-CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

THIS CLINICAL TRIAL AGREEMENT (the
“Agreement”) is made and entered into as of the
date of last signature (the “Validity Date”), by
and among:

TUTO SMLOUVU O PROVEDENI KLINICKEHO
HODNOCENI (déle jen ,, “Smlouva“) uzaviraji nize
uvedeného dne (ddle jen “Datum platnosti”) mezi
sebou:

ImmunoGen, Inc., with an address at 830
Winter Street, Waltham, MA 02451-1477, USA
(“Sponsor”),

spole¢nost ImmunoGen, Inc., se sidlem 830
Winter Street, Waltham, MA 02451-1477, USA
(déle jen ,,Zadavatel),

Fakultni nemocnice Hradec Kralové

with its business address Sokolskd 581, 500 05
Hradec Krédlové — Novy Hradec Krilové, Czech
Republic, ID No. 00179906, VAT ID:
CZ00179906, represented by prof. MUDr.
Vladimir Palicka, CSc., dr. h. c. — hospital
director (“Institution”) and

Fakultni nemocnici Hradec Kralové

se sidlem Sokolskd 581, 500 05 Hradec Krilové —
Novy Hradec Krélové, Ceskd republika, IC
00179906, DIC CZ00179906, zastoupenou prof.
MUDr. Vladimirem Palickou, CSc., dr. h. c.,
feditelem (ddle jen ,,Poskytovatel zdravotnich
sluzeb*), a

having an address at Porodnickd a gynekologickd
klinika Fakultni nemocnice Hradec Kralové
(“Investigator”).

Porodnickd a gynekologickd klinika Fakultni
nemocnice Hradec Kralové,

(dale jen ,,ZkousSejici“).

Sponsor, Institution and Investigator may
be referred to individually as a “Party” and
collectively as the “Parties.”

Zadavatel, Poskytovatel zdravotnich sluZeb
a zkousSejici jsou ddle jednotlivé oznacCovani jako
,2Smluvni strana“ a spole¢né jako ,,Smluvni
strany.

WHEREAS, Sponsor wishes to support a clinical
trial entitled: “FORWARD 1: A Randomized,
Open Label Phase 3 Study to Evaluate the Safety
and Efficacy of Mirvetuximab Soravtansine
_ Versus Investigator's Choice of
Chemotherapy in Women with Folate Receptor a-
positive Advanced Epithelial Ovarian Cancer,
Primary Peritoneal Cancer or Fallopian Tube
Cancer”, under protocol || . including
all amendments thereto, which in each case shall
be automatically incorporated therein (the
“Protocol”) for the following Study Drug:

B (e “Study Drug”)

VZHLEDEM K TOMU, ZE Zadavatel si pieje

podpofit  klinické  hodnoceni s  ndzvem:
,.,FORWARD 1: Randomizovand oteviena studie
faze 3 hodnotici bezpeCnost a ucinnost
mirvetuximabu  soravtansinu v

porovnéni s chemoterapii podle volby zkousejiciho
u Zen s pokrocilym epitelidlnim karcinomem
ovaria, primdrnim karcinomem peritonea nebo
vejcovodu pozitivnim na alfa foldtovy receptor®,
podle protokolu || vcetne jakychkoliv
dodatkdt k nému, které do ného budou v kazdém
pripad¢€ automaticky v¢lenény (déle jen ,,Protokol*)
pro nésledujici Hodnoceny 1éCivy piipravek:
B (Jilc jen  Hodnoceny 1é&ivy pripravek®)

WHEREAS, Sponsor has authorized Novella
Clinical, LLC, 1700 Perimeter Park Drive,
Morrisville, NC 27650, USA, whose authorized
representative for EU is Novella Clinical Ltd.,
seated at Abel Smith House, Gunnels Wood Road
Stevenage, Herts, SG1 2BT, United Kingdom
(“CRO”), together with its affiliates, to act on

VZHLEDEM K TOMU, ZE Zadavatel povéfil
spolecnost Novella Clinical, LLC, se sidlem 1700
Perimeter Park Drive, Morrisville, NC 27650,
USA, jejimz zastupcem pro EU je spolecnost
Novella Clinical Ltd., se sidlem 500 Abel Smith
House, Gunnels Wood Road Stevenage, Herts, SG1
2BT, Velkd Britanie (,,CRO*), spole¢né s jejimi

behalf of Sponsor to arrange and administer the | pobockami k jedndni jménem Zadavatele
DUVERNE
Vzor smlouvy o klinickém hodnoceni (CTA) spole¢nosti Novella, EU
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Study (as defined below), and Sponsor may by
written notice to Institution subsequently
designate another organization for this purpose.

zaméfenému na uspofdddni a spravu Studie (jak
jsou definovany nize), a Ze Zadavatel muze
pisemné ozndmit Poskytovateli zdravotnich sluZeb
ndsledné jmenovani jiné organizace pro tento ucel.

WHEREAS, Sponsor wishes to sponsor the above-
referenced clinical study (the “Study”) at
Institution of the Study Drug identified above.
Investigator, who is an employee of the
Institution and experienced in the conduct of
clinical research studies in humans, desires to
participate in the Study as a clinical investigator
at the Institution and Sponsor desires that
Investigator participate in the Study. Sponsor,
Institution, and Investigator have agreed that the
Study will be conducted at the Institution under
the terms and conditions set forth in this
Agreement.

VZHLEDEM K TOMU, ZE Zadavatel si pfeje
sponzorovat vySe uvedené klinické hodnoceni (dile
jen ,Studie”) vramci Poskytovatele zdravotnich
sluZzeb s vySe uvedenym Hodnocenym ptipravkem.
ZkouSejici, ktery je zaméstnanec Poskytovatele
zdravotnich sluZeb a ma zkuSenosti s provddénim
klinickych vyzkumnych studii u lidi, si pfeje
podilet se na Studii jako klinicky zkouSejici v rdmci
Poskytovatele zdravotnich sluZeb a Zadavatel si
pieje, aby se ZkouSejici na Studii podilel.
Zadavatel, Poskytovatel zdravotnich sluZzeb a
ZkouSejici souhlasi, Ze Studie bude provedena
vramci Poskytovatele zdravotnich sluzeb za
podminek stanovenych v této Smlouvé.

NoOw, THEREFORE, in consideration of the
foregoing and the mutual covenants and promises
set forth in this Agreement and other good and
valuable consideration, the receipt and adequacy
of which are hereby acknowledged, the Parties
agree as follows:

NYNI TUDIZ pii zvdzeni pfedchozich informaci a
vzijemnych dohod a slibl stanovenych v této
Smlouvé a dalSich pfinosnych uvédZeni, jejichz
prijeti a dostateCnost jsou timto potvrzeny, se
Smluvni strany dohodly ndsledovné:

1. SCOPE OF SERVICES

1. ROZSAH SLUZEB

1.1 Study Protocol. Institution and
Investigator may not reassign the conduct of the
Study to a different investigator without prior
written authorization from Sponsor. Any
replacement Investigator will be required to agree
to the terms and conditions of this Agreement in a
separate writing. In the event CRO or Sponsor
does not approve a replacement Investigator,
CRO or Sponsor may terminate this Agreement in
accordance with the termination provisions
below. Sponsor or CRO shall obtain approval
from the governing Ethics Committee(s) (the
“EC(s)’) for the Protocol and the informed
consent form before initiation of the Study.
Sponsor or CRO will provide Institution with a
copy of each such approval, together with all
relevant correspondence with the EC regarding
such approval. In addition, Sponsor or CRO will
coordinate with the EC to obtain review and
approval in writing of any amendments made to
the Protocol or ICF (as defined below). The
Parties acknowledge and agree that no change to
the Protocol, ICF, or any other Study-related
document shall be made without the prior written

1.1 Protokol Studie.  Poskytovatel
zdravotnich sluzeb a ZkouSejici nesmi povéfit
provedenim Studie jiného zkouSejictho bez
pfedchoziho pisemného svoleni od Zadavatele.
Jakykoli ndhradni ZkouSejici bude muset souhlasit
s podminkami této Smlouvy v samostatné pisemné
formé. V piipadé, Ze CRO nebo Zadavatel
neschvali ndhradniho Zkousejictho, mize CRO
nebo Zadavatel ukoncit tuto Smlouvu v souladu
sustanovenimi o ukonfeni uvedenymi niZe.
Zadavatel ¢i CRO ziskaji schvdleni z pfislusné(-
ych) etické(-ych) komise(-i) (ddle jen ,,EK*) pro
Protokol a informovany souhlas pfed zahdjenim
Studie. CRO poskytne Poskytovateli zdravotnich
sluZzeb kopii kaZzdého takového schvéleni spolu s
veSkerou pfislusnou korespondenci s EK ohledné
takového schvileni. Kromé toho Zadavatel bude
koordinovat s EK kroky pro ziskdni a pisemné
schvaleni jakychkoli dodatkii provedenych v
Protokolu nebo Formuléfi informovaného souhlasu
(definované nize). Smluvni strany potvrzuji a
souhlasi, Ze nebude provedena ziddnd zména
Protokolu, Formulafe informovaného souhlasu
nebo jiného dokumentu souvisejiciho se Studii bez
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consent of Sponsor and CRO. Any change to the
Protocol or any other Study document that is
agreed upon in writing by Sponsor and CRO is

pfedchoziho pisemného souhlasu Zadavatele a
CRO. Jakédkoli zména Protokolu nebo jakéhokoli
jiného dokumentu Studie, kterd je odsouhlasena

incorporated into this Agreement by this | pisemné¢ Zadavatelem a CRO, je soucdsti této
reference. Smlouvy prostfednictvim tohoto odkazu.

1.2 Protocol Deviation/Prompt 1.2 Odchylky od
Notice. Deviations from the Protocol are not | protokolu/Okamzité oznameni. Odchylky

permitted except when necessary to protect the
safety, rights or welfare of subjects enrolled in
the Study. Institution and/or Investigator will,
within two (2) business day from occurrence, or
such shorter time as may be specified in the
Protocol, notify Sponsor in writing of any (a)
deviation from the Protocol, including any
deviations necessary to protect the safety, rights
or welfare of subjects enrolled in the Study, (b)
serious adverse event (as defined in the Protocol)
which occurs to a subject in the Study or (c)
communication  with a  regulatory or
governmental agency concerning (i) the Study,
including any requests to inspect, examine, copy
or remove records of the Study, (ii) another study
which might have an impact on the Study, (iii)
any facility(ies) of Institution at which any Study-
related activity is being performed, (iv) any
Institution or Investigator personnel involved in
the Study (including but not limited to
Investigator), or (v) the qualification of
Institution or Investigator to perform the Study.
In addition, Institution and/or Investigator will
promptly report to Sponsor any adverse event (as
defined in the Protocol) which occurs to a subject
enrolled in the Study. Sponsor will promptly
advise Institution and Investigator of adverse
reactions or side-effects related to the Study Drug
which may become known to the Sponsor during
the course of the Study.

Protokolu nejsou povoleny kromé situaci, kdy je to
nutné pro ochranu bezpecnosti, prdv nebo zdravi
subjekti  hodnoceni zafazenych do Studie.
Poskytovatel zdravotnich sluZeb a/nebo Zkousejici
bude béhem dvou (2) pracovnich dnl od vyskytu
nebo v krats$i dobé podle ptipadnych specifikaci v

Protokolu informovat Zadavatele pisemné o
jakékoli (a) odchylce od Protokolu, v&etné
jakychkoli  odchylek nutnych pro ochranu

bezpecnosti, prav nebo zdravi subjektti hodnoceni
zatazenych do Studie, (b) zdvazné neZadouci
pithodé (definované v Protokolu), kterd se objevi u
subjektu ve Studii nebo (c¢) komunikaci s
regulaénim nebo vlddnim organem tykajici se (i)
Studie, v¢etné jakychkoli poZadavkil na inspekci,
vySetieni, kopii nebo odstranéni zdznamu Studie,
(ii) jiné studie, kterd mize mit dopad na Studii, (iii)
jakémkoli (jakychkoli) pracovisti(-ich)
Poskytovatele zdravotnich sluzeb, ve kterych je
provddéna aktivita souvisejici se Studii, (@{v)
veSkerého persondlu Poskytovatele zdravotnich
sluZeb nebo ZkousSejiciho, ktery se ucastni Studie
(mimo jiné vletné Zkousejictho) nebo (v)
kvalifikace Poskytovatele zdravotnich sluZzeb nebo
ZkouSejiciho pro provadéni Studie. Kromé toho
Poskytovatel zdravotnich sluzeb a/nebo Zkousejici
ihned ozndmi Zadavateli jakoukoli neZadouci
ptihodu (definovanou v Protokolu), kterd se objevi
u subjektu zatazeného do Studie. Zadavatel bude
ihned informovat Poskytovatele zdravotnich sluzeb
a ZkouSejictho o nezddoucich dtcincich nebo
vedlejSich tcincich souvisejicich s Hodnocenym
ptipravkem, o kterych se Zadavatel dozvi v pribéhu
Studie.

1.3 Conduct of Study; Suspension.
Institution agrees to administer, and Investigator
agrees to conduct, this Study solely at the
Institution. The Institution may not be changed
without Sponsor’s prior written consent. Sponsor
plans to conduct the Study at multiple sites,
including at the Institution. Sponsor or CRO may
suspend the entire Study (or a portion of the
Study conducted by Investigator at Institution) at
any time for any reason. Institution or

1.3 Provadéni studie; Zastaveni.
Poskytovatel zdravotnich sluZzeb a ZkousSejici
souhlasi s tim, Ze tato Studie bude provadéna
vyluéné ve zdravotnickém zafizeni Poskytovatele
zdravotnich  sluzeb. Poskytovatel zdravotnich
sluzeb nesmi byt zménén bez piedchoziho
pisemného souhlasu Zadavatele. Zadavatel planuje
provést Studii ve vice centrech, vcetné
Poskytovatele zdravotnich sluzeb. Zadavatel nebo
CRO miiZze kdykoli a z jakéhokoli diivodu ukoncit
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Investigator may suspend the portion of the Study
conducted by Institution and Investigator at
Institution, if, using reasonable and good medical
judgment consistent with generally accepted
standards of care, Investigator or Institution
reasonably determine it is appropriate to do so to
protect the health or safety of the subject
participating in the Study and immediately
provide written notice thereof to Sponsor and
CRO. The suspension of the Study by Sponsor,
CRO, Institution or Investigator in accordance
with this Section 1.3 shall not be deemed a
material breach of this Agreement. The
Institution shall notify the Sponsor promptly if
the Investigator is unable or unwilling to continue
the Study or if the Investigator’s affiliation with
the Institution ceases, whereupon the Sponsor
will have a right of approval with respect to the
designation of a new investigator.

celou Studii (nebo ¢cast Studie provadénou
ZkouSejicim v ramci Poskytovatele zdravotnich
sluZeb).  Poskytovatel zdravotnich sluZeb nebo
ZkouSejici mohou zastavit ¢ast Studie provadéné
Poskytovatelem zdravotnich sluzeb a ZkouSejicim
ve Zdravotnickém zafizeni, pokud s pouZitim
pfiméfeného a dobrého 1ékafského tsudku
odpovidajictho obecn¢ piijimanym standardim
péfe ZkousSejici nebo Poskytovatel zdravotnich
sluzeb rozumné stanovi, Ze je to vhodné pro
ochranu zdravi nebo bezpeCnosti subjektu
ucastnicitho se Studie a okamzité pisemné ozndmi
takovou situaci Zadavateli nebo CRO. Ukonceni
Zadavatelem, CRO, Zdravotnickym zafizenim nebo
ZkouSejicim v souladu s timto bodem 1.3 nebude
povazovdno za podstatné poruSeni této Smlouvy.
Poskytovatel zdravotnich sluZeb ozndmi ihned
Zadavateli, pokud nebude Zkousejici schopen nebo
ochoten pokracovat v provddéni Studie nebo pokud
bude ukoncen pracovni pomér ZkouSejiciho se
Zdravotnickym zafizenim, naceZ Zadavatel bude
mit prdvo na schvédleni jmenovaného nového
zkousejiciho.

14 Compliance with Applicable
Laws. Investigator and Institution shall carry out
the Study, and Investigator and Institution shall
ensure that all collaborating persons conduct the
Study, in conformance with all applicable laws of
the Czech Republic, namely Act No. 378/2007
Coll., on Pharmaceuticals (hereinafter ,,Act on
Pharmaceuticals), Act No. 372/2011 Coll., on
medical services, Decree No. 226/2008 Coll., on
good clinical practice and closer conditions for
Clinical Trial performance, the International
Conference on Harmonisation Good Clinical
Practice, current good clinical practices and
strictly in accordance with (a) the Protocol, the
Investigator Brochure, this Agreement, the
written instructions of CRO or Sponsor, and all
applicable Study documents approved by the ECs
and CRO or Sponsor and (b) all applicable laws,
rules, directives and regulations, including,
without limitation, any applicable requirements
of the European Medicines Agency (“EMA”),
United States Food and Drug Administration
(“FDA”), or the International Conference on
Harmonization Good Clinical Practice (“ICH
GCP”), (collectively “Applicable Law”). Each
applicable government or regulatory agency with
authority over the testing and approval of
pharmaceutical products for use in humans shall
be a “Regulatory Authority” under this

1.4 DodrzZovani prislusnych zakoni. Zkousejici a
Poskytovatel zdravotnich sluzeb budou provadét
Studii a ZkouSejici a Poskytovatel zdravotnich
sluZeb zajisti, Ze vSechny spolupracujici osoby
budou provddét Studii v souladu se vSemi
piislusnymi pravnimi predpisy Ceské republiky,
zejména zdkonem ¢. 378/2007 Sb., o 1éCivech, (dile
jen ,,Zakon o 1é¢ivech*), zdkonem ¢. 372/2011 Sb.,
o zdravotnich sluzbéch, vyhlaskou ¢. 226/2008 Sb., o
spravné klinické praxi, Mezindrodni konferenci o
harmonizaci technickych pozadavkll na registraci
humannich 1éCivych piipravkd Spravna klinickd
praxe: Konsolidovand smérnice (the International
Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals
for Human Use Good Clinical Practice: Consolidated
Guideline) a dalSimi obecné akceptovanymi
zdsadami spravné klinické praxe, a ddle v souladu s
ustanovenimi (a) Protokolu, Souboru informaci pro
zkousejictho, této Smlouvy, pisemnych instrukci
CRO nebo Zadavatele a vSech piisluSnych studijnich
dokument schvdlenych EK a CRO nebo
Zadavatelem a (b) vSech piislusnych zakond,
pravidel, smérnic a regulacnich opatfeni, mimo jiné
véetn¢ jakychkoli piislusnych pozadavkl Evropské
agentury pro 16&ivé pripravky (,EMA®), Utadu pro
potraviny a léky Spojenych stitd (,,FDA®) a
Mezindrodni konference pro harmonizaci Spravné
klinické praxe (,,JCH GCP*), pokud jsou dle ¢eského
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Agreement. Institution, Investigator, Sub-
investigator and Study Team Members
acknowledge that Sponsor, and their respective
affiliates, need to adhere to the provisions of (i)
the Bribery Act 2010 of the United Kingdom
(Bribery Act); (ii) the Foreign Corrupt Practices
Act 1977 of the United States of America
(FCPA) and (iii) any other applicable anti-
corruption legislation.

Presumed number of enrolled Study subjects [

Presumed period of Study duration: ||| | | |||l

pravniho fadu aplikovatelné (vSe oznacené déle jen
“Prislusné pravni piedpisy”). Kazdy piisluSny
regulacni orgdn s pravomoci nad testovinim a
schvalenim 1écivych piipravkl urcenych pro pouziti
u lidi bude v této Smlouvé oznacovian jako
»Regula¢ni organ“. Poskytovatel zdravotnich
sluzeb, Zkousejici, Spoluzkousejici a Clenové
studijniho tymu jsou si védomi , Ze Zadavatel a
jeho pfislusné pobocky musi dodrZovat ustanoveni
(i) zékona o uplatkétstvi z roku 2010 Spojeného
kralovstvi (Zdkon o uplatkafstvi); (ii) zdkona o
korupénich praktikach z roku 1977 Spojenych statt
("FCPA") a (iii) veSkeré dalsi piisluSné pravni
piedpisy proti korupci.

Piedpokladany pocet subjektt hodnoceni:JJjj

Ptredpoklddand doba trvéani klinického hodnoceni

1.5 Informed Consent. Institution
and Investigator shall have each Study subject
sign a written informed consent form in the form
approved by the EC, CRO, and Sponsor (“ICF”)
before the individual participates in the Study.
Further, Institution and Investigator shall ensure
that the ICF complies with all Applicable Laws
and shall further ensure that all Study subjects
understand the contents of the ICF. The Parties
acknowledge and agree that breach of this
Section 1.5 constitutes a material breach of this
Agreement. Institution and Investigator shall
insure that the ICF allows for the use, transfer,
processing and holding of Study Data to Sponsor,
and Sponsor’s use of the Study Data, in the
United States, but the personal data of the Study
subjects will be anonymized. All data transfers
will comply with the Data Protection Directive
95/46 / EC in accordance with European law and
in accordance with Act No. 101/2000 Coll., On
the Protection of Personal Data, in this order.

1.5 Informovany souhlas. Poskytovatel
zdravotnich sluZeb a ZkouSejici zajisti, aby kazdy
subjekt Studie podepsal pisemny formulaf
informovaného souhlasu v podobé schvédlené EK,
CRO a Zadavatelem (,JCF*) pfed tim, nez se
zucCastni  Studie. Krom¢ toho Poskytovatel
zdravotnich sluzeb a Zkousejici zajisti, Ze ICF bude
odpovidat v§em PiislusSnym pravnim ptedpisim a
dale zajisti, Ze vSechny subjekty Studie porozumi
obsahu ICF. Smluvni strany potvrzuji a souhlasf,
Ze poruSeni tohoto bodu 1.5 pfedstavuje podstatné
poruseni této Smlouvy. Poskytovatel zdravotnich
sluZeb a Zkousejici zajisti, Ze ICF umoZni pouZiti,
ptenos, zpracovdni a uchovani Studijnich dat u
Zadavatele a pouziti Studijnich dat Zadavatelem ve
Spojenych statech, avSak osobni tddaje subjektd
hodnoceni budou anonymizovédny. Veskery prevod
dat bude v souladu se smérnici o Ochrang Udajt
95/46/EC podle evropského prava a v souladu se
zékonem ¢. 101/2000 Sb., o ochrané¢ osobnich
udaju, v tomto poradi.

1.6 Study Drug. Sponsor (directly
or through its designee), agrees to provide the
Study Drug to Institution, at no cost to Institution,
in amounts reasonably sufficient for the conduct
of the Study as anticipated by the Protocol.
Institution shall maintain exclusive control of the
Study Drug and handle and store the Study Drug
in accordance with Applicable Laws and in the
manner outlined in the Protocol. Institution and
Investigator shall use the Study Drug solely for

1.6 Hodnoceny 1é¢ivy pripravek.
Zadavatel (pfimo nebo pies svou povefenou osobu)
souhlasi, Ze bude poskytovat Hodnoceny IéCivy
ptipravek  Poskytovateli  zdravotnich  sluzeb,
pfiCemZ ten bude Poskytovateli zdravotnich sluzeb
doddvdn zdarma v mnozstvi, které je rozumné
dostate¢né pro provadéni Studie podle predpokladi
Protokolu. Poskytovatel zdravotnich sluzeb bude
vyhradné disponovat s Hodnocenym piipravkem a
provadét manipulaci a uchovdvani Hodnoceného

Strana 5 ze 35




DUVERNE

the purpose of conducting the Study in strict
adherence to the Protocol and for no other use or
purpose, and shall under no circumstance transfer
the Study Drug to any third party. Neither
Institution nor Investigator will charge a subject
or third party payer for the Study Drug or other
items or Materials (as defined below) reimbursed
or provided by Sponsor under this Agreement.

The Study Drug shall be supplied to Institution
pharmacy duly packed in packages approved for
Study Drug labelled in accordance with par. 19/1
(e) of Decree No. 226/2008 Coll.,, on good
clinical practice.

Supplies of the Study Drug shall take place Mon-
Fri 7 am till 2 pm.

The Sponsor undertakes to supply comparator
drugs free of chargs (topotecan, paclitaxel and
pegyled doxorubicin).

pfipravku v souladu s PrisluSnymi pravnimi
predpisy  zptsobem uvedenym v Protokolu.
Poskytovatel zdravotnich sluZeb a ZkouSejici budou
pouZzivat Hodnoceny 1éCivy piipravek vyhradné pro
ucel provddéni Studie piisné v souladu s
Protokolem a pro Zadné jiné pouZiti nebo ucel a za
7z4ddnych okolnosti nepfedaji Hodnoceny 1éCivy
piipravek jakékoli tfeti strané. Ani Poskytovatel
zdravotnich sluZeb ani ZkousSejici nebudou tctovat
subjektu nebo platci tfeti strany Hodnoceny 1é¢ivy
piipravek nebo jiné poloZky nebo Materidly (jak je
definovdno niZe) hrazené nebo poskytnuté
Zadavatelem podle této Smlouvy.

Hodnoceny 1é¢ivy piipravek bude doddvan do
nemocni¢ni 1ékdrny, vZzdy v fiddné zabalenych
obalech uréenych pro Hodnoceny lé€ivy piipravek
a oznaceny v souladu s ustanovenim paragrafu 19
odst 1 pism e) vyhlasky ¢.226/2008 Sb., o spravné
klinické praxi.

Dodavky Hodnoceného 1éCivého piipravku se
budou uskuteciiovat v Po-P4 od 7.00 h do 14.00 h.

Zadavatel se zavazuje doddvat bezplatné
komparitorovd 1éCiva (topotecan, paclitaxel a
pegylovany doxorubicin)

1.7 Approval of Subcontractors.
Neither Institution nor Investigator may
subcontract or delegate any of the services to be
performed by it in connection with the Study
without prior written consent from Sponsor
and/or CRO.

1.7  Schvaleni subdodavateli. Ani
Poskytovatel zdravotnich sluzeb ani ZkousSejici
nesmi zadat nebo delegovat Z4dné sluzby
provadéné v souvislosti se Studii bez predchoziho
pisemného souhlasu Zadavatele a/nebo CRO.

1.8 Study Data.

1.8 Studijni data.

(a) Study Data.
Institution and Investigator shall record and
maintain complete medical records (including,
without limitation, case report forms, laboratory
work sheets and reports, and all relevant source
documents) generated as a result of conducting
the Study (collectively, the “Study Data”) in a
timely, accurate, complete and legible manner in
the form described in the Protocol. Study records
related to Study subjects but not related to the
Study shall not be made available to CRO nor
Sponsor and shall not become their property.

(a) Studijni data.
Poskytovatel zdravotnich sluZzeb a ZkouSejici budou
zaznamendvat a udrZzovat kompletni 1ékaiské
zaznamy (mimo jiné v¢etn¢€ formulafd pro zdznamy
o subjektech hodnoceni, laboratornich zdznamu a
zprav a vSech pfislusnych zdrojovych dokumentl)
vytvofené v disledku provadéni Studie (dile
spole¢né oznaCovany jako ,Studijni data“) vcas,
presné, tpln¢ a Citelné podle pravnich predpist ve
form¢ popsané v Protokolu. Lékarské zdznamy
subjektl hodnoceni nesouvisejici se Studii nebudou
zptistupnény CRO ¢i Zadavateli a nestanou se
jejich majetkem.

(b) Protection. The
Institution and Investigator each agrees to comply

(b) Ochrana. Poskytovatel
zdravotnich sluzeb a ZkousSejici souhlasi, Ze budou
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with all Applicable Laws relevant to data
protection in the performance of its services
hereunder. Institution and Investigator will take
reasonable and customary precautions, including
periodic backup of computer files, to prevent the
loss or alteration of any Study Data.

dodrZovat vSechny pravni predpisy, které se tykaji
ochrany tudajui pfi provadeéni sluzeb podle této
smlouvy.  Poskytovatel zdravotnich sluzeb a
ZkousSejici pfijmou pfiméfend a béZnd bezpecnostni
opatfeni,  vCetn¢  pravidelného  zdlohovéni
pocitacovych souborti, pro prevenci ztrity nebo
zmény Studijnich dat.

(c) Ownership. Sponsor
shall own all rights in Study Data. Institution and
Investigator hereby assign all right, title, and
interest therein to Sponsor, free and clear of all
liens, claims, and encumbrances, and agree to
take any and all actions reasonably necessary to
effect the purposes of the foregoing, as requested
by Sponsor. Institution and Investigator shall not
use or evaluate Study Data or any portions
thereof for any purpose other than as directed by
Sponsor. Without Sponsor's prior express written
consent, Institution and Investigator agree that
they will not analyze or have Study Data
analyzed, or make the Study Data available to
third parties. Institution and Investigator agree
that the Study Data and the results of any use,
processing, evaluation, or analysis of the Study
Data will be Confidential Information.

(c) Vlastnictvi. Zadavatel
bude vlastnikem vSech prdv na studijni data.
Poskytovatel zdravotnich sluZeb a ZkouSejici timto
postupuji vSechna prdva, pravni tituly a subjektivni
ndroky na né¢ Zadavateli, voln€ a bez jakychkoli
zastavnich prdv, ndroki a vécnych bfemen, a
souhlasi s provedenim jakychkoli aktivit, které jsou
pfimétené nutné k vySe uvedenym ucelim podle
pozadavki Zadavatele. Poskytovatel zdravotnich
sluzeb a ZkouSejici nebudou pouzivat nebo
hodnotit Studijni data nebo jakékoli jejich ¢asti pro
Zadny jiny ucel, nez ktery je uveden Zadavatelem.
Poskytovatel zdravotnich sluZzeb a Zkousejici
souhlasi s tim, Ze bez ptedchoziho vyslovného
souhlasu Zadavatele nebudou analyzovat nebo
nechdvat analyzovat Studijni data ani neposkytnou
Studijni data tfetim strandm. Poskytovatel
zdravotnich sluZeb a ZkouSejici souhlasi s tim, Ze
Studijni data a vysledky jakéhokoli pouZiti,
zpracovani, vyhodnoceni nebo analyzy Studijnich
dat budou Dvérnymi informacemi.

(d) Case Report Forms.
For all subjects enrolled in the Study, Institution
or Investigator will complete all case report forms
required for the Study in the form and/or
electronic medium supplied or specified by
Sponsor and/or CRO (the “CRFs”) within
twenty-four (24) hours of the subject visit during
the dose escalation phase and within three (3)
days of the subject visit for the remainder of the
Study. Institution and Investigator will not be
required to disclose information in CRFs which
would permit personal identification of a subject
enrolled in, or a candidate for, the Study. CRFs
will be provided to CRO in a timely manner as
they are completed. At the request of Sponsor
and/or CRO, Institution or Investigator will
promptly correct any errors and/or omissions to
the CRFs for the Study and will make available to
Sponsor and/or CRO the corrected CRFs and
supporting records for further verification.

(d) Formulaie zaznamua o
subjektech hodnoceni (Case Report Forms,
CRF). Pro vsechny subjekty zafazené do Studie
bude Poskytovatel zdravotnich sluZeb nebo
Zkousejici vyplnovat vSechny formulafe zdznamt o
subjektech pro ucely Studie na formuldfi a/nebo
elektrickém médiu dodavaném nebo
specifikovaném  Zadavatelem  a/nebo  CRO
(,,CRF%), a to béhem dvaceti ¢tyf (24) hodin od
ndvstévy subjektu béhem fdze eskalace davky a
béhem tif (3) dni od navstévy subjektu béhem
zbyvajici  c¢asti  Studie. Od  Poskytovatele
zdravotnich sluZzeb a ZkouSejicitho se nebude
poZzadovat nezvefejnéni informaci v CRF, které
umoziiuji osobni identifikaci zafazeného subjektu
nebo kandiddta na tcast ve Studii. CRF budou
dodavany CRO vcas po jejich vyplnéni. Na zadost
Zadavatele a/nebo CRO Poskytovatel zdravotnich
sluZeb nebo Zkousejici ihned opravi jakékoli chyby
a/nebo vynechdvky v CRF tykajicich se Studie a
pfedaji Zadavateli a/nebo CRO opravené CRF a
podpirné zaznamy pro dal$i ovéfeni.
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(e) Maintenance.
Promptly upon completion or termination of the
Study or this Agreement, Institution and

Investigator shall transfer to Sponsor all Study
Data.

(e) Uchovavani. Thned po
dokonCeni nebo ukonceni Studie nebo této
Smlouvy Poskytovatel zdravotnich sluZzeb a

Zkousejici ptedaji Zadavateli vSechna Studijni data.

) Electronic Data
Capture (“EDC”): Institution and Investigator
shall submit Study Data using the electronic
system provided by Sponsor. In the event an
EDC system is used for data reporting, the system
will comply with all Applicable Laws. Institution
and Investigator shall also comply with CRO and
Sponsor instructions and all Applicable Laws.
Institution and Investigator will prevent
unauthorized access to the data using
commercially reasonable efforts including, but
not limited to, maintaining physical security of
the computers and ensuring that collaborating
persons maintain the confidentiality of their
passwords. Prior to using an EDC system,
Institution and Investigator will certify that its
electronic signatures are the legally binding
equivalent of handwritten signatures. In the event
that Institution or Investigator are using their own
computer(s) to connect to and access the EDC
system, Institution and Investigator will be
responsible for supporting and promptly
resolving any technical issues with Institution’s
and Investigator’s own computing environment
(i.e., computer hardware, non-study related
software). Institution and Investigator will be
responsible for reporting any technical issues
preventing use of the EDC system, that appear to
be outside the scope of their own computing
environment, to the EDC helpdesk number that
will be provided by CRO with the EDC system.
Institution and Investigator will be responsible
for obtaining internet connectivity prior to Study
initiation, and promptly resolving any
connectivity issues with the internet service
provider or the computing environment.

® Zaznam elektronickych
dat (,,EDC”): Poskytovatel zdravotnich sluzeb a
ZkouSejici  odeSlou  Studijni data  pomoci

elektronického systému poskytnutého Zadavatelem.
V ptipadé, Ze bude pro hldSeni dat pouZit systém
EDC, bude tento systém odpovidat vSem
PiisluSnym pravnim pfedpisim. Poskytovatel
zdravotnich sluzeb a ZkouSejici budou také
dodrZovat instrukce Zadavatele a CRO a vSechny
Ptislu$né pravni predpisy. Poskytovatel zdravotnich
sluzeb a ZkouSejici zabrdni neautorizovanému
pristupu k datim s pouZzitim komer¢né ptiméteného
usili, mimo jiné veetné wudrZzovani fyzické
bezpeCnosti  pocitaci a zajiSténi toho, Ze
spolupracujici osoby budou udrZovat duvernost
svych hesel. Pfed pouzitim EDC systému
Poskytovatel zdravotnich sluzeb a Zkousejici ovéfi,
7Ze jejich elektronické podpisy jsou pravné
zdavaznym ekvivalentem pisemnych podpisi. V
piipadé, Ze Poskytovatel zdravotnich sluZzeb nebo
Zkousejici pouzivaji svij(své) vlastni pocitac(e)
pro pfipojeni a pfistup do EDC systému,
Poskytovatel zdravotnich sluzeb a ZkouSejici budou
zodpovédni za podporu a rychlé vyfeSeni
jakychkoli technickych zaleZitosti pomoci vlastniho
pocitatového systému Poskytovatele zdravotnich
sluZeb a ZkousSejiciho (napf. pocitacovy software,
software nesouvisejici se studii). Poskytovatel
zdravotnich sluzeb a Zkousejici budou zodpovédni
za hlaseni jakychkoli technickych problémi, které
by zabréanily pouZziti EDC systému a které budou
mimo jejich vlastni pocitacovy systém, na linku
pomoci EDC, kterd bude poskytovdna CRO s EDC
systtmem.  Poskytovatel zdravotnich sluZzeb a
ZkouSejici budou zodpovédni za  ziskani
internetového pfipojeni pfed zahdjenim Studie a za
rychlé vyfeSeni jakychkoli problémil s pfipojenim u
poskytovatele internetovych sluZzeb nebo v
pocitatovém systému.

(g) Biological Samples. If
so specified in the Protocol, Institution and
Investigator may collect and provide to Sponsor
or its designee biological samples (e.g., blood,
urine, tissue, saliva, etc.) obtained from Study
subjects for testing that is not directly related to
patient care or safety monitoring, including
pharmacokinetic, pharmacogenomic, or

(g) Biologické vzorky.
Pokud to bude specifikovino v Protokolu,
Poskytovatel zdravotnich sluZzeb a ZkouSejici
mohou shromazd’ovat a poskytovat Zadavateli nebo
jeho povéfené osobé€ biologické vzorky (napt. krev,
mo¢, tkan, slina, atd.) ziskané od Studijnich
subjekttl pro testovani, které nesouvisi ptimo s péci
o subjekt hodnoceni nebo monitorovinim
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biomarker testing (‘“Biological Samples”).

bezpec¢nosti,  véetné¢  farmakokinetického a
farmakogenomického testovdni nebo testovéani
biomarkera (ddle jen ,,Biologické vzorky*).

a. Use. Institution and Investigator
will not use Biological Samples
collected under the Protocol in any
manner or for any purpose other
than that described in the Protocol.

a. PouZiti.  Poskytovatel zdravotnich
sluzeb a  ZkouSejici nebudou
pouZzivat Biologické vzorky ziskané
podle Protokolu jakymkoli zptisobem
nebo pro jakykoli ucel, ktery je jiny,
neZ ktery je popsany v Protokolu.

Sponsor or its
test Biological
Samples as described in the
Protocol. Unless  otherwise
specified in the Protocol, Sponsor
will not provide the results of such
tests (“Sample Data”) to the
Institution or Investigator or Study
subject. Sample Data will be treated
as Study Data.

b. Sample Data.
designees  will

b. Data ziskand ze vzorkli. Zadavatel
nebo jim povefené osoby budou
testovat Biologické vzorky tak, jak je
popsdno v Protokolu.  Pokud to
nebude v Protokolu specifikovano
jinak, Zadavatel neposkytne
vysledky takovych testl (dile jen
»Data ze vzork() Poskytovateli

zdravotnich sluzeb nebo
ZkouSejicimu  nebo  Studijnimu
subjektu. Data ze vzorkli budou

oSetfovdana jako Studijni data.

2. TERM AND TERMINATION

2. TERMIN A UKONCENI

2.1 Term. This Agreement shall
commence as of the date of publication of the
Agreement in the Register of contracts in
accordance with Act No. 340/2015 Coll
(“Effective Date”), and shall remain in force,
unless terminated as provided herein, until the
period specified in the Protocol and the Study’s
completion at Institution, including the provision
of services associated with post-study data
collection, post-study record reviews and
inspections as provided under this Agreement, if
any, presentation to Sponsor, if any, and
compilation and delivery of all completed case
report forms and the clinical study final report.

2.1 Termin. Uginnost této smlouvy
za¢ind dnem publikace smlouvy v Registru smluv
v souladu s ustanovenim zdkona &. 340/2015 Sb.
(,Datum wudinnosti“) a pokud nebude ukoncena,

jak je uvedeno v této Smlouve, zlustdva aZz do

pozd&jsiho obdobi uvedeného v Protokolu a
dokonCeni Studie ve Zdravotnickém zafizeni,
vcetné poskytovani sluZeb souvisejicich se sbérem
dat po studii, kontrol zdznamt po studii a inspekci
podle této Smlouvy, pokud maji byt provedeny,
prezentaci pro Zadavatele, pokud maji byt
provedeny, a vytvofeni a doddni v§ech vyplnénych

formulaiit zdznam o subjektech a zavérecné
zpravy z klinické studie.

2.2 Termination for  Material
Breach; Subject Safety. Sponsor may terminate
this Agreement if Investigator or Institution
materially breaches this Agreement and the
breaching Party fails to cure the breach within
thirty (30) days after receipt of written notice
from Sponsor, such notice specifying in detail the
nature of the breach. Either Investigator or
Institution may terminate this Agreement if
Sponsor materially breaches this Agreement and
Sponsor fails to cure the breach within thirty (30)
days after receipt of written notice from the non-
breaching Party or Parties, such notice specifying
in detail the nature of the breach. Any Party may

2.2 Ukoncéeni z divodu podstatného
poruseni; bezpecfnost subjektu. Zadavatel mize
ukoncit tuto Smlouvu, pokud Zkousejici nebo
Poskytovatel zdravotnich sluzeb podstatné porusi
tuto Smlouvu a Smluvni strana, kterd porusi tuto
Smlouvu, nenapravi poruseni béhem tficeti (30)
dnt od piijeti pisemného oznameni od Zadavatele,
pficemz takové ozndmeni bude podrobné uvadét
povahu poruseni. Jak ZkouSejici tak Poskytovatel
zdravotnich sluZeb mohou ukon¢it tuto Smlouvu,
pokud Zadavatel podstatné¢ porusi tuto Smlouvu a
nenapravi poruSeni béhem tficeti (30) dnti po piijeti
pisemného ozndmeni od Smluvni strany nebo
Smluvnich stran, které se nedopustily poruseni,
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terminate this Agreement immediately upon
written notice if reasonably necessary to protect
the safety, health, or welfare of subjects enrolled
in the Study.

pficemZz takové ozndmeni bude podrobné uvadét
povahu poruseni. Kterdkoli Smluvni strana miZe
okamzité ukoncit tuto Smlouvu formou pisemného
ozndmeni, pokud to bude pfiméfené nezbytné pro
ochranu bezpecnosti, zdravi nebo blaha subjektil
zafazenych do Studie.

23 Termination by  Sponsor.
Sponsor may terminate this Agreement at any
time upon giving thirty (30) days’ advance
written notice to Institution and Investigator.

2.3 Ukon¢eni Zadavatelem. Zadavatel
muize ukoncit tuto Smlouvu kdykoli po pisemném
ozndmeni, které bylo pfeddno Poskytovateli
zdravotnich sluzeb a Zkousejicimu tficet (30) dnt
pfedem.

24 Termination for Good Cause.
Sponsor may, without limitation of and in
addition to its rights under Sections 2.2 and 2.3,
terminate this Agreement for good cause
immediately upon written notice to Institution.
Good cause shall include, without limitation,
identification of any medical risk to Study
subjects, a showing that the Study Drug is not
effective, receipt of notice of regulatory action by
the SUKL or other Regulatory Authority
terminating or suspending the Study, or
Investigator’s inability or unwillingness to
continue to serve as Investigator for the Study.
Further, as the Study is part of a multi-center
clinical research study, Sponsor reserves the right
to terminate enrollment when the total number of
subjects enrolled at all Study centers reaches the
level specified in the Protocol.

24 Ukonceni z dobrych duvodi.
Zadavatel navic muZe bez omezeni svych prav
uvedenych v ¢éasti 2.2 a 2.3 a navic k témto pravim
okamzité ukoncit tuto Smlouvu z dobrych divodu
formou pisemného ozndmeni, které bude pieddno
Poskytovateli zdravotnich sluzeb. Dobré divody
mimo jiné zahrnuji identifikaci jakéhokoli
zdravotniho rizika pro Studijni subjekty, prukaz, Ze
Hodnoceny 1é¢ivy ptipravek je nedcinny, ptijeti
ozndmeni o regulaénim opatieni od SUKL, FDA
nebo jiného Regulaéniho orgdnu, které Studii
ukonéi nebo pozastavi, nebo neschopnost ¢i
neochotu Zkousejictho pokracovat v Cinnosti
ZkouSejictho ve Studii. Ddéle protoZze Studie je
souc¢asti multicentrické klinické vyzkumné studie,
Zadavatel si vyhrazuje prdvo ukonfit zatazovani
poté, co celkovy pocet subjektli zarazenych ve
vSech studijnich centrech dosdhne trovné
specifikované v Protokolu.

2.5 Effect of Termination. 2.5 Utinek ukonéeni.
(a) Monetary. Upon (a) PenéZni. Po ukondeni
termination of this Agreement or suspension of | této Smlouvy nebo zastaveni Studie ve

the Study at the Institution, other than termination
for Institution’s or Investigator’s material breach
pursuant to Section 2.2, Institution shall be
reimbursed, within forty-five (45) days after
receipt by Sponsor or CRO of an itemized invoice
detailing the charges, for (a) its reasonable,
documented costs incurred, up to the date on
which it receives notice of termination or
suspension, in its conduct of the Study and its
obligations under this Agreement in accordance
with the Budget and Payment Schedule attached
hereto as Exhibit A; and (b) all reasonable non-
cancelable obligations reasonably incurred as a
result of Institution’s and Investigator’s
performance of its obligations hereunder,
provided that, notwithstanding anything to the

Zdravotnickém zafizeni z jiného divodu neZ je
ukonéeni pro podstatné poruseni ze strany
Poskytovatele zdravotnich sluZeb nebo
Zkousejiciho podle casti 2.2, dostane Poskytovatel
zdravotnich sluZzeb dhradu béhem ¢Ctyfticeti péti (45)
dntl poté, co Zadavatel nebo CRO obdrzi fakturu s
podrobnym rozpisem ceny poloZek za (a) jeho
pfiméfené, zdokumentované vzniklé ndklady aZ do
data, kdy obdrzi ozndmeni o ukonceni nebo
zastaveni, v rdmci jeho provadéni Studie a jeho
zavazki podle této Smlouvy v souladu s Rozpoctem
a Harmonogramem plateb, které jsou pfiloZeny k
této Smlouvé jako Ptfiloha A; a (b) vSechny
pfiméfené nevypovéditelné povinnosti, které byly
ucelné vynaloZeny v rdmci provadéni zavazku ze
strany  Poskytovatele zdravotnich sluZzeb a
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contrary, (i) the total amount payable to
Institution under this Agreement shall not in any
event exceed the total amount of the Budget and
(i1) in no event shall Sponsor be required to pay
for subjects for whom CRFs are not completed
and provided to Sponsor or CRO in accordance
with this Agreement and the Protocol.

ZkouSejiciho podle této Smlouvy za piedpokladu,
7e bez ohledu na jakékoli opac¢né ustanoveni (i)
celkovd c¢éastka splatnd Poskytovateli zdravotnich
sluzeb podle této Smlouvy v Z4dném piipadé
nepfekro¢i celkovou ¢&dstku v Rozpotu a (ii)
Zadavatel nebude muset v Zddném piipadé platit za
subjekty, u kterych nebyly vyplnény CRF a
odesldny Zadavateli nebo CRO v souladu s touto
Smlouvou a Protokolem.

(b) Performance of
Activities. In the event of a termination, (a)
Investigator will immediately stop enrolling
subjects into the Study and cease conducting
Study procedures and treatment with the Study
Drug on subjects already entered into the Study,
to the extent medically advisable, and (b)
Institution and/or Investigator will (i) furnish to
Sponsor all Study Data and all CRFs, completed
or partially complete, as of the effective date of
termination, and (ii) return to Sponsor all
Materials (defined below) that were furnished to
Institution or Investigator, in accordance with
Sponsor’s instruction, except for records or
samples which the Institution and/or Investigator
is required by law to retain. Within thirty (30)
days of termination of this Agreement or
completion of the Study (whichever comes first),
Investigator will submit final written reports to
Sponsor, which reports shall be consistent with
industry standards and any criteria or
requirements therefore specified in the Protocol.
After termination of this Agreement or
suspension of the Study at the Institution for any
reason, all Parties shall continue activities under
this Agreement solely as deemed necessary by
mutual written agreement of the Parties based on
reasonable medical judgment to protect the health
of subjects participating in the Study. This
Section 2.5 survives termination of this
Agreement.

(b) Provadéni aktivit. V
piipad€ ukonceni (a) ZkouSejici okamzité zastavi
ndbor subjektt do Studie a ukon¢i provadéni
studijnich  postupt a 1é¢by Hodnocenym
pripravkem u subjektil, které jiZ byly zafazeny do
Studie v mife z 1ékaiského hlediska vhodné, a (b)
Poskytovatel zdravotnich sluzeb a/nebo Zkousejici
(i) poskytne Zadavateli vSechna Studijni data a
vSechny CRF, které budou vyplnény nebo ¢4ste¢né
vyplnény, od data platnosti ukonceni, a (ii) vrati
Zadavateli vSechny Materidly (definované niZe),
které byly doddny Poskytovateli zdravotnich sluZzeb
nebo Zkousejicimu, v souladu s instrukcemi
Zadavatele, kromé zaznami nebo vzorku, které
musi Poskytovatel zdravotnich sluZeb a/nebo
ZkouSejici uchovat podle zdkona. Béhem tficeti
(30) dnti od ukonceni této Smlouvy nebo dokonceni
Studie (podle toho, co nastane jako prvni) pfedloZi
ZkouSejici Zadavateli zdvére€né pisemné zpravy,
které budou odpovidat oborovym standardim a
vSem kritériim nebo pozadavkim, které jsou za
timto udcelem specifikoviny v Protokolu. Po
ukonceni této Smlouvy nebo po zastaveni Studie ve
Zdravotnickém zatizeni z jakéhokoli diivodu budou
vSechny Smluvni strany pokracovat v aktivitich
podle této Smlouvy, které jsou vyhradné
povazovany za nutné podle vzdjemné pisemné
dohody Smluvnich stran na zdkladé¢ rozumného
lékatského usudku pro ochranu zdravi subjektu,
které se tucastni Studie. Tato ¢dst 2.5 zlstane
v platnosti i po ukoncenf platnosti této Smlouvy.

(c) Survival. In addition to
those Articles or Sections explicitly providing for
their survival following termination of this
Agreement (which shall also survive any
expiration of this Agreement), Sections 1.2, 1.5,
1.7, 1.8,25,3,4,5,6,74, 8,9, and 10 of this
Agreement shall survive any termination or
expiration of this Agreement.

(c) Pokrafovani  platnosti.
Krom¢ ¢lankd nebo ¢asti, v nichZ je vyslovné
uvedeno, Ze ziistanou v platnosti i po ukonceni této
Smlouvy (a které rovnéZ zistanou v platnosti i po
vyprseni této Smlouvy), ziistanou v platnosti ¢asti
1.2,1.5,1.7,1.8,25,3,4,5,6,7.4, 8,9, a 10 této
Smlouvy po jakémkoli ukonceni nebo vyprseni této
Smlouvy.
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3. COMPENSATION

3. KOMPENZACE

In  consideration  of  Institution’s  and
Investigator’s performance under this Agreement,
Sponsor shall pay Institution in accordance with
the Budget and Payment Schedule set forth in
Exhibit A. Sponsor will not be required to pay
any amount which exceeds the amount specified
in the Budget, unless otherwise agreed to in a
separate writing duly authorized and executed by
the Parties. The amounts payable by Sponsor
under this Agreement represent the fair market
value of the services associated with the Study
and have not been determined in a manner that
takes into account the volume or value of any
referrals or business. Institution and Investigator
each agrees that: (a)all claims that either
Institution  or  Investigator  submit  for
reimbursement to any federal healthcare program
or third party payer for any procedure that
involves any Materials (defined below) provided
by or on behalf of Sponsor or CRO at no cost to
Institution and Investigator will accurately reflect
the provision of those Materials by or on behalf
of Sponsor and/or CRO and (b) any equipment
supplied by Sponsor or CRO for use in the Study
will be used solely in connection with the Study
and will be returned, in good working order not
materially worse than that in which it was
initially provided to Institution or Investigator, to
Sponsor or CRO promptly upon completion or
termination of the Study. Sponsor shall be solely
liable to Institution for all amounts due under this
Section 3. CRO is managing the Study for
Sponsor, but shall not be liable to Institution or
Investigator for any amounts due under this
Section 3. Investigator agrees that all payments
associated with perfoming this Study are payable
to the Institution and Investigator will seek any
compensation related to this Study directly from
the Institution.

Presumed overall value (remuneration) paid to
the INS upon presumed number of enrolled
patients amounts to 1.299.000,- CZK.

Vzhledem k <¢innosti Poskytovatele zdravotnich
sluzeb a ZkouSejiciho podle této Smlouvy bude
Zadavatel platit Poskytovateli zdravotnich sluZeb
podle Rozpoctu a Harmonogramu plateb uvedenych
v Pifiloze A. Zadavatel nebude hradit Z&dnou
platbu, kterd pifesahuje c¢dstku uvedenou v
Rozpoc¢tu, pokud to nebude jinak pisemné
dohodnuto v samostatném  dokumentu a
pravoplatné schvdleno a podepsdno Smluvnimi
stranami. Céstka splatnd Zadavatelem podle této
Smlouvy pfedstavuje pfiméfenou trZzni cenu za
sluzby souvisejici se Studii a nebyla stanovena
zpusobem, ktery zvaZuje objem nebo hodnotu
jakychkoli doporu€eni nebo obchodnich referenci
Jak Poskytovatel zdravotnich sluzeb, tak Zkousejici
souhlasi, Ze: (a)vSechny ndaroky, které bud
Poskytovatel zdravotnich sluZzeb nebo Zkousejici
ptedloZzi k proplaceni jakémukoli statnimu
zdravotnimu programu nebo platci tieti strany za
jakykoli postup, ktery zahrnuje jakykoli Materidl
(definovany nize) poskytovany Zadavatelem nebo
CRO zdarma Poskytovateli zdravotnich sluzeb a
ZkouSejicimu, budou pifesn¢ odraZzet poskytnuti
tohoto Materidlu Zadavatelem a/nebo CRO a
(b) jakékoli vybaveni dodané Zadavatelem nebo
CRO pro pouziti ve Studii bude pouZito vyhradné v
souvislosti se Studii a bude vridceno Zadavateli
nebo CRO v dobrém provoznim stavu bez
podstatného zhorseni stavu, v jakém bylo ptivodné
poskytnuto Poskytovateli zdravotnich sluZeb nebo
ZkouSejicimu, a to ihned po dokon€eni nebo
ukonceni Studie. Zadavatel bude vyhradné
zodpovédny Poskytovateli zdravotnich sluZeb za
vSechny ¢astky splatné podle této ¢asti 3. CRO pro
Zadavatele  tidi  Studii, ale nezodpovida
Poskytovateli zdravotnich sluZeb nebo Zadavateli
za 74adné Castky splatné podle této Césti 3.
ZkousSejici souhlasi, Ze vSechny platby souvisejici s
provadénim  této  Studie  budou  splatné
Poskytovateli zdravotnich sluZeb a ZkouSejicimu a
7e Zkousejici pozada o jakoukoli thradu souvisejici
s touto Studii piimo Poskytovatel zdravotnich
sluZeb.

Predpoklddand maximdlni hodnota plnéni: aZ
1.299.000,- K&.

4. REGULATORY

4. REGULACNI

4.1 Regulatory Inspections.

4.1 Reguladni inspekce. Poskytovatel
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Institution and Investigator shall cooperate with
and permit, upon request, officials of applicable
Regulatory Authorities (including the US Food
and Drug Administration), or any governmental
agency to (a) examine and inspect Institution’s
facilities and equipment required for performance
of the Study and (b) inspect and copy any data,
reports, work products and results relating to the
Study. Institution shall promptly notify Sponsor
of any inspection of its facilities or operations
relating to the Study or of the Institution,
cooperate with the regulatory or governmental
agency, comply with the requirements of the
audit, and make appropriate collaborating persons
available to explain and discuss records and
documentations related to the Study. To the
extent the regulatory audit is related to Study,
Sponsor shall have the right to be present at
inspections of Institution’s facilities or operations
or of the Institution, and shall have the
opportunity to provide review and comment on
any responses that may be required with respect
to any of the matters referenced in this Section
4.1.

zdravotnich  sluzeb a  ZkouSejici  budou
spolupracovat a na vyzadani povoli ufednikiim
piisluinych Regula¢nich organii (véetné Utadu pro
potraviny a léky Spojenych statti) nebo jakémukoli
vlddnimu dfadu (a) prezkoumdni a kontrolu
pracovist a vybaveni Poskytovatele zdravotnich
sluZeb pottebného pro provddéni Studie a (b)
kontrolu a kopirovéni jakychkoli dat, zprav,
produktd a vysledkd prace souvisejicich se Studii.
Poskytovatel zdravotnich sluZeb ihned ozndmi
Zadavateli jakoukoli inspekci svych pracovist nebo
¢innosti souvisejicich se Studif nebo
Zdravotnickym zafizenim, bude spolupracovat s
regulaénim nebo vladnim orgédnem, bude dodrZovat
poZadavky auditu a zajisti, Ze budou k dispozici
piislusni spolupracujicimi osobami Studie, aby
vysvétlili a prodiskutovali zdznamy a dokumentaci
souvisejici se Studif. V rozsahu, v némzZ regulacni
audit souvisi se Studii, bude mit Zadavatel pravo
byt piitomen pfi inspekcich pracovist nebo ¢innosti
Poskytovatele zdravotnich sluzeb nebo
Poskytovatele zdravotnich sluZzeb a bude mit
moZznost poskytnout revizi a komentafe jakychkoli
odpovédi, které mohou byt nutné s ohledem na
jakékoli zélezitosti uvedené v této ¢4sti 4.1.

4.2 Visits and Inspections by
Sponsor or CRO. Sponsor, or Sponsor’s
representatives (including CRO) shall be entitled
to visit or meet with Institution, Investigator,
Sub-investigators, or collaborating persons and
examine and inspect the facilities at the
Institution, upon reasonable advance notice and
with reasonable frequency during normal
business hours to observe or monitor the progress
of the Study and review and copy (when
permitted under Applicable Law) documents,
records, data, information, and Materials relating
to the Study. Institution and Investigator shall
assist Sponsor and CRO in scheduling such visits
and in providing adequate workspace, cooperate
with the Sponsor or CRO, comply with the
reasonable requirements of the visit or inspection,
and make appropriate Study Team Members
available to explain and discuss records and
documentations related to the Study.

4.2 Navstévy a inspekce Zadavatele
nebo CRO. Zadavatel nebo jeho zastupci (vcetné
CRO) budou moci navstivit nebo se setkat s
Poskytovatelem zdravotnich sluZeb, ZkousSejicim,
SpoluzkouSejicimi a spolupracujicimi osobami a
vySetfit a zkontrolovat =zafizeni Poskytovatele
zdravotnich sluZzeb po pfiméfeném piedchozim
oznameni a pfiméfené Casto v prubehu norméalnich
pracovnich hodin pro sledovani nebo monitorovani
vyvoje Studie a kontrolu a kopirovani (je-li to
povoleno  PfisluSnymi  prdvnimi  pfedpisy)
dokumentt, zdznamd, dat, informaci a Materidlu
souvisejicich se Studii. Poskytovatel zdravotnich
sluzeb a Zkousejici budou pomdhat Zadavateli a
CRO v planovéni takovych ndvstév a poskytnou
dostacujici pracovni misto, budou spolupracovat se
Zadavatelem nebo CRO, budou dodrZzovat
pfiméfené pozadavky ndvstévy nebo inspekce a
zajisti, Ze budou dostupni Clenové tymu studie pro
vysvétleni a  prodiskutovdni  zdznamd a
dokumentace souvisejici se Studii.

4.3 Maintenance  of  Records.
Subject to the provisions of Articles 5 and 8,

4.3 Uchovavani zaznamu. Podle ustanoveni
¢lanku 5 a 8 budou Poskytovatel zdravotnich sluzeb

Institution and Investigator shall retain in its
possession copies of any and all data, documents
or information related to or resulting from the

a ZkousSejici uchovdvat ve svém vlastnictvi kopie
veSkerych dat, dokumentace nebo informaci
souvisejicich nebo vyplyvajicich z provadéni této
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performance of this Agreement solely as required
for regulatory, legal or insurance purposes.
Institution and Investigator shall maintain its
records in a professional manner so as to permit
Sponsor and CRO to review the data, documents
or information in full without disclosing to
Sponsor or CRO any third party confidential or
proprietary information. Institution shall maintain
all such records for a period of five (5) years free
of charge in accordance with the Act on
Pharmaceuticals. For a subsequent ten (10) years,
the Institution shall maintain the records for a
yearly fee amounting to ||| | | | . which
shall be included in the budget attached as
Exhibit A.An invoice shall be drawn up for such
paid archiving by the Institution upon execution
of this Agreement.

Shall neither Sponsor nor CRO make Institution
aware of the fact that they insist on prolongation
of archiving period at the latest 6 months before
expiration of paid up period of archivation, nor
the costs of further archivation are pre-paid, it
shall be deemed that Sponsor and CRO granted
thair approval with Study records liquidation.

This Section 4.3 survives termination of this
Agreement.

Smlouvy vyhradné pro regulaéni, pravni a pojistné
ucely. Poskytovatel zdravotnich sluzeb a
ZkouSejici budou udrZovat své  zdznamy
profesiondlnim zplsobem, umoZni Zadavateli a
CRO tplnou kontrolu vSech dat, dokumentace nebo
informaci bez prozrazeni jakychkoli davérnych
nebo chrdnénych informaci tfeti strany Zadavateli
nebo CRO. Poskytovatel zdravotnich sluzeb
provede bezplatnou archivaci 5 let v souladu se
Zékonem o 1é¢ivech a na dalSich 10 let provede
zpoplatnénou archivaci — || R i« je
uvedeno v rozpoctu, ktery tvoii Pfilohu A. Na
celkovou c¢astku za zpoplatnénou archivaci bude
vystavena Poskytovatelem zdravotnich sluZeb
faktura po podpisu smlouvy.

V piipadé, Ze Zadavatel ¢i CRO ve lhit¢ 6 mésict
pfed ukoncenim doby placené archivace nesdé€li
Poskytovateli zdravotnich sluZzeb, Ze trvaji na dalsi
archivaci a ani nebudou uhrazeny dal$i naklady na
archvivaci, md se za to, Ze Zadavatel a CRO udélili
souhlas s likvidaci dokumentd Studie.

Tento odstavec 4.3 zistane v platnosti i po
ukonceni platnosti této Smlouvy.

s. PROPERTY.

5. VLASTNICTVI.

5.1 Sponsor  Technology. All
existing inventions, intellectual property rights,
and technologies of Sponsor (including but not
limited to the Study Drug and Materials) (the
“Sponsor Technology”) belong exclusively to
Sponsor and nothing shall be construed to grant
any license or other right to the Sponsor
Technology except as expressly set forth herein
for the sole purpose of conducting the Study.
This Section 5.1 survives termination of this
Agreement.

51 Technologie Zadavatele. Veskeré
stdvajici vyndlezy, prdva na duSevni vlastnictvi a
technologie spolecnosti Zadavatele (mimo jiné
véetné¢ Hodnoceného piipravku a Materiall)
(,,Technologie Zadavatele”) patii vyhradné
Zadavateli a nic se nebude vyklddat jako udéleni
jakékoli licence nebo jiného prdva na Technologii
Zadavatele s vyjimkou pfipadd vyslovné zde
uvedenych pro vyhradni udcel provadéni Studie.
Tento odstavec 5.1 zdstane v platnosti i po
ukonceni platnosti této Smlouvy.

5.2 Study Invention.

5.2 Vynalezy ve studii.

(a) Any invention,
discovery or improvement, whether or not
patentable, related to the Study or Study Drug (or
any analog or derivative thereof), specifically
including, without limitation, any method of use
of the Study Drug (or any analog or derivative
thereof) or any formulation, dosage,

(a) Jakykoli vyndlez, objev
nebo zlepSeni, at’ je ¢i neni patentovatelné,
souvisejici se Studif nebo Hodnocenym piipravkem
(nebo jakymkoli jeho analogem nebo derivitem),
které mimo jiné specificky zahrnuje jakoukoli
metodu pouZziti hodnoceného piipravku (nebo
jakéhokoli jeho analogu nebo derivitu) nebo
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administration, or method of manufacture of the
Study Drug (or any analog or derivative thereof),
whether conceived or made solely by Institution,
Investigator, any Sub-investigator, any Study
Team Member, or any contractor of any of the
foregoing, or conceived or made by Institution,
Investigator or any Sub-investigator(s), any Study
Team Member(s), or any contractor of any of the
foregoing jointly with one or more employees of
Sponsor, CRO, or any third party (“Study
Invention”), and all intellectual property rights
related thereto, shall be and remain, at all times
the sole and exclusive property of Sponsor.
Institution and Investigator shall provide prompt
written notice of any Study Invention to Sponsor
and shall assist Sponsor in gaining patent
protection for any Study Invention. All
information concerning Study Inventions shall be
deemed Confidential Information of Sponsor.

jakoukoli 1ékovou formu, dédvkovani, poddvéni
nebo zplisob vyroby Hodnoceného ptipravku (nebo
jakéhokoli jeho analogu nebo derivatu) at jiz
vytvofené nebo ziskané vyhradn€ Zdravotnickym
zafizenim, ZkouSejicim, jakymkoli
Spoluzkousejicim, jakymkoli Clenem tymu studie
nebo jakymkoli Dodavatelem kteréhokoli z vyse
uvedenych, nebo  vytvofené Ci  ziskané
Zdravotnickym  zafizenim, ZkouSejicim nebo
jakymkoli  (jakymikoli) SpoluzkouSejicim (i),
jakymkoli (jakymikoli) Clenem (Cleny) tymu
studie nebo jakymkoli Dodavatelem kteréhokoli
z vySe uvedenych, spolecné¢ s jednim nebo vice
zaméstnanci Zadavatele, CRO nebo jakékoli treti
strany (,,Vynalez ve studii) a vSechna prava na
dusevni vlastnictvi s timto souvisejici budou a
zistanou navzdy vyhradnim a  vyluénym
vlastnictvim Zadavatele. Poskytovatel zdravotnich
sluzeb a ZkouSejici poskytnou bezodkladné
pisemné ozndmeni o jakémkoli Vyndlezu ve studii
Zadavateli a umoZni Zadavateli ziskat patentovou
ochranu pro jakykoli Vynélez ve studii. VSechny
informace tykajici se Vyndlezii ve studii budou
povaZovany za Divérné informace Zadavatele.

(b) Ownership of rights in
any invention, discovery, or improvement other
than a Study Invention (“Other Inventions”)
shall be determined by reference to the rules
governing inventorship under United States
patent law and by the contractual and other legal
obligations upon the inventor(s), coming from the
Czech Law..

(b) Vlastnictvi  prdv = k
jakémukoli vyndlezu, objevu nebo zlepSeni jiného
typu, neZ je Vyndlez ve studii (,,Jiné Vynalezy*),
bude stanoveno odkazem na pravidla, jimiZ se f{di
autorstvi Vyndlezu podle patentového zdkona
Spojenych statl a podle smluvnich zavazkl a
pravnich piedpisti Ceské republiky, platnych pro
vynélezce.

(c) Sponsor shall have a
ninety (90) day exclusive first option to license
Institution’s rights in any Other Inventions and
Sponsor shall have twelve (12) months from its
exercise of such option with respect to a
particular Other Invention within which to
negotiate an exclusive license to use such
inventions on mutually acceptable and
commercially reasonable terms and conditions
that fairly reflect the relative contributions of
both parties. Institution and Investigator agree to
immediately disclose in writing any and all Study
Inventions and Other Inventions to Sponsor.

(c) Zadavatel bude mit
devadesatidenni (90) exkluzivni pravo prvni
moznosti na ziskdni licence podle prav
Poskytovatele zdravotnich sluZeb na Jiné Vynélezy
a Zadavatel bude mit dvanict (12) mésici na
uplatnéni této moZnosti vzhledem ke konkrétnimu
Jinému Vyndlezu, béhem kterych si mize vyjednat
exkluzivni licenci na pouZiti takovych vynalezi za
vzdjemné piijatelnych a obchodné piimétenych
smluvnich  podminek a ustanoveni, které
spravedlivé odraZeji relativni pfispéni obou
smluvnich stran. Poskytovatel zdravotnich sluzeb a
ZkousSejici souhlasi, Ze okamzité pisemné informuji
Zadavatele o jakychkoli avSech Vyndlezech a
Jinych vynélezech.

(d) This Section 5.2
survives termination of this Agreement.

(d) Tento odstavec 5.2
zustane v platnosti i po ukonéeni platnosti této
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Smlouvy.

5.3  Assignments and Assistance.
Institution and Investigator, each hereby assign to
Sponsor any and all right, title, and interest in and
to Sponsor Technology, any Study Invention, and
all intellectual property rights related thereto, free
and clear of all liens, claims, and encumbrances.
Neither Institution nor Investigator shall have any
right to use Sponsor Technology or any Study
Invention for any purpose except conducting the
Study. Each of Institution and Investigator shall
take all such further actions and execute and
deliver all such further documents as may be
necessary to effectuate and perfect the ownership
provisions of this Article 5. The Parties
acknowledge that any right to Sponsor
Technology or to Study Inventions that may arise
to any employee of the Institution during the
conduct of the Study shall be transferred to
Institution, in accordance with Applicable Laws
in the context of his/her/their employment
relationship with the Institution. Institution shall
further transfer the employee’s rights to the
Sponsor, in accordance with Applicable Law.
This Section 5.3 survives termination of this
Agreement.

53 Postoupeni a pomoc.
Poskytovatel zdravotnich sluZeb a Zkousejici timto
postupuji Zadavateli vSechna a veSkerd prava,
ndroky a zdjem ohledné Technologie Zadavatele a
Vyndlezu ve studii a vSechna prdva na duSevni
vlastnictvi s tim souvisejici bez jakychkoli
zastavnich prav, narokd a vécnych bfemen. Ani
Poskytovatel zdravotnich sluZzeb ani ZkouSejici
nebude mit 7Zddné pravo na pouZiti Technologie
Zadavatele pro jakékoli dcely, kromé provadéni
Studie. Poskytovatel zdravotnich sluZzeb a
ZkousSejici ucini veSkerd takovd dalSi opatfeni a
provede a dodd vSechny dalsi takové dokumenty,
které mohou byt nutné pro uskute¢néni a uplatnéni
ustanoveni o vlastnictvi tohoto ¢ldnku 5. Strany
berou na védomi, Ze veskerd prava k Technologii
nebo k Vyndlezu, kterd by piipadné mohla
vzniknout jakémukoli zaméstnanci Poskytovatele
zdravotnich sluZzeb pii provadéni Studie, pfechdzi
v souladu s PrisluSnymi pradvnimi pfedpisy v ramci
pracovnépravniho  vztahu na  Poskytovatele
zdravotnich sluZeb, ktery je dle tohoto odstavce
postoupi dile Zadavateli.

54 Ownership of Patient Records.
As between the Parties, all original patient
records are the sole and exclusive property of the
respective subjects, to be retained by Institution

5.4  Vlastnictvi zaznami subjektd
hodnoceni. Jak bylo ujedndno mezi Smluvnimi
stranami, jsou vSechny ptivodni patentové zdznamy
vyhradnim a exkluzivnim vlastnictvim piislusnych

or Investigator in accordance with Applicable | subjektt a budou uchovany Zdravotnickym

Law. zafizenim nebo ZkouSejicim v souladu s
piisluSnymi pradvnimi ptedpisy.

5.5 CRO Technology. All existing 5.5 Technologie CRO. Vsechny

inventions and technologies related to CRO’s
eClinical processes and systems (“CRO
Technology”) belong exclusively to CRO.
Neither Institution nor Investigator shall have any
right to use CRO Technology for any purpose
except conducting the Study. This Section 5.5
survives termination of this Agreement.

existujici vyndlezy a technologie souvisejici s
procesy a systémy eClinical ndleZejicimi CRO
(,,Technologie CRO*) naleZeji vylu¢né CRO. Ani
Poskytovatel zdravotnich sluZeb, ani ZkousSejici
nebude mit Zadné pravo na pouZiti Technologie
CRO pro jakékoli tcely, krom& provadéni Studie.
Tento odstavec 5.5 =zdstane v platnosti i po
ukonceni platnosti této Smlouvy.

6. INDEMNIFICATION 6. ODSKODNENI

6.1 Indemnification by Sponsor. 6.1 Odskodnéni zadavatelem.
Sponsor shall indemnify, defend, and hold | Zadavatel odSkodni a bude chranit a branit
harmless Institution, Investigator, and any | Poskytovatel zdravotnich sluZeb, Zkousejictho a

trustees, officers, staff, agents, employees, or
students of either of the foregoing (collectively,

vSechny povétence, ufedniky, persondl, zdastupce,
zaméstnance nebo  studenty ohledné  vyse
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“Institution Indemnitees”) against any third
party claim or lawsuit (a “Claim”) arising out of
any side-effect or adverse reaction, illness or
injury directly resulting from use of the Study
Drug in strict accordance with the Protocol in the
Study. including non-pecuniary damage that
results directly from the use of the Study Drug
and/or procedure described in the Protocol. The
foregoing indemnity will not apply to the extent a
Claim arises out of: (i) the negligence, gross
negligence or willful misconduct of any
Institution Indemnitee or (ii) the failure of any
Institution Indemnitee to (x) adhere to the terms
of this Agreement, the Protocol, or any written
instructions from Sponsor or its designee or (y)
comply with Applicable Law or governmental
requirements.

uvedeného (ddle spolecné oznaCovédni jako
,,Chranéné osoby Poskytovatele zdravotnich
sluzeb”) pied jakymikoli Zalobami nebo soudnimi
spory (ddle jen ,N&arok®)  vyplyvajicimi
z jakéhokoli vedlej$tho ucinku nebo neZadouciho
ucinku, onemocnéni nebo zdravotni Ujmy
vzniklymi  jako  piimy  disledek  pouziti
Hodnoceného piipravku v pfisném souladu s
Protokolem Studie, a to vcetn€ osobnostni
nemajetkové Ujmy vzniklé v dasledku uziti
Hodnoceného ptipravku a/nebo procedury popsané
v Protokolu. VySe uvedené odSkodnéni nebude
platit, pokud néarok vznikd v dusledku: (i)
zanedbdni, hrubého zanedbdni nebo tmyslného
nesprdvného jedndni jakékoli Chranéné osoby
Poskytovatele zdravotnich sluZeb nebo (ii) selhdni
jakékoli Chranéné osoby Poskytovatele zdravotnich
sluZeb pfi (x) dodrZzovani podminek této Smlouvy,
Protokolu nebo jakychkoli pisemnych instrukci
Zadavatele C¢i osoby jim povéfené nebo (y)
dodrzovani Prislusnych pravnich predpisi nebo
vladnich pozadavk.

6.2 Indemnification by Institution
and Investigator. To the extent permitted by
law, Institution and Investigator shall jointly and
severally indemnify, defend, and hold harmless
Sponsor, its directors, officers, staff, agents,
employees, independent contractors, and
affiliates (collectively, “Sponsor Indemnitees’)
from any and all losses, costs, claims, suits,
expenses, damages and awards, including
reasonable attorneys’ fees for defending those
claims (collectively, a “Loss™) in connection with
any Claim brought against any Sponsor
Indemnitee(s) as a result of the (a) negligence,
gross negligence or willful misconduct of any
Institution Indemnitee (including but not limited
to postgraduate students and other students) or
(b) the failure of any Institution Indemnitee to (i)
adhere to the terms of this Agreement, the
Protocol, any written instructions from the
Sponsor or its designee or (ii) comply with any
Applicable Laws or governmental requirements,
provided, however, that neither Institution nor
Investigator shall hold such Sponsor Indemnitees
harmless from any Loss arising out of the
negligence or willful misconduct of such Sponsor
Indemnitee.

6.2  Odskodnéni Zdravotnickym
zafizenim a ZkouSejicim. V rozsahu povoleném
zékonem Poskytovatel zdravotnich sluZzeb a
Zkousejici spole¢né a nerozdilné odskodni, budou
chrénit a branit Zadavatele, jeho feditele, ufedniky,
persondl, zdstupce, zaméstnance, nezdvislé smluvni
dodavatele a pobocky (dile spole¢né jako
,,Chranéné osoby Zadavatele”) pred jakymikoli a
vSemi ztrdtami, ndklady, ndroky, soudnimi spory,
vydaji, Skodami a platbami, vCetn¢ piimétenych
poplatkii za pravni zastoupeni pfi obrané pred
témito ndroky (dale spole¢né jako ,,Ztrata”) «) v
souvislosti s jakymkoli Ndrokem vedenym proti
kterékoli chranéné(-ym) osobé&(-dm) Zadavatele v
dusledku (a) zanedbani, hrubého zanedbani nebo
umyslného nespravného jednéni kterékoli chranéné
osoby Poskytovatele zdravotnich sluzeb (mimo jiné
véetné postgradudlnich studentl a dalSich studentl)
nebo (b) selhdni kterékoli Chrdnéné osoby
Poskytovatele zdravotnich sluZeb (i) pfi dodrzovani
podminek této Smlouvy, Protokolu, jakychkoli
pisemnych instrukci od Zadavatele nebo jim
povéfené osoby nebo (ii) dodrzovani jakychkoli
Pfislusnych pravnich predpisi nebo vladnich
pozadavki, avSak stim, Ze Poskytovatel
zdravotnich sluZzeb ani ZkouSejici neodskodni
Chranéné osoby Zadavatele pred jakoukoli Ztratou
vyplyvajici ze =zanedbdni nebo tUmyslného
nespravného jedndni kterékoli takové chranéné
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osoby Zadavatele.

6.3 General Conditions of
Indemnification. Each Party’s agreement to
indemnify, defend and hold the other harmless is
conditioned on the indemnified Party: (a)
providing written notice to the indemnifying
Party of any claim or lawsuit with potential for a
Loss no more than thirty (30) days after the
indemnified Party has knowledge of such claim
or lawsuit; (b) permitting the indemnifying Party
to have full conduct and control to investigate,
prepare for, and defend against any such claim or
lawsuit; (c) providing the indemnifying Party, at
the indemnifying Party’s reasonable expense,
with the full cooperation and assistance in the
investigation of, preparation for and defense of
any such claim or lawsuit; and (d) not
compromising or settling such claim or lawsuit
without the indemnifying Party’s prior written
consent, such consent not to be unreasonably
withheld, provided that (i) if the Party entitled to
indemnification fails to promptly notify the
indemnifying Party pursuant to the foregoing
clause (a), the indemnifying Party will only be
relieved of its indemnification obligation to the
extent materially prejudiced by such failure and
(b) in no event may the indemnifying Party
compromise, settle, or enter into any voluntary
disposition of any claim, demand or action in any
manner that admits material fault or wrongdoing
on the part of the indemnified Party or incurs
non-indemnified liability on the part of the
indemnified Party without the prior written
consent of the indemnified Party. This Article 6
survives termination of this Agreement.

6.3 Obecné podminky odskodnéni.
Souhlas kazdé ze Smluvnich stran této Smlouvy
odskodnit a chrinit a brdnit druhou stranu je
podminén tim, Ze odSkodiiovand Smluvni strana:
(a) pisemné informuje odS$kodnujici Smluvni stranu
o jakékoli Zaloby nebo soudnim sporu s moZnosti
vzniku Ztrity ne vice neZ tficet (30) dni poté, co
odskodiiovand smluvni strana ziskala znalost o
takové Zalob&€ nebo soudnim sporu; (b) dovoli
odskodiiujici Smluvni strané v plném rozsahu vést a
fidit vysetfovani, pfipravu a obhajobu proti takové
Zalobé nebo soudnimu sporu; (c) poskytne
odskodnujici Smluvni strané, na pfiméfené naklady
odskodnujici Smluvni strany, plnou spoluprici a
soucinnost pifi vySetfovani, piipravé a obhajobé
proti takové Zalob&€ nebo soudnimu sporu; a (d)
nepfistoupi na kompromis ani neurovnd takovou
Zalobu nebo soudni spor bez piedchoziho
pisemného souhlasu odSkodiujici Smluvni strany,
pricemz takovy souhlas nesmi byt neodiivodnéné
odpirdn, za ptfedpokladu, Ze (i) jestlize Smluvni
strana, kterd md ndrok na odskodnéni, okamZité
neupozorni odSkodiujici Smluvni stranu v souladu
s pfedchozim ustanovenim, (a) odSkodnujici
Smluvni strana bude zbavena své povinnosti
poskytnout odSkodnéni pouze v rozsahu, v némz
toho selhdani zpusobilo podstatnou Skodu (b)
odskodiiujici Smluvni strana nesmi v Zidném
piipad€ pftistoupit na kompromis, mimosoudni
vyrovndni nebo jakkoli svévolné disponovat
s jakymkoli ndrokem, poZadavkem nebo Zalobou
zpisobem, ktery pfizndva podstatnou vadu nebo
pochybeni na strané odskodiiované Smluvni strany
nebo vytvaii neodSkodnény zdvazek na strané
odskodnované Smluvni strany bez ptedchoziho
pisemného souhlasu odskodiiujici Smluvni strany.
Tento Cldnek 6 plati po ukonceni platnosti této
Smlouvy.

6.4  Insurance. The  Sponsor
undertakes to comply with Applicable Law
requirements governing the insurance in relation
to clinical studies of the Sponsor to the extent
required. In this respect, the Sponsor shall ensure
that, prior to the commencement of the Study, the
Sponsor, the Investigator and other appointed
Sub-Investigators shall be insured for the damage
as defined in Section 52 (3) f) of the Act on
Pharmaceuticals, which will also provide for
compensation in the event of the death of the
Study subjects or in case of damage to the health

6.4 Pojisténi. Zadavatel se zavazuje
dodrZovat v poZadovaném rozsahu PfisluSné pravni
pfedpisy upravujici poZadavky pojisténi ve vztahu ke
klinickym studiim Zadavatele. V tomto ohledu
Zadavatel zajisti, ze pied zahdjenim Studie bude pro
n¢ho jako Zadavatele, Hlavniho zkouSejiciho a
jmenované  spoluzkouSejici uzavieno pojisténi
odpovédnosti za Skodu ve smyslu § 52 odst. 3 pism.
f) Zakona o léCivech, jehoZ prostfednictvim bude
zajisténo 1 odSkodnéni v piipadé smrti Subjektt
hodnoceni nebo v pifipad¢ Skody vzniklé na zdravi
subjektti hodnoceni nebo v piipadé dalsi osobnostni
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of the Study subjects or in the case of other
personal non-pecuniary damage, e.g. due to
psychological distress, resulting from the Study.
Institution and Investigator shall maintain
insurance covering their liability obligations
under this Agreement for the duration of the
Study and for three years thereafter. Institution
and Investigator shall provide evidence of such
coverage to Sponsor upon request. The Sponsor
shall provide the specific insurance certificate
required by Applicable Law.

nemajetkové Gjmy viz. napf. z divodu psychického
stradanf atd. vzniklé v disledku provadéni Studie.

7. REPRESENTATIONS AND WARRANTIES

7. PROHLASENI A ZARUKY

7.1 No Inconsistent Obligations or
Constraints. Institution and Investigator each
represents and warrants that it is qualified and
permitted to enter into this Agreement and that
the terms of this Agreement are not inconsistent
with its other contractual arrangements.
Institution and Investigator each warrants that it
is not constrained by any existing agreement in
performing its obligations under this Agreement.
Investigator represents and warrants that the
financial provisions of this Agreement do not
conflict with any obligations Investigator may
have to his or her employer, partner, or other
third party.

7.1 Zadny rozpor mezi zavazky nebo
omezenimi. Poskytovatel zdravotnich sluzeb a
ZkousSejici kazdy za sebe prohlaSuji a zarucuji, Ze je
kvalifikovdno a povoleno uzaviit tuto Smlouvu a Ze
podminky této Smlouvy nejsou v rozporu s jejich
dalSimi smluvnimi ujednanimi. Poskytovatel
zdravotnich sluZzeb a ZkouSejici kazdy za sebe
zaruCuji, Ze nejsou omezeni Zadnou stdvajici
smlouvou pifi provadéni svych zavazkd podle této
Smlouvy. ZkouSejici prohlaSuje a zaruCuje, Ze
finan¢ni ustanoveni této Smlouvy nejsou v rozporu
s zadnymi zavazky ZkousSejiciho, které mulze mit
vici svému zaméstnavateli, partnerovi nebo jiné
treti strané.

7.2 Legal and Binding Agreement.
Institution and Investigator each represents and
warrants that this Agreement is a legal and valid
obligation binding upon it and enforceable in
accordance with its terms.

7.2 Pravni a zavazna smlouva.
Poskytovatel zdravotnich sluZeb a Zkousejici kazdy
za sebe prohlasSuji a zarucuji, Ze tato Smlouva je
pravnim a platnym zdvazkem zdvaznym a
vykonatelnym v souladu s témito podminkami.

7.3 No Impairment; No Conflict.
During the term of this Agreement, Institution
and Investigator each warrants that it shall not
enter into any agreement to provide services
which would in any way (a) materially impair its
ability to complete the Study in a timely fashion,
or (b) constitute a conflict of interest with
Sponsor’s development of Study Drug. The
Sponsor accepts the fact that the Institution and

7.3 Zadné poruSeni; Zadny konflikt.
Béhem platnosti této Smlouvy Poskytovatel
zdravotnich sluZzeb a ZkouSejici kazdy za sebe
zaru€uji, Ze neuzaviou Zadnou jinou smlouvu na
poskytovani sluzeb, kterda by jakymkoli zptisobem
(a) podstatné ovlivnila jejich schopnost dokoncit
véas Studii nebo (b) predstavovala stfet zdjmu
tykajici se vyvoje Hodnoceného piipravku
Zadavatelem. Zadavatel bere na védomi, Ze

Investigator conduct and can conduct also other | Poskytovatel zdravotnich sluzeb a ZkousSejici

clinical trials. provddi a mohou provadét i jiné klinické
hodnoceni.

7.4 No Debarred or Disqualified 7.4 Zadné vyloucené nebo

Persons. The Institution certifies that it will not
engage, directly or indirectly, any person

diskvalifikované osoby. Poskytovatel zdravotnich
sluZeb potvrzuje, Ze nebude najimat, pfimo nebo
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(including the Investigator) to perform services
under this Agreement if (a) that person is
debarred by any regulatory authority or to the
Institution’s knowledge is threatened with
debarment by a pending proceeding, action, or
investigation, or (b) that person is otherwise
disqualified under Applicable Law (including
local law), or to the Institution’s knowledge is
threatened with such disqualification by a
pending proceeding, action, or investigation,
from participating in the Study. The Institution
certifies that it will immediately notify the
Sponsor in writing if any such debarment,
exclusion, or disqualification occurs, or if any
such debarment, exclusion, or disqualification
proceeding, action, or investigation is
commenced or, to the Institution’s knowledge, is
threatened, with respect to any such person.

nepiimo, Zadnou osobu (v€etné Zkousejiciho) pro
provddéni sluzeb podle této Smlouvy, pokud (a)
tato osoba bude vyloucena jakymkoli regula¢nim
orgdnem nebo kterd bude podle znalosti
Poskytovatele  zdravotnich  sluZeb  ohroZena
vylouéenim v rdmci probihajiciho fizeni, opatieni
nebo Setfeni, nebo (b) tato osoba bude jinak
diskvalifikovdna podle PiisluSnych pravnich
predpisti (véetné mistnich zdkonl) nebo kterd bude
podle Poskytovatele zdravotnich sluZzeb ohroZena
takovou diskvalifikaci z ucasti ve Studii v rdmci
probihajictho fizeni, opatfeni nebo Setfeni.
Poskytovatel zdravotnich sluZeb potvrzuje, Ze bude
okamzité¢ pisemné informovat Zadavatele, pokud
takovy zdkaz, vylouceni nebo diskvalifikace
nastane, nebo pokud jakykoli takovy zdkaz,
vylouceni nebo diskvalifika¢ni fizeni, aktivita nebo
vySetfovdani bude zahdjeno nebo pokud podle
informaci  Poskytovatele zdravotnich sluZeb
v souvislosti s jakoukoli takovou osobu hrozi.

7.5 Limited Warranty and
Disclaimer. Institution and Investigator each
acknowledges and agrees that the Study Drug is
experimental in nature. SPONSOR MAKES NO
REPRESENTATIONS OR  WARRANTIES
EXPRESS OR IMPLIED, REGARDING THE
STUDY DRUG. ADDITIONALLY, SPONSOR
MAKES NO REPRESENTATIONS OR
WARRANTIES, EXPRESS OR IMPLIED,
REGARDING THE SAFETY OR EFFICACY
WITH RESPECT TO THE STUDY DRUG.

7.5 Omezena zaruka a prohlaseni.
Poskytovatel zdravotnich sluZzeb a ZkousSejici
potvrzuji a souhlasi, Ze povaha hodnoceného
ptipravku je experimentdlni. ZADAVATEL

NEPOSKYTUJE ZADNA UIJISTENI NEBO
ZARUKY, A TO ANI VYSLOVNE ANI
NEPRIMO, OHLEDNE  HODNOCENEHO

PRIPRAVKU. KROME TOHO ZADAVATEL
NEPOSKYTUJE ZADNA UJISTENI NEBO
ZARUKY, A TO ANI VYSLOVNE ANI
NEPRIMO, OHLEDNE BEZPECNOSTI NEBO
UCINNOSTI V SOUVISLOSTI
S HODNOCENYM PRIPRAVKEM.

7.6 No Litigation or Regulatory
Warnings. Each Party represents and warrants
that (a)it is not currently involved in any
litigation, and is unaware of any pending
litigation proceedings, relating to such Party’s
role in the conduct of a clinical trial for any third
party; and (b) it has not received any written
warnings from the FDA (or any regulatory body
in a country other than the United States) relating
to services it has provided to third parties during
the conduct of a clinical trial.

7.6 Zadné soudni spory nebo
varovani regula¢niho organu. Kazdd Smluvni
strana prohlaSuje a zarucuje, Ze (a) v soucasné dob¢
se neucastni Zaddného soudniho sporu a neni si
védoma Zzadnych probihajicich soudnich sporQ
souvisejicich s roli takové Smluvni strany pfi
provadéni klinického hodnoceni pro jakoukoli tfeti
stranu; a (b) neobdrzela Zddné pisemné varovani z
FDA (nebo jakéhokoli regula¢niho dfadu v jiné
zemi neZ ve Spojenych stdtech) souvisejici se
sluzbami, které poskytuje tfetim stranim be&hem
provadeéni klinického hodnoceni.

8. CONFIDENTIALITY
NONDISCLOSURE

AND

8. DUVERNOST A NEZVEREJNENI
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8.1 Confidential Information.
Except as provided elsewhere in this Article 8§,
Institution, Investigator, Sub-investigators, and
each of their employees, agents, representatives,
students and contractors (including but not
limited to Study Team Members) shall treat all
information and Materials disclosed or provided
to it by, or on behalf of, Sponsor or CRO as
confidential information belonging to Sponsor
(“Confidential Information”). Confidential
Information includes, without limitation, patent
applications, technology, business plans, the
Protocol, any Investigator Brochure, and all
information relating thereto; all proprietary
biological, chemical or other materials;
applications, formulas, manufacturing processes,
basic scientific data, Study Data, prior clinical
data and formulation information; Sponsor
Technology; Study Inventions; and all
information related to any of the foregoing.

8.1 Divérné informace. Pokud neni
na jinych mistech tohoto ¢ldnku 8 uvedeno jinak,
bude Poskytovatel zdravotnich sluzeb, Zkousejici,
Spoluzkous§ejici a kazdy jejich zaméstnanec,
zéstupce, reprezentant, student a dodavatel (mimo
jiné véetné Clent studijnfho tymu) zachizet se
vSemi informacemi a Materidly, které budou témito
subjekty zvefejnény nebo poskytnuty nebo jménem
nebo v zastoupeni Zadavatele jako s duvérnymi
informacemi patficimi Zadavateli  (,,Davérné
informace). Duveérné informace zahrnuji bez
omezeni patentové Zadosti, technologii, obchodni
plany, Protokol, jakykoli Soubor informaci pro
ZkouSejictho a veSkeré souvisejici informace;
vSechny chrdnéné biologické, chemické nebo jiné
materidly; Zadosti, formuldfe, vyrobni postupy,
zékladni védecké udaje, Studijni data, ptedchozi
klinickd data a informace o sloZeni; Technologii
Zadavatele; Vyndlezy ve studii a vSechny
informace souvisejici s vySe uvedenym.

8.2 Nondisclosure and Nonuse.
During the term of this Agreement and for a
period of ten (10) years after termination or
expiration of this Agreement, Institution and
Investigator agree, and will ensure that Study
Team Members and Sub-investigators agree, to
maintain in strict confidence all of the
Confidential Information and not to use or
disclose any Confidential Information except as
expressly permitted under this Agreement.
Confidential Information is and remains the
confidential and proprietary property of Sponsor,
and may be disclosed to third parties by
Institution or Investigator (as applicable) only on
a need-to-know basis, to third parties approved in
advance and in writing by Sponsor, as necessary
for purposes expressly authorized in this
Agreement. Institution and Investigator agree
that any third party to whom disclosures of
Confidential Information are made shall be bound
by obligations of confidentiality and non-use at
least as protective of Sponsor as those contained
in this Article 8.

8.2 Nezveiejnéni a  nepouZiti.
Poskytovatel zdravotnich sluZzeb a Zkousejici
souhlasi s tim, Ze b&hem platnosti této Smlouvy a
po dobu deseti (10) let po ukonceni nebo vyprseni
této Smlouvy zajisti, aby Clenové studijniho tymu a
SpoluzkousSejici souhlasili, Ze budou dodrzovat
ptisnou davérnost vSech Duavérnych informaci a
nepouziji nebo nezvefejni ziddné Duvérné
informace kromé pripadt, kdy to bude vyslovné
povoleno touto Smlouvou. Duvérné informace jsou
a zustavaji divérnym a chrianénym majetkem
Zadavatele a mohou byt prozrazeny tfetim strandm
Zdravotnickym zafizenim nebo ZkouSejicim (je-li
to vhodné) pouze na zdkladé¢ nutnosti ziskani
informaci, a to tfetim strandm pfedem a pisemné¢
schvidlenym Zadavatelem podle tucely vyslovné
schvdlené v této Smlouvé. Poskytovatel
zdravotnich sluZeb a ZkouSejici souhlasi, Ze
jakdkoli tfeti strana, které budou prozrazeny
Dtvérné informace, bude véazina zdvazkem
davérnosti a nepouziti minimalné s takovou tdrovni
ochrany Zadavatele, jako je obsaZzena v tomto
¢lanku 8.

8.3 Exceptions. The
confidentiality, non-disclosure and nonuse
obligations of this Article 8 shall not apply to
information that:

8.3 Vyjimky. Zéavazky tykajici se
davérnosti, nezvefejnéni a nepouziti v tomto
¢lanku 8 se netykaji informact, které:

(a) is already in the
possession of Institution or Investigator at the
time of disclosure thereof, as demonstrated by

(a) jsou jiz ve vlastnictvi
Poskytovatele zdravotnich sluzeb nebo
ZkouSejictho v dob¢ jejich zvefejnéni, jak je

Strana 21 ze 35




DUVERNE

Institution’s or Investigator’s contemporaneous

prokdzdno v soucasnych pisemnych zdznamech

written record; Poskytovatele zdravotnich sluZeb nebo
ZkouSejiciho;
(b) is or later becomes part (b) byly nebo budou pozdé&ji

of the public domain through no fault of
Institution or Investigator in breach of this
Agreement;

zvefejnény, aniZ by doslo k poruSeni této Smlouvy
Zdravotnickym zatizenim nebo Zkousejicim;

(c) is received, without
obligation of confidentiality or limitation on use,
from a third party having no obligations of
confidentiality with respect thereto to Sponsor;

(¢ byly ziskdny bez zdvazku
divérnosti nebo omezeni pouZziti od tfeti strany,
ktera nema 7Zadné zavazky divérnosti s ohledem na
tyto informace vici Zadavateli;

(d) is independently
developed by Institution or Investigator without
any breach of this Agreement or use or benefit of
Confidential Information, as demonstrated by
Institution’s or Investigator’s contemporaneous
written record; or

(d) jsou nezdvisle vyvinuty
Zdravotnickym zafizenim nebo ZkouSejicim bez
jakéhokoli poruseni této Smlouvy nebo pouZiti ¢i
ptinosu Divérnych informaci, jak je prokdzéno v
soucasnych pisemnych zdznamech Poskytovatele
zdravotnich sluZzeb nebo Zkousejiciho, nebo

(e) is the subject of a
written permission to disclose by Sponsor or
CRO.

(e) jejichZz zvetejnéni bylo
pisemné& povoleno Zadavatelem nebo CRO.

8.4 Permitted Disclosure.
Notwithstanding the foregoing, Institution or
Investigator may disclose Confidential

Information to third parties to the extent such
disclosure is required by Applicable Law, or by
SUKL and FDA, order of a court, government
agency or the like having competent jurisdiction;
if and only if, Institution or Investigator gives
Sponsor prior written notice of the required
disclosure and wuses reasonable efforts to
cooperate with Sponsor to allow assertion of
whatever exclusions or exemptions may be
available to it. With respect to any disclosure
permitted in accordance with this Section 8.4,
Institution and Investigator may only disclose
what is reasonably necessary to comply with the
applicable disclosure requirement.

84 Povolené zveiejnéni. Bez ohledu
na vySe uvedené muze Poskytovatel zdravotnich
sluzeb nebo ZkouSejici prozradit Duvérné
informace tfetim osobdm v rozsahu, v jakém je
takové  zvefejnéni  pozadované  PiisluSnymi
pravnimi predpisy, piipadné v rozsahu pozadavki
SUKL A FDA, ptikazem soudu, vlddniho orgénu
nebo podobné v rdmci kompetentni jurisdikce;
tehdy a jen tehdy, pokud Poskytovatel zdravotnich
sluzeb nebo ZkouSejici poskytne Zadavateli
ptedchozi pisemné ozndmeni o poZadovaném
zvefejnéni a vynaloZi pfiméfené dsili na spolupréci
se Zadavatelem k umoZnéni prosazeni veSkerych
vyhrad nebo vyjimek, které jsou dosazitelné. S
ohledem na jakékoli zvetfejnéni povolené v souladu
s timto odstavcem 8.4 mize Poskytovatel
zdravotnich sluzeb a ZkouSejici zvefejnit pouze to,
co je piiméfené nutné pro splnéni piisluSného
poZadavku na zvefejnéni.

8.5 CRO Confidential
Information. Institution and Investigator shall
keep strictly confidential any information
disclosed to it by Sponsor and/or CRO regarding
Sponsor’s and/or CRO’s processes, pricing,
systems and procedures. Institution and
Investigator shall protect such confidential

information of Sponsor and/or CRO with the

8.5 Divérné  informace  CRO.
Poskytovatel zdravotnich sluzeb a Zkousejici budou
uchovdvat v piisné duveérnosti jakékoli informace,
které jim budou poskytnuty Zadavatelem a/nebo
CRO ohledn¢ procest, tvorby cen, systému a
postupi Zadavatele a/nebo CRO. Poskytovatel
zdravotnich sluzeb a ZkouSejici budou chranit
takové diveérné informace Zadavatele a/nebo CRO
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same degree of care as Institution and
Investigator would protect their own confidential
information, which degree of care shall be no less
than commercially reasonable. Institution and
Investigator shall require all Study Team
Members working on this Study to comply with
the terms of this provision.

se stejnou mirou péce, jako by chrénili své vlastni
divérné informace a v Zadném piipad¢é ne na nizsi
drovni, neZ je komeréné pfiméfené. Poskytovatel
zdravotnich sluzeb a ZkouSejici poZadaji vSechny
Cleny studijniho tymu, aby dodrZovali podminky
tohoto ustanoveni.

8.6 Irreparable Injury. Institution
and Investigator acknowledge and agree that any
violation of the terms of this Agreement relating
to the disclosure or wuse of Confidential
Information may result in irreparable injury and
damage to Sponsor not adequately compensable
in money damages, and for which Sponsor may
have no adequate remedy at law. Institution and
Investigator acknowledge and agree, therefore,
that if the disclosure and non-use terms herein are
violated, Sponsor may need to seek injunctions,
orders, or decrees in order to protect the
Confidential Information and will be entitled to
do so without having to post a bond. This Article
8 shall survive termination of this Agreement.

Sponsor hereby acknowledges that the Institution
is obliged to publish this Agreement pursuant to
Act no. 340/2015 Sb., on Agreements Register.
Any information which constitutes a trade secret
of either party is exempted from such publication.
For the purposes of this Agreement such trade
secrets include, but are not limited to, the
Protocol, the design of individual visits described
in the payment table(s) in Exhibit A, expected
number of Trial subjects enrolled, Confidential
Information, Study Inventions, as defined below,
and the expected duration of the Study.
Furthermore, personal data of the individuals are
also exempt from such publication, unless they
have been previously published in another public
register.

8.6 Nenapravitelna skoda.
Poskytovatel zdravotnich sluZzeb a ZkouSejici
potvrzuji a souhlasi, Ze jakékoli poruSeni podminek
této Smlouvy souvisejici se zvefejnénim nebo
pouzitim Duvérnych informaci muze vést k
nenapravitelné Skod¢é pro Zadavatele, kterd nebude
adekvatné kompenzovatelnd finanén& a pro kterou
nemusi mit Zadavatel odpovidajici ndpravu podle
zékona. Proto Poskytovatel zdravotnich sluzeb a
Zkousejici potvrd{ a souhlasi s tim, Ze pokud budou
poruseny podminky zvefejnéni a nezvefejnéni,
muize Zadavatel pozadat o soudni piikazy, nafizeni
nebo vyhlasky s cilem ochranit Divérné informace.
Tento ¢lanek 8 zlstane v platnosti i po ukonceni
platnosti této Smlouvy.

Smluvni strany berou na védomi, Ze tato smlouva
bude uvefejnéna v registru smluv v souladu se
zékonem ¢. 340/2015 Sb. a uvefejnéni smlouvy
provede Poskytovatel zdravotnich sluZeb.

Veskeré informace, které piedstavuji obchodni
tajemstvi kterékoli ze stran jsou z tohoto uvetejnéni
vynaty. Pro dcely této smlouvy se za obchodni
tajemstvi povazuje mimo jiné Protokol, ndvrh
individudlnich navstév popsanych v rozpisu plateb
v piiloze A, ofekdvany pocet nabranych Subjektl
hodnoceni, Divérné informace, Vynalezy, Jak je
definovdno niZe, a ptfedpoklddanou dobu trvani
Studie. Déle nebudou publikovdny osobni udaje
fyzickych osob, pokud nebyly jiz diive zvefejnény
v jiném vetejném rejstiiku.

9. PUBLICATION AND PUBLICITY

9. PUBLIKACE A PROPAGACE

9.1 Publication. Details of the
Study and its results shall not be publicized or
published in any form without prior written
consent of the Sponsor. Such approval is
necessary to prevent premature disclosure of
trade secrets and other confidential information.
Neither party may use the name, logo, or
trademark of the other party or its employees or
affiliates in any press release, publicity, or
advertising without the prior written approval of

9.1 Publikace. Podrobnosti o Studii a
jejich  vysledcich nebudou zvefejnény nebo
publikoviany v Zddné formé bez piedchoziho
pisemného souhlasu Zadavatele. Toto schvéleni je
nutné pro zabranéni predCasnému zvefejnéni
obchodnich tajemstvi a dalSich davérnych
informaci. Zadnd smluvni strana nesmi pouZivat
ndzev, logo nebo ochrannou zndmku druhé smluvni
strany nebo jejich zaméstnanci ¢&i pobocky v
jakékoliv  tiskové  zprdvé, reklam¢ nebo
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the other party, except as required by Applicable
Law or expressly permitted by this Agreement.
In addition, Sponsor or CRO has the right to
disclose the total amounts of any and all
compensation paid to Institution or otherwise
paid under this Agreement, to the extent and in
the form required by Applicable Law.

propagacnim materidlu bez predchoziho pisemného
souhlasu druhé smluvni strany, s vyjimkou ptipadi
poZadovanych PfisluSnymi prdvnimi ptedpisy, nebo
pokud je to vyslovné povoleno touto Smlouvou.
Krom¢ toho m4 Zadavatel nebo CRO priavo
zvetejnit celkovou ¢dstky vSech a veSkerych dhrad
zaplacenych Poskytovateli zdravotnich sluZeb nebo
jinak uhrazené podle této Smlouvy v rozsahu a
form¢ poZadované PtisluSnymi prdvnimi predpisy.

10. MISCELLANEOUS

10. RUZNE

10.1  Relationship of Parties.
Institution and Investigator shall perform services
under this Agreement as independent contractors.
Neither Institution nor Investigator shall be
considered an employee or agent of Sponsor or
CRO nor shall this Agreement constitute, create
or in any way be interpreted as a joint venture,
partnership or formal business organization of
any kind. In that respect, no Party shall have the
authority to execute any agreement on behalf of
another Party, nor shall any Party have any
authority to negotiate any agreement, except as
another Party may expressly direct in writing.

10.1 Vztahy stran. Poskytovatel
zdravotnich sluZeb a ZkouSejici budou provadét
sluzby podle této Smlouvy jako nezdvisli
dodavatelé. Ani Poskytovatel zdravotnich sluzeb
ani ZkousSejici nebudou povaZovani za zaméstnance
nebo zastupce Zadavatele nebo CRO a ani tato
Smlouva nebude pifedstavovat, vytvafet ani nebude
jakymkoli jinym zplsobem interpretovana jako
spoleCny podnik, partnerstvi nebo formdlni
obchodni organizace jakéhokoli typu. V tomto
ohledu nemd Z74dnd Smluvni strana pravomoc
uzaviit jakoukoli smlouvu jménem jiné Smluvni
strany, ani Zddnd jind Smluvni strana nebude mit
pravomoc sjedndvat jakoukoli smlouvu kromée
situace, kdy to jind Smluvni strana vyslovné nafidi
pisemné.

10.2  Use of Name. Except as may be
required by law or the rule of any nationally-
recognized securities exchange, no Party will use
the name, trademarks, logos, symbols, or other
images of any Party hereto for any marketing,
advertising or public relations purposes without
the prior written consent of the affected Party.

10.2  Pouziti jména. Kromé situaci, kdy
je to poZzadovédno zdkonem nebo pravidly jakékoli
staitem uznavané burzy cennych papiri, nebude
74dnd Smluvni strana pouZivat jméno, obchodni
znacky, loga, symboly nebo jiny obrazovy materiél
jakékoli Smluvni strany této Smlouvy pro ucely
marketingu, reklamy nebo styku s vefejnosti bez
predchoziho pisemného souhlasu dotéené Smluvni
strany.

10.3 Governing Law; Jurisdiction.
This Agreement shall be governed by and
construed in accordance with the law of Czech
Republic.

10.4 In case of any discrepancies
between Czech and English language version of
this Agreement the Czech version shall prevail.

10.5 The Parties undertake to resolve
any contradictions or disputes arising from this
Agreement in a preferentially amicable manner.
Should no amicable settlement be possible, any
disputes arising under this Agreement will be

10.3 Rozhodné pravo; soudni
pravomoc. Tato Smlouva se bude fidit zdkony
Ceské republiky a bude vykladdna v souladu s nimi.

10.4 V piipadé jakychkoli rozporti mezi
Ceskou a anglickou verzi smlouvy md piednost
ceska verze.

10.5 Strany se zavazuji feSit vSechny
ptipadné rozpory nebo spory vyplyvajici z této
Smlouvy prednostné smirnym zptsobem. Pokud by
nebylo mozné dosdhnout smirného feseni, budou
vSechny piipadné spory vyplyvajici z této Smlouvy
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settled by the competent courts of the Czech
Republic.

teSeny piislusnymi soudy Ceské republiky.

10.6  Severability. In case any one or
more of the provisions contained in this
Agreement is, for any reason, held to be invalid,
illegal or unenforceable in any respect by a court
with competent jurisdiction, such invalidity,
illegality or unenforceability shall not affect the
other provisions of this Agreement, and this
Agreement shall be construed as if such invalid,
illegal or unenforceable provision had never been
contained in this Agreement. If moreover, any
one or more of the provisions contained in this
Agreement is for any reason held to be
excessively broad as to duration, geographical
scope, activity or subject, it shall be construed by
limiting and reducing it, so as to be enforceable
to the extent compatible with the applicable law
as it then appears.

10.6 Oddélitelnost. V piipadé, Ze
jedno nebo vice z ustanoveni obsaZenych v této
Smlouvé bude z jakéhokoli divodu shleddno
neplatnym, nezdkonnym nebo nevymahatelnym
podle nafizeni soudu s piisluSnou jurisdikei,
nedotkne se tato neplatnost, nezdkonnost nebo
nevymahatelnost  ostatnich  ustanoveni tato
Smlouvy, a tato Smlouva bude vykldddna tak, jako
by takové neplatné, nezdkonné nebo nevymahatelné
ustanoveni nikdy nebylo v této Smlouvé obsaZeno.
Pokud bude navic jedno nebo vice z ustanoveni
obsazenych v této Smlouvé z néjakého divodu
shleddno pftili§ rozsdhlym ohledné doby trvéni,
geografického rozsahu, ¢innosti nebo predmétu,
musi byt vykldddno pomoci omezeni a sniZeni tak,
aby bylo vymahatelné v rozsahu odpovidajicim
platnym pravnim piedpistim tak, jak budou vydany.

10.7 Notices. Except as provided
below, any notice required or permitted to be sent
under this Agreement shall be in writing and is
deemed given and received (a) upon personal
delivery to the appropriate address, or (b) one (1)
business day after facsimile transmission to the
number(s) below, with transmission confirmed
and followed by mailing pursuant to (b), five (5)
business days after sending to the address(es)
below by nationally recognized bonded courier.
Notice information is as follows:

10.7 Oznameni. Pokud neni dile
uvedeno jinak, jakékoli pozadované nebo povolené
ozndmeni odeslané podle této Smlouvy bude
provedeno pisemné a bude povazovédno za odeslané
a obdrzené (a) po osobnim doddni na pfislusSnou
adresu, nebo (b) jeden (1) pracovni den po odeslani
faxem na Cislo(a) uvedené(d) niZze s potvrzenym
pfenosem a néslednou poStovni zdsilkou podle
bodu (b) pét (5) pracovnich dnli po odesldni na
adresu(-y) uvedené niZe kuryrni sluZbou uzndvanou
v daném stat&. Udaje pro ozndmeni jsou:

Institution:

Poskytovatel zdravotnich sluZeb:

Fakultni nemocnice Hradec Kralové

Fakultni nemocnice Hradec Kralové

Pravni odbor

Pravni odbor

Sokolska 581, PSC: 500 05

Sokolska 581, PSC: 500 05

Hradec Kralové — Novy Hradec Kralové
Czech Republic

Attn.: Dasa Proktiipkova

Phone: [N

Hradec Kralové — Novy Hradec Kralové
Cesk4 republika

K rukdam: Dasi Prokipkové

Telefon: N

Sponsor: ImmunoGen, Inc.

Zadavatel: ImmunoGen, Inc.

830 Winter Street, Waltham, MA 02451
USA

830 Winter Street, Waltham, MA 02451
USA

Telephone: (781) 895-0156

Telefon: (781) 895-0156

Attention: Clinical Contracts Attorney

K rukdm: Clinical Contracts Attorney

Facsimile: (781) 895-0612

Fax: (781) 895-0612
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Investigator:

Fakultni nemocnice Hradec Kralové

Zkousejici:

Porodnickd a gynekologicka klinika

Fakultni nemocnice Hradec Kralové

Sokolska 581, PSC: 500 05

Porodnickd a gynekologicka klinika

Hradec Kralové — Novy Hradec Kralové

Czech Republic

Aun: [
Phone: [N

Sokolskd 581, PSC: 500 05
Hradec Krilové — Novy Hradec Krélové
Ceska republika

K rukam: |
Telefon: |

with copy to

s kopii na

CRO: Novella Clinical, LLC

CRO: Novella Clinical, LLC

1700 Perimeter Park Drive

1700 Perimeter Park Drive

Morrisville, NC 27560 USA

Morrisville, NC 27560 USA

Attention: [

K rukam: [

Facsimile: [

Fax: [

10.8 Successors and  Assigns.
Neither Institution nor Investigator shall assign,
subcontract or otherwise transfer any of its rights
or obligations hereunder, or any part hereof,
whether by operation of law or otherwise,
without the prior written consent of Sponsor.
This Agreement inures to the benefit of and is
binding upon the successors and permitted
assigns of the Parties. Any purported assignment
not consistent with this Section 10.6 is null and
void.

10.8 Nastupci a nabyvatelé.  Ani
Poskytovatel zdravotnich sluzeb ani ZkousSejici
nepostoupi, nepiedaji na zdklad¢ dil¢i smlouvy
nebo jinak nepfevedou Zadnd svd prdva nebo
zdvazky podle této Smlouvy nebo jakékoli jeji
¢asti, at’ jiz podle zdkona, nebo jinym zpiisobem,
bez pfedchoziho pisemného souhlasu Zadavatele.
Tato Smlouva nabyva tucinnosti ve prospéch a je
zdvaznd pro ndstupce a povolené nabyvatele
Smluvnich stran. Jakékoli zamyS$lené postoupent,
které neni v souladu stimto odstavcem 10.6, je
absolutné i relativné neplatné.

10.9 Headings. The subject headings
are solely for convenience and shall not be used
to alter or interpret the contents of this
Agreement.

10.9 Nazvy odstavci. Nazvy odstavcl
jsou vyhradné ureny pro lepsi Citelnost a nebudou
pouzivany pro zménu nebo vyklad obsahu této

Smlouvy.

10.10 Counterparts. This Agreement
is executed in 3 counterparts, each of which is
deemed an original and all of which together
constitute one instrument.

10.10 Vyhotoveni. Tato Smlouva bude
vyhotovena ve 3 vyhotovenich, z nichZ kaZdé je
povaZovano za origindl.

10.11 Entire Agreement;
Amendment; Conflict of Terms. This
Agreement, together with the attached Exhibits,
contains the entire agreement by and between
Institution, Investigator and Sponsor with respect
to the subject matter hereof. No amendment,
waiver or discharge of any provision of this
Agreement is effective against a Party unless that
Party has consented thereto in writing by its
authorized  representatives  of  Institution,

10.11 Cela smlouva; Dodatek; Konflikt
pojmi. Tato Smlouva spolu s pfiloZenymi
ptilohami piedstavuje celou dohodu uzavienou
mezi Zdravotnickym zafizenim, ZkouSejicim a
Zadavatelem v souvislosti s predmétem této
Smlouvy. Zadny dodatek, zieknuti se platnosti
nebo vypusténi jakéhokoli ustanoveni této Smlouvy
nejsou uplatnitelné vici jakékoli Smluvni strané,
pokud tato Smluvni strana s nimi pisemné
nesouhlasila prostiednictvim prisluSnych
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Investigator and Sponsor. In the event of a
conflict between the terms of this Agreement and
the terms of the Protocol, (a) with respect to
issues of medicine or subject safety, the terms of
the Protocol govern and (b) in all other cases, the
terms of this Agreement govern.

autorizovanych zastupcti Poskytovatele zdravotnich
sluZeb, ZkouSejictho a Zadavatele. V piipad¢
konfliktu mezi podminkami této Smlouvy a
podminkami Protokolu (a) s ohledem na zéleZitosti
tykajici se Hodnoceného 1é¢ivého ptipravku nebo
bezpecnosti subjektu maji pfednost podminky
uvedené v Protokolu a (b) ve vSech ostatnich
pifipadech plati podminky této Smlouvy.

10.12 Foreign Corrupt Practices Act.
Institution and Investigator acknowledge that
Sponsor is bound by the Foreign Corrupt
Practices Act. As such, Sponsor employees,
agents, contractors and/or representatives are
prohibited from offering, and Institution and
Investigator hereby agree not to offer, payment
(or anything of value) directly or indirectly to
employees or officials of a foreign government,
public international organization or political
party, in order to retain business on behalf of
Sponsor or to secure any improper advantage on
behalf of Sponsor or for the benefit of the Study.
Investigator represents that it is not a foreign
official and is self-employed.

10.12 Zakon 0 zahrani¢nich
korupcnich praktikach (Foreign Corrupt
Practices Act, FCPA). Poskytovatel zdravotnich
sluZzeb a Zkousejici berou na védomi, Ze Zadavatel
je véazédn Zikonem o zahrani¢nich korupé€nich
praktikdch. Proto zaméstnanci, zastupci, smluvni
dodavatelé a/nebo reprezentanti Zadavatele nesmi
nabizet, a Poskytovatel zdravotnich sluzeb a
ZkouSejici timto souhlasi, Ze nebudou nabizet,
platit (nebo pieddvat cokoli hodnotného) piimo
nebo nepiimo zaméstnanciim nebo dfednikiim cizi
vlady, vefejné mezindrodni organizaci nebo
politické strané s cilem zachovat obchodni ¢innost
jménem Zadavatele nebo pro zajiSténi jakékoli
nepatiicné vyhody jménem Zadavatele nebo ve
prospéch Studie. ZkouSejici potvrzuje, Ze neni
zahrani¢nim Ufednikem a je osoba samostatné
vydéle¢né ¢innd.

10.13 Anti-Kickback and Anti Fraud.
Institution and Investigator agree that their
judgment with respect to the advice and care of
each Study subject will not be affected by the
compensation they receive from this Agreement,
that such compensation does not exceed the fair
market value of the services they are providing,
and that no payments are being provided to them
for the purpose of inducing them to purchase or
prescribe any drugs, devices or products.

10.13 Ustanoveni proti zpronevéie a
ziskavani neopravnénych vyhod. Poskytovatel
zdravotnich sluzeb a ZkouSejici souhlasi, Ze jejich
usudek s ohledem na poradenstvi a péci o kazdy
Studijni subjekt nebude ovlivnén thradou, kterou
obdrzi podle této Smlouvy, Ze takovd uhrada
nepiekro¢i pfiméfenou trzni cenu za sluzby, které
poskytuji, a Ze jim nebude poskytovdna Zadna
platba za udcelem pobidky pro ndkup nebo
predepisovani jakychkoli 1€kt, prostfedkli nebo
produkti.

If the Sponsor provides any free products or
items for use in the Study, Institution and
Investigator agree that they will not bill any
Study subject, insurer or governmental agency, or
any other third party, for such free products or
items.

Pokud Zadavatel poskytne jakékoli produkty nebo
poloZky pro pouZiti ve Studii zdarma, Poskytovatel
zdravotnich sluZeb a ZkousSejici souhlasi s tim, Ze
nebudou uctovat zadnému Subjektu hodnoceni,
pojistovné nebo vladnimu organu ani jakékoli treti
stran¢ poplatek za takové produkty nebo poloZzky
poskytované zdarma.

Institution and Investigator agree that they will
not bill any Study subject, insurer, or
governmental agency for any visits, services or
expenses incurred during the Study for which
they have received compensation from Sponsor,
or which are not part of the ordinary care they
would normally provide for the Study subject,
and that neither Institution nor Investigator will

Poskytovatel zdravotnich sluzeb a ZkousSejici
souhlasi, Ze nebudou tuctovat Zadnému subjektu
hodnoceni, pojistovné nebo vlddnimu orginu
poplatek za jakékoli ndvstévy, sluZzby nebo vydaje,
které vznikly béhem Studie, které byly hrazeny
Zadavatelem nebo které nejsou soucdsti obvyklé
péCe, kterd by byla normdlné¢ poskytovana
Studijnimu subjektu, a Ze ani Poskytovatel
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pay another physician to refer subjects to the
Study.

zdravotnich sluzeb ani ZkouSejici nebudou platit
jinému lékafi za doporuceni subjektd pro ucast ve
Studii.

10.14 Anti-Bribery. Institution and
Investigator agree that the fees to be paid
pursuant to this Agreement represent fair
compensation for the services to be provided by
Institution and Investigator.  Institution and
Investigator represent and warrant that payments
or items of value received pursuant to this
Agreement or in relation to the Study will not
influence any decision that Institution,
Investigator or any of their respective owners,
directors, employees, agents, consultants, or any
payee under this Agreement may make, as a
Government Official or otherwise, in order to
assist Sponsor to secure an improper advantage or
obtain or retain business.

10.14 Ustanoveni o boji proti Gplatkim.
Poskytovatel zdravotnich sluZzeb a ZkouSejici
souhlasi, Ze poplatky podle této Smlouvy
pfedstavuji pfiméfenou thradu za sluZzby, které
budou poskytovdny Zdravotnickym zafizenim a
ZkouSejicim. Poskytovatel zdravotnich sluzeb a
ZkousSejici prohlaSuji a zarucuji se, Ze platby nebo
hodnotné pfedméty, které byly obdrZeny podle této
Smlouvy nebo v souvislosti se Studii, neovlivni
74dné rozhodnuti, které mohou ucinit Poskytovatel
zdravotnich sluzeb, ZkouSejici nebo vSichni jejich
piisluSni majitelé, teditelé, zaméstnanci, zastupci
nebo konzultanti nebo jakykoli pifijemce plateb
podle této Smlouvy, vlddni ufednici ¢i jiné
subjekty, aby Zadavatel =ziskal neopravnénou
vyhodu nebo ziskal ¢i udrzel obchodni ¢innost.

Institution and Investigator further represent and
warrant that neither they nor any of their
respective owners, directors, employees, agents,
or consultants, nor any payee under this
Agreement, will, in order to assist Sponsor to
secure an improper advantage or obtain or retain
business, directly or indirectly pay, offer or
promise to pay, or give any items of value to any
person or entity for purposes of (i) influencing
any act or decision; (ii) inducing such person or
entity to do or omit to do any act in violation of
their lawful duty; (iii) securing any improper
advantage; or (iv) inducing such person or entity
to use influence with the government or
instrumentality thereof to affect or influence any
act or decision of the government or
instrumentality.

Poskytovatel zdravotnich sluzeb a ZkouSejici déle
prohlasuji a zarucuji se, Ze nikdo z nich ani jejich
piislusni majitelé, teditelé, zaméstnanci, zastupci
nebo konzultanti ani zZddny piijemce plateb podle
této Smlouvy nebudou s cilem zajistit Zadavateli
neoprdvnénou vyhodu nebo ziskat ¢&i udrZet
obchodni c¢innost, piimo nebo nepiimo platit,
nabizet nebo slibovat platbu nebo poskytovat
jakékoli hodnotné predméty jakékoli osob& nebo
subjektu za ucelem (i) ovlivnéni jakéhokoli jedndn{
nebo rozhodnuti; (ii) pobidky takové osoby nebo
subjektu k jedndni nebo nejedndni s cilem porusit
jejich zdkonné povinnosti; (iii) zajisténi jakékoli
neopravnéné vyhody; nebo (iv) pobizeni takové
osoby nebo subjektu k vyuZiti vlivu na vladu nebo
jeji orgdn ziizeny za uritym ucelem s cilem
ovlivnit jakékoli jedndni nebo rozhodnuti vlady
nebo jejiho organu ziizeného za urcitym tcelem.

In addition to other rights or remedies under this
Agreement or at law, Sponsor may terminate this
Agreement if Institution or Investigator breaches
any of the representations or warranties contained
in this Section or if Sponsor learns that improper
payments are being or have been made to or by
Institution or Investigator or any individual or
entity acting on its or their behalf.

Kromé jinych prav nebo opravnych prostredki v
ramci této Smlouvy nebo zdkona mize Zadavatel
ukonc¢it tuto Smlouvu, pokud Poskytovatel
zdravotnich sluZeb nebo Zkousejici porusi jakékoli
prohlaSeni nebo zdruky uvedené v této Césti, nebo
pokud se Zadavatel dozvi, Ze Poskytovateli
zdravotnich sluzeb nebo ZkouSejicimu nebo
Zdravotnickym zafizenim nebo Zkousejicim nebo
jakémukoli jednotlivci nebo subjektu ¢i jakymkoli
jednotlivcem ¢i subjektem pulsobicim jejich
jménem, jsou nebo byly vypldceny neopravnéné
platby.

10.15 Each party represents and warrants

10.15 Kazda smluvni strana prohlaSuje a
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that it has the power and authority to enter and
perform its obligations under this Agreement
without conflict with, default under, or violation
of any law, regulation, or agreement binding
upon it. Each party represents and warrants that
this Agreement has been duly and validly
executed and delivered by it and constitutes its
legally valid and binding obligation, enforceable
in accordance with its terms, except as
enforcement may be limited by law.

The Sponsor undertakes that no other
contract will be concluded with the Investigator
or other cooperating person for this Study.

zarucuje se, Ze ma pravomoc a opravnéni uzaviit a
provadét své zdvazky podle této Smlouvy bez
rozporu, neplnéni nebo poruseni jakéhokoli zdkona,
regulacniho opatfeni nebo dohody, kterd ji
zavazuje. KaZdd smluvni strana prohlasuje a
zarucuje se, Ze tato Smlouva byla fddn& a platné
uzaviena a pfeddna a predstavuje pravné platny a
zdvazny zévazek vynutitelny v souladu s jejimi
podminkami s vyjimkou piipadi, kdy jeji vymahani
mitiZze byt omezeno zdkonem.

Zadavatel se zavazuje, Ze na toto klinické

hodnoceni neuzavie se zkouSejicim ani jinou
spolupracujici osobou zZddnou dalsi smlouvu.

SIGNATURES FOLLOW ON NEXT PAGE

PODPISY NA DALSI STRANCE
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IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by their respective duly
authorized signatories on the dates specified
below to take effect on and as of the Effective
Date (as specified in par. 2.1 hereinabove):

NA DUKAZ TOHO byla tato Smlouva podepsina
fddné zmocnénymi zdstupci Smluvnich stran a
nabyva platnosti dnem podpisu a U¢innosti Datem
Ucinnosti (jak je specifikovdno shora v odst. 2.1).,

INSTITUTION / POSKYTOVATEL ZDRAVOTNICH SLUZEB

Signature/Podpis:

Print Name / Jméno tiskacim pismem: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.

Title / Funkce:

Date / Datum: 23. 10. 2017

INVESTIGATOR / ZKOUSEJICI

Signature/Podpis:

Print Name / Jméno tiskacim pismen: |

Date / Datum: 23. 10. 2017

SPONSOR/ZADAVATEL

Signature/Podpis:

Print Name / Jméno tiskacim pismem:

Title / Funkce:

Date / Datum: 12. 10. 2017
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EXHIBIT A PRILOHA A
BUDGET AND PAYMENT SCHEDULE ROZPOCET A PLAN PLATEB
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ImmunoGen IM GN853
Protokol 0403
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