrazuje vSechny
agreements  and understandings ptedchozi smlouvy aujednani mezi
between the Parties related to the smluvnimi ~ stranami souvisejici
subject matter of this Agreement. This s predmétem této smlouvy. Tato
Agreement may not be altered, smlouva nesmi byt pozménéna,
changed or amended except in writing doplnéna nebo jinak upravena nez
signed by each of the Parties. pisemné s podpisem  kazdé ze

smluvnich stran.

23.2. This Agreement is executed in two 23.2. Tato smlouva je vyhotovena ve dvou
counterparts, each of which will be stejnopisech, z nichz kazdy se
deemed an original, but all of which povazuje za original smlouvy, ale
will constitute one in the same vSechny tyto stejnopisy dohromady
instrument. In the event of any tvofi jediny a tentyz dokument. V
discrepancy between the Czech ptipadé rozporu mezi Ceskou a
version and the English version of this anglickou verzi tohoto dokumentu
Agreement, the Czech version will bude rozhodujici ¢eska verze.
prevail.

24, Survival. Obligations relating to Budget | 24. Pietrvani platnosti ustanoveni.

and Payment, Data Protection & Privacy,
Confidential Information, Publications, Debarment
and Anti-bribery, Intellectual Property Rights, and
Audits & Inspections survive termination or
expiration of this Agreement, as does any other
provision in  this  Agreement, including
Attachments, that by its nature and intent remains
valid after the term of the Agreement.

Povinnosti tykajici se rozpoétu a plateb, ochrany
udaji a soukromi, davérnych informaci, publikaci,
zakazu ¢innosti a protikorupcnich ustanoveni, prav
dusevniho vlastnictvi a auditt a inspekci zlstavaji
v uéinnosti i po ukonceni nebo vyprseni platnosti
této smlouvy, stejné jako veskera dalsi ustanoveni
této smlouvy, vcetné pfiloh, z jejichz povahy a
ucelu vyplyva, ze maji platit i po skonceni doby
trvani této smlouvy.
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25. Notices. All notices necessary or
appropriate to be given pursuant to this Agreement
shall be effective when personally delivered, faxed
with a confirmation of receipt, or sent by
registered post, certified, to the appropriate Party
at the address or number first stated above. A Party
may change its address or number for notice by
giving notice in accordance with this paragraph.

25. Oznameni. VSechna oznameni, ktera musi
nebo maji byt podle této smlouvy odeslana, budou
povazovana za platna po osobnim doruceni,
odfaxovani S potvrzenim prijmu nebo
doporuceném zaslani posStou S potvrzenim 0 pfijeti
ptislusné smluvni strané¢ na adresu nebo ¢islo,
které je vySe uvedeno jako prvni. Smluvni strana
smi zménit Svou adresu nebo ¢islo pro zasilani
oznameni PO zaslani oznameni v souladu s timto
odstavcem.

26. Archiving. The Healthcare provider will
archive the relevant Study records under adequate
conditions to prevent their damage or destruction
for a period of fifteen (15) years from the
termination of the Study (“Archiving period”). The
Sponsor/CRO will inform the Healthcare provider
at least 6 months before the end of Archiving
period of how these Study records and documents
should be handled. In case Sponsor/CRO will not
inform the Healthcare provider at the specified
timeframe, it is believed that Sponsor agrees with
shredding. In case the Sponsor/CRO requests an
extension of the Archiving period at Healthcare
provider’s premises, the Healthcare provider is
entitled to charge the Sponsor/CRO accordingly.

26. Archivace. Poskytovatel zdravotnich sluzeb
bude archivovat pfislusné zaznamy o studii v
adekvatnich podminkach zamezujicich jejich
poskozeni nebo zniceni, a to po dobu patnacti (15)
let od ukonceni klinického hodnoceni (dale jen

,doba archivace*). Zadavatel/ CRO bude
informovat  poskytovatele zdravotnich sluzeb
nejpozdéji 6 mésicd pred uplynutim doby

archivace o tom, jakym zpusobem bude s témito
studijnimi zaznamy a dokumenty naloZeno. V
ptipadé, ze zadavatel/CRO ve stanovené dobé
poskytovatele  zdravotnich sluzeb informovat
nebude, ma se za to, Ze souhlasi se skartaci. V
ptipadé, ze bude zadavatel/ CRO zadat o
prodlouzeni doby archivace u poskytovatele
zdravotnich sluzeb, je poskytovatel zdravotnich
sluzeb opravnén po zadavateli/i CRO pozadovat
umeérné zpoplatnéni.

To CRO/ Pro CRO:

Attention: Legal Department
202 Carnegie Center, Suite #200
Princeton, New Jersey 08540, USA

To Healthcare provider / Pro poskytovatele
zdravotnich sluzeb:

Attn: [

Fakultni nemocnice v Motole
Sekretariat naméstka pro LPP
V Uvalu 84
150 06 Praha 5
Czech Republic
Phone:
Email:

[Signature Page to Follow]

[Nasleduje stranka s podpisy]
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In WITNESS WHEREOF, the Parties hereto have | NA DUKAZ CEHOZ smluvni strany této smlouvy

signed this Agreement, effective as of the podepsaly tuto smlouvu, ktera vstoupi v uc¢innost
Effective Date above. k vyse uvedenému datu Géinnosti.

inVentiv Health Clinical UK Ltd. Fakultni nemocnice v Motole

SIGNATURE/ PODPIS: SIGNATURE/ PODPIS:

NAME/ IMENO: NAME/ IMENO:

TITLE/ FUNKCE: TITLE/ FUNKCE:

feditel Fakultni nemocnice v_Motole /director of
Fakultni nemocnice v Motole

DATE/ DATUM: DATE/ DATUM:

READ AND ACKNOWLEDGED/ PRECETL/A A VZAL/A NA VEDOMI:

I, the undersigned below ||l 2s 'nvestigator hereby certify that | have been properly
acquainted with the Agreement and the relevant documentation for the Study of the above mentioned
Study Drug and | undertake to ensure the compliance with the obligations arising therefrom.
Furthermore, | undertake to not disclose information concerning the Study without the prior written
consent of the Sponsor, to maintain confidentiality of all provided information, to treat them as
confidential and to refrain from any other use of such information and results than for the purposes of
this Study. As Investigator, | agree that the Sponsor (and possibly the CRO) will collect, use, process
and disclose my personal data including the name, qualification and experience in the clinical trial, my
financial data relating, inter alia, to the received remuneration and financial compensation and other
personal data for administrative purposes in connection with the Study or to provide to ethics
committees and government offices, and | undertake to ensure this consent also from Sub-Investigators
and other Study Team members. /

J4, nize podepsana || G jako zkousejici potvrzuji, Ze jsem se #4dn& seznamila se smlouvou a
pfislusnou dokumentaci ke studii vySe uvedeného hodnoceného piipravku a zavazuji se zajistit
dodrzovani povinnosti z nich vyplyvajicich. Dale se zavazuji nezvetejiiovat informace tykajici se studie
bez predchoziho pisemného souhlasu zadavatele, zachovavat mlcenlivost o vSech poskytnutych
informacich, povazovat tyto za divémé a zdrzet se jakéhokoliv jiného uziti téchto informaci a vysledka
nez pro ucely této studie. Jako zkousejici souhlasim s tim, ze zadavatel (a popi. i CRO) bude/budou
shromazd’ovat, pouzivat, zpracovdvat a zveiejiovat mé osobni udaje, v€etné¢ jména, kvalifikace a
zkusenosti v klinickém hodnoceni, mé finan¢ni tdaje vztahujici se mimo jiné k obdrZzené odméné a
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finanéni ndhradé a dal$i osobni udaje k administrativnim ucelim v souvislosti se studii, popiipadé
K poskytnuti etickym komisim a statnim ufadim a zavazuji se zajistit tento souhlas i od
spoluzkousejicich a ostatnich ¢lent studijniho tymu.

SIGNATURE/ PODPIS:

NAME/ IMENO:

TITLE/ FUNKCE:

Investigator / ZkouSejici

DATE/ DATUM:

Odonate_170D0-0001_| I czE c7A INS_site 1002_ I 26/pr18_Final

Page 32 of 64 / Strana 32 z 64



ODONATE

Protocol [ NG
170D0O-0001
APPENDIX A: PRILOHA A:

BUDGET AND PAYMENT PROVISIONS

USTANOVENI TYKAJICI SE ROZPOCTU A
PLATEB

A PER SUBJECT COST:

A. NAKLADY NA SUBJEKT:

The per-subject cost is based upon completion of
all visits and procedures in accordance with the
Study specifications set forth in the Protocol.
Payments will be calculated based on Study Data
received by Sponsor and CRO and approved by
the CRO Study team and will be paid every
quarter, as long as the site is in compliance with
the Protocol. The per-subject total includes
overhead.

Naklady na subjekt jsou stanoveny na zakladé
dokonceni vSech navstév a postupi v souladu se
specifikacemi studie uvedenymi Vv protokolu.
Platby budou vypoéteny na zakladé studijnich
udaji od zadavatele a CRO a schvalené studijnim
tymem CRO, a budou vyplaceny kazdé ¢tvrtleti za
predpokladu, ze pracovist¢é bude dodrzovat
protokol. Celkové naklady na subjekt zahrnuji
rezijni naklady.

B. START-UP FEE:

B. NAKLADY NA ZAHAJENI:

Start-up Fee will be paid to the Healthcare
provider upon signed study Agreement for time
spent for collection of regulatory documents and
preparation of EC submission documents; nursing
and resident staff education/training (includes
participation of site initiation visit); receipt and
handling of study materials; creation of study
specific documents; etc. The parties acknowledge
that budgeted Start-Up Fee may have been
incurred prior to the Effective Date of this
Agreement. Payment will be made in accordance
to the amounts and timeframes listed within the
Site Cost Index.

Naklady na  zahajeni budou  vyplaceny
poskytovateli zdravotnich sluzeb podle podepsané
smlouvy o studii za ¢as vyuzity na shromazdéni
regulacnich dokumentli a pfipravu dokumentl
predkladanych EK; vzd¢lavani/Skoleni sester a
internitho personalu (v€etné tucCasti na wvodni
navs§téveé  pracovisté); piijem a zpracovani
materiald  studie;  vytvafeni  specifickych
dokumentu pro studii atd. Smluvni strany berou na
védomi, Ze rozpoctové naklady na zahajeni mohou
vzniknout pied datem ucinnosti této smlouvy.
Platba bude uskuteénéna v souladu s ¢astkami a
Casovymi ramci uvedenymi V seznamu naklada
pracoviste.

C. SCREEN FAILURES:

C. NEUSPESNY SCREENING:

A “Screen Failure” is a consented subject who
fails to meet the screening visit criteria and is thus
not eligible for enrollment into the Study. Screen
Failures will be reimbursed as outlined in the
Budget and must be invoiced for payment.

,Neuspésny screening® znamena subjekt, ktery
podepsal souhlas a nespliiuje kritéria screeningové
navstévy, a tudiz neni zpusobily K zafazeni do
studie. Odmény za neuspésny screening budou
hrazeny, jak je uvedeno Vv rozpo¢tu, a musi byt
fakturovany K proplaceni.
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D. SUBJECT TRAVEL
REIMBURSEMENT:

D. NAHRADA CESTOVNI VYDAJU
SUBJEKTU:

Subject travel reimbursement is addressed in a

separate contract with Investigator, and is in the

form of meal vouchers in the amount of
per one visit.

Nahrady cestovnich vydaju subjektu jsou upraveny
Vv separatni smlouvé se zkousejicim, a to ve forme

stravenek ve vysi [ GGz z2 jednu

navstévu.

E. UNSCHEDULED VISITS:

E. NEPLANOVANE NAVSTEVY:

Unscheduled Visits will be reimbursed per actual
procedures performed plus 599.00 Study
Coordinator Time and will be paid based on the
procedure amounts listed in the Budget. Payment
will be made in accordance to the amounts and
timeframes listed within the Budget.

Neplanované navstévy budou proplaceny za
skute¢né provedené postupy, plus 599,00 za cas
koordinatora studie, a budou proplaceny na
zaklad¢é castek za postupy uvedené V rozpoctu.
Platba bude uskutecnéna v souladu s ¢astkami a
¢asovymi ramci Uvedenymi V rozpoctu.

F. SAE REPORTING:

F. HLASENi ZAVAZNYCH
NEZADOUCICH PRIHOD (SERIOUS
ADVERSE EVENT, SAE):

Serious Adverse Events (SAE) will be reimbursed
in accordance to the amounts and timeframes listed
within the Budget. This reimbursement covers the
time associated with the review and submission of
the SAE, as well as subsequent follow ups.

Zavazné nezadouci piithody (SAE) budou hrazeny
v souladu s ¢astkami a ¢asovymi ramci uvedenymi
V rozpoctu. Tyto thrady pokryvaji Cas spojeny S
kontrolou a pifedlozenim SAE a také naslednym
sledovanim.

G. ADDITIONAL TESTING,

G. DALSI TESTOVANI, LECBA NEBO

TREATMENT, OR PROCEDURES: POSTUPY:
Healthcare provider will not be reimbursed for any | Poskytovateli ~ zdravotnich ~ sluzeb ~ nebude
additional testing, treatment, or procedures not | proplaceno dalsi testovani, 1é¢ba nebo postupy,
required by the Protocol or specified in the | které nevyzaduje protokol nebo  nejsou

Agreement or the Budget, unless such additional
testing, treatment or procedures are pre-approved
by CRO and/or Sponsor.

specifikovany ve smlouvé nebo v rozpoctu, pokud
nebylo toto dalsi testovani, 1é€ba nebo postupy
pfedem schvaleny CRO nebo zadavatelem.

H. PROTOCOL DEVIATIONS:

H. ODCHYLKY OD PROTOKOLU:
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CRO will not pay Healthcare provider for any
Study subject whose enrollment in the Study
deviates from the Protocol's eligibility criteria or
from whom Study Data cannot be analyzed
because of Protocol deviations, lack of proper
records or incomplete, incorrected or unverifiable
CRFs.

CRO poskytovateli zdravotnich sluzeb neproplati
naklady za studijni subjekty, jejichz nabor do
studie se odlisuje od kritérii zpusobilosti
uvedenych v protokolu nebo jejichz studijni udaje
nemohou byt analyzovany kvili odchylkdim od
protokolu, nedostatku fadnych zaznamt nebo
nekompletnim, nespravnym nebo neovéfitelnym
formulaitim CRF.

l. EC FEES:

. POPLATEK EK:

Local and central EC fees will be reimbursed
directly by CRO/Sponsor unless otherwise
specified herein.

Poplatek lokalni a centralni EK bude uhrazen
ptimo CRO/zadavatelem, pokud v tomto
dokumentu neni specifikovano jinak.

J. AMENDMENTS:

J. DODATKY:

The following Study budget changes will be
documented by a modification letter signed by
Sponsor and/or CRO: (1) increases in the total
Study budget, with or without modification of the
payment schedule, or (2) modification of the
payment schedule with no change in total Study
budget.

Nasledujici zmény rozpoc¢tu studie budou dolozeny
dopisem 0 zménach podepsanym zadavatelem
anebo CRO: (1) zvysSeni celkového rozpoétu
studie, se zménou nebo beze zmény platebniho
kalendafe, nebo (2) zména platebniho kalendaie
beze zmény celkového rozpoctu studie.

K. RESEARCH INJURY TREATMENT:

K. LE(VJ,BA ZRANENI POCHAZEJICICH
Z VYZKUMU:

Pursuant to the Indemnification and Research
Injury policy, Healthcare provider will promptly
notify Sponsor and/or CRO of any Research
Injury. Healthcare provider will submit all invoices
for Research Injury treatment to:

V souladu se zasadami 0 odSkodnéni a zasadami 0
zranénich pochazejicich z vyzkumu poskytovatel
zdravotnich sluzeb neprodlené upozorni zadavatele
anebo CRO o jakémkoli zranéni pochazejicim z

vyzkumu.  Poskytovatel  zdravotnich  sluzeb
predlozi v8echny faktury za 1é¢bu zranéni
pochazejicich z vyzkumu na:

L. EARLY TERMINATION:

L. PREDCASNE UKONCENI:
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The Site Study Budget represents an estimation of
Investigator’s total expenses for completion of the
Study. In the event of early termination of the
Study, Investigator will cancel all cancelable
expenses and otherwise use its best efforts to
minimize costs and return to CRO any portion of
the Site Study Budget paid to it that is unspent
and/or unearned. All invoices, including EC fees
and other approved expenses, must be submitted to
CRO for payment within sixty (60) days of the site
close out visit in order for payment to be made.

Rozpocet studie pracovisté predstavuje odhad
celkovych vydaji zkousejiciho na provedeni
studie. V piipadé, Ze dojde k piedcasnému
ukonéeni  studie, zrusi zkouSejici vSechny
zrusitelné vydaje a vynalozi maximalni usili K
minimalizaci naklada a vrati CRO ¢ast rozpoctu
studie pracovisté jiz uhrazeného, ktera nebyla
vynaloZzena anebo vydé€lana. K provedeni platby
budou vsechny faktury, véetné faktur na poplatky
EK a dalsich schvalenych vydaji, pfedlozeny CRO
k thradé ve lhité Sedesati (60) dnt od zavérecné
navstévy centra.

M. ONGOING PAYMENTS:

M. PRUBEZNE PLATBY:

Payments will be made quarterly based upon
actual procedures and visits performed as
evidenced by Case Report Forms (CRFs) retrieved
by CRO or its agent, per the pro-rate payments
described in the Budget attached hereto and made
a part of this Appendix A. Should a subject
withdraw from the trial or should the trial be
prematurely discontinued for any reason, only
costs incurred, based on visits actually performed
and documented, will be paid.

Platby budou provadény d&tvrtletné na zakladé
skutecné  provedenych postupi a navstév
uskute¢nénych dle zaznamut subjektu hodnoceni
(CRF) ziskanych CRO nebo jejich zastupcem, a to
dle pomérnych plateb popsanych Vv rozpoctu
ptipojeném k tomuto dokumentu jako soucast
ptilohy A. Pokud bude subjekt vyfazen z
hodnoceni nebo pokud bude hodnoceni z
jakéhokoli duvodu pied¢asné ukonceno, budou
proplaceny pouze vzniklé naklady podle navstév,
které se opravdu uskutecnily a byly
zdokumentovany.

N. FINAL PAYMENT:

N. ZAVERECNA PLATBA:

The final payment will be paid upon final review
and acceptance of all Study Data for enrolled
subjects by Sponsor and/or CRO, completion of all
required administrative matters by the Healthcare
provider, including, but not limited to (i)
completion of all Study subjects’ wvisits, (ii)
Healthcare provider and Study personnel’s
performance of all procedures required by the
Protocol, (iii) Sponsor and/or CRQO’s verification
that all Study Data has been collected, recorded
and submitted , and (iv) resolution of all
outstanding queries, and the return of any Sponsor,
CRO, or vendor-provided Equipment requested by
Sponsor and/or CRO. Undisputed Invoices will be
paid within thirty (30) days after CRO’s receipt
and approval. Payee/Invoicing Party must provide
the final invoice to CRO within sixty (60) days of

ZavéreCna platba bude provedena po kone¢ném
posouzeni a schvaleni vSech dat studie o
zafazenych subjektech zadavatelem anebo CRO,
dokonceni vSech pozadovanych administrativnich
ukonii  poskytovatelem  zdravotnich  sluzeb,
napiiklad (i) dokonCeni vSech kontrolnich navstév
studijnich subjektd, (ii) provedeni vSech postupt
pozadovanych protokolem ze strany poskytovatele
zdravotnich sluzeb a pracovniki studie, (iii)
ovéfeni zadavatelem nebo CRO, ze byla
shromazdéna, zaznamenana a predloZena vSechna
data ve studii a (iv) vyfeSeni vSech
nezodpovézenych dotazii a vraceni veSkerého
vybaveni poskytnutého zadavatelem, CRO nebo
dodavatelem, jez je zadavatelem nebo CRO
pozadovano. Nesporné faktury budou uhrazeny do
tiiceti (30) dni po obdrzeni a schvaleni CRO.
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Study Site closure. CRO is not liable for payment
of invoices sent after such time.

Pfijemce plateb / fakturyjici strana musi piedlozit
zavére¢nou fakturu CRO do Sedesati (60) dnt od
uzavieni studijniho pracovisté. CRO nenese
odpovédnost za uhradu faktur zaslanych po
uplynuti uvedené doby.

O. Value Added Tax (VAT):

0. Dan z pridané hodnoty (VAT):

The Parties agree that services under this
agreement are regulated under Art. 44 of the
Council Directive EC 2006/112/EC and any
considerations payable under this agreement will
be exclusive of local VAT and will be subject to
reverse charge mechanisms. The relevant VAT
will be self-applied by the CRO. The invoice will
be paid at face value.

Smluvni strany se dohodly, ze sluzby poskytované
na zaklade¢ této smlouvy se budou fidit ¢lankem 44
Smérnice Rady ES 2006/112/ES a ze jakékoli
uhrady vyplacené na zakladé této smlouvy
nebudou zahrnovat mistni DPH a budou podléhat
mechanismu pieneseni danové povinnosti. CRO
bude za sebe odvadét ptislusnou DPH. Faktura
bude proplacena v nominalni hodnotg.

In the case, where this territorial rule would not be
applicable, the normal standard VAT rules or any
similar sales tax rule will be applied. In case any
other services or goods are subject to VAT, a valid
VAT invoice must be issued by the supplier to the
recipient in respect of the transaction covered by
the consideration. If VAT is charged in error, it
will be refunded upon receipt of a refund from the
relevant tax authorities either by way of an actual
refund or by way of adjustment of the relevant
VAT return. If VAT is not charged but
subsequently it is found that it should have been
charged or VAT is assessed by the relevant tax
authorities as being due on the consideration, the
VAT due upon said consideration will be paid
upon presentation of a valid VAT invoice.

V piipadé nepouzitelnosti tohoto mistniho pravidla
budou uplatnéna bézna standardni pravidla odvoda
DPH nebo piipadna obdobna pravidla pro dan z
ptidané hodnoty. V ptipad¢, ze uplatnéni DPH
podléhaji jakékoliv dalsi sluzby nebo zbozi,
dodavatel musi piijemci vystavit platnou fakturu
s DPH za transakci, k niz se uhrada vztahuje.
Bude-li DPH u¢tovana omylem, bude po vraceni
pfislusnym finanénim ufadem navracena bud
formou faktického vraceni, nebo formou tupravy
odvodu DPH. Nebude-li DPH uétovana, avsak
nasledné se zjisti, ze uctovana byt méla, nebo
posoudi-li pfislusny finan¢ni afad, Ze je nutno
zaplatit DPH za danou thradu, bude dluzna DPH
zaplacena po piedlozeni platné faktury s DPH.

P. Payment Currency and Tax Liability:

P. Ména plateb a dafiova povinnost:

Payments under the Agreement will be made in
Czech Koruna. Healthcare provider acknowledges
that it is accepting tax liability for the performance
provided under this Agreement and is responsible
for any applicable taxes on payments received.

Platoy budou podle smlouvy uskuteénény v
Ceskych  korunach. Poskytovatel zdravotnich
sluzeb potvrzuje, Ze pfijima danovou odpovédnost
za plnéni poskytnuté na zakladé této smlouvy a ze
odpovida za veskeré pfislusné dané z pftijatych
plateb.

The Schedule 1 Budget is exclusive of all value
added tax.

Rozpis plateb 1 k rozpoctu nezahrnuje dan z
ptidané hodnoty.

Q. Refunds:

Q. Refundace:

In the event of a refund, the refund should be sent
to the following address:

Piipadné refundace by se mély zaslat na tuto
adresu:
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Attn: Grants Management K rukam: Grants Management

inVentiv Health Clinical UK LTD inVentiv Health Clinical UK LTD
Farnborough Business Park, Farnborough Business Park,
1 Pinehurst Road, 1 Pinehurst Road,
Farnborough, Hants, GU14 7BF, Farnborough, Hants, GU14 7BF,
United Kingdom (170D0-0001) United Kingdom (170D0O-0001)
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Schedule 1 Budget: Rozpis plateb 1 k rozpodtu:
E 5 n |lvc=| UV TICQIUT stygy Center: Fakultni nemocnice v Motole
b @::ﬂ ﬂ n ﬂ ;Ca ﬂ Investigator: doc. MUDr. Jana Prausova, PhD., MBA
. Treatment Phase (One Cycle =21 Days)
Screening
STUDY PHASE| 1] Cycles 1 and 2 Cycles 34,6 Cycles 3-4,6 Cycle5,7,9&11 Cycle 8&10 Cycle 5,7-11
Within 28 days prior End of Post Treatment
STUDY PROCEDURES torandomization Day1 Day15 Day1 Day 15 Day1 Day1 Day15 fresmen/Wthdaul | - folowp
unless otherwise
specified
Unit Cost
Informed consent XXX 0,00 k¢ 0,00 K¢ 0,00K¢ 0,00 K¢ 0,00 K¢ 0,00 k¢ 0,00 K¢ 0,00 K 0,00 K¢ 0,00 K¢
Demographics XXX 0,00 k¢ 0,00 K¢ 0,00 K¢ 0,00 K¢ 0,00 K¢ 0,00 K¢ 0,00 k¢ 0,00 K¢ 0,00 K¢ 0,00 K¢
Medical and disease-related history XXX 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 K¢ 0,00 K¢ 0,00 K¢ 0,00 K¢ 0,00 K¢ 0,00 K¢ 0,00 K¢
Physical examiation XXX 0,00 k¢ 0,00 K¢ 0,00 K¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢
Vital signs XXX 0,00 k¢ 0,00 K¢ 0,00 K¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢
Body surface area (BSA) calculation XXX 0,00 k¢ 0,00 K¢ 0,00 K¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 K¢ 0,00 K¢ 0,00 k¢ 0,00 K¢
ECOG Performance Status XXX 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 K¢
Local Laboratory: Complete blood count XXX 0,00 K¢ 0,00K¢ 0,00K¢ 0,00 K¢ 0,00K¢ 0,00K¢ 0,00K¢ 0,00 K¢ 0,00 K¢ 0,00 k¢
Local Laboratory: Serumchemistry tests XXX 0,00K¢ 0,00K¢ 0,00 K¢ 0,00 ke 0,00K¢ 0,00 K¢ 0,00K¢ 0,00 k¢ 0,00K¢ 0,00K¢
12-ead electrocardiogram XXX 0,00k 0,00 k¢ 0,00 k¢ 0,00 k¢ 0,00 K¢ 0,00k 0,00 k¢ 0,00 K¢ 0,00k 0,00 k¢
FORTC-QLQ-C30 XXX 0,00 K¢ 0,00K¢ 0,00K¢ 0,00 k¢ 0,00K¢ 0,00 k¢ 0,00k¢ 0,00K¢ 0,00 k¢ 0,00 K¢
Adverse event reporting XXX 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢
(Concomitant medications/treatments XXX 0,00 K¢ 0,00 K¢ 0,00 K¢ 0,00 K¢ 0,00 K¢ 0,00 k¢ 0,00 K¢ 0,00 K¢ 0,00 k¢ 0,00 K¢

Survival and subsequent therapy follow-up: after study
treatment termination every 3 months for up to 60

months from date of randomization or until death, loss XXX 0,00 K¢ 0,00K¢ 0,00K¢ 0,00 K¢ 0,00K¢ 0,00 k¢ 0,00 K¢ 0,00K¢ 0,00 k¢ 0,00 K¢

to follow-up or study closure. Telephone contact is

acceptable

Procedure Total 0,00 k¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢ 0,00 k¢ 0,00 k¢ 0,00 K¢ 0,00 k¢ 0,00 k¢

Procedure Overhead XXX #VALUE! #VALUE! HVALUE! #VALUE! H#VALUE! #VALUE! #VALUE! H#VALUE! #VALUE! #VALUE!

Procedure Total including Overhead #VALUE! #VALUE! HVALUE! #VALUE! #VALUE! #VALUE! #VALUE! H#VALUE! #VALUE! #VALUE!

Procedure/Non-Procedure Costs:

Total Procedure/Non-Procedure including

overhead #VALUE! #VALUE! #VALUE! #VALUE! #VALUE! #VALUE! #VALUE! HVALUE! #VALUE! H#VALUE! #VALUE!
verhea

Total Subject Fees Including Overhead (all visits) #VALUE! #VALUE! HVALUE! #VALUE! H#VALUE! #VALUE! #VALUE! H#VALUE! #VALUE! #VALUE! H#VALUE!
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Total Subjects Expected:

Invoiced Items:

Unit Cost

No. of ltems

No. of Subjects

Study Start-Up Fee/Site Set-Up Fee XXX XXX XXX #VALUE!
Archiving Total Cost XXX XXX XXX #VALUE!
Screen Failures XXX XXX XXX n/a
Radionuclide bone scan (Whole body) XXX XXX XXX #VALUE!
RECIST 1.1 XXX XXX XXX #VALUE!
Survival and subsequent therapy follow-up: after study

treatment termination every 3 months up to 60 months

from date of randomization or until death, loss to follow-| XXX XXX XXX #VALUE!
up or study closure. Telephone contact is acceptable

Serum pregnancy test in women of childbearing XXX XXX XXX HVALUE!
|potential !
Urine pregnancy test in women of childbearing potential

- dosing performed at every Cycle, as well as at the |
End of Treatment visit and 60 days (£ 7 days) after R 2ot XXX HVALUE!
|last dose of Study treatment.

Coagulation test: INR for patients on XXX XXX XXX HVALUE!
coumarinderivative anticoagulant 3
Coagulation test: PT for patients on coumarinderivative |
anticoagulant XXX XXX XXX #VALUE!
Recalculation of BSA for dosing if a >10% change in XXX XXX XXX HVALUE!
weight from screening )
Subsequent Even Numbered Cycles >11 : EORTC-QLQ- |
30 XXX XXX XXX #VALUE!
Subsequent Cycles = 12 Visit

XXX XXX XXX n/a

Serious adverse events (SAE) Reporting XXX XXX XXX #VALUE!
G-CSF (Neupogen) Injection XXX XXX XXX #VALUE!
Laboratory fee XXX XXX XXX #VALUE!
Local Laboratory: Complete blood count XXX XXX XXX #VALUE!
Local Laboratory: Serum chemistry tests XXX XXX XXX #VALUE!
Local Laboratory: Hematology XXX XXX XXX #VALUE!
Hormone (estrogen and progesterone) receptor testing XXX XXX XXX #VALUE!
HER2 receptor testing if HER2 status is unknown XXX XXX XXX #VALUE!
|Invoiced Items Total #VALUE!

Radiology fees:
Procedure

Unit Cost

No. of Items

No. of Subjects

combined

Pharmacy Fees:

*CT Scan with contrast: chest XXX XXX XXX #VALUE!
*CT Scan with contrast: abdomen XXX XXX XXX #VALUE!
*CT Scan with contrast: pelvis XXX XXX XXX #VALUE!
*CT Scan with contrast: chest + abdomen + pelvis XXX XXX XXX HVALUE!
combined

*CT Scan without contrast: chest XXX XXX XXX #VALUE!
*CT Scan without contrast: abdomen XXX XXX XXX #VALUE!
*CT Scan without contrast: pelvis XXX XXX XXX #VALUE!
:g:bslﬁzg without contrast: chest + abdomen+ pelvis XXX XXX XXX HVALUE!
MRI with contrast: pelvis XXX XXX XXX #VALUE!
MRI with contrast: abdomen XXX XXX XXX #VALUE!
MRI with contrast: chest XXX XXX XXX #VALUE!
MRI with contrast: pelvis + abdomen + chest combined XXX XXX XXX HVALUE!
MRI without contrast: pelvis XXX XXX XXX #VALUE!
MRI without contrast: abdomen XXX XXX XXX #VALUE!
MRI without contrast: chest XXX XXX XXX #VALUE!
MRI without contrast: pelvis + abdomen + chest XXX XXX XXX HVALUE!

Procedure Payment in K¢
Initiation fee one-time payment XXX
Receipt of Study Drug into the Pharmacy for each receipt XXX
Dispensing of Study Drug to the clinic for each dispensing XXX
Storage of Study Drug per month XXX
Monitoring visits / Audit per hour XXX
Destruction of Study Drug one-time payment XXX
Destruction of Study Drug any other XXX
Compensation Total: Unit Cost No. of Subjects Total
Variable based upon
actual total of Unit XXX #VALUE!
Total Invoiced Items Fees Costs above
Total Subject Fees #VALUE! XXX #VALUE!

*CT Scan with contrast, or CT/MRI Scan without contrastif IV contrastis medically contraindicated, of chest, abdomen, pelvis, and any

clinically indicated sites of disease; clinical evaluation of superficial disease
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Site Costs, which exceeds the above amounts,
will require Sponsor, and /or CRO, written
approval before being eligible for payment.

U nakladi pracovisté, které presahnou vySe
uvedené <astky, bude zadavatel nebo CRO
vyZadovat pisemné povoleni pied tim, nez bude
moci byt uskute¢néna platba.

The following Payee (the “Payee”) is legally
eligible and capable to receive compensation
related to his/her performance under this
Agreement. All payments will be made to the
Payee listed in this Appendix A Table 1 below:

Nize uvedeny piijemce plateb (,,pFijemce plateb®)
je pravné zpusobily a je schopen piijimat odménu
za plnéni podle této smlouvy. Veskeré platby
budou provadény ve prospéch piijemce plateb
uvedeného v Tabulce 1 Pfilohy A niZe:

Table 1 /Tabulka 1:

PAYEE INFORMATION:
INFORMACE O PRIJEMCI PLATEB:

Payee Name:

Jméno prijemce plateb: Fakultni nemocnice v Motole

V Uvalu 84
150 06 Praha 5
Czech Republic

Payee Address:
Adresa piijemce plateb:

Payee's Tax ldentification #:

Identifikacni Cislo piijemce 00064203
plateb:

Insert VAT Identification

number: Optional C700064203

Vlozte danové identifika¢ni
¢islo platce DPH: Volitelné

Payee Bank Information:
Payments to the Payee will be made by wired bank transfer to the Payee’s
bank account or through bank check
Informace o bankovnim spojeni prijemce plateb:
Platby piijemci plateb budou uskute¢iiovany bankovnim pfevodem na
bankovni ucet prijemce plateb nebo bankovnim Sekem.

Bank Name: ‘_
Nazev banky:

Bank Address: ‘_
Adresa banky:

BIC: —
BIC kod:

IBAN: —
IBAN:

Account Number: _
Cislo uétu:

Is the bank located in the same
country as the Payee’s
address?

Sidli banka ve stejné zemi jako
prijemce plateb?

Yes/Ano

Payee Contact Information
Kontaktni idaje prijemce plateb
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Individual at Healthcare
provider to receive payment
information:

Osoba u poskytovatele
zdravotnich sluzeb pro
pfijimani informaci 0 platbach:

E-mail address:
E-mailova adresa:

Phone number:
Telefonni é&islo:

CRO

Adresa CRO pro zasilani faktur:

Address for invoices:

If sending electronically, the following must be
in the subject line to ensure timely payment:

E—l:nqolif g;lgﬂ V ptipadé¢ elektronické posty musi byt v fadku
) pifedmétu uvedeno nasledujici, aby se zajistila
v¢asna uhrada:
[17oDO-0001] (GG |
CRO’s Fax:
Fax CRO:
inVentiv Health Clinical UK Ltd,
Farnborough Business Park
1 Pinehurst Road
CRO’s Mail: Farnborough
Dorugovaci adresa CRO:  |1ants
’ GU14 7BF

United Kingdom (Velka Britanie)

Attn: Grants Management/ K rukam: Grants
Management: [170D0O-0001]
GB385756207

TERMS AND CONDITIONS

PODMINKY

Healthcare provider is designating the above
entity/person as the Payee for this Agreement.
The Healthcare provider acknowledges that the
Payee is the proper Party to receive payments
under this Agreement and that the Payee is
eligible and capable to receive compensation
related to Healthcare provider’s performance
under the Agreement.

1. Poskytovatel zdravotnich sluzeb uruje vyse

uvedenou entitu/osobu jako ptijemce plateb
pro “tcéely této smlouvy. Poskytovatel
zdravotnich sluzeb potvrzuje, Ze piijemce
plateb je fadnou stranou pro pfijimani plateb
podle této smlouvy a ze pfijemce plateb je
pravné zpusobily a schopen pfijimat odménu
za plnéni poskytovatele zdravotnich sluzeb
podle této smlouvy.

All information above from Payee must be
accurate as such Payee is solely responsible
for updating the above information and CRO

Vsechny vyse uvedené informace od piijemce
plateb musi byt ptesné s tim, ze piijemce
plateb je vyluéné odpovédny za aktualizaci
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is not responsible for payment delays due to
Payee providing inaccurate information or for
Payee failing to properly update the above
information.

vySe uvedenych informaci a CRO neni
odpovédna za opozdéné platby z dtvodu
neptesnych informaci poskytnutych pifijemcem
plateb nebo kvili tomu, Ze ptijemce plateb
neaktualizoval vy$e uvedené informace.

Healthcare provider will be fully responsible
for making any and all payments to any and all
third Parties or agents of Healthcare provider
who provide services hereunder. Healthcare
provider will monitor expenditures, in
accordance with its internal policies, to ensure
that the funds provided by CRO are spent in
connection with the performance of the Study.

Poskytovatel zdravotnich sluzeb bude zcela
odpovidat za jakékoli a vSechny uhrady plateb
kterymkoli a vSem tietim stranam nebo
zprostifedkovatelim poskytovatele zdravotnich
sluzeb, které podle tohoto dokumentu
poskytuji sluzby. Poskytovatel zdravotnich
sluzeb bude monitorovat vydaje v souladu se
svymi internimi predpisy a zajisti, ze finan¢ni
prostiedky poskytnuté ze strany CRO budou
vyuZzity v souvislosti s provadénim studie.

Payment for invoices will be made within
thirty (30) days of receipt of an original,
complete undisputed invoice which includes
the following information:

Proplaceni faktur bude uskuteénéno ve lhuté
tiiceti (30) dnl od pfijeti originalu kompletni
nesporné  faktury obsahujici  nasledujici
informace:

o Healthcare provider name,

e nazev poskytovatele zdravotnich sluzeb,

e Principal investigator name,

e jméno hlavniho zkousejiciho,

e Mailing address,

e dorucovaci adresu,

e Protocol number,

e (islo protokolu,

¢ Internal study number,

e interni &islo studie,

e Site identification number,

o identifikacni ¢islo pracoviste,

e VAT identification number

e danové identifika¢ni ¢islo platce DPH,

e |Invoice number and date

e datum a ¢islo faktury,

e Period for which the invoice is submitted

e obdobi, na které se faktura vztahuje,

o Date and description of services provided,
including patient visits covered

e datum a popis poskytnutych sluzeb, véetné
zahrnutych navstév pacienta,

e Appropriate supporting documentation
(i.e. third Party invoices, receipts.)

e piislu§nou podptrnou dokumentaci (tj.
faktury tietich stran, stvrzenky).

Invoices, which exclude any of the designated
information required as outlined in Appendix
A Section 4 above, will create delays in
payment as CRO will need to request

Faktury, které neobsahuji nékteré z
pozadovanych informaci, tak jak jsou uvedené
v Priloze A v odstavci 4, povedou ke zpozdéni
platby, protoze CRO si bude muset vyzadat
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additional information to make the payment.
CRO is not responsible for such delays and the
invoice payment timeframe will begin once
CRO has all required information to make the
payment.

dodate¢né informace, aby mohla platbu
provést. CRO neni odpovédna za takova
opozdéni a ¢asovy ramec pro thradu faktury
zane bézet, az CRO bude mit vSechny
pozadované informace k provedeni platby.

Invoices are to be submitted to the following
email address:

Faktury se budou ptedkladat na nasledujici e-
mailovou adresu:

CRO will facilitate payments to the Healthcare
provider with funds received by Sponsor, in an
amount as outlined in the Summary Table of
Cost Index and the corresponding Schedule 1
Budget. Many jurisdictions require that the
Sponsor report the payments they make,
including payments made by the CRO as the
payment facilitator. Healthcare provider agrees
that CRO and Sponsor may provide any
information regarding payments hereunder as
required by any law, regulation, order, rule or
decree.

CRO uhradi platby poskytovateli zdravotnich
sluzeb z finan¢nich prostiedkti pfijatych od
zadavatele, a to v ¢astce uvedené v souhrnné
tabulce nakladt a v pfislusném Rozpisu plateb
1 k rozpo¢tu. Mnoho jurisdikci pozaduje, aby
zadavatel oznamoval platby, které provede,
véetné plateb uhrazenych CRO jednajici jako
zprostfedkovatel plateb. Poskytovatel
zdravotnich sluzeb souhlasi, ze CRO a
zadavatel mohou  poskytnout  jakékoli
informace ohledné plateb podle této smlouvy,
které jsou pozadované jakymkoli zakonem,
nafizenim,  piikazem, pravidlem  nebo
vyhlaskou.

CRO may not make any payments to Payee
until the following are completed:

CRO nesmi provést zadné platby piijemci
plateb, dokud nebude splnéno nasledujici:

a. Full execution of this Agreement and
the delivery of the fully executed
Agreement to the CRO as a PDF or
wet ink.

a. Radné uzavieni této smlouvy a
doruceni fadné uzaviené smlouvy
CRO ve formatu PDF nebo v papirové
podobg.

b. Submission of all regulatory
documents to Sponsor and CRO; and

b. Odevzdani vSech regula¢nich
dokumentt zadavateli a CRO a

c. The Healthcare provider having EC
approval.

€. Schvaleni poskytovatele zdravotnich
sluzeb ze strany EK.

The payments made hereunder are in
consideration for the services at the rates set
forth herein. The Parties agree that over
payment or payment for services not
performed may appear to be an improper
compensation; therefore, at any time Payee has
received payments that were not earned,
including situations of an error in payment or
due to an early termination where an advance

Platby provedené podle této smlouvy jsou
protiplnénim za sluzby podle sazeb zde
stanovenych. Smluvni strany souhlasi, ze
preplatek nebo platha za neodvedené sluzby se
mohou jevit jako neopravnéna kompenzace;
proto pokud piijemce plateb kdykoli obdrzi
platby, které nebyly vydélané, vCetné situaci,
kdy platba byla provedena chybné, nebo kdyz
pfi predCasném ukonceni smlouvy byly
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payments was collected but the services were
not performed, any such payment must be
returned to CRO upon request.

uhrazeny zalohové platby, avsak sluzby nebyly
vykonané, musi byt jakakoli takova platba na
zadost vracena CRO.
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APPENDIX B: PRILOHA B:

STANDARD CONTRACTUAL CLAUSES

STANDARDNI SMLUVNiI DOLOZKY PRO

FOR THE TRANSFER OF PERSONAL DATA | PREDAVANI  OSOBNICH UDAJU ZE
FROM THE COMMUNITY TO THIRD | SPOLECENSTVI DO TRETICH ZEMI
COUNTRIES (CONTROLLER TO | (PREDAVANI SPRAVCE SPRAVCI)
CONTROLLER TRANSFERS)
EUROPEAN COMMISSION
DIRECTORATE-GENERAL JUSTICE
*****: Directorate C: Fundamental rights and Union

citizenship
Unit C.3: Data protection

Commission Decision C(2004)5271

Rozhodnuti komise C(2004)5271

SET I

SOUBOR 11

Standard contractual clauses for the transfer of
personal data from the Community to third
countries (controller to controller transfers)

Standardni smluvni dolozky pro piredavani
osobnich udaju ze Spolecenstvi do tfetich zemi
(piedavani spravce spravci)

Data transfer agreement

Dohoda o ptedani udaju

between

mezi

Fakultni nemocnice v Motole, Company ID:
00064203, domiciled at V Uvalu 84, 150 06 Praha
5, Czech Republic

Fakultni nemocnici v Motole, ICO: 00064203, se
sidlem V Uvalu 84, 150 06 Praha 5, Ceska
republika

hereinafter “data exporter”

dale jen ,,vyvozce udaji“

and

inVentiv Health Clinical UK Ltd, Company ID:
1772610, with a place of business at Farnborough
Business Park, 1 Pinehurst Road,
Farnborough, Hampshire, GU14 7BF, United
Kingdom, together with any Affiliate (“CRO”),
acting on behalf of Odonate Therapeutics, Inc.,
Tax ID No: 82-2493065 domiciled at 4747
Executive Drive, San Diego, California 92121,

inVentiv Health Clinical UK Ltd, ICO: 1772610,
se sidlem na adrese Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire, GU14
7BF, Spojené kralovstvi, spolecné s jakoukoli jeji
pfidruzenou  spole¢nosti  (,,CRO®), jednajici
jménem spoleénosti Odonate Therapeutics, Inc.,
DIC: 82-2493065, se sidlem na adrese 4747
Executive Drive, San Diego, Kalifornie 92121,
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USA and inVentiv Health Clinical, LLC, Tax ID:
41-1975147, with a place of business at 202
Carnegie Center, Suite #200, Princeton New
Jersey 08540, USA

USA a inVentiv Health Clinical, LLC, DIC: 41-
1975147, se sidlem na adrese 202 Carnegie Center,
Suite #200, Princeton New Jersey 08540, USA

hereinafter, jointly, “data importer”

dale spole¢né jen ,,dovozce udaja‘

each a “party”; together “the parties”.

kazdy jednotlive ,,strana®, spolecné ,,strany*.

Definitions

Definice

For the purposes of the clauses:

Pro ucely dolozek:

a) “personal data”, “special categories of
data/sensitive data”, “process/processing”,
“controller”, “processor”, “data subject” and
“supervisory authority/authority” shall have
the same meaning as in Directive 95/46/EC of
24 October 1995 (whereby “the authority”
shall mean the competent data protection
authority in the territory in which the data

exporter is established);

a) ,osobni udaje”, ,zvlastni kategorie
udaji/citlivé udaje*,
»Zpracovavat/zpracovani®, ,Spravee®,
»Zpracovatel®, ,subjekt udaju“ a ,,organ
dozoru/organ® maji stejny vyznam jako ve
smérnici 95/46/ES ze dne 24. fijna 1995
(pfiCemz ,,organem* Se rozumi organ
ptislusny pro ochranu udaji na tzemi, v
némz je vyvozce Gdaju usazen);

b) “the data exporter” shall mean the controller
who transfers the personal data;

b) ,vyvozcem 1udaji“ se rozumi spravce,
ktery predava osobni udaje;

¢) “the data importer” shall mean the controller
who agrees to receive from the data exporter
personal data for further processing in
accordance with the terms of these clauses and
who is not subject to a third country’s system
ensuring adequate protection;

¢) ,dovozcem 1udaji“ se rozumi spravce,
ktery se zavazuje pfijimat od vyvozce
udaji osobni tudaje za ucelem jejich
dalsiho  zpracovani v  souladu s
podminkami téchto dolozek a ktery
nepodléha systému tfeti zemé zajiStujici
odpovidajici ochranu;

d) “clauses” shall mean these contractual clauses,
which are a free-standing document that does
not incorporate commercial business terms
established by the parties under separate
commercial arrangements.

d) ,dolozkami“ se rozumi tyto smluvni
dolozky,  které  jsou  samostatnym
dokumentem, ktery neobsahuje obchodni
podminky  stanovené  Stranami \
oddélenych obchodnich ujednanich.

The details of the transfer (as well as the personal
data covered) are specified in Annex B, which

Podrobnosti predavani (a rovnéz zahrnuté osobni
udaje) jsou uvedeny v piiloze B, ktera tvofi
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forms an integral part of the clauses.

nedilnou souc¢ast dolozek.

Obligations of the data exporter

Povinnosti vyvozce udaju

The data exporter warrants and undertakes that:

Vyvozce udaji se zaru€uje a zavazuje, ze:

a) The personal data have been collected, a) osobni  udaje  byly  shromazdény,
processed and transferred in accordance zpracovany a predany v souladu se zakony
with the laws applicable to the data platnymi pro vyvozce udaju;
exporter.

b) It has used reasonable efforts to determine b) wvyvinul ptiméfené usili, aby urcil, ze je
that the data importer is able to satisfy its dovozce udaji schopen dostat svym
legal obligations under these clauses. pravnim zavazkum vyplyvajicim z téchto

dolozek;

¢) It will provide the data importer, when so C) na pozadani poskytne dovozci tdaja kopie
requested, with copies of relevant data ptislusnych zakonu 0 ochran¢ idaji nebo
protection laws or references to them odkazy na né (pokud je to vhodné, pricemz
(where relevant, and not including legal toto nezahrnuje pravni poradu) té zemé, v
advice) of the country in which the data niz je vyvozce tdaju usazen;
exporter is established.

d) It will respond to enquiries from data d) =zodpovi dotazy subjektt udaji a organu
subjects and the authority concerning tykajici se zpracovani danych osobnich
processing of the personal data by the data udajt dovozcem udajt, pokud se strany
importer, unless the parties have agreed nedohodly, ze bude takto odpovidat
that the data importer will so respond, in dovozce udaju, v kterémzto ptipadé
which case the data exporter will still vyvozce Udaji bude i tak odpovidat v
respond to the extent reasonably possible pfiméfené mozném rozsahu a na zakladé
and with the information reasonably jemu priméfené dostupnych informaci,
available to it if the data importer is pokud dovozce udaji nechce nebo nemuze
unwilling or unable to respond. Responses odpovédét. Odpovézeno bude v piiméiené
will be made within a reasonable time. lhute;

e) It will make available, upon request, a e) na pozadani zpfistupni Kkopii dolozek

copy of the clauses to data subjects who
are third party beneficiaries under clause
111, unless the clauses contain confidential
information, in which case it may remove
such information. Where information is
removed, the data exporter shall inform

subjektim udajt, Ktefi jsou opravnénou
tieti stranou podle dolozky Ill, pokud
dolozky neobsahuji diveérné informace, v
kterémzto  ptipadé milze  takovéto
informace odstranit. V piipadé, Ze jsou
informace odstranény, vyvozce udaji
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data subjects in writing of the reason for
removal and of their right to draw the
removal to the attention of the authority.
However, the data exporter shall abide by
a decision of the authority regarding
access to the full text of the clauses by
data subjects, as long as data subjects have
agreed to respect the confidentiality of the
confidential information removed. The
data exporter shall also provide a copy of
the clauses to the authority where required.

pisemné informuje subjekty udaji o
divodu odstranéni a o0 jejich pravu
upozornit na toto odstranéni organ.
Vyvozce udaji se vSak fidi rozhodnutim
organu 0 pfistupu subjektd udaja k
uplnému znéni dolozek, pokud subjekty
udajua souhlasily se zachovanim davérnosti
odstranéné davérné informace. Vyvozce
udaji také na pozadani poskytne Kopii
dolozek orgéanu.

I1. Obligations of the data importer

Il.  Povinnosti dovozce udaji

The data importer warrants and undertakes that:

Dovozce udajt se zaru€uje a zavazuje, ze:

a) It will have in place appropriate technical a) bude wuplatiovat vhodna technickd a
and organisational measures to protect the organizaéni opatfeni na ochranu osobnich
personal data against accidental or udaji proti nahodnému nebo
unlawful destruction or accidental loss, nedovolenému zni¢eni nebo nahodné
alteration, unauthorised disclosure or ztraté, ipravam, neopravnénému sdélovani
access, and which provide a level of nebo pfistupu, ktera zajisti Groven
security appropriate to the risk represented bezpeénosti  odpovidajici riziku, které
by the processing and the nature of the pfedstavuje zpracovani, a povaze udaja,
data to be protected. které maji byt chranény;

b) It will have in place procedures so that any b) bude uplatiovat postupy zajistujici, aby
third party it authorises to have access to jakakoli tfeti strana, kterou opravni Kk
the personal data, including processors, pfistupu Kk osobnim dajim, vcetné
will ~ respect and  maintain  the zpracovateld, respektovala a zachovavala
confidentiality and security of the personal duvérnost a bezpecnost osobnich udaju.
data. Any person acting under the Jakakoli osoba, ktera jedna z povéfeni
authority of the data importer, including a dovozce udaju, véetné zpracovatele tdaj,
data processor, shall be obligated to je povinna zpracovavat osobni idaje pouze
process the personal data only on podle pokyni dovozce udaju. Toto
instructions from the data importer. This ustanoveni se nevztahuje na osoby, které
provision does not apply to persons pravni nebo spravni ptedpisy opraviuji
authorised or required by law or regulation nebo povinuji K piistupu k osobnim
to have access to the personal data. udajum;

¢) It has no reason to believe, at the time of C) Vv dobé uzavieni téchto dolozek nema

entering into these clauses, in the existence
of any local laws that would have a
substantial adverse effect on the
guarantees provided for under these
clauses, and it will inform the data

divod se domnivat, ze existuji jakékoli
mistni zékony, které by mohly mit zasadni
negativni vliv na zaruky podle téchto
dolozek, a pokud se o existenci takovych
zakoni dozvi, bude informovat vyvozce
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exporter (which will pass such notification
on to the authority where required) if it
becomes aware of any such laws.

udaju (ktery toto oznameni preda organu,
pokud je to vyZadovano);

d)

It will process the personal data for
purposes described in Annex B, and has
the legal authority to give the warranties
and fulfil the undertakings set out in these
clauses.

d)

bude osobni tdaje zpracovavat za ucely
popsanymi V pfiloze B a ma pravomoc
poskytovat zaruky a plnit zavazky
stanovené v téchto dolozkach;

It will identify to the data exporter a
contact point within its organisation
authorised to respond to enquiries
concerning processing of the personal
data, and will cooperate in good faith with
the data exporter, the data subject and the
authority concerning all such enquiries
within a reasonable time. In case of legal
dissolution of the data exporter, or if the
parties have so agreed, the data importer
will assume responsibility for compliance
with the provisions of clause I(e).

uvede vyvozci tdaju kontaktni misto ve
své organizaci opravnéné odpovidat na
dotazy tykajici se zpracovavani osobnich
udaji a bude v dobré viie spolupracovat s
vyvozcem udaji, subjektem udajd a
organem pii vSech takovych dotazech v
pfiméteném case. V pripadé¢ pravniho
zruSeni vyvozce udaju nebo pokud se
strany takto dohodly, pfijima dovozce
udajii odpoveédnost za dodrzeni ustanoveni
dolozky I pism. e);

f)

At the request of the data exporter, it will
provide the data exporter with evidence of
financial resources sufficient to fulfil its
responsibilities under clause 111 (which
may include insurance coverage).

f)

na zadost vyvozce udaju poskytne vyvozci
udaji dikaz 0 dostatecnych financnich
zdrojich na spInéni svych povinnosti podle
dolozky Il (coz muze zahrnovat pojistné

kryti);

9)

Upon reasonable request of the data
exporter, it will submit its data processing
facilities, data files and documentation
needed for processing to reviewing,
auditing and/or certifying by the data
exporter (or any independent or impartial
inspection agents or auditors, selected by
the data exporter and not reasonably
objected to by the data importer) to
ascertain compliance with the warranties
and undertakings in these clauses, with
reasonable notice and during regular
business hours. The request will be subject
to any necessary consent or approval from
a regulatory or supervisory authority
within the country of the data importer,
which consent or approval the data
importer will attempt to obtain in a timely

9)

na pifiméfenou zadost vyvozce udaji
umozni, aby byly jeho zafizeni na
zpracovani udajt, datové soubory a
dokumentace potiebna pro zpracovani
podrobeny revizi, auditu a/nebo certifikaci
provedené  vyvozcem tudaji  (hebo
jakymikoli nezavislymi nebo nestrannymi
kontrolory ¢ auditory  vybranymi
vyvozcem udaju, proti kterym nevznese
dovozce udaji odtvodnéné namitky), aby
se presvéd¢il 0 dodrzovani zaruk a
zavazkli v téchto dolozkach, a to po
obdrzeni pfiméfené véasného oznameni a
béhem obvyklé provozni doby. Uvedena
zadost bude podléhat pFipadnému
nezbytnému souhlasu nebo schvaleni
regula¢niho organu nebo organu dozoru v
zemi dovozce udaju, pricemz dovozce
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fashion.

udaji se bude snazit tento souhlas nebo
schvaleni ziskat vcas;

h) It will process the personal data, at its
option, in accordance with:

h) bude osobni udaje zpracovavat, podle
vlastni volby, bud’ v souladu se:

i. the data protection laws of the
country in which the data exporter

i.  zakony 0 ochrané tdaju té zemé,
ve které je vyvozce udaju usazen

is established, or nebo
ii. the relevant provisions' of any ii.  odpovidajicimi ustanovenimi’
Commission decision pursuant to jakéhokoli  rozhodnuti  Komise

Article  25(6) of  Directive
95/46/EC, where the data importer
complies with the relevant

provisions of such an authorisation
or decision and is based in a
country to which such an
authorisation or decision pertains,
but is not covered by such
authorisation or decision for the
purposes of the transfer(s) of the
personal data?, or

podle ¢l. 25 odst. 6 smérnice
95/46/ES, pokud dovozce dat
spliuje odpovidajici ustanoveni
takovéhoto povoleni nebo
rozhodnuti a sidli v zemi, které se
takové povoleni nebo rozhodnuti
tyka, ale takové povoleni nebo
rozhodnuti se na néj pro ucely
preda(va)ni osobnich udaju
nevztahuje?, nebo

iii.  the data processing principles set
forth in Annex A.

iii.  zasadami zpracovani tdaji
stanovenymi V piiloze A

Data importer to indicate which

Dovozce udaji vyznaci zvolenou

option it selects: (iii).............. moznost:

3 TR
Initials of data Parafa dovozce
11101010 475 SO adajl:.. .o,

! “Relevant provisions” means those provisions of
any authorisation or decision except for the
enforcement provisions of any authorisation or
decision (which shall be governed by these
clauses).

! Odpovidajicimi ustanovenimi‘ se rozumi takové
ustanoveni jakéhokoli povoleni nebo rozhodnuti, s
vyjimkou vynucovacich ustanoveni jakéhokoli
povoleni nebo rozhodnuti (ktera podléhaji témto
dolozkam).

2 However, the provisions of Annex A5

concerning rights of access, rectification, deletion

2 Ustanoveni prilohy A bodu 5, tykajici se prava na
pfistup, opravu, vymaz a namitku, vSak musi byt
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and objection must be applied when this option is
chosen and take precedence over any comparable
provisions of the Commission Decision selected.

pouzity, pokud je zvolena tato moznost, a mit
prednost pfed vSemi srovnatelnymi ustanovenimi
vybraného rozhodnuti Komise.

i) It will not disclose or transfer the personal i) nesdéli ani nepfeda osobni udaje spravci
data to a third party data controller located udaju, ktery je tfeti stranou, se sidlem
outside the European Economic Area mimo Evropsky hospodaisky prostor
(EEA) unless it notifies the data exporter (EHP), s vyjimkou ptipadu, kdy o predani
about the transfer and uvédomi vyvozce udajt a

i. the third party data controller i. spravce udaju, ktery je tieti
processes the personal data in stranou, zpracovava osobni tdaje v
accordance with a Commission souladu s rozhodnutim Komise,
decision finding that a third country jimz bude shledano, ze teti zemé&
provides adequate protection, or poskytuje  odpovidajici  troven

ochrany,

ii. the third party data controller ii. spravce udaju, ktery je tieti
becomes a signatory to these clauses stranou, podepiSe tyto dolozky
or another data transfer agreement nebo jinou dohodu o piedavani
approved by a competent authority udaji schvalenou  pfislusnym
in the EU, or organem V EU;

iii.  data subjects have been given the iii.  subjektim udaji bylo umoznéno
opportunity to object, after having vznést namitku poté, co byly
been informed of the purposes of the informovany 0 ucelech predavani,
transfer, the categories of recipients kategoriich piijemcid a skute¢nosti,
and the fact that the countries to ze zemé, do kterych jsou udaje
which data is exported may have vyvazeny, mohou mit jiné normy
different data protection standards, ochrany udajt nebo
or

iv.  with regard to onward transfers of iv.  subjekty udaju daly vzhledem k
sensitive data, data subjects have dals$imu pfedavani citlivych tdaji
given their unambiguous consent to svij  jednoznaény souhlas Kk
the onward transfer dal§imu piedavani.

I11. Liability and third party rights I11.  Odpovédnost a prava tretich stran
a) Each party shall be liable to the other a) Kazda strana je odpovédna vuci druhé

parties for damages it causes by any
breach of these clauses. Liability as
between the parties is limited to actual
damage suffered. Punitive damages (i.e.

strané za Skody, které zpiisobi jakymkoli
porusenim téchto dolozek. Vzijemna
odpovédnost stran je omezena na skute¢né
utrpénou $kodu. Nahrada Skody punitivni
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damages intended to punish a party for its
outrageous conduct) are specifically
excluded. Each party shall be liable to data
subjects for damages it causes by any
breach of third party rights under these
clauses. This does not affect the liability of
the data exporter under its data protection
law.

povahy (tj. nahrada Skody s cilem potrestat
stranu za jeji hrubé chovani) je vyslovné
vylou¢ena. Kazda strana je odpovédna
vuci subjektim udaji za skody, které
zpusobi jakymkoli poruSenim prav treti
strany podle téchto dolozek. Tim neni
dotéena odpovédnost vyvozce udaji podle
jemu ptislusného prava na ochranu tudaju.

b) The parties agree that a data subject shall
have the right to enforce as a third party
beneficiary this clause and clauses I(b),
I(d), I(e), (@), li(c), li(d), li(e), lI(h),
(i), (@), V, VI(d) and VII against the
data importer or the data exporter, for their
respective breach of their contractual
obligations, with regard to his personal
data, and accept jurisdiction for this
purpose in the data exporter’s country of
establishment. In  cases involving
allegations of breach by the data importer,
the data subject must first request the data
exporter to take appropriate action to
enforce his rights against the data
importer; if the data exporter does not take
such action within a reasonable period
(which under normal circumstances would
be one month), the data subject may then
enforce his rights against the data importer
directly. A data subject is entitled to
proceed directly against a data exporter
that has failed to use reasonable efforts to
determine that the data importer is able to
satisfy its legal obligations under these
clauses (the data exporter shall have the
burden to prove that it took reasonable
efforts).

b) Strany sjednavaji, Ze subjekt tdaji ma
pravo vynucovat jako opravnéna tieti
strana tuto dolozku a dolozku I pism. b), d)
a e), dolozku Il pism. a), c), d), e), h) a i),
dolozku Il pism. a), dolozku V, dolozku
VI pism. d) a dolozku VII proti dovozci
udaji nebo vyvozci udaju, pokud tito
porusi své smluvni povinnosti Vv
souvislosti s jeho osobnimi udaji, a rovnéz
ptijimaji pro tento tcel ptislusnost soudd v
zemi, v niz je usazen vyvozce udaju. V
pripadech tykajicich se tvrzeni 0 poruseni
ze strany dovozce tdaju musi subjekt
udaju nejdiive pozadat vyvozce udaju, aby
podnikl odpovidajici kroky k vynuceni
jeho prav vuéi dovozci udaja; pokud
vyvozce Udaji tyto kroky nepodnikne v
ptimétené lhaté (ktera za normalnich
okolnosti ¢ini jeden mésic), muze subjekt
udaji sva prava vynucovat vici dovozci
udaji ptimo. Subjekt udaja je opravnén
postupovat piimo proti vyvozci udaju,
ktery nevyvinul pfiméfené usili, aby uréil,
ze je dovozce udaji schopen dostat svym
pravnim zavazkim vyplyvajicim z téchto
dolozek (vyvozce uidajii ponese bifemeno
dukazu toho, ze ptiméiené Gsili vyvinul).

1V. Law applicable to the clauses

IV.  Pravo pouzitelné na dolozky

These clauses shall be governed by the law of the
country in which the data exporter is established,
with the exception of the laws and regulations
relating to processing of the personal data by the
data importer under clause I1(h), which shall apply
only if so selected by the data importer under that
clause.

Tyto dolozky se fidi pravem zemé, ve které je
usazen vyvozce udaji, S vyjimkou pravnich a
spravnich pfedpisti vztahujicich se na zpracovani
osobnich udaja dovozcem udaju podle dolozky Il
pism. h), které plati pouze v ptipadé, ze si je
dovozce udajt podle této dolozky zvoli.
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V. Resolution of disputes with data subjects or | V.  ReSeni sporii se subjekty udaji nebo s
the authority organem

a) In the event of a dispute or claim brought a) V piipadé sporu nebo naroku vzneseného
by a data subject or the authority subjektem udaji nebo organem, které se
concerning the processing of the personal tykaji zpracovani osobnich tdaji, proti
data against either or both of the parties, jedné nebo obéma stranam, se budou
the parties will inform each other about strany vzajemné informovat o vSech
any such disputes or claims, and will takovych sporech nebo narocich a budou
cooperate with a view to settling them spolupracovat s cilem je smirné¢ a
amicably in a timely fashion. urychlen¢ urovnat.

b) The parties agree to respond to any b) Strany se zavazuji, Zze budou reagovat na
generally available non-binding mediation kazdé obecné  dostupné  nezavazné
procedure initiated by a data subject or by mediaéni fizeni zahajené subjektem udaju
the authority. If they do participate in the nebo organem. Pokud se strany fizeni
proceedings, the parties may elect to do so ucastni, mohou si zvolit ucinit tak na dalku
remotely (such as by telephone or other (napriklad telefonicky nebo pomoci jinych
electronic means). The parties also agree elektronickych prosttedki). Strany se také
to consider participating in any other zavazuji, Ze zvazi sVvou ucast na jakychkoli
arbitration, mediation or other dispute ostatnich rozhod¢ich, media¢nich ¢i jinych
resolution proceedings developed for data fizenich k feSeni sporli vyvinutych pro
protection disputes. spory tykajici se ochrany tdaju.

c) Each party shall abide by a decision of a c) Kazda strana se bude ftidit rozhodnutim
competent court of the data exporter’s ptislusného soudu zemé, v niz je usazen
country of establishment or of the vyvozce udaji, nebo organu, které je
authority which is final and against which kone¢né a proti kterému neni mozné podat
no further appeal is possible. 7adny dalsi opravny prostiedek.

VI. Termination VI.  Vypovézeni

a) In the event that the data importer is in a) Pokud dovozce udaji porusi své zavazky
breach of its obligations under these podle téchto dolozek, mize vyvozce udaji
clauses, then the data exporter may docasné zastavit predavani osobnich udaji
temporarily suspend the transfer of dovozci tdaji, dokud neni poruseni
personal data to the data importer until the napraveno nebo smlouva vypovézena.
breach is repaired or the contract is
terminated.

b) In the event that: b) V pripade, ze:
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the transfer of personal data to the
data importer has been temporarily
suspended by the data exporter for
longer than one month pursuant to
paragraph (a);

vyvozce Udaji docasné pozastavi
predavani osobnich udaju dovozci
udaji na dobu delsi nez jeden
mésic podle odstavce a),

compliance by the data importer
with these clauses would put it in
breach of its legal or regulatory
obligations in the country of
import;

dodrzeni téchto dolozek ze strany
dovozce udaji by vedlo k tomu, ze
by porusil své zavazky podle
pravnich nebo spravnich predpist
v zemi dovozu,

the data importer is in substantial
or persistent breach of any
warranties or undertakings given
by it under these clauses;

dovozce udaju zasadné nebo trvale
poruSuje jakékoli zaruky nebo
zavazky, které poskytl v ramci
téchto dolozek,

a final decision against which no
further appeal is possible of a
competent court of the data
exporter’s country of
establishment or of the authority
rules that there has been a breach
of the clauses by the data importer
or the data exporter; or

podle kone¢ného rozhodnuti, proti
némuz neni mozné podat zadny
dalsi opravny prostredek,
vyneseného piislusnym soudem
zemé, V niZ je usazen vyvozce
udaji, nebo organu, doSlo Kk
poruseni  dolozek ze  strany
dovozce udaji nebo vyvozce Gdaji
nebo

a petition is presented for the
administration or winding up of
the data importer, whether in its
personal or business capacity,
which petition is not dismissed
within the applicable period for
such dismissal under applicable
law; a winding up order is made; a
receiver is appointed over any of
its assets; a trustee in bankruptcy
is appointed, if the data importer is

an individual; a  company
voluntary arrangement is
commenced by it; or any
equivalent  event in any

jurisdiction occurs

je podana zadost 0 konkursni
spravu nebo likvidaci dovozce
udaju, at’ jiz v jeho osobnim nebo
obchodnim postaveni, pficemz
zadost neni zamitnuta v pfislusné
lhat¢ pro  takové  zamitnuti
stanovené platnym pravem; je
vydan likvida¢ni ptikaz soudu; je

jmenovan nuceny spravce
jakéhokoli  jeho  majetku; je
jmenovan  spravce  konkursni

podstaty, je-li dovozce udaju
fyzickou osobou; je jim zahajeno
mimosoudni narovnani; nebo dojde
k rovnocennému ftizeni v jakékoliv
jurisdikci,

then the data exporter, without prejudice to
any other rights which it may have against

potom je vyvozce dajt, aniz jsou dotéeny
jeho pripadné jiné naroky vici dovozci
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the data importer, shall be entitled to
terminate these clauses, in which case the
authority shall be informed where
required. In cases covered by (i), (ii), or
(iv) above the data importer may also
terminate these clauses.

udaju, opravnén vypoveédét tyto dolozky, v
kterémzto piipadé¢ bude, pokud je to
vyzadovéano, uvédomen organ. V piipadech
zahrnutych ve vySe uvedenych bodech i),
i) nebo iv) muze dovozce udaju tyto
dolozky také vypovedét.

¢) Either party may terminate these clauses if c) Kazda ze stran muize tyto dolozky
(i) any Commission positive adequacy vypovédét, pokud i) je vydano jakékoli
decision under Article 25(6) of Directive kladné rozhodnuti Komise 0 odpovidajici
95/46/EC (or any superseding text) is urovni podle ¢l. 25 odst. 6 smérnice
issued in relation to the country (or a 95/46/ES (nebo jakéhokoli ptedpisu, ktery
sector thereof) to which the data is tento piedpis nahradi) tykajici se zemé
transferred and processed by the data (nebo jejiho odvétvi), do které dovozce
importer, or (ii) Directive 95/46/EC (or udaji udaje pfedava a v niz tudaje
any superseding text) becomes directly zpracovava, nebo ii) se smérnice 95/46/ES
applicable in such country. (nebo jakykoli piedpis, ktery tento ptedpis
nahradi) stane v takové zemi piimo

pouzitelnou.
d) The parties agree that the termination of d) Strany sjednavaji, ze vypovézeni téchto

these clauses at any time, in any
circumstances and for whatever reason
(except for termination under clause VI1(c))
does not exempt them from the obligations
and/or conditions under the clauses as
regards the processing of the personal data
transferred.

dolozek kdykoli, za jakychkoli okolnosti a
z jakéhokoli divodu (kromé vypovezeni
podle dolozky VI pism. c)) je nezbavuje
zavazki a/nebo podminek podle téchto
dolozek, pokud jde o0 zpracovani
predanych tdaja.

VII.  Variation of these clauses

VII. Zména doloZek

The parties may not modify these clauses except to
update any information in Annex B, in which case
they will inform the authority where required. This
does not preclude the parties from adding
additional commercial clauses where required.

Strany nesmi tyto dolozky meénit, S vyjimkou
aktualizace jakékoli informace v piiloze B, v
kterémzto ptipadé¢ budou, pokud je to tfeba,
informovat organ. TO stranam nebrani v ptfidavani
dopliyjicich obchodnich dolozek, pokud je to
tieba.

VIIIl. Description of the Transfer

VIIl.  Popis pred4vani

The details of the transfer and of the personal data
are specified in Annex B. The parties agree that
Annex B may contain confidential business
information which they will not disclose to third

Podrobnosti piedavani a osobnich tudaju jsou
specifikovany v ptiloze B. Strany sjednavaji, ze
priloha B muze obsahovat dtvérmné obchodni

informace, které nesdéli tfetim stranam, vyjma
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parties, except as required by law or in response to
a competent regulatory or government agency, or
as required under clause I(e). The parties may
execute additional annexes to cover additional
transfers, which will be submitted to the authority
where required. Annex B may, in the alternative,

ptipadu, kdy to vyzaduje zakon, kdy se tak déje v
odpovédi ptislusné regulac¢ni nebo vladni agentufe,
nebo podle poZzadavku v dolozce | pism. €). Strany
mohou sjednat dalsi piilohy tykajici se dalSich
predavani, které budou ptfedlozeny organu, pokud
je to vyZadovano. Pfiloha B mize byt alternativné

be drafted to cover multiple transfers. navrzena tak, aby zahrnovala vétsi pocet
predavani.
Dated: ..o DNE.

FOR DATA IMPORTER

ZA DOVOZCE UDAJU

FOR DATA EXPORTER

ZA VYVOZCE UDAJU
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ANNEX A PRILOHA A

DATA PROCESSING PRINCIPLES ZASADY ZPRACOVANI UDAJU

processed and subsequently used or further
communicated only for purposes described
in Annex B or subsequently authorised by
the data subject.

1. Purpose limitation: Personal data may be 1. Omezeni ucelu: osobni udaje se musi

zpracovat a nasledné pouzivat nebo dale
sdélovat pouze pro ucely uvedené v
ptiloze B nebo nasledné¢ schvalené
subjektem udaju.

Data quality and proportionality: Personal
data must be accurate and, where
necessary, kept up to date. The personal
data must be adequate, relevant and not
excessive in relation to the purposes for
which they are transferred and further
processed.

Kvalita a pfiméfenost tidajii: osobni udaje
musi byt pfesné a tam, kde to je nutné,
aktualizované. Udaje musi byt pfiméfené,
relevantni a nikoli piebyte¢né ve vztahu k
ucelim, pro které jsou predavany a dale
zpracovavany.

Transparency: Data subjects must be
provided with information necessary to
ensure fair processing (such as information
about the purposes of processing and
about the transfer), unless such
information has already been given by the
data exporter.

Prtihlednost: subjektim tdaji musi byt
poskytnuty informace nezbytné pro
zajisténi fadného zpracovani (naptiklad
informace o0 tcelech zpracovani a o
predavani), pokud jiz tyto informace
nebyly poskytnuty vyvozcem tudaju.

Security and confidentiality: Technical and
organisational security measures must be
taken by the data controller that are
appropriate to the risks, such as against
accidental or unlawful destruction or
accidental loss, alteration, unauthorised
disclosure or access, presented by the
processing. Any person acting under the
authority of the data controller, including a
processor, must not process the data
except on instructions from the data
controller.

Bezpecnost a divérnost: spravce udaji
musi pfijmout technickd a organizacni
bezpeCnostni  opatfeni,  ktera  jsou
pfimétena rizikim vyskytujicim se v
souvislosti se zpracovanim, jako napiiklad
proti nahodnému nebo nedovolenému
zniCeni ¢i nédhodné ztrat€é, upravam,
neopravnénému sdélovani nebo pristupu.
Kazda osoba jednajici na zaklade
opravnéni  spravce  udaji,  vcetné
zpracovatele, smi tidaje zpracovavat pouze
na zéklad¢ pokynut spravce udaji.

Rights of access, rectification, deletion and
objection: As provided in Article 12 of
Directive 95/46/EC, data subjects must,
whether directly or via a third party, be

Pravo na pfistup, opravu, vymaz a
namitku: jak je stanoveno v ¢élanku 12
smérnice 95/46/ES, subjektim udaji musi
byt, bud’ pfimo nebo prosttednictvim tieti
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provided with the personal information
about them that an organisation holds,
except for requests which are manifestly
abusive, based on unreasonable intervals
or their number or repetitive or systematic
nature, or for which access need not be
granted under the law of the country of the
data exporter. Provided that the authority
has given its prior approval, access need
also not be granted when doing so would
be likely to seriously harm the interests of
the data importer or other organisations
dealing with the data importer and such
interests are not overridden by the interests
for fundamental rights and freedoms of the
data subject. The sources of the personal
data need not be identified when this is not
possible by reasonable efforts, or where
the rights of persons other than the
individual would be violated. Data
subjects must be able to have the personal
information  about them rectified,
amended, or deleted where it is inaccurate
or processed against these principles. If
there are compelling grounds to doubt the
legitimacy of the request, the organisation
may require further justifications before
proceeding to rectification, amendment or
deletion. Notification of any rectification,
amendment or deletion to third parties to
whom the data have been disclosed need
not be made when this involves a
disproportionate effort. A data subject
must also be able to object to the
processing of the personal data relating to
him if there are compelling legitimate
grounds relating to his particular situation.
The burden of proof for any refusal rests
on the data importer, and the data subject
may always challenge a refusal before the
authority.

strany, poskytnuty osobni informace o
nich, které organizace ma, s vyjimkou
pozadavki, které jsou vzhledem ke své
nepiiméfené frekvenci nebo poctu nebo
opakovanosti  ¢i  soustavnosti  zjevné
ptehnané, nebo pro néZ nemusi byt pistup
umoznén podle prava zemé vyvozce tdaju.
Za piedpokladu, ze organ vydal pfedchozi
souhlas, nemusi byt pfistup umoznén také
tehdy, pokud by to pravdépodobné vazné
poskodilo zajmy dovozce tdaji nebo
organizaci, které s dovozcem tudaji
obchoduji, a takové =zajmy nejsou
ptrevyseny zajmy zakladnich prav a svobod
subjektu tdaji. Pavod osobnich udaju
nemusi byt 0zna¢en, pokud to neni mozné
za pouziti pfiméteného usili nebo pokud
by byla porusena prava osob jinych nez
dotéené fyzické osoby. Subjekty udaju
musi mit moznost nechat osobni
informace, které se jich tykaji, opravit,
zménit nebo vymazat, pokud jsou nepiesné
nebo jsou zpracovany V rozporu s témito
zasadami. Pokud existuji vazné duvody
pro zpochybnéni opravnénosti uvedeného
pozadavku, mulze organizace pied
pfistoupenim K opravé, zméné¢ nebo
vymazu pozadovat dalsi odivodnéni.
Oznameni v8ech tprav, zmén nebo
vymazu tietim stranam, kterym byly tdaje
sdéleny, neni nutné, pokud by to
vyzadovalo neumérné usili. Subjekty
udaji musi mit rovnéz moznost vznést z
vaznych a legitimnich davodi
souvisejicich s jeho osobni situaci namitku
proti zpracovani osobnich udaju, které se
ho tykaji. Dukazni biemeno lezi v ptipadé
jakéhokoliv odmitnuti na dovozci tdaju a
subjekt udaji muZze vzdy U organu
odmitnuti napadnout.

Sensitive data: The data importer shall
take such additional measures (e.g.
relating to security) as are necessary to
protect such sensitive data in accordance
with its obligations under clause II.

Citlivé udaje: dovozce udaju piijme takova
dodate¢na opatteni (napriklad
bezpecnostni), kterd jsou nebytna pro
ochranu citlivych tdaja v souladu s jeho
povinnostmi podle dolozky II.

Data used for marketing purposes: Where
data are processed for the purposes of
direct marketing, effective procedures

Udaje pouzivané pro ucely marketingu:
zpracovavaji-li se udaje pro ucely pfimého
marketingu, mély by existovat ucinné
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should exist allowing the data subject at
any time to “opt-out” from having his data
used for such purposes.

postupy umoznujici  subjektu  udaju
kdykoli ,,zvolit vynéti®, aby tdaje 0 ném
jiz nebyly vyuzivany K takovym G¢elim.

Automated decisions: For purposes hereof 8. Automatizovana rozhodnuti: pro tucely
“automated decision” shall mean a téchto dolozek se ,automatizovanym
decision by the data exporter or the data rozhodnutim® rozumi rozhodnuti vyvozce
importer which produces legal effects udaji nebo dovozce udaji, které vuci
concerning a data subject or significantly subjektu tdajt zaklada pravni ucinky nebo
affects a data subject and which is based které se subjektu tdaji vyznamné dotyka,
solely on automated processing of pfijaté vyluéné na zaklade
personal data intended to evaluate certain automatizovaného  zpracovani  udaju
personal aspects relating to him, such as ur¢eného k hodnoceni urcitych rysi jeho
his performance at work, creditworthiness, osobnosti, naptiklad pracovniho vykonu,
reliability, conduct, etc. The data importer duvéryhodnosti, spolehlivosti, chovani atd.
shall not make any automated decisions Dovozce udaju neudini zadné
concerning data subjects, except when: automatizované rozhodnuti tykajici se
subjekti udaji, s vyjimkou piipadd, kdy:
a) a)

i. such decisions are made by the i. jsou takova rozhodnuti u¢inéna
data importer in entering into or dovozcem udaju pti uzavirani
performing a contract with the nebo plnéni smlouvy se
data subject, and subjektem udaju a

ii. the data subject is given an

opportunity to discuss the results ii. jesubjektu udaju dana pfileZitost
of a relevant automated decision projednat vysledky piislusného
with a representative of the automatizovaného rozhodnuti se
parties making such decision or zastupcem strany provadgéjici
otherwise to make takové rozhodnuti nebo jinak
representations to that parties. udinit této strané prohlasent,

or nebo

b) where otherwise provided by the law
of the data exporter.

b) pravni pfedpisy platné pro vyvozce udaji

stanovi jinak.
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ANNEX B PRILOHA B
DESCRIPTION OF THE TRANSFER POPIS PREDANI
(To be completed by the parties) (vyplni strany)
Data subjects Subjekty udaju
The personal data transferred concern the | Pfedavané osobni udaje se tykaji nasledujicich
following categories of data subjects: kategorii subjektd udaju:

e  Study team members, including principal e Clenii studijniho tymu, véetné hlavniho
investigator, sub-investigators, research zkousejiciho, Spolu zkousejicich,
staff of any clinical study sponsored by vyzkumnych pracovnikil klinického
Odonate Therapeutics, Inc., and hodnoceni zadaného spolecnosti Odonate
conducted by the Data Exporter in Therapeutics, Inc. a provadeného
accordance with a Clinical Study vyvozcem udajii podle smlouvy 0 klinickém
Agreement between the CRO and the Data hodnoceni mezi CRO a vyvozcem udajit.
Exporter.

e Patients (to the extent codified data could o  Pacientii (V mire, V které by mohly byt
be deemed personal data). kodifikované udaje povazoviny za osobni

udaje).
Purposes of the transfer(s) Ukely pireda(va)ni
The transfer is made for the following purposes: Piedani je provadéno pro tyto ucely:

e To provide assistance and/or supervise the e  Poskytnout pomoc a/nebo dohled nad
performance of the Clinical Study provddénim smlouvy o klinickém
Agreement. hodnocen/

e To conduct the study, including any post- o Vykonavat klinické hodnoceni, véetné
study activities (such as data pripadnych naslednych cinnosti po
reconciliation). klinickém hodnoceni (jako je odsouhlaseni

udajii)

e To carry out professional performance e  Provést odborné vyhodnoceni vykonnosti
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evaluation.

e To determine the involvement of the data
subjects in future research/studies.

o Urcit zahrnuti subjektii udajii v budoucim
vyzkumu/klinickych hodnocenich

e To comply with any regulatory
requirements.

o Dodrzet vSechny regulacni pozadavky

Categories of data

Kategorie udaja

The personal data transferred the

following categories of data:

concern

Predavané osobni udaje se tykaji nasledujicich
kategorii udaju:

e Study team members: Name, business
contact details, CV details, role performed
in the study.

e Cleni studijniho tymu: Jméno, pracovni
kontaktni udaje, Zivotopis, funkce v
klinickem hodnoceni.

e Patients: no identifiable data is
transferred by the data exporter to the
data importer.

e Pacienti: Zadné identifikovatelné udaje
nejsou preddvany vyvozcem udajii dovozCi
udaji.

Recipients

Pijemci

The personal data transferred may be disclosed
only to the following recipients or categories of
recipients:

S pfedavanymi osobnimi udaji mohou byt
seznameni pouze tito piijemci nebo kategorie
prijemct:

o  The business units of the Data Importer’s
group (world-wide), which are dealing
from time to time with the purposes
mentioned above.

e  Obchodni jednotky skupiny dovozce udajii
(celosvetoveé), které se prilezitostné
zabyvaji vySe uvedenymi ucely

e IT vendors providing technical support to
the Data Exporter in connection with the
databases where the personal data are
processed.

o IT dodavatelé poskytujici technickou
podporu vyvozci udajii Ve spojeni S
databdzemi, kde se osobni tidaje
zpracovavaji.

e Representatives of the study sponsor who
are conducting monitoring or auditing

e Zastupci zadavatele klinického hodnocenti,
kteri provadeji kontrolni a auditorské
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activities.

cinnosti.

e Regulatory authorities world-wide.

o Regulacni urady po celém svete.

Sensitive data (if appropriate)

Citlivé udaje (jsou-li pfedmétem predavani)

The personal data transferred concern the

following categories of sensitive data:

Predavané osobni udaje se tykaji téchto kategorii
citlivych udaji:

e None. In particular, patients’ medical
information is previously codified by the
data exporter in such a way that this
medical information cannot be attributed
to a specific patient without the use of the
code, whereas such code is kept separately
by the data exporter and is subject by the
data exporter to technical and
organisational measures to ensure non-
attribution to an identified or identifiable
patient.

e Zadné. Zejména zdravotni informace
pacientii jSOU piedem kodifikovany
vyvozcem udajii takovym zpiisobem, Ze tyto
zdravotni informace nemohou byt
prirazeny ke konkrétnimu pacientovi bez
pouziti kodu, ktery je vivozcem udajii
uchovdavan oddelené a je vyvozcem udajii
zabezpecen prostiednictvim technickych a
organizacnich opatieni K zajisténi toho,
aby nemohl byt prifazen
K identifikovanému nebo
identifikovatelnému pacientovi.

Data protection registration information of data
exporter (where applicable)

Informace o registraci vyvozce udaji s ohledem
na ochrana udaju (jsou-li k dispozici)

e Not applicable

o Neaplikuje se

Additional useful information (storage limits and
other relevant information)

Dalgi uzite¢né informace (doby uchovani a dalsi
relevantni informace)

o Personal data shall be kept as long as they
are necessary for the purposes for which
the data were transferred as described
hereunder.

o Osobni udaje musi byt uchovavany tak
dlouho, jak je nezbytné pro ucely, pro
ktere byly udaje predany, jak je popsdano v
tomto dokumentu.

Contact points for data protection enquiries

Kontaktni mista pro Setfeni na ochranu

osobnich udaji

Data importer

Dovozce udaja
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I CFo

Odonate Therapeutics, Inc.
4747 Executive Dr., Suite 510
San Diego, CA 92121 USA

I CFo

Odonate Therapeutics, Inc.
4747 Executive Dr., Suite 510
San Diego, CA 92121 USA

Data exporter

Vyvozce udaju

Separate department of the Data Protection Officer
Fakultni nemocnice v Motole

V Uvalu 84

150 06 Praha 5 — Motol

Czech Republic

Samostatné oddéleni
0sobnich udajt
Fakultni nemocnice v Motole
V Uvalu 84

150 06 Praha 5 — Motol
Ceska republika

povéfence pro ochranu
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