[Protocol Code]

LABORATORY SAMPLE ANALYSIS SERVICE
AGREEMENT

This Laboratory sample analysis Services
Agreement (the "Agreement") is made and
entered into by and between:

Fakultni nemocnice Brno (University Hospital
Brno)

Jihlavskd 20, 625 00 Brno, Czech Republic, IN:
65269705, TIN: CZ65269705, represented by
Roman Kraus, MD, MBA, director (the “Service
Provider”)

and

PSI CRO Czech Republic s.r. 0.

V Parku 2343/24, 148 00 Praha 4 - Chodov,

Czech Republic, IN: 28196775, TIN:
CZz28196775, registered in Business Register,
Municipal Court in Prague, section C, folio
132148, represented b

, by

Power of Attorney (“PSI”)
PREAMBLE:

WHEREAS Baxter Healthcare Corporation located
at One Baxter Parkway, Deerfield, Illinois 60015,
USA (the “Sponsor”) is conducting a clinical study
(the “Study”) of the product FS VH S/D 500 s-apr
(the “Study Drug”);

WHEREAS the Study shall be conducted in full
compliance with the Sponsor's protocol 3599-001
“A Randomised Controlled Study to Evaluate the
Efficacy and Safety of Fibrin Sealant, Vapour
Heated, Solvent/Detergent Treated (FS VH S/D
500 s-apr) Compared to DuraSeal Dural Sealant
as an Adjunct to Sutured Dural Repair in Cranial
Surgery” and any amendments thereto (the
“Protocol”);

WHEREAS the Sponsor has engaged PSI as a
contract research organization to set up and
conduct the Study in the Czech Republic;

WHEREAS PSI desires to engage the Service
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SMLOUVA O POSKYTOVANI SLUZEB
ANALYZY LABORATORNICH VZORKU

Tato Smlouva o poskytovani sluzeb analyzy
laboratornich vzork(i (dale jen ,Smlouva“) se
uzavira mezi:

Fakultni nemocnice Brno,

Jihlavska 20, 625 00 Brno, Ceska republika, IC:
65269705, jednajici: MUDr. Roman Kraus, MBA -
feditel (dale jen ,Poskytovatel sluzeb®)

a

PSI CRO Czech Republic s.r. 0.

V Parku 2343/24, 148 00 Praha 4 - Chodov,

Ceska  republika, IC: 28196775, DIC:
CZ28196775, zapsana v obchodnim rejstfiku
Méstského soudu v Praze, oddil C, vloZzka

132148, zastoupena

na zakladé plné moci (dale jen “PSI”)
PREAMBULE:

One Baxter Parkway, Deerfield, Illinois 60015,
USA (dale jen ,Zadavatel”) provadi Kklinické
hodnoceni (dale jen ,Studie®) pfipravku s nazvem
FS VH S/D 500 s-apr (dale jen ,Studijni [€k®);

Studie bude provadéna v naprostém souladu
s Protokolem Zadavatele ¢. 3599-001 s nazvem
“Randomizovana kontrolovana Kklinicka studie
hodnotici bezpec&nost fibrinového
tkafiového lepidla zahfatého parou a oSetfeného
rozpoustédlem/detergentem (FS VH S/D 500 s-
apr) ve srovnani s lepidlem DuraSeal jako doplriku
k uzavieni pfi duralni sutufe” a vSemi jeho dodatky
(dale jen ,Protokol®);

a udinnost

Zadavatel angazoval PSI jakozto smluvni

vyzkumnou organizaci, aby zahdjila a provedla
Studii v Ceské republice;

Zadavatel si vsouvislosti se Studii preje
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Provider to provide certain services in connection
with the Study, and the Service Provider wishes to
perform such services;

wrereas [N

(the “Investigator”) will be a principal investigator
in the Study.

NOW, THEREFORE, in consideration of the terms
and conditions set forth herein, the parties agree
as follows:

1. SERVICES AND OBLIGATIONS

a) The Service Provider shall perform the
following services as required by the Investigator
for the purpose of the Study:

- Laboratory analysis of beta2-transferrin, B19V
and HEV;

- Preparation and submission of the result
reports as as all other original
documentation regarding the Services to the
Investigator (collectively, the “Services”).

well

b) The Service Provider shall provide the
Services at Fakultni nemocnice Brno (University

Hospital Brno) at Department of Clinical
Hematology and Department of Clinical
Microbiology.

c) The Service Provider shall provide the

Services in full compliance with:

- the terms of this Agreement,

- the Protocol, if provided by PSI,

- all applicable laws, regulations and regulatory
requirements,

- the International Conference on Harmonization
Good Clinical Practices principles and
guidelines (ICH GCP), and any other applicable
industry standards,

- the written instructions of the Investigator,
including the medical documentation prepared
and signed by the Investigator, and,

- all written instructions of PSI and/or the
Sponsor, including any manuals provided by

PSI and/or the Sponsor.

d) The Service Provider shall provide the
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angazovat Poskytovatele sluzeb za ucelem
poskytovani urcitych sluzeb a Poskytovatel sluzeb

si pfeje tyto sluzby poskytovat;

Zadavatel podepsal samostatnou smlouvu s -
(dale jen ,Zkousejici”),
ktery ve Studii plsobi v roli hlavniho zkous$ejiciho;

NYNi SE s ohledem na vy$e uvedené smluvni
strany dohodly nasledovné:

1. SLUZBY A POVINNOSTI

a) Poskytovatel sluzeb bude vykonavat Sluzby
pozadované ZkouSejicim v souladu s Protokolem
(dale jen ,Sluzby*). Tyto Sluzby budou zahrnovat:

- laboratorni analyza beta2-transferrinu, B19V a
HEV;

- pfipravu a odevzdavani zprav o vysledcich a
dalsi plvodni dokumentace tykajici se Sluzeb
poskytovanych ZkousSejicimu.

bude
nemocnici

b) Poskytovatel sluzeb Sluzby
poskytovat ve Fakultni Brno na
Oddéleni klinické hematologie a Oddéleni klinické

mikrobiologie.

c) Poskytovatel sluzeb bude Sluzby poskytovat
plné v souladu s:

- podminkami sjednanymi v této Smlouvé,

- Protokolem, pokud bude PSI poskytnut,

- viemi platnymi zékony, predpisy
a regula¢nimi pozadavky,

- zasadami a smérnicemi spravné klinické praxe
stanovenymi Mezinarodni konferenci
pro harmonizaci (ICH GCP) a dalSimi platnymi
standardy v daném oboru,

- pisemnymi pokyny ZkouSejiciho, vcetné
IékaFské dokumentace pfipravené
a podepsané ZkouSejicim, a

- veSkerymi pisemnymi pokyny PSI a/nebo

Zadavatele v€etné manuall poskytnutych PSI
a/nebo Zadavatelem.

d) Poskytovatel sluzeb bude Sluzby dle této
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Services under this Agreement in a professional,
diligent and timely manner and shall ensure that
any and all individuals involved in the provision of
the Services (the “Service Provider Staff”) are
appropriately trained and qualified to do so.

e) The Service Provider shall immediately
inform PSI of any problems associated with the
performance of the Services.

f) In the event that the Service Provider
becomes aware of any Serious Breach of the
conditions and principles of ICH GCP and/or the
Protocol, the Service Provider shall promptly notify
PSI. For the purpose of this Agreement, a
“Serious Breach” is a breach which is likely to
significantly affect the safety or physical or mental
integrity of the Study subjects and/or the scientific
value of the Study.

0) The Service Provider warrants to have all
the appropriate licenses, approvals, certificates,
applicable as per law, to perform the Services
hereunder and to provide PSI with copies of such
documents upon PSI’s request.

2. COMPENSATION

The compensation for the provision of the
Services is set out in the Fee and Payment
Schedule enclosed as Attachment 1. The
amount(s) included in the Fee and Payment
Schedule represents the entire compensation
under this Agreement and it includes, without
limitation, the use of the facilities and equipment,
staff costs, administrative costs, overhead, third
party costs and other expenses, etc.

3. CONFIDENTIALITY

a) “Confidential Information” means all
confidential or proprietary information or data, of
any kind whatsoever and however memorialized,
that is: (i) disclosed by or on behalf of PSI and/or
the Sponsor to the Service Provider or the Service
Provider Staff in connection with this Agreement;
or (ii) obtained, developed or generated by the
Service Provider or the Service Provider Staff as a

result of performing the Services. The Confidential
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Smlouvy poskytovat odborné, svédomité a vcas
aby vSechny osoby zapojené
do poskytovani Sluzeb (dale .Personal
Poskytovatele sluzeb®) byly pro tento ucel fadné
vyskoleny a kvalifikovany.

a zajisti,
jen

e) Poskytovatel sluzeb bude zadavatele a PSI
neprodlené informovat o jakychkoli problémech
spojenych s plnénim Sluzeb.

f) V pfipadé, ze se Poskytovatel sluzeb dozvi
0 zavazném poruseni podminek a zasad ICH GCP
a/nebo Protokolu, Poskytovatel sluzeb neprodlené
Zadavatele a PSI. Pro ucely této

bude za ,Zavazné

uvédomi
Smlouvy poruseni*
povazovano takové poruseni, které by s nejvétsi
pravdépodobnosti mélo za nasledek ohrozeni
bezpelnosti, fyzického ¢&i mentalniho zdravi

Subjektd studie a/nebo védecké hodnoty Studie.

g) Poskytovatel sluzeb potvrzuje, ze disponuje
véemi  pfisluSnymi  licencemi,
a certifikaty v souladu s platnymi zakony, aby mohl
poskytovat Sluzby dle této Smlouvy, a na zadost
PSI mu poskytne jejich kopie.

schvalenimi

2. ODMENA

Odména za poskytnuti Sluzeb je stanovena
v Prehledu plateb a poplatkt tvoficim Prilohu 1
této Smlouvy. Céastky obsazené v Piehledu plateb
a poplatk(l pfedstavuji celkovou odménu dle této
Smlouvy a zahrnuji, mimo jiné, pouziti zafizeni
a vybaveni, naklady na personal, administrativni
naklady, rezii, naklady vzniklé tfeti strang, dané
a jiné vydaje, atd.

3. DUVERNOST

a) Za ,DUveérné informace* budou
povazovany veskeré udaje
jakéhokoli druhu a uchovavané v jakékoli podobé,
které budou: (i) sdéleny Poskytovateli sluzeb nebo
Personalu poskytovatele sluzeb PSI a/nebo
Zadavatelem ¢&i jejich jménem v souvislosti s touto
Smlouvou; nebo (i) ziskany, vytvofeny i
generovany  Poskytovatelem  SluZzeb  nebo

Personalem poskytovatele sluzeb v dlsledku

informace nebo
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Information shall include, without limitation, the
Services, the Study, the Study Drug, the Protocol,
the Intellectual Property (defined below) and
information regarding the Sponsor, PSI or either of
their affiliates. All Confidential Information shall
belong solely and exclusively to PSI or the
Sponsor, as the case may be.

b) Confidential Information does not include
information that (i) is in the public domain at the
time of its disclosure to the Service Provider; (ii)
was, as evidenced by written records or other
competent proof, in the Service Providers
possession on a non-confidential basis prior to its
disclosure; or (iii) enters the public domain as a
result of a third party’s activities, through no act or
omission by the Service Provider or the Service
Provider Staff.

C) The Service Provider shall hold all
Confidential Information in strict confidence and
use all reasonable safeguards to prevent

unauthorized use or disclosure. The Service
Provider shall use the Confidential Information
only as required for the purpose of this
Agreement. The Service Provider shall limit its
disclosure of the Confidential Information to those
members of the Service Provider Staff who need
to know the Confidential Information for the
provision of the Services and are subject to
obligations of confidentiality no less stringent than
those contained in this Agreement. The Service
Provider shall advise the Service Provider Staff of
the confidential nature of the Confidential
Information and remain liable for any breach.

d) Should the Service Provider or the Service
Provider Staff receive a court order or other legally
binding request to disclose Confidential
Information, the  Service Provider shall
immediately inform PSI upon the discovery of such
request and before any Confidential Information is
disclosed. The Service Provider shall cooperate
with PSI and/or the Sponsor in any efforts to seek
PSI Template, General, 12-MAR-2015
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poskytovani Sluzeb. Davérné informace zahrnuji
mimo jiné informace o Studii, Studijnim Iéku,
Protokol, DuSevni vlastnictvi (definovano nize)
a informace tykajici se Zadavatele, PSI a jejich
pobocek. VeSkeré Duavérné
vyhradnim vlastnictvim PSI nebo Zadavatele dle
situace.

informace budou

b) Za Dlvérné informace nebudou
povazovany informace, které (i) jsou v dobé, kdy
je PSI, Zadavatel nebo osoba opravnéna PSI
nebo Zadavatelem sdéli Poskytovateli
vefejné znamé, (ii) v dobé sdéleni Poskytovateli
sluzeb, jiz jsou Poskytovateli sluzeb znamy, jak
na zakladé svych pisemnych
jinych  odpovidajicich
a nevztahuji se na né zadné povinnosti zachovani
micenlivosti, nebo (iii) se staly vefejné znamymi
v dusledku &innosti tfeti strany, aniz by toto bylo
zpusobeno jednanim ¢&i opomenutim ze strany

sluzeb,

muze dolozit

zaznamu  Gi dukazu,

Poskytovatele sluzeb nebo Personalu
poskytovatele sluzeb.
c) Poskytovatel sluzeb bude zachovéavat

striktni davérnost Duvérnych informaci a pouzije
vSechna pfiméfena bezpecénostni opatfeni, aby
prfedeSel neopravnénému pouziti nebo predani
Davérnych informaci. Poskytovatel sluzeb bude
Dlvérné informace pouzivat pouze pro Ucely této
Smlouvy. Poskytovatel sluzeb omezi prfedavani
Davérnych informaci na Persondl poskytovatele
ktery tyto informace potfebuje pro
provadéni Studie a ktery podléha povinnosti
uchovavat tyto informace jako davérné stejné
pfisné, jako je povinnost
Smlouvou. Poskytovatel sluzeb pou€i Persondl
poskytovatele povaze
Duvérnych informaci a ponese zodpovédnost
za jakékoli poruseni této povinnosti Personalem
poskytovatele sluzeb.

sluzeb,

stanovena touto

sluzeb o davérné

d) V pfipadé, Ze Poskytovatel sluZzeb nebo
kterykoli ¢len Personalu poskytovatele sluzeb
obdrzi soudni pfikaz nebo jiny pravné zavazny
pozadavek predat Dlvérné informace,
Poskytovatel sluzeb  neprodlené informuje
Zadavatele a PSI, jakmile se o takovém
pozadavku dozvi, a pfedtim, nez budou Dlvérné
informace predany. Poskytovatel sluzeb bude
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limitation or protection from the order demanding
disclosure. In any case, the Service Provider shall
disclose only the minimum amount of Confidential
Information necessary to comply with such
request.

e) The obligations of confidentiality exist at all
times during this Agreement and shall survive the
expiration or earlier termination of this Agreement
for a period of ten (10) years.

4, INTELLECTUAL PROPERTY

The Service Provider acknowledges and agrees
that the Sponsor shall have exclusive ownership
rights to all Study data, improvements,
developments, discoveries, inventions, work,
know-how and other rights (whether or not
patentable), created, developed, and/or reduced
to practice as a result of or in connection with the
provision of the Services, the Study and/or the use
of the Study Drug or the Confidential Information,
together with all intellectual property rights relating
thereto (“Intellectual Property”). The Service
Provider shall promptly disclose in writing to PSI
and the Sponsor all Intellectual Property made by
the Service Provider or the Service Provider Staff.
At the Sponsor's request, the Service Provider
shall cause all rights, titles and interests in and to
any such Intellectual Property to be assigned to
the Sponsor without additional compensation and
provide reasonable assistance to obtain patents,
including causing the execution of any invention
assignment or other documents.

5. PUBLICATION AND PUBLICITY

a) The Service Provider shall not publish any
articles or papers or make any presentations, nor
assist any other person in publishing any articles
or papers or making any presentations, relating or
referring to the Study, the Confidential Information
and/or the Intellectual Property, without the prior
written consent of PSI and the Sponsor, in their
sole discretion.
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spolupracovat s PSI a/nebo Zadavatelem v Usili
ziskat omezeni nebo ochranu pfed takovymto
pfikazem pozadujicim predani
V kazdém pfipadé Poskytovatel sluzeb preda
pouze minimum D0vérnych informaci nutnych
k vyhovéni pozadavku.

informaci.

e) Povinnost zachovavat davérnost bude trvat
po celou dobu platnosti této  Smlouvy
aipo skonceni platnosti nebo pfedéasném
vypovézeni této Smlouvy, a to po dobu deseti (10)
let.

4. DUSEVNI VLASTNICTVi

Poskytovatel sluzeb uznavd a souhlasi, ze
Zadavatel bude mit vyhradni vlastnicka prava
ke vSem Studijnim udajlim, vylep$enim, na vyvoj,

k objevam, vynalez(m, diliim, know-how a dal$im

pravim (at uz patentovatelnym ¢&i nikoli),
vytvofenym,  vyvinutym, a/nebo  uvedenym
do praxe v dusledku nebo v souvislosti
s poskytovanim  Sluzeb a/nebo pouzivanim
Studijnino  léku nebo Ddvérnych informaci
spolecné s pravy duSevniho vlastnictvi s nimi

i

souvisejicimi (dale jen ,DusSevni vlastnictvi®).
Poskytovatel sluzeb bude neprodlené pisemné
informovat Zadavatele o veSkerém DuSevnim
vlastnictvi vytvofeném Poskytovatelem sluzeb
a/nebo  Personalem  poskytovatele
Na zadost Zadavatele zajisti Poskytovatel sluzeb
pfevod veskerych prav a zajmu tykajicich se
DuSevniho vlastnictvi na Zadavatele bez dalsi

sluzeb.

odmény a poskytne piiméfenou soucinnost
k ziskani patentu v€etné zajisténi podpisu
dokumentlt k pfevodu objevu nebo jinych
dokumentu.

5. PUBLIKACE A PROPAGACE

a) Poskytovatel sluzeb nebude

bez pfedchoziho pisemného souhlasu PSI a
Zadavatele, ktery je jejich vyhradnim rozhodnutim,
publikovat Zadné &lanky ¢&i prednasky ¢&i realizovat
jakékoli prezentace, ani jakékoli dalSi osobé
pomahat s publikovanim ¢lank( &i pfednasek nebo
realizaci prezentaci, které se vztahuji ke Studii,
Dlvérnym  informacim  a/nebo  DuSevnimu
vlastnictvi, pfipadné na né odkazuji.
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b) The Service Provider shall not use PSI’s or
the Sponsor's name, the names of any of their
employees, symbols, or trademarks in any
advertising, sales, promotional material, or press
release without the prior written permission of PSI
or the Sponsor, as applicable.

6. INDEMNIFICATION

Each party undertakes to defend, indemnify and
hold harmless the other party against any and all
claims, damages, losses and costs arising out of
(i) its breach of this Agreement or (ii) any negligent
or willful act or omission by it and/or its staff.

7. INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

a) During the term and after any termination or
expiration of this Agreement, the Service Provider
shall enable and support, without additional
charge, the monitoring, audit and/or inspection of
(i) the facilities required for the performance of the
Services; and, (i) all of the documents/records
related to the Services and/or which must be kept
pursuant to this Agreement. The Service Provider
shall provide reasonable support to PSI, the
Sponsor, their authorized representatives and the
representatives of competent foreign and domestic
regulatory authorities in the performance of Study
inspections, audits and monitoring Vvisits.

b) The Service Provider shall maintain all
relevant documents related to the Services in
sufficient detail and in a good scientific manner.
The Service Provider destroy or
otherwise dispose of any records or other
documents without the prior written consent of PSI
and/or Sponsor.

shall not

8. TERM AND TERMINATION

a) The term of this Agreement shall commence
on the date of the last named party signature.
Unless terminated earlier in accordance with this
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b) Poskytovatel sluzeb nebude
bez pfedchoziho pisemného souhlasu PSI a/nebo
pfipadné Zadavatele pouzivat jméno PSI nebo
Zadavatele, jména jejich zaméstnancl, symboly
ani znacky v Zzadném reklamnim,
obchodnim propagaénim materidlu ani tiskovych

zpravach.

obchodni

6. ZPROSTENiI ODPOVEDNOSTI

Jednotlivé strany se zavazuji hjit se navzajem
proti, zprostit se odpovédnosti za a nahradit si
Skody zplsobené v dlsledku naroku,
Skody, ztrat a vydajl vyplyvajicich z (i) poruseni
této Smlouvy nebo (ii) nedbalosti nebo umysiného
jednani ¢i opomenuti nékteré smluvni strany Ci
jejiho personalu.

nahrad

7. INSPEKCE, AUDITY, MONITORING
A VEDENi ZAZNAMU

a) Po dobu trvani této Smlouvy a po jejim
ukonc&eni Ci vyprSeni umozni Poskytovatel sluzeb,
aniz by si uctoval dodate¢né poplatky, monitoring,
audit a/nebo inspekci (i) zafizeni pozadovanych
k poskytovani  Sluzeb a (i) veSkerych
dokumentlt/zaznam(l souvisejicich se Sluzbami
a/nebo dokumenti/zaznama(, které musi byt
uchovavany/vedeny v souladu s touto Smlouvou,
a poskytne pfi nich soucinnost. Poskytovatel
sluzeb  poskytne PSIl, Zadavateli, jejich
opravnénym zastupcim a zastupcim pfislusnych
regula¢nich uradu
pfiméfenou soudinnost pfi provadéni Studijnich
inspekci, auditd a monitorovacich navstév.

zahraniénich a domacich

b) Poskytovatel sluzeb bude uchovavat
afadnym zplUsobem vést dostateéné podrobnou
prisluSnou dokumentaci souvisejici se Sluzbami.
Poskytovatel sluZeb nezlikviduje ani se jinym
zplsobem nebude zbavovat zadnych zaznamu ani
jinych dokumentt bez pfedchoziho pisemného

souhlasu PSI| a/nebo Zadavatele.
8. PLATNOST SMLOUVY A JEJi UKONCENI

a) Tato Smlouva nabyva platnosti a UCinnosti
k datu jejiho podpisu posledni z uvedenych stran.
Pokud nebude tato Smlouva ukonéena predcasné
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Section 8, this Agreement shall remain in effect
until the completion of the Study (estimated end
date is December 2018).

b) PSI, in consultation with the Sponsor, may
terminate this Agreement with immediate effect (i)
if the Service Provider breaches this Agreement
and fails to cure such breach within fifteen (15)
calendar days from the receipt of written notice; (ii)
if the Study is suspended or not initiated at the
Investigator's site for any reason; or (iii) if the
agreement between the Sponsor and PSI
regarding the Study is terminated. PSI, in
consultation with the Sponsor, may also terminate
this Agreement without cause upon thirty (30)
calendar days’ notice.

c) The Service Provider may terminate this
Agreement with immediate effect if PSI breaches
this Agreement and fails to cure such breach
within thirty (30) calendar days from the receipt of
written notice.

d) The termination or expiration of this
Agreement shall not relieve either party of its
obligation to the other with respect to the following
provisions: Section 1 f) [Notice of Serious Breach],
Section 3 [Confidentiality], Section 4 [Intellectual
Property], Section 5 [Publication and Publicity],
Section 6 [Indemnification], Section 7 [Inspections,
Audits, Monitoring and Record Keeping], Section 8
d) [Surviving Clauses], Section 10 [Anti-Bribery
and Anti-Corruption], Section 11 [Data Transfer],
Section 12 [Miscellaneous] and Section 13
[Applicable Law and Place of Jurisdiction].

9. NON-DEBARMENT

The Service Provider represents and warrants that
neither the Service Provider nor any of the Service
Provider Staff (if such a fact is known to him
expending reasonable effort) is or ever has been
debarred, disqualified, excluded or suspended
from the performance of the Services or
participation in clinical research by any competent
authority or agency in any country (including in
particular but without limitation the US FDA), and
that it shall not make use of, nor involve in the
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dle tohoto Oddilu 8, bude platna do dokon&eni
Studie (v pfedpokladaném prosinec
2018).

terminu

b) PSI smi po konzultaci se Zadavatelem
ukongit platnosti,
(i) pokud Poskytovatel sluzeb porudi tuto Smlouvu
a nezjedna napravu do patnacti (15) kalendarnich
dnud od obdrzeni pisemného upozornéni, (ii) pokud
bude Studie z jakéhokoli divodu pferusena, nebo
z jakéhokoli divodu nebude ve Zdravotnickém
zafizeni ZkouS$ejiciho zahajena, nebo (iii) pokud
bude smlouva o klinickém hodnoceni uzaviena
mezi Zadavatelem a PSI ukon¢ena. PSI| smi téz
po konzultaci se Zadavatelem tuto Smlouvu
vypovédét bez udani divodu s vypovédni Ihitou
tficet (30) kalendarnich dnu.

tuto Smlouvu s okamzitou

C) Poskytovatel sluzeb smi ukonéit tuto
Smlouvu s okamzitou platnosti, pokud PSI porusi
tuto Smlouvu a toto poruseni nenapravi do ftficeti
(30) kalendarnich dnd od obdrZzeni pisemného

oznameni.

d) Ukon&eni nebo vyprSeni této Smiouvy
nezbavuje zadnou smluvni stranu povinnosti vUci
druhé strané stanovenych nasledujicimi

ustanovenimi: Oddil 1 f) [Oznameni z&vazného
poruseni], Oddil 3 [Davérnost], Oddil 4 [DuSevni
vlastnictvi], Oddil 5 [Publikace a propagace], Oddil
6 [Zprosténi odpovédnosti], Oddil 7 [Inspekce,
audity, monitoring a vedeni zaznamay], Oddil 8 d)
[Trvajici  klauzule], Oddil 10 [Protitplatkova
a protikorupéni opatfeni], Oddil 11 [Predavani
Udaj], Oddil 12 [Rbzna ustanoveni] a Oddil 13
[Rozhodné pravo a jurisdikce].

9. ZADNY ZAKAZ CINNOSTI

Poskytovatel sluzeb ru€i a zaruduje, Zze jemu ani
Personalu poskytovatele sluzeb (pokud mu takova
skute¢nost mlze byt pfi vynalozeni pfiméfeného
Usili znama) nebyla zakadzana ani pozastavena
ucast v klinickém vyzkumu Zzadnymi regulaénimi a
kontrolnimi Ufady v zadné zemi (vCetné zejména
americké FDA) a Ze nevyuzije ani do této Studie
nezapoji zadnou osobu ani organizaci, které je
nebo byla nékterym regulatnim organem
zakdzana nebo pozastavena ucast na klinickém
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provision of the Services any person or
organization which is or has been debarred,
suspended, excluded or disqualified by any
competent authority to participate in clinical
research. In the event the Service Provider or the
Service Provider Staff is or becomes threatened
with  or becomes debarred, disqualified,
suspended or excluded from the performance of
the Services and/or participation in clinical
research during this Agreement, the Service
Provider shall notify PSI in writing about this fact
within five (5) days of its discovery.

10. ANTI-BRIBERY AND ANTI-CORRUPTION

a) PSI and the Sponsor are subject to anti-
bribery and anti-corruption laws which make it a
criminal offence for PSI or the Sponsor to directly
or indirectly offer, give or promise a Bribe to a
Government Official or other business counterpart.
A “Bribe” is an offer, delivery or promise of a
payment or anything of value to any Government
Official or other business counterpart for the
purpose of (i) unduly inducing or influencing that
person to do or refrain from any official act; (ii)
attempting to gain or maintain business; or (iii)
securing an improper advantage. A "Government
Official" is any person acting in an official capacity
for or on behalf of any government, including for
its public agencies, departments and/or
international organizations.

b) Acknowledging PSI's and the Sponsor’s
obligation, the Service Provider represents and
warrants that neither the Service Provider nor any
of the Service Provider Staff have or shall pay or
promise to pay a Bribe to any Government Official
or business counterpart in connection with the
Services and/or the Study. The Service Provider
shall promptly notify PSI if the Service Provider
learns of or has reason to know of any activities in
connection with the Services which may constitute
a violation of this Anti-Bribery and Anti-Corruption
section of this Agreement or the anti-bribery, anti-
corruption laws that apply to the Service Provider.

PSI Template, General, 12-MAR-2015
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vyzkumu, nebo ktera byla prohlasena
nezplsobilou k GCasti na klinickém  vyzkumu.
V pfipadé, ze by Poskytovatel sluzeb ¢i Personal
Poskytovatele sluzeb mél byt nebo byl vyloucen
z poskytovani Sluzeb béhem Studie a/nebo
z Ucasti v klinickém vyzkumu po dobu trvani této
Smlouvy, Poskytovatel tuto
skute€nost Zadavateli nebo PSI, a to pisemné do

péti (5) dn poté, co se o této skutecnosti dozvi.

sluzeb oznami

10. PROTIUPLATKOVA A PROTIKORUPCNI

OPATRENI
a) PSI a Zadavatel jsou povinni jednat
v souladu s platnymi zakony proti Uplatkim

a korupci, podle kterych je nabizeni, poskytnuti Ci
slibeni Uplatku, at’ jiz pfimo & nepfimo, Statnimu
organu nebo jiné obchodni protistrané trestnym
ginem. ,Uplatek” je nabizeni, poskytnuti nebo
slibeni platby nebo jiné cenné véci Statnimu
organu nebo jiné obchodni protistrané za ucelem
(i) pfesvédcCeni €i ovlivnéni této osoby, aby jednala
nebo naopak nejednala urcitym zplsobem, (ii)
pokusu nebo
prilezitosti, nebo (iii) zajiSténi necCestné vyhody.
LStatni organ”® je jakakoli osoba oficialné jednajici
za a jménem statu v&etné jeho vefejnych ufadq,
ministerstev a/nebo mezinarodnich organizaci.

o ziskani udrzeni obchodni

b) Poskytovatel sluzeb bere na védomi
povinnost PSI a Zadavatele a ru€i a zaruCuje se,
Ze v souvislosti se Studii nebude ani Poskytovatel
sluzeb ani Personal Poskytovatele sluzeb platit
nebo slibovat Uplatek Statnimu organu &i jiné
obchodni protistrané a tak
Poskytovatel sluzeb neprodlené uvédomi PSI,
pokud se dozvi o, nebo pokud bude mit diivodné
podezieni na jakoukoli ¢&innost souvisejici se
Sluzbami, ktera muize byt vrozporu stimto
oddilem Protiuplatkova a protikorupcni ustanoveni
této Smlouvy nebo vrozporu s platnymi
protikorupénimi  zakony vztahujicimi se na
Poskytovatele sluzeb.

ani neudinili.
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11. DATA TRANSFER

a) The Service Provider shall protect personal
data and process them in accordance with the
applicable data protection laws and regulations.

b) Both prior to and during the course of this
Agreement, the Service Provider and the Service
Provider Staff may provide PSI and/or the Sponsor
with personal data. Such data may include names,
contact information, bank account details, work
experience, qualifications, publications, résumés,
educational background, performance information,
facilities, staff capabilities, and other information
relevant to the Services (the “Personal Data”).
The Service Provider hereby consents and
represents that the Service Provider Staff have
consented to the processing (including use,
disclosure or transfer) of their Personal Data as
required for the following purposes (the
“Purposes”): (i) the conduct of the Study; (ii)
review by governmental or regulatory agencies,
PSI, the Sponsor and their agents and affiliates;
(i) compliance with legal or regulatory
requirements; and (iv) storage in databases for
use in selecting service providers for future clinical
trials. Such consent also includes the transfer
abroad for the Purposes, even if such Personal
Data is transferred to countries that do not ensure
an equivalent level of protection as that provided
in the Czech Republic. The Service Provider shall
notify PSI immediately if such consent has been
withdrawn.

12. MISCELLANEOUS

a) No amendment to this Agreement (including
its attachments) shall be effective unless such
amendment is made in writing and signed by the
parties hereto.

b) If any provision(s) of this Agreement shall
be declared invalid by a court of competent
jurisdiction, such determination shall not affect the
remaining provisions of this Agreement which shall
remain in full force and effect. The parties hereto
shall, however, attempt to replace the provision(s)
declared invalid as aforesaid with legally valid
PSI Template, General, 12-MAR-2015
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11. PREDAVANI UDAJU

a) Poskytovatel sluzeb bude se v3emi
informacemi obsahujicimi osobni Udaje nakladat
v souladu s platnymi zadkony a pfedpisy o ochrané
osobnich udaj.

b)  Prfed i v pribéhu Studie mGze Poskytovatel
sluzeb a Personal Poskytovatele sluzeb
poskytnout své osobni Gdaje PSI a/nebo
Zadavateli. Tyto udaje mohou zahrnovat jména,
kontaktni (daje, udaje o bankovnim G¢&tu, pracovni
zkusenosti a profesni publikace,
Zivotopisy a informace o vzdélani, plsobnosti a
zafizenich, zpUsobilost personalu a jiné informace
souvisejici se Sluzbami (dale jen ,Osobni Gdaje”).
Poskytovatel sluzeb timto souhlasi a ruéi, ze
Personal Poskytovatele souhlasi se
zpracovanim (v€etné pouziti, poskytnuti a pfedani)
svych Osobnich udaji dle pozadavkd pro
nasledujici ugely (dale jen ,U&ely*): (i) provedeni
Studie, (ii) kontrola statnimi nebo regulaénimi
Urady, PSI, Zadavatelem, jejich zastupci a
pobockami, (iii) spInéni zakonnych nebo
regula¢nich pozadavku a (iv) uchovani v databazi
poskytovatell
pro budouci klinicka hodnoceni. Tento souhlas
zahrnuje pfedani Osobnich (daji do zahranici
pro Ugely, i kdyZz budou tyto Osobni Gdaje pfedany
do zemi, které na svém Uzemi nezajistuji stejnou
arovent ochrany osobnich udajd jako Ceska
republika. Poskytovatel sluzeb bude neprodlené
informovat Zadavatele a PSI, pokud bude tento
souhlas zruSen.

kvalifikaci,

sluzeb

za ucCelem  vybéru sluzeb

12. RUZNA USTANOVENI

a)  Zadné dopinéni této Smlouvy &i jejich Priloh
nenabude platnosti, pokud takové doplnéni
nebude ucinéno pisemné a podepsano smluvnimi
stranami.

této
soudem

b) Pokud bude nékteré ustanoveni
Smilouvy  prohlaseno  za neplatné
prisluSné jurisdikce, nebude mit toto rozhodnuti
vliv na zbyvajici ustanoveni této Smlouvy a tato
zbyvajici ustanoveni zlstavaji v plné platnosti.
Smluvni strany se v8ak pokusi nahradit
ustanoveni prohlasené za neplatné ustanovenim
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provision(s) which reflect(s) the same purpose of
the invalid provision(s) to the greatest extent
possible.

c) This Agreement is entered into between the
parties hereto on principal to principal basis.
Nothing contained in this Agreement shall be
construed to imply a joint venture, employment,
partnership, or principal agent relationship
between the Service Provider and PSI or the
Sponsor; and neither party hereto by virtue of this
Agreement shall have the right, power or authority
to act or create any obligation, express or implied,
on behalf of the other party.

d) If there is a discrepancy between the
English and the Czech versions of this Agreement,
the actual intention of the parties shall be
established by a good faith interpretation
considering both versions. In case a discrepancy
cannot be resolved by such interpretation, the
Czech version shall prevail.

e) The Service Provider may not assign any of
its rights or subcontract obligations hereunder
without the prior written consent of PSI. Even if
PSI authorizes delegation or subcontracting in full
or in part, the Service Provider remains fully
responsible and liable for the performance of all
delegated duties.

13. APPLICABLE LAW AND PLACE OF
JURISDICTION

a) This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic, without regard to its conflict of
laws provisions.

b) Any claim or controversy arising out of or
related to this Agreement or any breach hereof
shall be submitted to the exclusive jurisdiction of
the competent courts
Republic. Notwithstanding the foregoing, either
party may seek injunctive or other preliminary
relief in any court of competent jurisdiction.

located in the Czech

PSI Template, General, 12-MAR-2015
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platnym, které pini stejny ucel jako neplatné
ustanoveni v co nejvét§im mozném rozsahu.

C) Smluvni strany uzaviraji tuto Smlouvu na
zakladé postaveni
zadné skutecnosti obsazené v této Smlouvé neni
mozné interpretovat vztah mezi Poskytovatelem
sluzeb a PSI nebo Zadavatelem jako spoleCny
podnik, vztah zaméstnance a zaméstnavatele,
partnerstvi nebo vztah nadfizeného a podfizeného
a zaroven zadné ze Smluvnich stran nezaklada
tato Smlouva pravo, pravomoc nebo opravnéni
vykonavat nebo vytvaret jménem ostatnich stran
jakékoli povinnosti, at' jiz vyslovné ¢i nepfimo.

rovnosti stran. Na zakladé

d) V pfipadé rozporu mezi anglickou
a Ceskou verzi této Smlouvy bude skute€ny umysl
smluvnich stran stanoven vykladem obou verzi
v dobré vife. V pfipadé, Ze rozpor nebude mozné
vyfesit takovymto vykladem, pfevazuje verze

Ceska.

e) Bez predchoziho pisemného souhlasu PSI
nesmi Poskytovatel sluzeb pFfedat Z2adna sva
prava ftfeti strané ani zadat své povinnosti
subdodavateli. | pokud PSI poskytne souhlas
s CasteCnym ¢&i plnym pfedanim prav ¢i zadanim
povinnosti subdodavatelim, zlstava Poskytovatel
plné  odpovédny vSech
delegovanych povinnosti.

sluzeb za pInéni

13. ROZHODNE PRAVO A JURISDIKCE

a) Tato Smlouva se fidi a vyklada podle
platnych zakoni Ceské republiky bez ohledu
na rozpor se zdkonnymi ustanovenimi.

b)  VeSkeré spory vyplyvajici
Smlouvy &i s ni souvisejici nebo poruSeni této
Smlouvy budou postoupeny do vyhradni jurisdikce
prislugnych soudl v Ceské republice. Bez ohledu
na vySe uvedené kazda ze stran mize u soudu
v pfisludné jurisdikci usilovat o vydani pfikazu
k naprave.

ze stavajici
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[SIGNATURE PAGE TO FOLLOW] [NASLEDUJE PODPISOVA STRANA]

PSI Template, General, 12-MAR-2015 11/14
CONFIDENTIAL



[Protocol Code] [Name of the Service Provider]

This Agreement has been executed in two | Tato Smlouva byla vypracovdna ve dvou
originals, one for each party. vyhotovenich, z nichz kazda strana obdrzi jedno.

The Service Provider/Poskytovatel sluzeb: Fakultni nemocnice Brno
(University Hospital Brno)

Name/Jméno: MUDr. Roman Kraus, MBA
Title/Pozice: Director/feditel

Dated/Datum:

PSI: PSI CRO Czech Republic s.r.o.

Name/Jméno: MUDr. Petr Vaculik
Title/Pozice: Country Manager

Name/Jméno: PhDr. Petr Sedlak
Title/Pozice: by Power of Attorney/na zakladé plné moci

Dated/Datum:

PSI Template, General, 12-MAR-2015 12/14
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Attachment 1
Fee and Payment Schedule
. Fees

As remuneration for the provision of the Services in
compliance with the terms of this Agreement, PSI
shall compensate the Service Provider as follows:

[Name of the Service Provider]

Pfiloha 1

Prehled poplatkii a plateb
l. Poplatky

Jako odménu za poskytovani Sluzeb v souladu
s podminkami této Smlouvy PSI Poskytovateli
sluzeb poskytne kompenzaci v souladu s nize
uvedenym rozpisem poplatku:

Services/Sluzby

Fee per laboratory test in
EUR/ Poplatek za laboratorni
test v EUR

I

IFII I

All amounts are inclusive of all taxes, except VAT
which will be added, if applicable.

Il. Invoicing and Payments

a) The payments will be done quarterly, based
on the invoice. The invoice will be issued by
Service provider based on the calculation created
by PSI within 15 days after the delivery of the
calculation to the Service Provider. The date of
taxable supply is the day of the delivery of the
calculation to the Service Provider. In the case of
delayed payment, the Service Provider is entitled to
charge the interest at the statutory rate applicable
by law.

PSI shall make the payments in EUR.

b) The Service Provider shall answer all
questions from PSI and/or the Sponsor regarding
the Services provided before PSI shall be obliged
to make any payments hereunder. PSI may also
request information from the Investigator about the
requested in check the

Services order to

PSI Template, General, 12-MAR-2015

VS8echny ¢&astky jsou uvedeny vcetné
pfislusnych dani, avSak bez DPH, ktera bude

v pfipadé potieby pfipocitana.
Il. Fakturace a platby

a) Platby budou provadény Ctvrtletné, a to
na zakladé faktury. Faktura bude
Poskytovatelem sluzeb vystavena na zakladé
kalkulace vytvofené PSI, a to do 15 dnd od
doruceni kalkulace Poskytovateli sluzeb. Den
doruceni  kalkulace je zaroven datem
uskute€néni zdanitelného pilnéni. V pfipadé
pozdni uhrady je Poskytovatel sluzeb opravnén
Uctovat Urok z prodleni v zakonné vysi.

PSI bude provadét platby v EUR.

b)  Poskytovatel sluzeb zodpovi vSechny
dotazy PSI a/nebo Zadavatele, které se tykaji
poskytnutych Sluzeb, dfive, nez bude PSI
povinna prostfednictvim PSI uhradit jakoukoli

platbu dle této Smlouvy. PSI smi rovnéz
pozadovat informace o] Sluzbach
13/14

CONFIDENTIAL



[Protocol Code]

information provided by the Service Provider.

c) PSI shall pay the

days after receipt to the following bank account:

undisputed
invoice/payment request (as applicable) within 30

[Name of the Service Provider]

od ZkousSejiciho, aby si ovéfila informace
poskytnuté Poskytovatelem sluzeb.

c) PSI bude zasilat platby nespornych
faktur/platebnich pfikazd (dle situace) do 30
dnd od jejich obdrzeni na nasledujici bankovni
ucet:

Tax ID Number/DIC

CZ65269705

Method of Payment/Zplsob platby

Bank Transfer/Bankovnim pfevodem

Beneficiary Name/Jméno pFijemce

Fakultni nemocnice Brno

Bank Name/Nazev banky

Bank Address/Adresa banky

Bank Account Number/Cislo bankovniho Gé&tu

Variabilni symbol / zprava pro pfijemce

Bankovni poplatky:

SHA - platce hradi poplatky banky platce,
pfijemce hradi poplatky banky pfijemce, popf.
zprostiedkujicich bank.
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