CLINICAL STUDY SERVICE AGREEMENT

SMLOUVA O SLUZBACH V RAMCI
KLINICKE STUDIE

THIS CLINICAL STUDY SERVICE
AGREEMENT (“Agreement”) effective as of
(“Effective Date™) is

made by and between:

TATO SMLOUVA O SLUZBACH TYKAJICI SE
KLINICKE STUDIE (DALE JEN ,,SMLOUVA®),
UCINNA OD (dale jen
,.datum t¢innosti) BYLA UZAVRENA MEZI:

Biotie Therapies Inc., whose principal place of
business is located at 701 Gateway Boulevard,
Suite 350, South San Francisco, CA 94080, USA
(“Sponsor”) represented by inVentiv Health
Clinical UK Ltd, whose registered office is at
Thames House, 17-19 Marlow Road, Maidenhead,
Berkshire, SL6 7AA, UK, together with its clinical
Affiliates (“CRO”)

Spolecnost Biotie Therapies Inc., jejiz hlavni
sidlo je na adrese: 701 Gateway Boulevard, Suite
350, South San Francisco, CA 94080, USA (dale
jen ,,zadavatel*) zastoupena spole¢nosti inVentiv
Health Clinical UK Ltd, se sidlem na adrese:
Thames House, 17-19 Marlow Road, Maidenhead,
Berkshire, SL6 7AA, UK, spolecné s jejimi
klinickymi dcefinymi spole¢nostmi (dale jen
»CRO"),

Fakultni nemocnice u sv. Anny v Brné,
Pekaiska 664/53, Post Code 656 91, Brno

Represented by: , director
ID No.:
Tax ID No.: Bank: | Gz

Bank account no.:
IBAN:
symbol:

Swift code: |V ariable

(“Institution”),

Fakultni nemocnice u sv. Ann)vf v Brné,
Pekatska 664/53, 656 91 Brno, Ceska republika
Zast.. Feditel

IC: DIC: [ zev

¢. bankovniho Gctu:
IBAN: S vift kod:
Variabilni  symbol: (dale jen

,Zdravotnické zaFizeni®),

banky:

‘T (Investigator”), whose address of
permanent residence is at [ lland with a

Date of Birth

(dale jen “zkousSejici”), adresa trvalého
datum narozeni:

bydlisté

RECITALS SKUTECNOSTI

WHEREAS, VZHLEDEM K TOMU, ZE

@ Sponsor is in the business of innovating, | (1) Zadavatelova ¢innost je inovace, vyroba,
making,  selling, and  distributing prodej a distribuce farmak;
pharmaceuticals;

2 CRO, which is a representative of Sponsor | (2) spoleCnost CRO, ktera je zastupcem
according § 51 Paragraph 2 Letter. c), the zadavatele ve smyslu § 51 odst. 2 pism. ¢),
Act of Pharmaceuticals No. 378/2007 zakona ¢. 378/2007 Sb., o 1é¢ivech, ve
Coll., as amended is acting as an znéni pozdéjsich predpist, vystupuje jako
independent contractor of the Sponsor to nezavisly dodavatel zadavatele pfi ujednani
arrange and administer a multi-centre study a spravé multicentrické studie, jejiz cilem
to clinically evaluate the Study Drug and je klinické posouzeni hodnoceného 1éku,
has entered into an agreement with the auzaviela se zadavatelem smlouvu
Sponsor concerning the design, funding o0 navrhu, financovani aspravé studie
and administration of the Study, including véetné provadéni této smlouvy;
the execution of this Agreement;

'3) HE:hall serve as Investigator for | (3) [ loude pinit tkoly zkousejiciho v
this Study; této studii;

4) Investigator is employed by Institution. | (4) zkousejici je zaméstnancem
Institution as employer of Investigator zdravotnického zafizeni. Zdravotnické
grants its explicit consent to participation zafizeni timto jako  zaméstnavatel
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of Investigator in the Study in accordance
with this Agreement, and for direct
compensation to Investigator under this
Agreement; and

Zkousejicitho ud€luje svlj  vyslovny
souhlas s ucasti Zkousejiciho na Klinickém
hodnoceni dle této smlouvy, a to za pfimou
odménu Hlavnimu zkouSejicimu dle této
smlouvy; a

(5) Investigator and Institution have reviewed | (5) jak zkousejici, tak i zdravotnické zafizeni
sufficient information regarding Sponsor’s prostudovali dostatek informaci
Study Drug, the Protocol for the Study, and 0 hodnoceném 1éku zadavatele, protokol
the Investigator brochure to evaluate their studie aPrirucku  zkousSejiciho, aby
interest in participating in the Study, and vyhodnotili sviij zajem o Gcast ve studii,
desire to participate in the Study as more a kazdy z nich si pteje zicastnit se studie
particularly described in this Agreement. tak, jak je konkrétngji popsano v této

smlouve.
AGREEMENT SMLOUVA

1. Definitions: 1. Definice:

11 Affiliate: means, with respect to a Party, | 1.1 Dcefina spolec¢nost: znamena, s ohledem
any entity that directly or indirectly na stranu, jakykoliv subjekt, ktery piimo
controls, is controlled by, or is under nebo nepiimo kontroluje nebo je
common control with, such Party, where kontrolovan nebo je pod spole¢nou
“control” means possession by an entity of kontrolou s jakoukoliv takovou stranou,
the power to direct or cause the direction of kde ,kontrola® znamena, ze subjekt ma
the management, business and policies of pravomoc fidit nebo ovliviiovat vedeni,
another entity, whether through the obchod a pfedpisy jiného subjektu, at’ uz
ownership of more than 50% of the voting vlastnictvim vice nez 50 % hlasovacich
securities of such other entity, by contract akcii tohoto subjektu, nebo smlouvou nebo
or otherwise. jinak.

1.2 Confidential Information: means any and | 1.2 Duvérné informace: znamenaji veskeré (i)
all (i) information and materials disclosed informace a materialy, které Dbyly
or made available by Sponsor or any of zvefejnény nebo zpiistupnény zadavatelem
Sponsor’s representatives, or by CRO or nebo nékterym ze zastupcll zadavatele nebo
any of CRO’s representatives on Sponsor’s spolecnosti CRO nebo nékterym ze
behalf, to Institution or Investigator in zastupct  spoleénosti CRO, ktera jedna
connection with the Study, including, but jménem  zadavatele, zdravotnickému
not limited to, Study Drug and information zafizeni nebo zkousejicimu v souvislosti se
related thereto, the Protocol, the studii, vc¢etné, ale bez omezeni na
investigator brochure for the Study, and informace o hodnoceném 1éku a informace
unpublished data and reports from any s tim souvisejici, protokol, Pfirucku
study or trial of the Study Drug conducted zkousejiciho, nepublikované tdaje a
by or on behalf of Sponsor (including, zpravy z libovolné studie nebo klinického
without limitation, the conduct of the Study hodnoceni hodnoceného 1éku provadéného
at other participating sites), in each case, jménem zadavatele (véetné, ale bez
whether in written, visual, oral, graphic, omezeni, provadéni studie na dalSich
electronic or other form; (ii) Study Results; zafastnénych pracovistich), ve vSech
and (iii) Inventions in the framework of this pfipadech, at uz v pisemné, vizualni,
Study. verbalni, grafické nebo jiné formée; (ii)

vysledky studie; a (iii) vynalezy V ramci
studie.

13 CRF(s): means a Case Report Form which | 1.3 CRF: oznacuje formulai ptipadu (Case
is a printed, optical, or electronic document Report Form), coz je tistény, opticky nebo
designed to record information that the elektronicky dokument, uréeny
Protocol requires to be reported to the k zaznamenavani informaci pozadovanych
Sponsor for each Subject. protokolem, které maji byt o kazdém

subjektu hlaseny zadavateli.

14 EC: means Institution’s applicable | 1.4 EK: znamena prisluSny kontrolni vybor
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Research
Committee,

Institutional Review Board,
Ethics Board, or Ethics
whether local or central.

instituce, etickou komisi vyzkumu nebo
etickou komisi, at’ jiz lokdlni, nebo
centralni.

1.5

EMA: means the European Medicines
Agency.

1.5

EMA: znamena Evropska 1ékova agentura
(European Medicines Agency).

1.61.6

Applicable Laws: means all applicable
current legislation in force in the Czech
Republic, including the Act No. 89/2012
Coll., the Civil Code, as amended (the
“Civil Code), Act No. 378/2007 Coll., on
Pharmaceuticals and on amendments to
some related Acts (the “Act on
Pharmaceuticals™), as amended, Decree no.
226/2008 Coll., on Good Clinical Practice
and detailed conditions of clinical trials on
Pharmaceuticals, as amended Act No.
372/2011 Coll., on Health Care Services
and Terms (“Act on Health Care
Services”), as amended, Act No. 101/2000
Coll., on Personal Data Protection, as
amended and other applicable laws of the
Czech Republic on the field of data privacy
laws (“Data Privacy Laws”); other
applicable legal regulations of the Czech
Republic limiting the provision of and/or
requiring the disclosure of payments or
transfers of value made to health care
professionals and institutions and/or
disclosure of ownership or investment
interests held by health care professionals
and institutions; and implementing
regulations for referenced laws; in each
case, as amended from time to time, and all
regulations, guidelines and directions of
the relevant regulatory authorities.

1.6

Prislusné zakony: znamena veskeré platné
pravni predpisy platné na uzemi Ceské
republiky vcetné zak. ¢. 89/2012 Sb.,
obCansky zdkonik, v platném znéni
(,,Obcansky zakonik®), zak. ¢. 378/2007
Sb., o IéCivech a zménach nékterych
souvisejicich zakonl (“Zakon o 1éCivech”)
v platném znéni, Vyhlasky ¢. 226/2008
Sb., o spravné klinické praxi a blizSich
podminkach klinického hodnoceni
1é¢ivych ptipravkd, v platném znéni, zak. €.
372/2011 Sb., o Zdravotnich sluzbach a
podminkach jejich poskytovani (,,Zakon o
zdravotnich sluzbach®), v platném znéni,
zak. ¢. 101/2000 Sb., o ochrané osobnich
udaji, v platném znéni a dalsi piislusné
pravni predpisy Ceské republiky na tiseku
ochrany osobnich udajii (dale jen ,,zakony
na ochranu osobnich udaja*); ptislusné
pravni predpisy Ceské republiky omezujici
poskytovani nebo zvefejnéni plateb nebo
prevodu hodnot zdravotnickym
pracovnikiim a zdravotnickym zafizenim
nebo uvefejnéni vlastnictvi nebo investic
zdravotnickych pracovniki a instituci a
provadéni predpist uvedenych zakont; ve
vSech pfipadech v platném znéni, a dale
veskerd nafizeni, pokyny a pfedpisy
prislusnych spravnich organi.

1.7

ICH GCP: means the ICH Harmonised
Tripartite  Guideline for Good Clinical
Practice (CPMP/ICH/135/95), Decree No.
226/2008 Coll. on Good Clinical Practices
and on Detailed Conditions for Evaluation
of Pharmaceutical Products, Decree No.
84/2008 Coll. on Good Pharmacy Practice,
Directive 2001/20/EC of the European
Parliament and of the Council of 4 April
2001 on the approximation of laws,
regulations and administrative provisions
of the Member states relating to the
implementation of good clinical practice in
the conduct of clinical trials on medicinal
products for human wuse, Directive
2001/83/EC of the European Parliament
and of the Council of 6 November 2001 on
the Community code relating to medicinal
products for human use, and the

1.7

ICH SKP: znamena  trojstranné
harmonizované  smérnice ICH  pro
spravhou klinickou praxi

(CPMP/ICH/135/95), vyhlasky ¢.
226/2008 Sb. o spravné klinické praxi a
bliz§ich podminkach hodnoceni lécivych
pripravkt, vyhlasky ¢. 84/2008 Sb. o
spravné  1ékarenské praxi, smérnice
2001/20/ES  Evropského parlamentu a
Rady ze dne 4. dubna 2001 o sblizovani
pravnich a spravnich ptedpist ¢lenskych
statl  tykajicich se uplatiiovani spravné
klinické praxe pti provadéni klinickych
hodnoceni humannich 1é¢ivych ptipravki,
smérnice 2001/83/ES Evropského
parlamentu a Rady ze dne 6. listopadu 2001
0 kodexu SpoleCenstvi tykajicim se
humannich 1éc¢ivych piipravkll a smérnice
Komise 2005/28/ES ze dne 8. dubna 2005,
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Commission Directive 2005/28/EC of 8
April 2005 laying down principles and
detailed guidelines for good clinical
practice as regards investigational
medicinal products for human use, as well
as the requirements for authorisation of the
manufacturing or importation of such
products and any other applicable national
or international standards of good clinical
practice (“Good Clinical Practice™).

kterou se stanovi zasady a podrobné
pokyny pro spradvnou klinickou praxi
tykajici se hodnocenych humannich
1é¢ivych ptipravkl a také pozadavky na
povoleni vyroby ¢i dovozu takovych
pfipravkd, a vSech dalSich pouzitelnych
vnitrostatnich nebo mezinarodnich
standardii spravné klinické praxe (dale jen
,»spravna klinicka praxe®).

1.8 Invention: means any invention (whether | 1.8 Vynalez: znamena jakykoliv vynalez (at
or not patentable), conceived, generated or uz patentovatelny ¢i nikoli), ktery byl
reduced to practice during, in whole or in formulovdn nebo rozpracovan nebo
part, in the course and as a result of the zaveden do praxe, ¢aste¢né nebo uplné v
conduct of the Study or the use of the Study pribéhu studie nebo vysledkem studie
Drug or Confidential Information; in each nebo pro pouziti hodnoceného 1éku nebo
case, together with all patent, copyright and duvérné informace; ve vSech pfipadech,
other intellectual property rights in and to spole¢né s veSkerymi patentovymi pravy,
any of the foregoing. For purposes of the autorskymi pravy a duSevnimi pravy na
foregoing definition, the term “invention” cokoliv z vyse uvedeného. Pro ucely vyse
shall be understood in the widest sense of uvedené definice, je termin ,vynalez“
the word, in particular including but not chapan v nejsirsim smyslu tohoto slova
limited to patentable and nonpatentable véetné, mimo jiné, patentovatelnych
technical inventions, technology, a nepatentovatelnych technickych
discoveries, improvements, and vynalezli, technologii, objevi, zlepSeni
innovations of any kind. a inovaci jakéhokoli druhu.

19 Law: means any and all applicable | 1.9 Zakon: znamena veSkeré pfislusné
supranational, national and local laws, nadnarodni, narodni a mistni zakony,
rules and regulations pertaining to pravidla a nafizeni, které se tykaji
investigational drugs, and the Healthcare hodnocenych 1éktt a zdravotnickych
Laws. zakon.

1.10 Party: means the Sponsor, Institution and | 1.10  Smluvni strana: znamena zadavatele,
Investigator, and “Parties” shall mean all of zdravotnické zafizeni a zkousSejiciho
them. avyraz ,strany”“ oznacuje vSechny

zminéné subjekty.

1.11  Protocol: means the description of | 1.11  Protokol: znamena popis zadavatelova
Sponsor’s clinical trial identified by klinického  hodnoceni, identifikované
protocol number TOZ-CLO5, and all ¢islem protokolu TOZ-CL0O5 a vsech
amendments thereto. The Protocol will be dodatki k tomuto protokolu.  Protokol
considered final after it is signed by the bude povazovan za kone¢ny po podepsani
Sponsor and approved by the EC. zadavatelem a schvaleni EK. Poté muze
Thereafter, it may be amended only with byt upravovan pouze po piedchozim
prior written consent of Sponsor and pisemném souhlasu zadavatele
subsequent approval by or natification to a nasledném schvéleni nebo vyrozuméni
the EC. A copy of the Protocol has been EK. Kopie protokolu z této smlouvy byla
provided separately from this Agreement to zkousejicimu poskytnuta samostatné.
the Investigator.

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

1.13  Study: means the clinical trial described in | 1.13  Studie: znamena klinické hodnoceni

the Protocol.

popsané v protokolu.
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1.14  Study Drug: means Sponsor’s proprietary | 1.14  Hodnoceny lék: znamena zadavateltv 1€k
drug candidate tozadenant, as defined in the tozadenant, ktery je kandiditem na
Protocol. vlastnickou ochranu tak, jak je definovano

protokolem.

1.15 Study Results: means any and all data, | 1.15  Vysledky studie: znamenaji veSkeré udaje,
information, and results (including, informace a vysledky (vCetné, ale bez
without limitation, CRFs, laboratory work omezeni, CRF, laboratorni pracovni
sheets, slides and reports) arising directly dokumentaci, sklicka a zpravy), které
or indirectly from the conduct of the Study vznikly, at’ uz pfimo nebo nepfimo, z
at the Study Site, but excluding, in any provadéni studie na studijnim pracovisti,
event, patient medical records. ale v kazdém pfipadé s vyjimkou

zdravotnich zaznami pacienta.

1.16 Study Site: means the premises of | 1.16 Studijni pracovi§té: znamena prostory
Institution  (or, if applicable, the zdravotnického zafizeni (nebo, tam kde je
Investigator) at which the Study will be to relevantni, zkouSejiciho), kde bude
carried out. studie provadéna.

1.17 Study Team: means the Investigator, | 1.17  Studijni tym: oznacuje zkousejiciho,
Sub-Investigator(s),  Institution  staff spolupracovnika(-y) vyzkumu,
involved in the conduct of the Study at the zam&stnance  zdravotnického  zafizeni
Study Site. zapojené do studie na studijnim pracovisti.

1.18  Sub-Investigator:  means a qualified | 1.18  Spoluzkousejici: znamena
physician employed by Institution who is kvalifikovaného 1ékafe, zaméstnaného
reasonably acceptable to Sponsor and is zdravotnickym zafizenim, ktery je pro
appointed by Institution to assist the zadavatele pfijatelny a je jmenovany
Investigator to assist in the performance of zdravotnickym zafizenim nebo
services related of the Study at the Study zkousejicim, aby pomahal zkousejicimu pfi
Site. vykonu sluzeb souvisejicich se studii na

studijnim pracovisti.

1.19  Subject: means a person participating or | 1.19  Subjekt: znamena osobu uCastnici se
being screened for participation in the klinického hodnoceni nebo podstupujici
Study. screening pro ucast v klinickém hodnoceni.

1.20 SUKL: Means State Institute for Drug | 1.20 SUKL: znamen Statni tiad pro kontrolu
Control 1éCiv.

2. Conduct of the Study 2. Provadéni studie

2.1 Shared Responsibilities: 2.1 Sdilené povinnosti:

Sponsor, the Institution and Investigator
shall conduct the Study at the Study Site
(which may not be changed without
Sponsor’s prior written consent) and in
strict compliance with:

Zadavatel, zdravotnické zafizeni a
zkouSejici provede studii na studijnim
pracovisti (které nemiize byt zmeénéno bez
predchoziho pisemného souhlasu
zadavatele) a v pfisném souladu s:

2.1.1 The terms of this Agreement; 2.1.1 Ustanovenimi této smlouvy;

2.1.2 The Protocol, including all 2.1.2 Protokolem, vcetné¢ vSech jeho
amendments thereto; uprav;

2.1.3 ICH GCP and/or other nationally 2.1.3 ICH SKP nebo jinymi smérnicemi
established guidelines; ustanovenymi na narodni Grovni;

2.1.4 The approval of the EC; and 2.14 Schvalenim EK

2.1.5 The Applicable Law. 2.1.5 Piislusnymi zakony.

The Institution and Investigator shall Zdravotnické zafizeni a zkousSejici dale

further ensure that all Study Team zajisti, aby vSichni ¢lenové tymu studie

members are duly qualified and legally
capable of complying with the obligations
set forth in this Section. The Institution and
Investigator represent and warrant that no

byli nalezit¢ kvalifikovani a z pravniho
hlediska schopni plnit zdvazky obsazené
Vtéto Casti. Zdravotnické zafizeni a
zkousSejici prohlasuji a zaruuji, Ze zadni
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agents, contractors and subcontractors will,
without prior written consent of Sponsor,
be engaged by the Institution for rendering
any services related to the Study. In case if
any third parties are involved to the Study
upon Sponsor’s written consent, an
amendment to this Agreement shall be
signed.

agenti, dodavatelé, subdodavatelé se bez
predchoziho pisemného souhlasu
zadavatele nebudou podilet na jakychkoli
sluzbach spojenych se studii. V ptipadé, ze
budou do studie zahrnuty tieti strany na
zéklad¢ pisemného souhlasu Zadavatele,
musi byt podepsan dodatek k této smlouve.

2.2

Undertakings  of Institution and

Investigator:

2.2

Zavazky  zdravotnického zafizeni a

zkousSejiciho:

Institution and Investigator undertake to do
the following:

Zdravotnické zafizeni
zavazuji K nasledujicimu:

a zkousSejici se

2.2.1 Cooperate in good faith and in 2.2.1 Spolupraci v dobré vite
accordance with the Applicable avsouladu s pfislusnymi zakony
Law in the conduct of the Study; pii provadéni studie;

222 Not to enroll a Subject 2.2.2 Nezatazovat subjekty v sou¢asném
simultaneously in this Study and zatazeni do této studie a do jiného
another clinical trial without prior klinického hodnoceni bez
written approval of CRO or predchoziho pisemného souhlasu
Sponsor; CRO nebo zadavatele;

2.2.3 Record all Study Results in a 2.2.3 Zaznamenavat veSkeré vysledky
timely, accurate, complete, and studie v¢as, ptesné, uplné a Citelné
legible manner in the form as zpusobem popsanym v protokolu;
described in the Protocol;

2.2.4 Ensure that all Study data, Study 2.24 Zajistit, aby vSechny udaje ve
records and CRFs, including any studii, studijni zaznamy a CRF,
master or source documents which véetné vSech pifedloh nebo
identify and link each Subject to zdrojovych  dokumentt,  které
their CRF, are stored securely, identifikuji kazdy subjekt a spojuji
such that they are accessible only jej spfislusnym CRF, byly
with the knowledge of the bezpeéné uloZzeny tak, aby byly
Institution and the Investigator, ptistupné  pouze s védomim
and take reasonable and customary zdravotnického zafizeni a
precautions, including periodic zkouSejiciho a provadét rozumna a
backup of computer files, to obvykla preventivni  opatfeni,
prevent the loss or alteration of any véetné pravidelného zalohovani
Study Results; pocitatovych soubort, za ucelem

zabranéni  ztrat nebo  zmén
jakychkoliv vysledki studie;

2.25 Maintain all records of Study 225 Udrzovat  vSechny  zaznamy
Results in asuch a manner so as to vysledkt studie zptusobem, ktery
permit Sponsor to review Study umozni zadavateli, aby mohl
Results without disclosing to pfezkoumat vysledky studie tak,
Sponsor  any  third  party aby mu nebyly odhaleny jakékoliv
confidential or proprietary duvérné nebo chranéné informace
information; tfetich stran;

2.2.6  Cooperate with CRO and Sponsor 2.2.6  Spolupracovat s CRO
in efforts to monitor the Study and a zadavatelem pii snaze
conduct audits/inspections. monitorovat  studii  a provadét

audity/inspekce;

2.2.7 The Institution is committed to 2.2.7  Zdravotnické zatfizeni se zavazuje,

ensure that Study Drug will be

7e zajisti, aby hodnoceny 1ék byl
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stored in Institution’s pharmacy
separated from  the  other
medication; and
preparation/processing,  control,
storage and dispensing of the
Study Drug will be carried out in
accordance with Protocol,
applicable legal regulations of the
Czech Republic and with the Good
Pharmaceutical Practice and also
in accordance with terms stated in
document named LEK-12 and
containing the instructions for the
pharmacy departments on the
Study Drug handling issued by
State Institute for Drug Control.
The Investigator is committed to
take Study Drug from Institution’s
pharmacy in accordance with the
Protocol.

ulozen v lékarn¢ zdravotnického
zatizeni oddélené¢ od ostatnich
1é¢iv, a aby ptiprava / tprava,
kontrola, uchovavani a vydavani
hodnoceného  1éku  probihaly
v souladu s protokolem, platnymi
pravnimi piedpisy Ceské republiky
a se spravnou lékarenskou praxi a
rovnéz dle podminek stanovenych
vpokynu LEK-12  obsahujici
instrukce pro 1ékarny k manipulaci
S hodnocenym lékem vydaném
Statnim ustavem pro kontrolu
1é¢iv. ZkousSejici se zavazuje, zZe
bude hodnoceny 1€k odebirat
z 1ékarny Zdravotnického zatizeni
v souladu s protokolem.;

2.2.8 Use the Study Drug and other
Sponsor-provided supplies for the
purpose of conducting the Study in
accordance with the Protocol and
for no other purpose;

2.2.8 Pouzivat hodnoceny Iék a dalsi
potfeby poskytnuté zadavatelem
pro ucely provadéné studie v
souladu s protokolem, ale nikoliv
pro jakékoliv dalsi ucely;

2.2.9  Maintain records on the receipt and
disposition of all Study Drug,
including dates, quantity and use
by Subjects;

2.2.9 UdrZovat zdznamy o piebirani a
rozdélovani hodnoceného 1éku,
véetn¢ data, mnozstvi a pouziti

subjekty;

2.2.10 If any quantity of the Study Drug is
lost, damaged, or destroyed while
at the Study Site, Institution and
Investigator  shall promptly
provide Sponsor with appropriate
documentation as to  the
occurrence; and

2.2.10 Jestlize dojde ke ztraté, poSkozeni,
¢i zniceni jakéhokoliv mnoZzstvi
hodnoceného 1éku na studijnim
pracovisti, zdravotnické zatizeni a
zkousejici okamzité doda
zadavateli ptislusnou dokumentaci
této udalosti; a

2.2.11 Upon any termination of this
Agreement, return any remaining
quantities of the Study Drug and
other Sponsor-provided supplies to

2211 Po ukonceni této smlouvy
jakymkoliv  zplisobem, navratit
jakékoliv  zbyvajici  mnozstvi
hodnoceného 1€ku a dalSich potieb

Sponsor at the reasonable cost of poskytnutych zadavatelem,
Sponsor. zadavateli na pfiméfené naklady
zadavatele.
2.3 Responsibilities of Investigator: 2.3 Povinnosti zkousejiciho:

Investigator undertakes to:

ZkousSejici se zavazuje K nasledujicimu:

2.3.1 Ensure that during Screening a
properly-executed written,
informed consent is obtained from
a Subject, or where applicable, the
Subject’s legal guardian, before
such Subject is allowed to
participate in the Study;

2.3.1 Zajisti, ze b&hem screeningu je
ziskan  od  subjektu,  nebo
v pfislusnych  pfipadech  od
zakonného porucnika subjektu
radné podepsany pisemny
informovany souhlas, s tcasti ve
studii pfed tim, nez bude subjektu
povoleno zucastnit se studie;
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2.3.2

Review all Subject CRFs to assure
accuracy and completeness and
promptly to provide to CRO, in the
format and manner approved by
Sponsor and CRO, in a
pseudonymised form, all CRFs and
any other Study data or samples;

2.3.2

Zkontrolovat vSechny zaznamy

CRF subjektt tak, aby byla
zajisténa jejich presnost
a uplnost v

pseudo-anonymizované formé, ve
formatu a zplisobem schvaleném
zadavatelem a CRO, dodat CRO
vSechny CRF a jakékoli jiné tidaje
nebo vzorky ze studie;

2.3.3

Comply with Time Schedules and
Correct Errors in CRFs:

2.3.3

Dodrzovat ¢asové harmonogramy
a opravovat chyby v zaznamech
CRF:

Reasonably assist CRO in any appropriate
manner required to:

V pfimétené miie jakymkoli potiebnym
zptisobem pomahat CRO pfi:

2.3.3.1 Ensure that the time
schedules set forth in the
Protocol and this
Agreement are strictly met;

2.3.3.1 Zajisténi, aby byly piesn¢
dodrZzeny harmonogramy
uvedené v protokolu
a Vv této smlouve;

2.3.3.2 Resolve any discrepancies
or errors in the CRFs; and

2.3.3.2 Vyteseni jakychkoliv
rozport nebo chyb
Vv zaznamech CRF; a

2.3.3.3 Perform audits of original
case records, laboratory
reports and/or other raw
data sources underlying
the data recorded on the
CRFs.

2.3.3.3 Provadéni auditd
puvodnich zaznamu
subjektu,  laboratornich

nalezl nebo jinych zdroji
nezpracovanych dat, které
slouzily jako podklady pro
udaje zaznamenavané do
zaznamu CRF.

2.34

Report Adverse Events:

2.34

Hlaseni zavaznych nezadoucich
prihod:

2.3.4.1 Investigator shall
promptly report adverse
events occurring during
the conduct of the Study in
accordance  with  the
Protocol and Applicable
Law.

2.3.4.1 Zavainé nezadouci
ptihody, které se ptihodily
v pritbéhu studie, musi byt
zkousejicim okamzité
ohlaSeny v souladu s
protokolem a Pfislusnymi
zakony;

2342 In the event that the
adverse event indicates the
possibility of a significant
health hazard, act in
compliance  with  the
Protocol and the Law,
including notifying within
twenty-four (24) hours
Sponsor and CRO via
facsimile or telephone and
by written report; and

2.3.4.2 V pripadé, Ze nezadouci
prihoda naznacuje
moznost zavazné Ujmy na
zdravi, musi byt
podniknutd opatfeni v
souladu s protokolem a
zakonem, véetné toho, Ze
zadavatel a CRO budou
uvédoméni v  priubéhu
dvaceti ¢tyfech (24) hodin
bud’ prostiednictvim faxu,
nebo  telefonatem a
pisemnou zpravou; a

2.3.4.3 After consultation with

2.3.4.3 Po konzultaci s CRO
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CRO, take appropriate
action in order to protect
Subjects included in the
Study.

budou provedeny
ptislusné kroky za ucelem
ochrany subjektd

zapojenych do studie.

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

2.3.5 Provadét aftidit studii v souladu
s protokolem, ICH SKP
a PrislusSnymi  zdkony, pfiCemz
bude pouzivan nezavisly lékatsky

usudek, pokud jde o shodu
jednotlivych subjektt s pozadavky
protokolu;

2.3.6 Immediately notify CRO, Sponsor
and the relevant EC of any failures

to comply with the Protocol.

2.3.6 Thned vyrozumét CRO, zadavatele
aptislusSnou EK o jakychkoli

chybach pii dodrzovani protokolu.

2.4

Responsibilities of Institution:

2.4

Povinnosti zdravotnického zafizeni:

2.4.1 Institution hereby undertakes to
make available the facilities,
equipment, administrative and,
other non-clinical support, as
necessary to support the conduct of
the Study.

2.4.1 Zdravotnické =zafizeni se timto
zavazuje, ze da k dispozici
mistnosti, vybaveni, administrativu
ajinou neklinickou podporu tak,
jak to bude nezbytné pro provadeéni
studie.

2.5 Responsibilities of Sponsor

2.5 Povinnosti zadavatele

Sponsor is obligated to provide the Investigator

before commencement of the Study with
the informed consent form template that
will meet all the statutory requirements of
the legislation of the Czech Republic and
wasapproved by the competent authorities
and EC. Sponsor shall ensure that the
informed consent form template includes
the following sections: autorization of
Subjects  (or, if applicable, legal
representative); and express written
permission to disclose the confidential
health information to Institution and
Investigator, to Sponsor and his agents or
sub-contractors (including CRO), EMA,
SUKL and other regulatory authorities, for
all  purposes contemplated by this
Agreement, including, but not limited tothe
purposes of conducting the Study and
analysing the results of the Study and

obtaining and maintaining regulatory
approvals for the Study Drug (the
»Authorization©). Each party shall

cooperate in the amendment of the
Authorization or other documents as may
be necessary, from time to time, to comply
with Data Privacy Laws and Applicable
Law. Sponsor shall be entitled to review
and revise as  appropriate  such
Authorization or any modification thereof
prior to use by Institution or Investigator,
subject to approval by the EC.

Zadavatel je povinen dodat zkouSejicimu pied

zahajenim hedneceni studie formulaf
informovaného souhlasu, ktery bude
splnovat veskeré zakonné pozadavky
pravnich predpisti Ceské republiky a bude
schvalen pfislusnymi organy a EK.
Zadavatel Zajisti, ze formular
informovaného souhlasu bude obsahovat
nasledujici sekce: opravnéni subjektt
(nebo, v pfipadé potieby, zakonného
porucnika), a vyslovné pisemné opravneni
k odhaleni chranénych zdravotnich
informaci zdravotnickym zafizenim a
zkousejicim zadavateli a jeho zastupcim a
sub-dodavatelim  (v€etné  spolecnosti
CRO), EMA, SUKL a daliim regulaénim
uradim, a to pro veskeré ucely zamyslené
podle této smlouvy vcetné, ale nikoliv
pouze, pro ucely zpracovani studie a
analyzy vysledkii studie a pro ziskavani
regulaénich schvaleni pro hodnoceny 1ék
(dale jen ,,opravnéni“). VsSechny strany
budou  spolupracovat pii = zménach
opravnéni nebo jinych dokumentd, jak to
mize byt Cas od Casu zapotiebi tak, aby
tyto dokumenty byly v souladu se zdkony
na ochranu osobnich udaji a pfislusnymi
zdkony. Zadavatel ma pravo ohodnotit a
popfipadé upravit tato opravnéni nebo
upravy téchto opravnéni predtim, nez
budou pouzity zdravotnickym zafizenim
nebo zkousejicim s podminkou, Ze budou
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schvéaleny EK;

Sponsor is obliged, prior to beginning the
Study, at its own expense, to ensure that all
approvals and permission of the competent
authorities required by Applicable Law,
particularly, but not exclusively, the
approvals of the local and multicentre EC
and approval of SUKL, are in place.

Zadavatel je povinen pfed zahajenim studie na

vlastni naklady zajistit, ze veskeré souhlasy

a povoleni prislusnych organd
pozadovanych  piislusnymi zakony,
pfedev§im, nikoliv  vSak  vylucné,
souhlasné stanovisko lokalni a

multicentrické EK a souhlas SUKL jsou
zajisténa.

Sponsor  herby undertakes, that, in
connection with this Study, it will not
conclude any other separate agreement
with any employee of the Institution.

Zadavatel se timto zavazuje, Ze v souvislosti s touto

studii neuzavie zadnou jinou smlouvu s
zadnym zaméstnancem Zdravotnického
zafizeni.

3. Investigator Replacement 3. Vyména zkouSejiciho

3.1 Institution agrees that no other investigator | 3.1 Zdravotnické  zafizeni  souhlasi, Ze
may be substituted for the Investigator zkousejici nesmi byt vyménén za jiného
without the prior written approval of CRO zkousejiciho bez ptedchoziho pisemného
and Sponsor. souhlasu CRO a zadavatele.

3.2 In the event that the Investigator becomes | 3.2 Jestlize zkousSejici ptestane byt ochoten
unwilling or unable to perform the duties nebo schopen vykonadvat své povinnosti
required by this Agreement, Institution will pozadované  podle  této  smlouvy,
cooperate, in good faith and expeditiously, zdravotnické zafizeni a zkouSejici budou
to find a replacement investigator v dobré vife aucinné spolupracovat na
acceptable to CRO and Sponsor. In the nalezeni nahradniho zkousejiciho, ktery by
event an acceptable substitute is not found, byl pfijatelny pro CRO a zadavatele.
this Agreement may be terminated by CRO Jestlize nebude nalezena pfijatelna
or Sponsor in accordance with the nahrada, CRO a =zadavatel smi tuto
termination provisions set forth in this smlouvu ukoncit v souladu s ustanovenimi
Agreement. 0 ukonceni uvedenymi v této smlouve.
If a new investigator (“New Investigator”) Pokud je vybran novy hlavni zkousejici
is selected, a written amendment to this (,Novy hlavni zkousejici), bude mezi
Agreement will be concluded between the zadavatelem, zdravotnickym zafizenim a
Sponsor, the Institution and the New novym hlavnim zkouSejicim uzavien
Investigator. New Investigator will accept pisemny dodatek k této smlouvé, kterym
the conditions of this Agreement. novy  hlavni  zkouSejici  pfistoupi

K podminkam této smlouvy.

4. Subject Recruitment 4. Nabor subjektii

4.1 Investigator shall commence recruitment | 4.1 Zkousejici zahaji nabor subjekti do studie
of Subjects into the Study during the v pribéhu vstupniho obdobi, které bude
enrollment period, which will be running probihat od ledna 2016 do biezna 2017
from January 2016 to March 2017. Zkousejici vynalozi veSkerou moznou
Investigator shall make a reasonable effort snahu k zafazeni zpusobilych subjekti na
to enroll eligible Subjects on a competitive zakladé vybérového naboru az do cilového
enrollment basis up to a target of six (6) poétu Sesti (6) subjektd, pokud zkousejici
Subjects unless Investigator obtains prior nedostane  pisemné  opravnéni  od
written approval from Sponsor or CRO to zadavatele nebo CRO k zafazeni dalSich
enroll additional Subjects. subjekttl.

4.2 Once the enrollment period has ended, the | 4.2 Po skonceni naborového obdobi nebude
Investigator shall not enroll further zkousejici zatazovat dal$i subjekty do
Subjects into the Study unless notified by studie, pokud od zadavatele nebo CRO
Sponsor or CRO in writing that the neobdrzi  pisemné  vyrozuméni, Ze
enrollment period has been extended. naborové obdobi bylo prodlouzeno.

4.3 Sponsor and CRO reserve the right, on | 4.3 Zadavatel a CRO si vyhrazuje pravo na
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written notice, to limit the number of
Subjects to be included in the Study,
including, but not limited to instances
where the recruitment target has been
reached.

zakladé pisemného vyrozuméni omezit
pocet subjektii zafazenych do této studie,
a to mimo jiné v piipadech, kdy pfi naboru
nebylo dosazeno cilového poctu.

4.4

All Subject recruitment advertisements to
be placed by the Institution or Investigator
require review and written approval by
CRO or Sponsor and EC.

4.4

Vsechna inzerce pouzivand zdravotnickym
zafizenim nebo zkouSejicim pfi naboru
subjektd musi byt zkontrolovana a pisemné
schvalena CRO nebo zadavatelem a EK.

Budget and Payment

Rozpocet a platby

In consideration for performance of the
Study by Institution and Investigator, CRO
will facilitate payment to the Institution and
Investigator from funds provided by the
Sponsor in accordance with the provisions
set out in Appendix A (the “Budget”).
The Parties acknowledge and agree that
compensation made under this Agreement
represents fair market value for the services
to be performed. The Parties further
acknowledge that funds for payment are
provided to the CRO from the Sponsor and
that the CRO will make payments from
such funds upon receipt of an undisputed
invoice. The Investigator will be
compensated by CRO for work done on the
Study, and any such compensation will be
defined and calculated in accordance with
the Appendix A, which is an integral part of
this Agreement. In no event shall CRO or
Sponsor be obligated to pay to Institution
any amount in excess of the Budget for
performance of the Study pursuant to this
Agreement. The Budget may only be
modified upon the prior written agreement
of CRO and Institution. Final
reconciliation of amounts owed will be
conducted within sixty (60) days of Study
site closure and final payment will be made
accordingly.

S pfihlédnutim k provadéni studie
zdravotnickym zafizenim a zkousSejicim,
zprostredkuje CRO vyplatu
zdravotnickému zafizeni a zkousejicimu z
prostiedkt, které dostane od zadavatele v
souladu s ujednanimi stanovenymi Vv
Ptiloze A (,,Rozpocet). Smluvni strany
timto berou na védomi a souhlasi, Ze
kompenzace provadéné na zakladé této
smlouvy odpovidaji spravedlivé trzni
hodnoté¢ sluzeb, které budou poskytovany.
Strany dale berou na védomi, Ze prostiedky
k vyplat¢ jsou poskytovany CRO
zadavatelem, a ze CRO bude provadét
vyplaty z téchto prostfedkli po obdrzeni
faktur, proti kterym nebyly Zadné namitky.
Zkousejici bude placen CRO za praci
odvedenou pfi studii a tyto vyplaty budou
stanoveny a vypoéteny vsouladu s
Ptilohou A, ktera tvofi nedilnou soucast
této Smlouvy. Za zadnych okolnosti
nebude ani CRO ani zadavatel povinen
zaplatit zdravotnickému zatizeni jakékoliv
Castky, které prevysuji rozpocet, za praci na
studii podle této smlouvy. Rozpocet mize
byt pozménén vyhradné na zakladeé
predchozi pisemné dohody mezi CRO a
zdravotnickym  zafizenim. Konecné
vyrovnani dluznych ¢astek bude provedeno
v pribéhu Sedesati (60) dni po uzavieni
studie na pracovi§té a kone¢na vyplata
bude provedena odpovidajicim zplisobem.

5.2

The Parties represent and warrant that any
payments made under this Agreement are
not made for the purpose of (i) improperly
influencing decisions or actions with
respect to the subject matter of this
Agreement or (ii) influencing any other
aspect of CRO’s or the Sponsor’s business.
Furthermore, the Parties will not directly or
indirectly offer, promise, or give anything
of value to anyone for the purpose of (i)
improperly influencing decisions or actions
with respect to the subject matter of this

5.2

Smluvni strany prohlasuji a zarucuji, ze
platby provadéné na zaklade¢ této smlouvy
nemaji za ucel (i) nevhodnym zptisobem
ovlivnit rozhodnuti nebo cCinnosti, které
souviseji s pfedmétem této smlouvy nebo
(i1) ovlivnit jakykoli jiny aspekt podnikani
CRO nebo zadavatele. Dale smluvni
strany nebudou pfimo ani nepfimo nabizet,
slibovat nebo davat komukoli cokoli
cenného za Uucelem (i) nevhodného
ovliviiovani rozhodnuti nebo Cinnosti
souvisejicich s pfedmétem této smlouvy
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Agreement or (ii) influencing any other
aspect of CRO’s or the Sponsor’s business.

nebo (ii) ovlivnéni jakéhokoli jiného
aspektu podnikani CRO nebo zadavatele.

5.3 Payee information and  payment | 5.3 Informace o piijemci platby a pokyny k
instructions are included in Appendix B. platbé jsou uvedeny v P¥iloze B. Udaje o
Payee details may be changed on written ptijemci platby mohou byt zménény na
notice to CRO. zaklad¢ pisemného oznameni k rukam

CRO.

5.4 By Applicable Law, payments made under | 5.4 Podle pfislusnych zdkondi mulze byt
this Agreement may be required to be vyzadovano, aby platby provadéné na
reported by Sponsor or CRO. zaklad¢é této smlouvy byly zadavatelem

nebo CRO hlaseny.

6. Data Protection and Privacy 6. Ochrana udaji a soukromi
Sponsor, CRO, Institution and Investigator Zadavatel, CRO, Zdravotnické zafizeni a
agree to: zkousejici souhlasi s nasledujicim:

6.1 Use the data obtained from the Subjects in | 6.1 Udaje ziskané od subjekti v souvislosti
connection with the Study for no purposes s touto studii nebudou pouzity k jinym
other than as outlined in the Protocol. ucelim nez tém, které jsou popsany
Parties are obliged, during and after the v protokolu, Strany jsou povinny v pribéhu
end/termination of Study, to manage such Studie i po jejim ukonceni dbat podle
data under the Applicable Law on the ptislusnych zakond o ochranu osobnich a
protection of personal and sensitive data of citlivych  udaji  subjektt  hodnoceni
the Subjects enrolled to the Study; zatazenych do studie.;

6.2 Comply with the provisions of Applicable | 6.2 Budou dodrzovat ustanoveni Pfislusnych
Law on the protection of individuals with zakonu k ochrané jednotlivet v souvislosti
regard to the processing and free movement se zpracovanim avolnym pohybem
of personal data; osobnich daju;

6.3 Investigator will inform all Subjects that | 6.3 Zkousejici bude informovat vSechny
the data collected from them may be subjekty, Ze udaje, které od nich budou
considered personal data and obtain from ziskany, mohou byt povazovany za osobni
such Subjects written consent to the udaje, aziskd od takovych subjektd
processing, disclosure, and transfer of this pisemny  souhlas se  zpracovanim,
data by CRO, Sponsor, Investigator, and sdélovanim a pfedanim téchto udaju CRO,
Institution, and CRO’s and Sponsor’s zadavateli, zkousejicimu a zdravotnickému
respective designees and contractors; zafizeni a urenym zastupcum a

dodavatelim CRO a zadavatele;

6.4 Investigator shall provide information | 6.4 ZkousSejici poskytne informace
requested by Sponsor and CRO and vyZadované zadavatelem a CRO
authorize the processing and storage of a opravnéni ke zpracovani a uchovavani
certain personal identifying information ur¢itych osobnich informaci umoziujicich
and data about the Institution, Investigator identifikaci osob a udaji o zdravotnickém
and others involved in the Study for the zatizeni, zkouSejicim a dalSich osobach
purpose of fulfilling legitimate business podilejicich se na studii za uc¢elem splnéni
requirements relating to clinical trials, and legitimnich pracovnich pozadavki
meeting regulatory requirements as well as souvisejicich s klinickymi hodnocenimi
for the purpose of evaluating the Institution a splnéni regulacnich pozadavki
or Investigator for inclusion in future asoucasné za ucelem zhodnoceni, zda
clinical trials; zdravotnické zafizeni a zkouSejici jsou

vhodni pro zafazeni do klinickych
hodnoceni v budoucnosti;

6.5 Investigator shall obtain the consent of | 6.5 ZkouSejici ziska souhlas ¢lenti tymu studie

Study Team members for the processing of
their personal data as defined under
Applicable Law; and

se zpracovanim jejich osobnich udaju tak,
jak je definovano Pfislusnymi zakony; a
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6.6 The obligations stated in this Section shall | 6.6 Povinnosti  vyjmenované v této Casti
survive termination of this Agreement zustanou v platnosti i po ukonéeni platnosti
indefinitely. této smlouvy, a to po neomezenou dobu.

7. Confidential Information 7. Diivérné informace

7.1 Neither Institution nor Investigator shall | 7.1 Zdravotnické zafizeni ani zkouSejici
disclose any Confidential Information to neprozradi zadné davérné informace tietim
third parties other than those third parties stranam kromé tietich stran, pro které je
with a need to know such Confidential znalost téchto informaci nezbytna pro ucely
Information  for  purposes  expressly vyslovné¢ uvedené v této smlouve, jako
authorized in this Agreement, such as naptiklad odhaleni téchto udaju piislusné
disclosure to members of the relevant EC, EK, zaméstnancim, zastupcim, poradctim
employees, agents, consultants, and a sesterskym spolecnostem tak, jak je to
affiliates involved in conducting the Study nutné pro provadéni studie v souladu s
as necessary for performance of the Study touto smlouvou. Zdravotnické zaiizeni a
in accordance with this Agreement. zkousejici zajisti, Ze jakékoli povolené
Institution and Investigator shall ensure sdélovani bude podléhat podobnym
that any permitted disclosure is subject to podminkam nesdélovani a nepouziti
like conditions of non-disclosure and jakoukoliv tfeti stranou, a zdravotnické
non-use by such third party, and Institution zatizeni a zkouSejici budou povaZzovani za
and Investigator shall be deemed zodpovédné za to, Ze takova tieti strana tyto
responsible for such third party’s povinnosti dodrzuje.
compliance with such obligations.

7.2 The non-disclosure obligations set out | 7.2 Zavazky nesdélovani uvedené v této

herein shall not apply to any item of
information that Institution or Investigator
can demonstrate by competent proof is:

smlouvé se nevztahuji na jakoukoliv
informaci, ktera je podle zdravotnického
zafizeni nebo zkousejiciho prokazateln¢:

7.2.1 in the public domain or enters the 7.2.1 ve vefejném vlastnictvi nebo se
public domain through no fault of dostane do vetejného vlastnictvi
the Institution or Investigator; or bez pfi¢inéni  zdravotnického

zafizeni Ci zkousSejiciho; nebo

7.2.2 Already lawfully known to 7.2.2 jiz je zakonnym zpusobem znama
Institution or Investigator at the zdravotnickému  zafizeni nebo
time Institution or Investigator first zkouSejicimu v dobé, kdy
receives such information from zdravotnické  zafizeni  nebo
Sponsor or CRO, as shown by zkouSejici poprvé obdrzi tyto
prior written records; provided, informace od zadavatele nebo
however, that the exception set CRO, jak to dokazuji predchozi
forth in this Section 7.2.2 shall not pisemné zaznamy, nicméné s tim,
apply to Study Results or 7ze vyjimky uvedené v této casti
Inventions; or 7.2.2 se nebudou vztahovat na

vysledky studie nebo vynalezy;
nebo

7.2.3 Permitted to be disclosed on a 7.2.3  jejich sdélovani bylo povoleno na
non-confidential basis by written zaklad¢ informaci, které nejsou
permission of the Sponsor or CRO; divérné, pisemnym povolenim
or zadavatele nebo CRO; nebo

7.2.4 Independently  developed by 7.24 Dbyly nezavisle vytvoteny
Institution or Investigator, without zdravotnickym  zafizenim nebo
use of or reference to the zkousejicim, bez pouziti nebo
Confidential Information as shown odkazti na duvérné informace, jak
by written records; or lze prokazat pomoci pisemnych

zaznamu; nebo

7.25 Disclosed to Institution or 725 byly sdéleny zdravotnickému
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Investigator without restriction on
disclosure by an independent third
party having a legal right to make
such disclosure.

zafizeni nebo zkousejicimu bez
omezeni tykajiciho se dalSiho
sdélovani nezavislou tfeti stranou,
ktera je zakonn¢ opravnéna takova
sdéleni vykonat.

7.3 The Institution and Investigator agree to | 7.3 Zdravotnické zafizeni a zkousSejici
use Confidential Information only to the souhlasi, Ze budou pouzivat davérné
extent necessary to perform the Study or to informace pouze v rozsahu nutném pro
fulfill their respective obligations relating provedeni studie nebo pro ucely plnéni
to the Study under this Agreement and shall svych pfislusnych povinnosti v ramci
return all Confidential Information to CRO studie a podle této smlouvy, a ze vSechny
or Sponsor on termination of this davérné informace navrati CRO nebo
Agreement or on earlier demand for zadavateli pifi ukonleni platnosti této
whatever reason. smlouvy, nebo dfive, na vyzadani

z jakéhokoli diivodu.

7.4 Institution and Investigator may disclose | 7.4 Zdravotnické zafizeni a zkousejici mohou
Confidential Information without violating sdélit daveérné informace, aniz by porusili
its obligations under Sections 7.1 and 7.3 to své zavazky uvedené v Castech 7.1 a 7.3 v
the extent reasonably necessary in the opodstatnéném  nutném rozsahu za
following circumstances: nasledujicich okolnosti:

7.4.1 Necessary to obtain EC approval 7.4.1 Jsou nezbytné pro ziskani souhlasu
of the Study or required to be EK stouto studii nebo je tieba
disclosed to the Subject to obtain sdélit je subjektu, aby byl ziskan
written informed consent when pisemny informovany souhlas,
disclosed exclusively for those pokud jsou sdé€lovany vyhradné
purposes; or pro tyto ucely;

7.4.2 Required to be disclosed by 7.4.2 Sdéleni informaci je nutné podle
Applicable Law or by order of a zakona nebo je vyzadano soudem
court or government agency nebo vladnim ufadem, ktery je k
having competent jurisdiction; tomu opravnény podle ptislusnych
provided that Institution and zédkonl; s tim, Ze zdravotnické
Investigator shall, except where zatizeni a zkouSejici musi, kromé
impracticable, give reasonable piipadd, kde je to neproveditelné,
advance notice to Sponsor of such véas upozornit zadavatele o tomto
disclosure and, at Sponsor’s sdéleni informaci a na Zadost a
request and expense, shall naklady zadavatele bude
cooperate with Sponsor’s efforts to spolupracovat pri vznaseni
contest or limit such disclosure namitek proti tomuto sdéleni nebo
and/or to seek a protective order or pti snaze toto sdéleni informaci
other confidential treatment of the omezit nebo pti zadosti o ochranné
Confidential Information required nafizeni soudu nebo pii zadosti o
to be disclosed by appropriate legal davérné zachdzeni s davérnymi
means; or informacemi, které maji byt

odhaleny s pouzitim piislusnych
pravnich prostredki; nebo

7.4.3 Permitted to be disclosed subject to 7.4.3 bylo povoleno jejich sd€lovani s
confidentiality  obligations by tim, ze musi byt zachovany
written permission of the Sponsor; zavazky davérnosti, pisemnym
or povolenim zadavatele; nebo

7.4.4 Necessary to disclose for Subject 7.4.4 je nezbytné je prozradit s ohledem
safety. na bezpecnost subjektu.

75 Institution and Investigator shall ensure | 7.5 Zdravotnické zatizeni a zkousSejici zajisti,

that all Study Team members are be bound
to confidentiality of the same level.

aby mlcenlivosti ve stejném rozsahu byli
zavazani v§ichni ¢lenové tymu studie.
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7.6 The obligations stated in this Section shall | 7.7
survive termination or expiration of this

Povinnosti popsané v této casti zlstavaji
Vv platnosti i po ukonceni nebo vyprSeni

Agreement. platnosti této smlouvy.
8. Publication 8. Publikace
8.1 Institution and Investigator acknowledge | 8.1 Zdravotnické zafizeni a zkousejici berou na

that: (a) Sponsor has the right to use the
Study Results in any manner deemed
appropriate to Sponsor’s business interests,
both during, and following termination of,
this Agreement; and (b) Sponsor or its
designee shall have the right to publish or
otherwise publicly disclose the Study
Results in any form without the written
consent of Institution or the Investigator.
The Study shall be registered at
www.clinicaltrials.gov in a manner
compliant with Law.

védomi, Ze: (a) zadavatel ma pravo pouzit
vysledky studie jakymkoliv zplsobem,
ktery povazuje za vhodny pro obchodni
z4jmy zadavatele, at’ uz béhem nebo po
ukonceni platnosti této smlouvy a (b)
zadavatel nebo jim urCeny zastupce ma
pravo publikovat nebo jinak zvefejnit
vysledky studie v jakékoliv formé, aniz by
potieboval pisemny souhlas
zdravotnického zatizeni nebo zkousejiciho.
Studie bude registrovina na webu
www.clinicaltrials.gov ~ vsouladu  se
zakony.

8.2 After the Study is completed, which means | 8.2
that Sponsor has received all completed
case report forms from all participating
sites (including, but not limited to,
Institution) and Study closeout visits have
taken place at all participating sites, then
Institution and/or Investigator shall have
the right, subject to Data Privacy Rules, to
publish or otherwise make public the Study
Results on or after the earliest of (a) the
date of publication of a multi-center
publication coordinated by Sponsor with
respect to the data resulting from the Study,
(b) the date of submission of the data
resulting from the Study by Sponsor to the
applicable regulatory agency, and (c)
twenty-four (24) months after the Study is
completed at all participating sites if a
multi-center publication is not submitted
by Sponsor for publication within such
24-month period; provided that Institution
and/or Investigator shall furnish Sponsor
with a copy of any proposed publication or
release at least ninety (90) days in advance
of the proposed submission or presentation
date.  Within this 90-day period, the
Sponsor shall review such proposed
publication or release to determine whether
it contains any Confidential Information
(other than Study Results), or whether
Sponsor desires to file patent applications
on subject matter contained therein. Upon
receiving any notification from Sponsor
requesting deletion of Confidential
Information (other than Study Results), or
requesting a delay in publication of up to

Poté, co bude studie uzaviena, coz
znamena, Ze zadavatel obdrzel vSechny
vyplnéné formulafe piipadu ode vsech
zucastnénych pracovist’ (véetng, ale nejen,
od zdravotnického zafizeni) a poté, co byly
na vSech pracovistich vykonany uzaviraci
navstévy, bude mit zdravotnické zatfizeni
a/nebo zkousejici pravo, za podminky
dodrzeni pravidel o ochrané¢ osobnich
udaji, publikovat nebo jinak zvefejnit
vysledky studie k datu nebo nejdiive po (a)
datu zvefejnéni multicentrické publikace,
které bylo koordinovano zadavatelem s
ohledem na tdaje ziskané studii, (b) datu,
kdy zadavatel predal danému regula¢nimu
ufadu tudaje souvisejici se studii a (c)
dvacet Ctyfi (24) mésict poté, co byla
studie ukonCena v pfipadé, Ze zadavatel
nepiedal multicentrickou publikaci ke
zvefejnéni v pribéhu tohoto 24meési¢niho
obdobi s tim, Ze zdravotnické zafizeni
a/nebo zkousejici preda zadavateli kopii
navrzen¢  publikace  nebo  vydani
pfinejmensim devadesat (90) dni pied
navrzenym podanim k publikaci nebo k
pfedneseni. V prubchu tohoto 90denniho
obdobi posoudi zadavatel tuto navrzenou
publikaci nebo vydani, aby ur€il, zda
neobsahuje zadné davérné informace
(krom¢ vysledkt studie) nebo jestli
zadavatel nechce zaregistrovat zadost o
patent, ktery se tykd obsahu dotycné
publikace. Po obdrzeni jakéhokoliv
uvédoméni od zadavatele, ve kterém zada o
odstranéni  davérnych  informaci (s
vyjimkou vysledki studie) nebo ve kterém
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sixty (60) days to allow the filing of patent
applications before publication or release,
Institution and/or Investigator shall take the
requested action. The Parties acknowledge
and agree that Institution and/or
Investigator, as applicable, shall be solely
responsible for the editorial content of any
such publication or release. In a manner
consistent with  customary practice,
Institution and  Investigator  shall
acknowledge Sponsor’s support of and
contributions to the Study, if requested by
Sponsor, in any and all publications and
presentations reporting Study Results.
Institution and the Investigator shall
comply with all laws of the Czech Republic
(financial or otherwise) in connection with
such publications and presentations.

zadavatel zada o odlozeni publikace az o
Sedesat (60) dni, aby mohl zaregistrovat
zadost o patent pfed publikaci nebo
vydanim, provede zdravotnické zafizeni
a/nebo zkousejici vyzadované kroky.
Strany berou na védomi a souhlasi s tim, ze
zdravotnické zatizeni a/nebo zkousejici, co
je relevantni, je vyhradné¢ odpovédné za
redakéni obsah jakékoliv takové publikace
nebo vydani. Zdravotnické zafizeni a
zkousejici oceni obvyklym zplsobem
zadavatelovu podporu a prispéni ke studii,
bude-li to zadavatelem vyzadano, ve vSech
publikacich a pfednaskach o vysledcich
studie. Zdravotnické zafizeni a zkouSejici
musi vyhovét vsem zikonim Ceské
republiky (finan¢ni nebo jiné) ve spojeni s
témito publikacemi a pfednaskami.

8.3 Other than as expressly permitted in this | 8.3 Kromé ptipada vyslovné povolenych touto
Agreement, Institution and Investigator smlouvou  zdravotnické  zafizeni a
agree not to issue or disseminate, and not to zkousejici souhlasi, ze nevydaji a nebudou
allow any of their respective employees, roz8ifovat a nedovoli, aby jejich
medical and professional staff, agents or zaméstnanci, zdravotnicky a profesionalni
representatives to issue or disseminate, any personal, agenti nebo zastupci vydali a
press release or statement, or any roz§ifovali zadné tiskové zpravy nebo
communication of information regarding prohlaseni tykajici se studie, at’ uz pisemné
the Study, written or oral, to the nebo verbalni, mediim nebo tfetim strandm
communications media or any third party bez piedchoziho pisemného souhlasu
without the prior written consent of zadavatele.

Sponsor.

9. Debarment; Representations  and | 9. Zikaz ¢innosti; prohlaseni a zaruky
Warranties

9.1 Institution and Investigator hereby represent | 9.1 Zdravotnické zatizeni a zkouSejici timto

that neither Institution nor Investigator nor
any member of the Study Team is presently
debarred by any government health care
program.  Institution and Investigator
hereby further represent and certify, to the
best of their knowledge after due inquiry,
that neither Institution, nor Investigator nor

prohlasuji, Ze ani zdravotnické zatizeni ani
zkousejici nebo jakykoliv dalsi ¢len tymu
studie nepodléha v soucasné dobé zakazu
¢innosti vydaném jakymkoliv jinym
vladnim  zdravotnickym  programem.
Zdravotnické zafizeni a zkousSejici timto
prohlasuje a potvrzuje, ze podle jejich

any of the Study Team: nejlepsiho védomi a po fadném ovétovani,
ani zdravotnické zatizeni ani zkousejici ani
kterykoliv ze ¢lentl tymu studie:

9.1.1 Is under investigation by the 9.11 nejsou vySetfovani regulacnimi
regulatory authorities for utady z diivodu zakazu ¢innosti;
debarment action;

9.1.2 Has a disqualification hearing 9.1.2 nemaji dosud nevytizené jednani o
pending; or zbaveni kvalifikace; ani

9.1.3 Is otherwise disqualified by any 9.1.3 nebyli jinak zbaveni kvalifikace

regulatory authority.

jakymkoli regula¢nim Gfadem.

In the event that, during the term of this
Agreement, Institution, Investigator, or any
member of the Study Team is debarred or
disqualified, or comes under investigation

V piipadé, ze bude v prub¢hu trvani této
smlouvy zdravotnickému zafizeni,
zkouSejicimu, nebo jakémukoliv jinému
¢lenu studijniho tymu, zakazana cCinnost
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for debarment or disqualification |,
Institution  and/or  Investigator  will
immediately notify CRO and Sponsor, and
Sponsor may terminate this Agreement
immediately upon written notice to
Institution and Investigator.

nebo bude zbaven kvalifikace,
zdravotnické zafizeni a/nebo zkousSejici
okamzit¢ uvédomi CRO a zadavatele a
zadavatel muze ukoncit tuto smlouvu
pisemnym oznamenim zdravotnickému
zafizeni a zkouSejicimu.

9.2

Institution and  Investigator  hereby
represent and certify that neither Institution
nor Investigator nor any Institution official
or employee has been convicted of a crime
for conduct relating to the development or
approval of any drug candidate, product or
medical device.

9.2

Zdravotnické zafizeni a zkouSejici timto
prohlasuji a potvrzuji, Ze ani zdravotnické
zafizeni ani zkouSejici, ani zadny z
ufednich predstaviteli nebo zaméstnanct
zdravotnického zatizeni nebyl odsouzen za
zloc¢in za Cinnost spojenou s vyvojem nebo
schvalenim jakéhokoliv 1éku kandidujiciho
na  schvaleni ¢ vyrobku  nebo
zdravotnického prostiedku.

9.3

Each of Sponsor and CRO hereby
represents and certifies to Institution and
Investigator, and  Institution  and
Investigator hereby represent and certify to
Sponsor and CRO, that such Party is duly
authorized to execute and deliver this
Agreement and to perform its obligations
hereunder and that this Agreement this
Agreement is legally binding upon it,
enforceable in accordance with its terms,
and does not conflict with any agreement,
instrument or understanding, oral or
written, to which it is a party or by which it
may be bound, nor violate any material law
or regulation of any court, governmental
body or administrative or other agency
having jurisdiction over it.

9.3

Zadavatel i CRO timto prohlasuji a
potvrzuji  zdravotnickému  zafizeni a
zkousejicimu a zdravotnické zafizeni a
zkousejici timto prohlasuji a potvrzuji
zadavateli a CRO, Ze kazda z téchto stran je
radn€¢ opravnéna splnit a provést tuto
smlouvu a provadét své povinnosti podle
této smlouvy a ze tato smlouva je pro
Stranu  zévazna podle zikona, je
vymahatelnd v souladu s jejimi
podminkami a neni v rozporu se zadnou
smlouvou, nastrojem nebo porozuménim,
at’ uz verbalnim nebo pisemnym, kterého je
strana soucasti nebo které stranu zavazuje,
ani neporuSuje zadny relevantni zakon
nebo nafizeni zadného soudu, statniho
ufadu nebo agentury, ktera ma ptislusnou
pravomaoc.

10.

Financial Disclosures

10.

Majetkova priznani

To ensure Sponsor fulfils its certification
and other financial disclosure obligations
under 21 CFR Part 54 to the United States
Food and Drug Administration (FDA), and
such other laws and regulations as may
from time to time be or become applicable
with respect thereto, Institution and
Investigator shall ensure that Study Team
members provide financial disclosures to
Sponsor at Sponsor’s request on forms
Sponsor supplies or approves. During the
time the Study is being conducted, and for
one (1) year thereafter, Institution and
Investigator shall ensure that Investigator
and each Study Team member update
financial disclosure forms promptly and
provide them to Sponsor when requested
by Sponsor or whenever any material
change occurs in the information disclosed
by a previous form.

Aby bylo jisté, Ze zadavatel plni své
certifikaéni povinnosti a dal$i povinnosti
ohledn¢ majetkovych ptiznani podle
smérnice 21 CFR, &ast 54, Utadu pro
kontrolu potravin a 1é¢iv (FDA) Spojenych
statt  americkych a takovych dalsich
zakoni a predpist, které mohou navic Cas
od casu vstoupit v platnost nebo byt
v platnosti, zdravotnické zafizeni a
zkousejici zajisti, ze clenové studijniho
tymu na zadost zadavatele poskytnou
zadavateli  majetkovd  pfiznani  na
formularich, které zadavatel doda nebo
schvali. Béhem provadeéni studie a po dobu
jednoho (1) roku poté zdravotnické
zatizeni a zkouSejici zajisti, aby jak oni, tak
i kazdy c¢len tymu studie neprodlen¢
aktualizovali své formulafe majetkového
pfiznani a poskytli je zadavateli na jeho
zadost nebo kdykoli dojde k podstatné
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zmeéné informaci
predchozim formulafi.

uvedenych na

11. Intellectual Property Rights 11. Dusevni vlastnictvi

11.1  Institution and Investigator shall promptly | 11.1  Zdravotnické zafizeni a  zkousSejici
disclose each Invention to Sponsor in okamzité¢ oznami kazdy vynalez zadavateli
writing. All Inventions and any pisemné. Veskeré vynalezy a veskeré s
information with respect thereto shall nimi  spojené informace predstavuji
constitute Confidential Information. divérné informace.

11.2  Institution and Investigator acknowledge | 11.2  Zdravotnické zafizeni a zkousejici bere na
and agree that Sponsor shall be the sole and védomi, souhlasi a zajisti, ze zadavatel je
exclusive owner of all Inventions, od pocatku jediny a vyhradni majitel vSech
including all patent and other intellectual vynalezl, vcetné vSech patentti a dalsiho
property rights therein  (“Intellectual dusevniho majetku vzniklého v souvislosti
Property  Rights”), from inception. s plnénim této smlouvy (,,prava na dusevni
Institution and Investigator hereby assign vlastnictvi®). Zdravotnické zafizeni a
to Sponsor all right, title and interest in and zkousejici timto postupuji  zadavateli
to all Inventions, including all Intellectual veSkera prava, tituly a ucast tykajici se
Property Rights therein. Institution and vSech vynalezi, véetné veskerych prav na
Investigator shall ensure that all members duSevni majetek, vzniklych v ramci této
of the Study Team assigns all right, title smlouvy. Zdravotnické zafizeni a
and interest in and to all Inventions and zkouSejici zajisti, ze vSichni ¢lenové
Intellectual Property Rights to Institution studijniho tymu postoupi vesSkerd prava,
and/or Investigator so as to allow the tituly a twcast ve vSech vynalezech a
Institution and/or Investigator to comply pravech na dusevni majetek
with their obligations under this Section 11, zdravotnickému zatizeni a/nebo
and Institution and/or Investigator shall zkousejicimu, a tak umozni
promptly obtain such assignments. zdravotnickému zafizeni a/nebo

zkouSejicimu, aby splnili své zavazky
podle ¢asti 11. Zdravotnické zafizeni
a/nebo zkousejici musi v€asné obdrzet tato
postoupeni.

11.3  Institution and Investigator shall and shall | 11.3  Zdravotnické  zafizeni a  zkouSejici
cause other Study Team members to, vykonaji, a zajisti, ze i dalsi Clenové
execute such documents, instruments and studijniho tymu vykonaji takové listiny,
authorizations, and, at  Sponsor’s nastroje a opravnéni a na piiméfené
reasonable expense, take all actions, that naklady zadavatele podniknou takové
Sponsor deems necessary to effect, record kroky, které zadavatel povazuje za nutné,
and perfect the assignment to Sponsor of all aby uskutec¢nili, zaznamenali a zdokonalili
right, title and interest in and to Inventions pifevod zadavateli vSech prav, tituld a
and Intellectual Property Rights. Sponsor zajmi na vynalezy a prava na duSevni
has the exclusive right to choose the form majetek. Zadavatel ma vyluéné pravo
of protection of intellectual property. zvolit si  formu ochrany duSevniho

vlastnictvi.

11.4 Institution and Investigator agree to refrain | 11.4  Zdravotnické zafizeni a  zkouSejici

from taking any actions that would
prejudice the Intellectual Property Rights
of the Sponsor in any way. Moreover,
Institution and Investigator agree to inform
Sponsor of any known infringement of its
Intellectual Property Rights, and to support
Sponsor, at Sponsor’s expense, in actions
intended to protect Sponsor’s Intellectual
Property Rights.

souhlasi, ze se zdrzi jakychkoli akci, které
by jakymkoli zptsobem poskodily
zadavatelova prava na duSevni vlastnictvi.
Navic zdravotnické zafizeni a zkousSejici
souhlasi, ze budou informovat zadavatele
0 jakémkoli zndmém poruseni jeho prav na

duSevni vlastnictvi, aze na naklady
zadavatele  podpoii  jakékoli  akce
zadavatele uréené  kochrané¢  prav

zadavatele na duSevni vlastnictvi.
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11.5

The provisions of this Section shall survive
the expiration or termination of this
Agreement.

115

Ustanoveni této Casti ziistanou v platnosti i
po uplynuti platnosti nebo ukonceni této
smlouvy.

12

Liability & Insurance

12

Odpovédnost a pojisténi

121

The Parties agree that CRO is not liable for
any liability for any claim arising out of a
condition caused by or allegedly caused by
the Study Drug, the Protocol and the
conduct and performance of the Study
provided that such claim is not attributable
to (i) a material breach of statutory duty by
CRO, (ii) the gross negligence or wilful
misconduct of CRO, or (iii) a material
breach by CRO of the terms of this
Agreement. This clause shall survive the
expiration and/or termination of this
Agreement.

121

Strany souhlasi s tim, ze CRO nema
zadnou odpovédnost v ptipadé jakychkoli
narokil vyplyvajicich ze zdravotnich stavii
zpuisobenych nebo udajné zplsobenych
hodnocenym lékem, protokolem a
provadénim studie za predpokladu, ze
takovy narok nelze pficist (i) podstatnému
poruseni zékonné povinnosti ze strany
CRO, (ii)) hrubé nedbalosti nebo
umyslnému pochybeni ze strany CRO nebo
(iii) podstatnému poruseni podminek této
smlouvy ze strany CRO. Toto ustanoveni
zustane v platnosti i po vyprSeni nebo
ukonceni platnosti této smlouvy.

12.2

The Sponsor declares, in compliance with
the provisions of Sec. 52 of Act no.
378/2007 Coll. on pharmaceuticals, as
amended by subsequent regulations, that it
has in place, for the entire period of the
Study, a liability insurance for the
Investigator and the Sponsor, by means of
which an indemnification will be provided
in case of a Study Subject death or in case
of a health damage caused to the Study
Subject as a result of the performance of
the Study.

12.2

Zadavatel prohlasuje, ze v souladu s ust.
§52 zak. ¢. 378/2007 Sb., o lécivech, ve
znéni pozdéjsich predpist, zajistil na celou
dobu  provadéni  studie  pojisteéni
odpovédnosti za Skodu pro zkousejiciho a
zadavatele, jehoz prostfednictvim je
zajisténo 1 odskodnéni v pfipadé smrti
subjektu hodnoceni nebo v piipadé skody
vzniklé na zdravi subjektu hodnoceni
v dusledku provadéni studie.

12.3

The Institution declares that, in accordance
with Sec. 45, paragraph 2, letter n) of Act
No. 372/2011 Coll. on medical services, it
maintains an insurance policy covering
liability for damages caused during the
provision of healthcare services. This
insurance policy is maintained within the
legally required scope and does not cover
liability for damages caused during the
performance of the Study. Under no
circumstance shall a Party be exempted
from liability for damage attributable to it
which damages may not be covered in
whole or in part by an insurance policy.

The Study insurance of the Sponsor does
not relieve the Institution and Investigator
from their obligation to be liable and
responsible to the Sponsor for their own
and their employees’ negligence and
willful misconduct, or their employees’
failure to adhere to the terms of this
Agreement, the Protocol or any laws or
regulations applicable to the Study. The
Institution and Investigator represent and

12.3

Pojisténi

Zdravotnické zafizeni prohlasuje, ze ma
dle § 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb., o zdravotnich sluzbach
uzavienu pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zplsobenou pii
poskytovani zdravotni péce. Tato pojistna
smlouva je wuzaviena v  zakonem
pozadovaném rozsahu a nepokryva
pojisténi  odpovédnosti  za  Skodu
zpuisobenou pifi  provadéni klinického
hodnoceni. Zadna ze stran nebude za
jakychkoli okolnosti zpros§téna
odpovédnosti za $kodu, kterou je s danou
stranou mozno spojovat, pficemz takova
Skoda, zcela nebo caste¢né, nemusi byt
kryta pojistnou smlouvou.
studie zadavatele
zdravotnické  zafizeni a  hlavniho
zkouSejiciho  jejich  povinnosti byt
odpovédny a zodpovédny k zadavateli za
jejich  vlastni nedbalost a Umyslné
pochybeni a nedbalost a Umyslné
pochybeni jejich zaméstnancii  nebo
nedodrzeni podminek této smlouvy,

nezprostuje
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warrant that they possess sufficient
financial resources to meet their
obligations under the Agreement and under
Applicable Law.

protokolu nebo jinych zékonli nebo
predpist pouzitelnych pro tuto studii jejich
zaméstnanci. Zdravotnické zafizeni a
hlavni zkousejici prohlaSuji a zarucuji, Ze
maji dostate¢né financni prostfedky, aby
splnili své povinnosti dle této smlouvy a
ptislusnych zakond.

12.4  |Institution and Investigator (which shall | 12.4  Zdravotnické zafizeni a hlavni zkousSejici
include their employees, agents and (coz zahrnuje jeho zaméstnance, jednatele
representatives, including Investigator) a zastupce, vcetné zkousejiciho) budou
shall have full responsibility for all pln¢ odpovédni za veskeré skody, ztraty,
damages, losses, liabilities, costs or zavazky, naklady ¢i vylohy vyplyvajici z:
expenses resulting or arising from:

12.4.1 failure by Institution (which shall 12.4.1 nedodrzeni smlouvy, protokolu
include its employees, agents and nebo pisemnych pokynti
representatives, including zadavatele nebo CRO ze strany
Investigator) to comply with the zdravotnického  zafizeni (coz
Agreement, the Protocol or written zahrnuje  jeho  zaméstnance,
instructions from Sponsor and/or jednatele a =zastupce, vcetné
CRO; or zkousejiciho); nebo

12.4.2 failure by Institution (which shall 12.4.2 nedodrZzeni zakona ze strany
include its employees, agents and zdravotnického  zafizeni  (coz
representatives, including zahrnuje  jeho  zaméstnance,
Investigator) to comply with jednatele a zastupce, véetné
Applicable Law; or zkousejiciho); nebo

12.4.3 any negligent act or omission or 12.4.3 jakéhokoli zanedbani ¢i opomenuti
willful misconduct by Institution nebo imyslné pochybeni ze strany
(which shall include its employees, zdravotnického  zafizeni  (coz
agents and representatives, zahrnuje  jeho  zaméstnance,
including Investigator). jednatele a zastupce, véetné

zkousejiciho).

12,5  Except in the case of willful misconductor | 12.5 S vyjimkou pfipadid umyslného pochybeni
gross negligence, no Party shall be entitled nebo hrubé nedbalosti nebude mit zadna
to incidental, indirect, consequential or smluvni strana narok na kompenzaci
special damages under any theory of law nahodnych, nepfimych, naslednych nebo
arising in connection with such default or zvlastnich $kod, podle jakékoli pravni
breach of the other Party’s obligations teorie, vzniklych v souvislosti s takovym
under this Agreement, or any documents nesplnénim nebo porusenim zavazki druhé
related thereto. This clause shall survive smluvni strany podle této smlouvy nebo
the expiration and/or termination of this jakychkoli  dokumentd, které s touto
Agreement. smlouvou souviseji.  Toto ustanoveni

zlstane v platnosti i po vyprSeni nebo
ukonceni platnosti této smlouvy.

12.6  The Sponsor is obliged to indemnify, | 12.6  Zadavatel se zavazuje odskodnit, obhajovat

defend or cover costs for defense and
release from liability (“indemnify”) the
investigators associated with the Study, the
Study Team, the Institution, the Study Site

wherethe Study is performed, their
management staff, representatives,
(collectively  referred to as the
“Indemnified Parties”) in relation to any
claim of a third party regarding
compensation  for  damages,  costs,

nebo kryt naklady na obhajobu a zprostit
odpovédnosti  (,,OdSkodnit“) zkousejici
zapojené¢ do studie, studijni tym,
zdravotnické zafizeni, pracovisté, v niZ se
studie provadi, jeji vedouci pracovniky,
zastupce, (souhrnné oznacované jako
,»OdSkodnéné strany“) vuci jakémukoli
naroku tieti strany ohledné nahrady Skod,
nakladd, zavazkd, vydaji, véetné naklada
pravniho zastoupeni Odskodnénych stran,
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liabilities, expenses, including costs for
legal representation of the Indemnified
Parties, incurred as a result of a damage to
the health of Subjects. Are excluded from
this Sponsor’s indemnification obligation
all claims arising from (a) non-adherence
by the Indemnified Parties to the Protocol,
this Agreement or the written instructions
of the Sponsor ; (b) non-adherence by the
Indemnified Parties to any valid
nationwide guidelines or Applicable Law;
or from (c) negligence or willful
misconduct by the Indemnified Parties.
The Institution and the Investigator are
obliged to immediately inform the Sponsor
about any claim that is subject to
indemnification and cooperate closely with
the Sponsor during its resolution.

vzniklych nasledkem Ujmy na zdravi u
subjektti. Z tohoto pojistného plnéni jsou
vylou€eny vSechny naroky na Odskodnéni
vyplyvajici z (a) nedodrzeni Protokolu
nebo pisemnych pokynd Zadavatele
Odskodnénymi stranami, (b) nedodrzeni
jakychkoli platnych celostatnich smérnic
na strané Odskodnéné strany nebo
aplikovatelnych zakont z (c) nedbalosti
nebo timyslného pochybeni Odskodnénych
stran. Zdravotnické zatizeni a Zkousejici se
zavazuji ihned Zadavatele informovat o
jakémkoli naroku, ktery je predmétem
Odskodnéni, a izce s nim spolupracovat pti
jeho feseni.

12.7

Institution and Investigator agree to
provide each Subject with medical
treatment reasonably necessary in the case
of any adverse reaction or injury sustained
by such Subject during the Study.
Institution and Investigator will promptly
notify Sponsor of any such treatment or the
possible need for any such treatment.
Sponsor agrees to reimburse Institution
and/or Investigator for providing care for
the acute treatment of injury to a Subject
which, in the reasonable judgment of
Investigator and Sponsor, occurs directly
as a result of the Study Drug or procedures
performed in accordance with the Protocol,
but only to the extent such expenses are not
attributable to: (a) a failure of Institution or
any Study Team member, to adhere to the
Protocol or any Sponsor’s written
instructions, (b) the  negligence,
recklessness or willful misconduct of
Institution or any Study Team member, or
(c) a pre-existing abnormal medical
condition or the underlying disease of the
Subject or treatment that would have been
provided to the Subject in the ordinary
course notwithstanding participation of the
Study.

12.7

Zdravotnické zafizeni a zkousejici souhlasi
s tim, Ze poskytnou kazdému subjektu
studie 1é¢bu, ktera by byla opodstatnéné
nutnd v ptipadé neptiznivé reakce nebo
zranéni, ke kterému u subjektu studie doslo
v priub¢hu studie. Zdravotnické zatizeni a
zkouSejici budou okamzit¢ zadavatele
informovat o této 1é¢bé nebo o mozné
nutnosti takové 1é¢by. Zadavatel souhlasi,
7ze  zdravotnickému  zafizeni  a/nebo
zkousejicimu proplati poskytnuti akutni
1ékatské péce pii zranéni subjektu studie,
které  vzniklo, podle  didvodného
ohodnoceni zkousejiciho a zadavatele, jako
pfimy nasledek hodnoceného 1éku nebo
postuptl, které byly provadény v souladu s
protokolem, ale pouze v piipadé, Ze tyto
naklady nelze pfi¢ist: (a) neschopnosti
zdravotnického zafizeni nebo clena
studijniho tymu dodrZovat protokol nebo
pisemné instrukce  zadavatele, (b)
zanedbani, lehkovaznosti nebo iimysinému
pochybeni zdravotnického zafizeni nebo
Clena tymu studie, nebo (c) jiz dfive
existujicimu  zdravotnimu stavu nebo
skryté chorobé subjektu studie, nebo jde-li
o léceni, které by subjekt studie musel
podstoupit bez ohledu na jeho ucast ve
studii.

13.

Equipment

13.

Vybaveni

CRO and/or Sponsor may provide, or
arrange for a third party to provide, certain
equipment to Institution and the Study
Team for the conduct of the Study by
Institution and the Study Team

CRO nebo zadavatel mohou poskytnout
nebo zajistit, aby tieti strana poskytla urcité
vybaveni zdravotnickému zafizeni a tymu
studie za UCelem provadéni studie
zdravotnickym zafizenim a tymem studie
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(“Equipment”). Unless specified otherwise
in writing by CRO, the Equipment will
remain property of CRO or Sponsor, as
applicable, and will be returned by
Institution and the Study Team upon
CRO’s request or expiry or termination of
this Agreement. Institution and the Study
Team will use the Equipment only for the
purpose of performing its obligations under
this Agreement and in accordance with
CRO’s and/or  Sponsor’s  written
instructions.  Institution and the Study
Team will use the Equipment with care and
will store it under conditions that are
appropriate to the nature of the Equipment
and that minimize the risk of loss or
damage.

The Sponsor hereby undertakes or ensures
that the third party providing the
Equipment has committed to ensure the
delivery, acceptance or recovery of
Equipment to/from the Study Site or
ensuring its disposal at its own/Sponsor’s
expense and as soon as possible and
appropriate. All repairs and maintenance
of the leased Equipment, its general
maintenance and necessary spare parts, as
well as prescribed reviews, inspections and
revisions of Equipment will be paid for by
the Sponsor, unless the Equipment is
damaged due to Institution’s or
Investigator’s  negligence or  willful
misconduct, in which case the repairs and
spare parts will be paid for by the
Institution or the Investigator.

During the transfer of Equipment to the
Institution, an employee of the Instrument
Technology Division or Information
Technology Section (according to the type
of device) of the Institution/Study Site must
be present, with whom a transfer protocol
will be drawn up and to whom all related
documents (e.g. CE certificate and service
instructions) will be provided by the third
party providing the Equipment.

(dale jen ,vybaveni“). Pokud CRO
pisemné nespecifikovala jinak, vybaveni
zustane majetkem CRO nebo zadavatele,
podle toho, co je vhodné, a zdravotnické
zafizeni atym studie je vrati na zaklade¢
pozadavku CRO ¢i vyprSeni nebo ukonceni
platnosti této smlouvy.  Zdravotnické
zatizeni atym studie budou pouzivat
vybaveni pouze za ucelem plnéni svych
povinnosti vyplyvajicich ztéto smlouvy
avsouladu spisemnymi pokyny CRO
nebo zadavatele. Zdravotnické zafizeni a
studijni tym budou pfi pouzivani tohoto
zafizeni postupovat peclivé a skladovat je
za podminek, které budou odpovidat
povaze tohoto vybaveni a které budou
minimalizovat riziko jeho ztraty nebo
poskozeni.

Zadavatel se timto zavazuje nebo zajisti
aby se tfeti strana poskytujici vybaveni
zavazala, ze zajisti dodani, prevzeti Ci
odvoz vybaveni do/ze zdravotnického
zafizeni ¢i zajisti jeho likvidaci na
své/Zadavatelovy naklady, a to nejdiive jak
to bude mozné a vhodné. Veskeré opravy a
servis zapuj¢en¢ho vybaveni, jeho béznou
udrzbu a potebné nahradni dily, jakoz i
predepsané kontroly, prohlidky a revize
vybaveni bude hradit zadavatel, pokud je
vybaveni poskozeno v disledku nedbalosti
nebo umyslného pochybeni zdravotnického
zatizeni nebo hlavniho zkousejiciho, budou
pfipadné opravy a nahradni dily placeny
zdravotnickym zafizenim nebo hlavnim
zkousejicim.  Pfi  pfedani  pfistrojl
zdravotnickému zatizeni musi byt pfitomen
pracovnik Oddéleni piistrojové techniky
nebo Useku informatiky (dle typu piistroje)
zdravotnického zafizeni/pracovisté, se
kterym bude sepsan predavaci protokol a
kterému bude zadavatelem nebo treti
stranou predano vybaveni a veskeré
souvisejici dokumenty (napf. certifikat CE
a navod k obsluze).

14. Term and Termination 14. Smluvni obdobi a ukonéeni smlouvy

14.1  Term. This Agreement shall commenceon | 141  Smluvni obdobi. Tato smlouva poéne k
the Effective Date and, unless earlier datu ucinnosti smlouvy a, nebude-li
terminated in accordance with Section 9.1 ukoncena diive v souladu s ¢asti 9.1 nebo
or this Section 14, shall continue in effect této Casti 14, bude v platnosti az do té doby,
until all required CRFs, reports and other nez  zadavatel neobdrzi veskeré
required documentation have been received pozadované¢ CRF, zpravy a dalsi
by Sponsor. pozadovanou dokumentaci.

14.2  Termination Events. Termination of this | 14.2  Udalosti vedouci k ukon¢eni smlouvy.
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Agreement will be triggered by the earlier
of any of the following events.

Ukon¢eni  smlouvy bude vyvolano
nasledujicimi udalostmi, podle toho, ktera z
téchto udalosti nastane drive:

14.2.1 Disapproval by EC or SUKL. If
the Study cannot be initiated
because of EC or SUKL
disapproval, this Agreement will
terminate.

14.2.1 Neschvaleni ze strany EK nebo
SUKL. Jestlize studie nemize
zatit, protoze EK nebo SUKL
nedali svij souhlas, bude tato
smlouva ukoncena.

14.2.2 Early Termination of Study. This
Agreement will terminate if the
Study is terminated early as
described below.

14.2.2 PtedCasné ukonceni studie. Tato
smlouva bude ukoncena, jestlize
bude studie ukoncena piedcasne
zpiisobem popsanym niZe.

a. Termination of Study Upon
Notice. Sponsor  may
terminate the Study for any
reason upon thirty (30) days’
written notice. The 30 days’
term runs from the date of
delivery of the written notice
to Institution and Investigator.

a. Ukonceni studie po
uvédoméni. Zadavatel muze
ukoncit studii z jakéhokoliv
divodu po doruceni tticeti (30)
denni  pisemné  vypovédi
Tiiceti (30) denni vypovédni
lhita pocina bézet od data
doruCeni pisemné vypovédi
zdravotnickému  zafizeni a
zkousejicimu.

b. Immediate Termination of
Study by Sponsor. Sponsor
may terminate the Study
immediately upon  written
notice to Institution and
Investigator for good cause,
including, without limitation,
failure to enrol Study Subjects
at a rate sufficient to achieve
Study performance goals;

material unauthorized
deviations from the Protocol or
reporting requirements;
circumstances that in

Sponsor’s opinion pose risks
to the health or well-being of
Study Subjects; debarment or
disqualification of Institution,
Investigator or any member of
the  Study Team; the
Institution’s failure to find a
reasonably acceptable
replacement Investigator in the
event that the original
Investigator is unable or
unwilling to continue to serve
in such capacity for the Study;
or regulatory agency actions
relating to the Study or the
Study Drug.

b. Okamzit¢ ukonceni studie
zadavatelem. Zadavatel mize
ukonCit studii okamzité po
doruceni pisemného
uvédomeéni  zdravotnickému
zafizeni a zkouSejicimu z
fadnych divodd, veetné, ale ne
pouze, pro neschopnost zafadit
studijni subjekty v poctech,
které by zajistily dosazeni cili
studie; pro podstatny a
neschvaleny  odklon  od
protokolu nebo od pozadavki
na podavani zprav, kvili
okolnostem,  které  podle
nazoru zadavatele ohrozuji
zdravi a blahobyt studijnich
subjektt; kvali zbaveni prava
na ¢innost nebo diskvalifikaci
zdravotnického zafizeni nebo
zkousejiciho nebo
kteréhokoliv ~ ¢lena  tymu
studie; pro  neschopnost
zdravotnického zafizeni nalézt
pfimétene prijatelného
nahradniho  zkousejiciho v
pripadé, Ze pivodni zkousejici
neni schopen nebo nechce
pokracovat v této funkci v
ramci studie; nebo kvili akci
regulacni agentury, kterd se
vztahuje ke studii nebo k
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hodnocenému 1éku.

c. Immediate Termination of
Study by Institution.
Institution may terminate the
Study  immediately  upon
notification to Sponsor if
required to do so by the
responsible EC or if Institution
has a legitimate concern for
the immediate health and
safety of Subjects by reason of
their continuing to participate
in the Study.

d. The Institution is authorized to
terminate this Agreement by
written notice, if, as a result of
impediments occurring
independent of its will, for a
long period of time, the
Institution is unable to
complete the Study without
adversely affecting its main
function, which is the
provision of  healthcare
services. The withdrawal term
is of 30 days and begins on the
day following the date when
the written notice is received
by the Sponsor and the
Investigator.

c. Okamzit¢é ukonCeni studie
zdravotnickym zafizenim.
Zdravotnické zafizeni mize
okamzit¢  ukonCit  studii
dodanim uvédomeéni
zadavateli v pfipadé, ze je to
pozadovano odpovédnou EK
nebo v pifipadé, ze ma
zdravotnické zatizeni
opravnéné obavy 0
bezprosttedni zdravotni stav a
bezpe€nost subjektid studie,
které jsou zalozené na jejich
dalsi ucasti ve studii.

d. Zdravotnické zafizeni je
opravnéno  ukoncit  tuto
smlouvu pisemnou vypovédi,
jestlize v disledku vzniku
prekazky, jez nastala nezavisle
na jeho  vuli, nebude
Zdravotnické zatizeni
dlouhodobé schopno dokoncit
studii, aniz by tim nebyla
negativné  ovlivnéna  jeho
hlavni cinnost, kterou je
poskytovani zdravotni péce.
Vypovédni lhtta ¢ini 30 dnti a
pocina bézet dnem
nasledujicim po dni doruceni
pisemné vypoveédi Zadavateli a
Hlavnimu zkous$ejicimu.

143  Costs. |If this Agreement is terminated, | 14.3  Naklady. Jestlize bude platnost této
Institution and Investigator shall use their smlouvy ukoncena, zdravotnické zafizeni a
respective best endeavours to minimise zkousejici vynalozi své nejlepsi Usili na
further costs. minimalizovani dal$ich nakladd.

14.4  Payment. After CRO’s receipt of any and | 14.4  Platby. Poté co CRO obdrzi veskerou

all documentation, data, and information
regarding the Study from Institution and
Investigator, CRO shall make payment to
Institution and/or Investigator for amounts
that have become due in accordance with
the Budget prior to the effective date of
termination, and reimburse Institution
and/or Investigator for reasonable costs
properly incurred by Institution and/or
Investigator in accordance with this
Agreement and the Budget prior to the
effective date of termination. In no event
shall CRO (or Sponsor) be required to pay
for Study activities not performed or for
CRFs not completed and delivered to CRO.

dokumentaci, idaje a informace spojené se
studii od zdravotnického zafizeni a
zkousejiciho, CRO provede platby obnosu,
které jsou splatné v souladu s rozpoctem
pred datem, kdy ukonceni smlouvy vstoupi

v platnost a proplati zdravotnickému
zafizeni a/nebo zkousSejicimu
oduvodnitelné néklady, které nalezite

vznikly zdravotnickému zafizeni a/nebo
zkousejicimu v souladu s touto smlouvou a
rozpoctem pred datem ukonceni smlouvy.
V Zadném piipadé se nebude od CRO nebo
zadavatele ocekavat, Ze proplati aktivity
studie, které nebyly provedeny nebo za
CRF, které nebyly ukonceny a doruceny
CRO.
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14.5

Consequences of Termination. In the
event of any termination of this Agreement
for any reason, Investigator shall cease
Screening and enrolling any new Subjects
and safely withdraw the Subjects previously
enrolled over a mutually agreeable period
and in any event in compliance with
Applicable Laws and ICH GCP, and in
connection therewith, the Parties shall
continue activities under this Agreement
solely as deemed necessary by mutual
agreement of the  Parties based on
reasonable medical judgment to protect the
health of Subjects.  Sponsor shall be
responsible for reimbursement of any
reasonable and documented costs for safe
withdrawal of the Study subjects in addition
to amounts due as set forth in Section 14.4.

14.5

Nasledky ukonceni. V pripad¢, ze dojde k
ukonceni této smlouvy z jakéhokoliv
dtvodu, zkousejici piestane Se screeningem
a naborem novych subjektd do studie.
Zkousejici zaCne bezpeCné vyrazovat jiz
diive zafazené subjekty studie v pribéhu
vzajemné¢ dohodnutého obdobi a v kazdém
pfipad¢é v souladu s pfislusnymi zakony a
ICH SKP a v této souvislosti budou strany
pokracovat v aktivitach podle této smlouvy,
jak to bude po vzajemné dohodé¢ stran nutné
na podklade lékarského posudku, aby bylo
zdravi subjektl ochranéno. Zadavatel bude
odpovédny za proplaceni jakychkoliv
opravnénych a doklady podlozenych
nakladi  vynaloZzenych na  bezpecné
vyfazovani subjektl ze studie navic ke
splatnym c¢astkam, které jsou uvedeny v
casti 14.4.

14.6

Survival. Neither expiration nor
termination shall relieve any Party of any
obligation accruing prior to such expiration
or termination. Sections 2.2.11, 6, 7, 8, 10,
11, 12, 14.3, 14.4, 145, 14.6, 15.1, 15.2,
15.4, 155, 16, 17, 19, 20, 21, 22 and 24
shall survive any termination or expiration
of this Agreement.

14.6

Pretrvani. Ani vyprSeni ani ukonceni
smlouvy nezbavuje zadnou ze stran
povinnosti plnit veskeré zavazky, které
vznikly pfed timto vyprSenim nebo
ukoné&enim. Casti 2.2.11,6,7, 8,10, 11, 12,
14.3, 14.4, 14,5, 14.6, 15.1, 15.2, 154,
15.5,16, 17,19, 20, 21, 22 a 24 pietrvavaji
v platnosti po jakémkoliv vyprSeni nebo
ukonceni této smlouvy.

15.

Audits and Inspections; Retention of
Records

15.

Audity a inspekce; uchovavani zaznami

151

Institution and/or Investigator shall notify
CRO immediately by telephone or e-mail if
the EMA or any other regulatory authority
requests permission to or does inspect the
Study Site, Investigator’s facilities, or
research records during the term of this
Agreement and will, to the extent allowed
by the Applicable Law, provide in writing
to CRO and Sponsor copies of all
materials, correspondence, statements,
forms, and records which Institution and/or
Investigator receives, obtains, or generates
pursuant to any such inspection, subject to
applicable rules regarding the protection of
medical secrecy, personal data and medical
data of individually designated Subjects.

151

Zdravotnické zatizeni a zkousejici ihned
vyrozumi CRO telefonicky nebo e-mailem,
jestlize EMA nebo kterykoli jiny regula¢ni
ufad, zazdda o povoleni k inspekci nebo
provede inspekci studijniho pracoviste,
zafizeni zkousejictho nebo zaznamii o
vyzkumu v dobé¢ platnosti této smlouvy a v
rozsahu povoleném pfislusnymi zakony,
dodda CRO a zadavateli pisemné kopie
vSech materialu, korespondence,
prohlaseni, formulaii a zaznami, které
zdravotnické zatizeni nebo zkousSejici
obdrzi, ziskd nebo vytvofi na zakladé
jakékoli takové inspekce, podle platnych
pravidel o ochran¢ 1ékarského tajemstvi,
osobnich Udaji a zdravotnich udaju
jednotlivych oznacenych subjektil.

15.2

Institution and Investigator agree that,
during an inspection or audit concerning
the Study, they will not disclose
information and materials relating to the
Study that are not required to be disclosed
without the prior written consent of CRO or
Sponsor.

15.2

Zdravotnické zatizeni a zkousejici souhlasi
a zajisti, ze bez predchoziho pisemného
souhlasu CRO béhem inspekce nebo auditu
tykajiciho se studie nebudou prozrazovat
informace a materialy souvisejici se studii,
jejichz prozrazeni nebude vyzadovano.
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15.3 Institution and/or Investigator will permit

CRO or Sponsor or their respective
representatives to examine or audit the
work performed hereunder, the Study site,
facilities, systems and equipment at or with
which the work is conducted and records
related to such work, upon reasonable
advance notice (except in the case of a
for-cause audit) during regular business
hours to determine that the Study is being
conducted in accordance with the agreed
requirements and that the facilities are
adequate.

15.4 Sponsor and/or CRO are obligated to

inform  Institution  (Clinical  Trial
Department) about dates for planned
initiation, termination and monitoring
visits, by e-mail on the address ||| |
Sponsor and/or CRO are obligated to
provide this information at least 3 days
prior to the planned visit. Sponsor agrees
that any other authorized employee of the
Institution will be involved, if applicable,
in addition to Investigator, into these visits.

15.3  Zdravotnické zafizeni a/nebo zkousejici
umozni, aby CRO nebo zadavatel nebo
jejich zastupci provedli Setfeni nebo audit
prace provedené na zakladé této smlouvy,
studijniho pracovisté, zafizeni, systému a
vybaveni, v nichz se provadi prace a
zaznamy souvisejici s takovou praci, po
vyrozuméni provedeném v piiméfeném
predstihu (kromé ptipadd, kdy je audit
provadén na zakladé divodné pficiny) a
béhem beéznych pracovnich hodin, aby
mohlo byt zjiSténo, zda je studie provadéna
v souladu s dohodnutymi pozadavky a zda
je vybaveni pracovist’ vyhovujici.

15.4 Zadavatel a/nebo CRO je povinen
informovat Zdravotnické zafizeni
(Oddéleni klinickych studii) 0 datech
monitorovacich navstev, a to e-mailem na
adresu [ Tuto informaci je
Zadavatel/CRO povinen Zdravotnickému
zafizeni poskytnout alespoit 3 dny pred
plénovanou navstévou. Zadavatel souhlasi,
ze se téchto navstév bude v ptipadé potieby
ucastnit kromé Hlavniho zkouSejiciho i
dalsi povéfeny pracovnik Zdravotnického
zatizeni.

15. 5Institution will archive Study
documentation in accordance with the
Applicable Law, for the period 15 years
from date of Study termination at
Institution (close-out Visit). At the end of
such required retention period, Institution
and/or Investigator shall not destroy any
such records until it has obtained Sponsor’s
prior written permission to do so; provided,
however, that if Sponsor does not give
written permission to Institution and/or
Investigator to destroy such records within
30 days of Institution’s  and/or
Investigator’s written request to Sponsor,
then Institution and/or Investigator may
forward all such records to Sponsor at
Sponsor’s expense or continue to retain
such records.

15.5  Zdravotnické zatizeni bude archivovat
dokumentaci ke studii dle ptisluSnych zakont,
a to po dobu 15 let od data ukonéeni studie ve
zdravotnickém zafizeni (close-out navstéva).
Na konci tohoto udrzovaciho vyzadovaného
obdobi zdravotnické zatizeni a/nebo zkousejici
nezniéi tyto zaznamy do té doby, nez obdrzi
zadavatelovo ptfedchozi pisemné schvaleni,
aby tak u€inil; avsak s tim, Ze jestlize zadavatel
toto pisemné schvaleni zdravotnickému
zafizeni a/nebo zkousSejicimu neda v priubéhu
30 dni ode dne, kdy zdravotnické zafizeni
a/nebo zkousejici o toto zadavatele pisemné
pozadalo, mize zdravotnické zatizeni a/nebo
zkousejici poslat vSechny tyto zdznamy
zadavateli, na naklady zadavatele, nebo muze
pokracovat s udrzovanim zaznamdl.

15.6The terms outlined in this Section shall
survive the expiration and/or termination
of this Agreement.

15.6  Ustanoveni uvedena v této ¢asti ziistanou
v platnosti i po vyprSeni a/nebo ukonceni
platnosti této smlouvy.

16.

Independent Contractors

16. Nezavisli dodavatelé

Each Party to this Agreement shall act as
an independent contractor and shall not be
construed for any purpose as the partner,
agent, employee, servant, joint venture, or

Kazda smluvni strana této smlouvy bude
jednat jako nezavisly dodavatel a nesmi byt
za zadnym ucelem povazovana za partnera,
jednatele, zaméstnance, ufednika, partnera
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representative of any other Parties. The
employee(s) of one Party shall not be
considered to be employee(s) of any other
Party, and no Party shall enter into any
contract or Agreement with a third party
that purports to obligate or bind any or all
of the other Parties.

ve spole¢ném podniku nebo zastupce
kterékoli jiné smluvni strany. Zaméstnanci
jedné smluvni strany nebudou povazovani
za zaméstnance druhé smluvni strany
azadna ze smluvnich stran neuzavie
smlouvu ani jinou dohodu s tieti stranou
scilem zatizit povinnosti nebo zavazat
druhou smluvni stranu.

17.

Waiver/Severability

17.

Zieknuti se prav / oddélitelnost

Failure to insist upon compliance with any
of the terms and conditions of this
Agreement shall not constitute a general
waiver or relinquishment of any such terms
or conditions, and the same shall remain at
all times in full force and effect. Any
waiver by a party of a particular provision
or right shall be in writing, shall be as to a
particular matter and, if applicable, for a
particular period of time and shall be
signed by such Party. In the event that any
provision of this Agreement is held illegal
or invalid for any reason, such provision
shall not affect the remaining parts of this
Agreement, but this Agreement shall be
construed and enforced as if that provision
had never been inserted.

Neschopnost  trvat na  dodrzovani
kterékoliv podminky nebo pozadavku této
smlouvy neznamena obecné zieknuti se
nebo upusténi od téchto pozadavkil nebo
podminek a tyto zlstavaji v trvalé platnosti
a v plném znéni. Jakékoliv zieknuti se
konkrétniho ustanoveni nebo prava jednou
ze stran musi byt v pisemné formé a o
konkrétni véci a poptipadé pro specifické
casové obdobi a musi byt touto stranou
podepsano. Pokud bude kdykoli
Z jakéhokoli divodu kterékoli ustanoveni
této smlouvy povazovano za nezdkonné
nebo neplatné, nebude mit takové
ustanoveni vliv na zbyvajici casti této
smlouvy, nybrz bude tato smlouva
vykladana a vymahana tak, jako by toto
ustanoveni nikdy neobsahovala.

18.

Force Majeure

18.

Vys$i moc

Performance of this Agreement by each
Party shall be pursued with due diligence in
all requirements hereof; however, in the
event of any delay in performance of a
Party’s obligations under this Agreement
due to causes not reasonably within its
control, such Party shall be excused from
performance hereunder for a period of time
attributable to such delay, provided that the
affected Party uses reasonable efforts to
overcome such delay. In the event of any
delay resulting from such causes, the Party
affected shall promptly notify the others in
writing of the nature, cause, date of
commencement thereof, and the
anticipated extent of such delay, and shall
indicate whether it is anticipated that the
completion date of the Agreement would
be affected thereby. Where Institution or
Investigator is the affected Party any
episode of force majeure which continues
for thirty (30) days from the date of
notification of its existence shall give CRO
and Sponsor the right to terminate this
agreement upon fourteen (14) days
additional notice.

Provadeéni této smlouvy kazdou ze stran se
bude provadét s nalezitou péci s ohledem
na vSechny pozadavky této smlouvy;
nicméne, v piipadé prodleni pii plnéni
zavazki podle této smlouvy jednou ze
stran, které¢ je zavinéno priinami, které
jsou divodné¢ mimo ramec jeji kontroly,
tato strana bude zprosSténa povinnosti
vykonu podle této smlouvy na dobu, kterou
1ze pricist tomuto prodleni, za ptedpokladu,
ze dotCena strana pouzije ptiméteného usili
k ptrekonani tohoto prodleni. V ptipade
jakéhokoli prodleni zapti¢inéného
takovymi pfi¢inami, postizena smluvni

strana ihned =zasle pisemnou zpravu
ostatnim  smluvnim stranam o jejich
povaze, pricing, datu vzniku

a 0 predpokladané délce takové prodlevy
auvede, zda se predpoklada, ze bude
ovlivnéno datum splnéni smlouvy. Jestlize
budou postizenou stranou zdravotnické
zafizeni nebo zkousejici, jakakoli epizoda
projevu vyssi moci, ktera pokracuje po
dobu tficeti (30) dni od data oznameni jeji
existence, opraviluje CRO a zadavatele
k ukoneni platnosti této smlouvy na
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zaklad¢ dodate¢né Ctrnactidenni (14)
vypoveédni lhity.
19. Notices 19. Oznameni
All notices necessary or appropriate to be Vsechna oznameni, ktera musi nebo maji
given pursuant to this Agreement shall be byt podle této smlouvy odeslana, budou
effective when personally delivered, faxed povazovana za platndA po osobnim
with a confirmation of receipt, or sent by doruéeni, odfaxovani s potvrzenim piijmu
registered post, certified, to the appropriate nebo doporuceném zaslani s potvrzenim
Party at the address or number first stated 0 prijeti pfislusné smluvni stran¢ na adresu
above. A Party may change its address or nebo ¢islo, které je nize uvedeno jako
number for notice by giving notice in prvni. Smluvni strana smi zménit svou
accordance with this paragraph. adresu nebo ¢islo pro zasilani oznameni po
zaslani  oznameni v souladu s timto
odstavcem.
To Sponsor: Adresovano zadavateli:
Biotie Therapies Inc. Biotie Therapies Inc.
701 Gateway Blvd., Suite 350 701 Gateway Blvd., Suite 350
South San Francisco, CA 94080 South San Francisco, CA 94080
USA USA
To CRO: Adresovano CRO:
inVentiv Health Clinical UK Ltd inVentiv Health Clinical UK Ltd
Attn: Legal Department Attn: Legal Department
Thames House, 17-19 Marlow Road Thames House, 17-19 Marlow Road
Maidenhead, Berkshire, SL6 7TAA UK Maidenhead, Berkshire, SL6 7TAA UK
To Institution: Adresovano zdravotnickému zafizeni:
Attn: Fakultni nemocnice u sv. Anny K rukédm: Fakultni nemocnice u sv. Anny
vV Brné vV Brné
Oddéleni klinickych studii Oddéleni klinickych studii
Pekatska 53 Pekatska 53
656 91 Brno 656 91 Brno
e-mail: e-mail:
To Investigator: Zkousejicimu:
Fakultni nemocnice u sv. Anny Fakultni nemocnice u sv. Anny
v Brné v Brné
1. Neurologicka klinika I. Neurologicka klinika
Pekaiska 664/53 Pekaiska 664/53
656 91 Brno 656 91 Brno
Czech Republic Ceska republika
20. Assignment 20. Postoupeni
20.1 Institution and/or Investigator may not | 20.1  Zdravotnické zafizeni a/nebo zkousSejici
assign this Agreement or any of their nemize postoupit tuto smlouvu nebo
rights, duties or obligations hereunder kterékoliv z prav, povinnosti nebo zavazkl
without Sponsor’s and CRO’s prior written z této smlouvy bez predchoziho pisemného
consent. Any attempted assignment of this schvaleni zadavatele a CRO. Kazdy pokus
Agreement not in compliance with this 0 postoupeni této smlouvy, ktery neni v
Section 20.1 shall be null and void. souladu s casti 20.1, bude povazovan za
neplatny a anulovany.
20.2  CRO may assign its rights and obligations | 20.2  CRO miuze kdykoli postoupit sva prava

hereunder to an Affiliate of CRO or to
Sponsor at any time. Sponsor may assign
its rights and obligations under this
Agreement  without Institution’s  or
Investigator’s consent.

a povinnosti podle této smlouvy své
sesterské spoleCnosti nebo zadavateli.
Zadavatel muze postoupit sva prava a
povinnosti z této smlouvy bez schvaleni
zdravotnického zafizeni nebo zkousejiciho.
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20.3 Institution and Investigator acknowledge | 20.3  Zdravotnické zafizeni a zkousejici uznavaji
and agree that Sponsor has reserved the a souhlasi s tim, ze si zadavatel vyhradil
right to cause CRO to assign this pravo ptimét CRO, aby postoupila tuto
Agreement to Sponsor and to assume smlouvu zadavateli, apfevzit povinnosti
CRO’s obligations under this Agreement CRO  vyplyvajici ztéto  smlouvy,
and Institution and Investigator consent to a zdravotnické zafizeni a  zkousSejici
such assignment and agrees that in such souhlasi s takovym postoupenim s tim, ze
event, CRO shall have no further liability v takovém piipadé¢ nebude mit CRO
under the terms of this Agreement to zadnou dalsi odpovédnost vici
Institution or Investigator. zdravotnickému zafizeni nebo

zkousejicimu na zakladé podminek této
smlouvy.

20.4  No assignment shall relieve the assigning | 20.4  Zadné postoupeni nezbavi postupujici
Party of the performance of any accrued stranu odpovédnosti za vykonani nabytych
obligation that such Party may then have povinnosti, které tato strana ma v ramci
under this Agreement. This Agreement této smlouvy. Tato smlouva nabude
shall inure to the benefit of and be binding ucinnosti a bude zavazna pro kazdou ze zde
upon each Party signatory hereto and its podepsanych stran a pro jejich nastupce a
successors and permitted assigns. povolené nabyvatele.

21. Choice of Law 21, Vybér zakona
This Agreement shall be governed by and Tato smlouva se tidi a vyklada v souladu s
construed in accordance with the laws of pravnimi piedpisy Ceské republiky bez
the Czech Republic, without regard to its ohledu na jakékoli kolizni normy. Ptipadné
conflicts of laws provisions. Any disputes spory  vzniklé v souvislosti s touto
arising in connection with this Agreement smlouvou budou feSeny u mistné
shall be resolved by a local competent court piislusného soudu Ceské republiky.
of the Czech Republic.

22, Third Party Rights 22, Prava tfeti strany
Each Party executes this Agreement as a CRO a zdravotnické zafizeni budou kazdy
principal and not as an agent for any other plnit tuto smlouvu sami za sebe, nikoli jako
person. Nothing in this Agreement is jednatelé jakéhokoliv jiného subjektu. Nic
intended to confer on any third party any vtéto smlouvé neni zamysleno jako
right to enforce any term of this Agreement ptiznani prava vymahat splnéni jakéhokoli
and the Parties do not intend that any third ustanoveni této smlouvy jakékoli tieti
party shall have such right of enforcement. strané a strany nemaji v amyslu udélit

jakékoli treti strané¢ takové pravo na
vymahani.

23. Conflicts with the Protocol 23. Rozpory s protokolem.

Should there be any inconsistencies V piipadé nesouladu mezi protokolem
between the Protocol and this Agreement, atouto smlouvou budou mit piednost
the terms and conditions of the Protocol podminky protokolu ve vSech védeckych,
shall prevail with respect to all scientific, lékatskych nebo technickych zaleZitostech
medical, and/or technical matters, and the a podminky této smlouvy ve vSech
terms and conditions of this Agreement pravnich, obchodnich nebo finan¢nich
shall prevail with respect to all legal, zalezitostech.

business, and/or financial matters.

24. Complete Agreement and Counterpart; | 24. Vyhotoveni  smlouvy a stejnopisu;
Originals Originaly

241 This Agreement, together with its|24.1 Tato smlouva spole¢n¢ s piilohami a

Appendices and the Protocol, supersedes
all prior agreements and understandings
among the Parties related to the subject
matter of this Agreement (but, for the

protokolem nahrazuje vSechny piedchozi
smlouvy a dohody mezi stranami, které se
vztahuji k pfedmétu této smlouvy (ale, aby
bylo zabranéno pochybam, nenahrazuje
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avoidance of doubt, does not supersede any
agreement solely between CRO and
Sponsor).  This Agreement may not be
altered, changed or amended except by way
of a written amendment signed by each of
the Parties.

zadnou  smlouvu mezi CRO a
zadavatelem). Tato smlouva nesmi byt
pozménéna, doplnéna nebo jinak upravena
nez pisemnym dodatkem s podpisem kazdé
ze smluvnich stran.

24.2  This Agreement is executed in three | 24.2 Tato smlouva je vyhotovena ve tiech
counterparts, each of which will be deemed stejnopisech, z nichz kazdy se povazuje za
an original, but all of which will constitute original smlouvy, ale vSechny tyto
one in the same instrument. and each Party stejnopisy dohromady tvoii jediny a tentyz
will receive one counterpart. In the event of dokument, pticemz kazda ze stran obdrzi
any discrepancy between the Czech version po jednom vyhotoveni. V pfipadé
and the English version of this Agreement, jakychkoliv rozpori mezi cCeskou a
the Czech version shall prevail. anglickou verzi této smlouvy bude

rozhodna Ceska verze.

List of Attachments: Seznam piiloh:

1) Appendix A — Payment schedule 1) Piiloha A — platebni ptiloha

2) Protocol 2) Protokol

3) Approval of EC (Local and Central Ethics 3) Souhlasné stanovisko EK (lokalni a
Committees) multicentrické)

4) Approval of Regulatory Authority 4) Souhlasné stanovisko SUKL

5) Insurance Certification 5) Potvrzeni o pojisténi

[Signature Page to Follow]

[Nasleduje stranka s podpisy]
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IN WITNESS WHEREOF, the Parties hereto have | NA DUKAZ CEHOZ smluvni strany této smlouvy
signed this Agreement, effective as of the Effective | podepsaly tuto smlouvu, ktera vstoupi v platnost
Date above. k vyse uvedenému k datu G¢innosti.

inVentiv Health Clinical UK Ltd, on behalf of and for / v zastoupeni za a pro Biotie Therapies Inc.

SIGNATURE / PODPIS:

NAME / IMENO:

TITLE/ TITUL:

DATE / DATUM:

INSTITUTION/ZDRAVOTNICKE ZARIZENI{

SIGNATURE / PODPIS:

NAME / JMENO: ]

TITLE/ TITUL: director/feditel

DATE / DATUM:

INVESTIGATOR/ZKOUSEJICI

SIGNATURE / PODPIS:

NAME / IMENO: ]

TITLE/ TITUL:

DATE / DATUM:
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APPENDIX A/ PRILOHA A:

BUDGET AND PAYMENT PROVISIONS /
USTANOVENI TYKAJICi SE ROZPOCTU A PLATEB

APPENDIX A — Party* BUDGETAND | PRILOHA A — Smluvni strana* ROZPOCET
PAYMENT SCHEDULE A KALENDAR PLATEB
A. PER SUBJECT COST: A. NAKLADY NA SUBJEKT:
Per Subject Cost Naklady na subjekt

The per-subject cost is based upon completion of all
visits and procedures in accordance with the Study
specifications set forth in the Protocol. Payments
will be calculated based on Study Data received by
Sponsor and CRO and approved by the CRO Study
team, and will be paid to the designated payee via
wired bank transfer following the receipt of an
original, complete invoice every quarter.

The per-patient total includes overhead.

Néklady na subjekt jsou stanoveny na zékladé
dokonceni vSech navstév a procedur v souladu se
specifikacemi studie uvedenymi v protokolu. Platby
budou vypocteny na zdklad¢ studijnich udaji od
zadavatele a CRO a schvalené studijnim tymem
CRO, a budou vyplaceny danému pfijemci
bankovnim pfevodem podle dokladu o originalu
kompletni faktury kazdé ctvrtleti.

Celkové naklady na pacienta zahrnuji rezijni
naklady.

Performance Criteria Kritéria
It is expected that 6 subjects will be enrolled in | Pfedpokladd se, ze v souladu s kritérii
accordance with the criteria specified in the | specifikovanymi v protokolu bude pfijato 6

protocol. Enrollment is competitive. Maximum
enrollment will be capped at 18 subjects. Any
enrollment target that exceeds 6 subjects will
require formal written approval from Biotie
Therapies, Inc. prior to any screening procedures
commence for the approved number of patients in
excess of the requested minimum.

subjekti. Nabor je konkuren¢ni. Maximalni nabor
bude omezen na 18 subjekti. Jakykoli plan naboru,
ktery ptresahuje 6 subjektii, vyzaduje oficialni
pisemné povoleni Biotie Therapies, Inc. pted
zahajenim jakychkoli screeningovych procedur pro
povoleny pocet pacientl, ktery prevysuje
pozadované minimum.

VAT Language

Ujednani o DPH

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

In the case, where this territorial rule would not be
applicable, the normal standard VAT rules or any
similar sales tax rule will be applied. In case any
other services or goods are subject to VAT, a valid
VAT invoice must be issued by the supplier to the
recipient in respect of the transaction covered by the
consideration. If VAT is charged in error, it will be
refunded upon receipt of a refund from the relevant

Smluvni strany se dohodly, Ze sluzby poskytované
na zaklad¢ této smlouvy se budou fidit ¢lankem 44
Smérnice Rady 2006/112/ES a ze veskeré thrady
vyplacené na zakladé této smlouvy nebudou
zahrnovat mistni DPH a budou podléhat
mechanismu reverse charge. PfisluSnou DPH bude
za sebe odvadét CRO. Faktura bude proplacena v
nominalni hodnoté.

V pripadé nepouzitelnosti tohoto mistniho pravidla
budou uplatnéna bézna standardni pravidla odvodi
DPH nebo piipadna obdobna pravidla pro dané z
obratu. V ptipadé, Zze DPH podléhaji jakékoliv dalsi
sluzby nebo zbozi, musi byt dodavatelem piijemci
vystavena platna faktura s DPH za transakci, k niz se
uhrada vztahuje. Bude-li DPH uctovana omylem,
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tax authorities either by way of an actual refund or
by way of adjustment of the relevant VAT return. If
VAT is not charged but subsequently it is found that
it should have been charged or VAT is assessed by
the relevant tax authorities as being due on the
consideration, the VAT due upon said consideration
will be paid upon presentation of a valid VAT
invoice.

bude po vraceni piislusnym finanénim uUfadem
navracena bud’ formou faktického vraceni, nebo
formou twpravy odvodu DPH. Nebude-li DPH
uctovana, avSak nasledné se zjisti, Ze uctovana byt
méla, nebo posoudi-li pfislusny finan¢ni tfad DPH
za danou uhradu jako nezaplacenou, bude dluzna
DPH zaplacena po piedlozeni platné faktury s DPH.

Payment Currency and Tax Liability

Ména plateb a dafiova povinnost

Payments under the Agreement will be made in
Czech Crowns CZK. If applicable, payments shall
be based on the foreign exchange rate as published
on the European Central Bank's website
(http://www.ecb.europa.eu/stats/exchange/eurofxre
f/html/index.en.html) at the time of invoice.
Institution acknowledges that it has advised Payee
that Payee is accepting tax liability for the work
performed under this Agreement and is responsible
for any applicable taxes on payments received.

The Study budget is exclusive of all value added tax,
sales tax.

Platby budou podle smlouvy uskutecnény v éeskych
korunach K¢. Je-li to relevantni, platby by se mély
zakladat na ménovém kurzu Evropské centralni
banky
(http://www.ecb.europa.eu/stats/exchange/eurofxre
f/html/index.en.html) v ¢as vydani faktury.
Zdravotnické zafizeni potvrzuje, Ze informovalo
ptijemce plateb o skutecnosti, ze piijemce plateb
pfijima danovou odpovédnost za praci vykonanou
na zaklad¢ této smlouvy a Ze odpovida za veskeré
ptislusné dané z ptijatych plateb.

Rozpocet studie nezahrnuje dan z ptidané hodnoty
ani dan z obratu.

BUDGET / PAYMENT PER STUDY SUBJECT (PART A: DOUBLE-BLIND PHASE)
ROZPOCET / PLATBA ZA STUDIJNI SUBJEKT (CAST A: DVOJITE ZASLEPENA FAZE)

INSTITUTION/ INVESTIGATOR/

VISIT/Navstéva Zdravotnické zarizeni Zkousejici
(in CZK) (in CZK)

Total for one (1) Completed
Valid Study Subject
Celkova ¢astka za jeden (1) 53903.00 80854.00
dokonceny platny studijni
subjekt

BUDGET / PAYMENT PER STUDY SUBJECT (PART B: OPEN LABEL EXTENSION)
ROZPOCET / PLATBA ZA STUDIJNi SUBJEKT (CAST B: OTEVRENA NAVAZUJICi FAZE)

INSTITUTION/ INVESTIGATOR/
VISIT/Navstéva Zdravotnické zarizeni Zkousejici
(in CZK) (in CZK)
Total for one (1) Completed
Valid Study Subject
Celkova ¢astka za jeden (1) 48578.00 72868.00
dokonceny platny studijni
subjekt
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B COST INDEX

B NAKLADOVY INDEX

Section Site Cost INST Pl Unit Payment terms under an
(in CZK) (in CZK) Executed Agreement**
1. START-UP FEE 42174.00 Not One-time forty-five (45) days after
Applicable payment receipt and approval of an
itemized invoice by CRO
2. SCREEN FAILURES | 9521.00 14281.00 | Per Screen Fail Within forty-five (45)
days after receipt and
approval of an itemized
invoice by CRO
3. UNSCHEDULED 9222.00 13834.00 Per Within forty-five (45)
VISITS for PART A Unscheduled days after receipt and
(A97) Visit approval of an itemized
invoice by CRO
UNSCHEDULED 9222.00 13834.00 Per Within forty-five (45)
VISITS for PART B Unscheduled days after receipt and
(B97) Visit approval of an itemized
invoice by CRO
4. EARLY 8658.00 12987.00 Per ET Within forty-five (45)
TERMINATION/ days after receipt and
A98 approval of an itemized
invoice by CRO
SAFETY 6177.00 9265.00 Per SFU Within forty-five (45)
FOLLOW-UP FOR days after receipt and
ET/A99 approval of an itemized
invoice by CRO
EARLY 7948.00 11922.00 Per ET Within forty-five (45)
TERMINATION/ days after receipt and
B98 approval of an itemized
invoice by CRO
5. NATIONAL Not 52000.00 Upon fully Within forty-five (45)
COORDINATOR Applicable execution of days after receipt and
FEE this contract approval of an itemized
invoice by CRO
Not 52000.00 After Study Within forty-five (45)
Applicable Site closure days after receipt and
approval of an itemized
invoice by CRO
6. PHARMACY 3000.00 Not One-time Within forty-five (45)
START-UP FEE Applicable payment days after receipt and
approval of an itemized
invoice by CRO
PHARMACY FEE 10000.00 Not One-time Within forty-five (45)
Applicable payment days after receipt and
approval of an itemized
invoice by CRO
7. ARCHIVING FEE 15000.00 Not One-time Within forty-five (45)
Applicable payment days after receipt and

approval of an itemized
invoice by CRO
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Cast Naklady centra INST Pl Jednotky Platebni podminky
(v K&) (v K¢) podle uzavirené
smlouvy**
1. NAKLADY NA 42174.00 Neni Jednorazova Béhem Ctyticetipéti (45)
ZAHAJENI aplikovatel platba dnt po obdrzeni a
né schvaleni polozkové
faktury CRO
2. NEUSPESNY 9521.00 14281.00 | Zanetspéiny | Béhem &tyFicetipdti (45)
SCREENING screening dni po obdrzeni a
schvaleni polozkové
faktury CRO
3. NEPLANOVANE 9222.00 13834.00 | Neplanovana | Béhem &tyficetipéti (45)
NAVSTEVY pro navstéva dnti po obdrzeni a
CAST A (A97) schvaleni polozkové
faktury CRO
NEPLANOVANE 9222.00 13834.00 Neplanovana | Béhem Ctyficetipéti (45)
NAVSTEVY pro navstéva dnti po obdrzeni a
CAST B (B97) schvaleni polozkové
faktury CRO
4, PREDCASNE 8658.00 12987.00 Piedasné Béhem &tyficetipéti (45)
UKONCENI/ A98 ukonceni dnti po obdrzeni a
schvaleni polozkové
faktury CRO
BEZPECNOSTNI 6177.00 9265.00 Bezpe¢nostni | Béhem Ctyticetipéti (45)
NASLEDNE nasledné dnti po obdrzeni a
SLEDOVANI PRO sledovéni pro schvaleni polozkové
PREDCASNE piedcasné faktury CRO
UKONCENI/ A98 ukon&eni
PREDCASNE 7948.00 11922.00 Piedgasné Béhem &tyficetipéti (45)
UKONCENI/ B98 ukonceni dnti po obdrzeni a
schvaleni polozkové
faktury CRO
5. POPLATEK Neni 52000.00 Pfi uzavteni Béhem Ctyticetipéti (45)
NARODNIHO aplikovatel této smlouvy dnt po obdrzeni a
KOORDINATORA né schvaleni polozkové
faktury CRO
Neni 52000.00 Po uzavieni Béhem Ctyficetipéti (45)
aplikovatel centra studie dnt po obdrzeni a
né schvaleni polozkové
faktury CRO
6. LEKARENSKY 3000.00 Neni Jednorazova | Bé&hem &tyficetipéti (45)
START-UP aplikovatel platba dnt po obdrzeni a
POPLATEK né schvaleni polozkové
faktury CRO
LEKARENSKY 10000.00 Neni Jednorazova | Bé&hem &tyficetipéti (45)
POPLATEK aplikovatel platba dnt po obdrzeni a
né schvaleni polozkové

faktury CRO
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POPLATEK ZA
ARCHIVACI

15000.00

Neni Jednorazova Béhem ctyticetipéti (45)
aplikovatel platba dnti po obdrzeni a
né schvaleni polozkové
faktury CRO

Site Costs, which exceeds the above
amounts, will require Sponsor, and /or
CRO, written approval before being
eligible for payment.

U nakladu centra, které piresahuji ¢astky

uvedené vySe, bude zadavatel a/nebo CRO

vyZadovat pisemné povoleni pied tim, nez
bude moci byt uskute¢néna platba.

C. DEFINITIONS FOR OPTIONAL | C. DEFINICE VOLITELNEHO
COST INDEX NAKLADOVEHO INDEXU
1. START-UP FEE: 1. NAKLADY NA ZAHAJENI:

Start — Up fee will be paid to Institution in the

amount defined in table above, which
involves Institution’s costs associated with
administration and Agreement negotiation
from legal and economical point of view,
evaluation of Study feasibility at site, etc. This
fee is invoicable when Agreement is signed.
Statutory VAT will be added to the financial
performance.

Zdravotnickému zafizeni budou vyplaceny
Néklady na zahajeni ve vyS§i uvedené
vtabulce vySe, které zahrnuji naklady
zdravotnického zafizeni spojené s
administrativou a projednanim smlouvy z
pravniho a  ekonomického  hlediska,
vyhodnocenim proveditelnosti  studie Vv
nemocnici atp. Tento poplatek je fakturovan v
okamziku podepsani smlouvy. K finan¢nimu
plnéni bude pfipoctena zakonna sazba DPH.

2. SCREEN FAILURES:

2. NEUSPESNY SCREENING:

Institution will be paid for 1 Screen Failure (as
defined below) for every 3 subject(s) who
islare randomized. Institution will be
reimbursed according to the Site Cost Index
per Screen Failure for a maximum of 2 Screen
Failures to be reimbursed (with 6 patients
randomized). Screen Failures exceeding the
maximum allowed must have prior written
approval from Sponsor or CRO in order to be
eligible for reimbursement.

Zdravotnickému zafizeni bude zaplacen 1
neuspé$ny screening (viz definici nize) za
kazdé 3 subjekty, ktefi byli randomizovani.
Zdravotnickému zatizeni budou v souladu s
nakladovym indexem zafizeni pro netspésné
screeningy  proplaceny  maximalné 2
neuspésné screeningy (na 6 randomizovanych
pacientt). Netspésné screeningy presahujici
povolené maximum musi mit predchozi
pisemné povoleni zadavatele nebo CRO, aby
mohly byt proplaceny.

For purposes of this Agreement, a Screen
Failure shall mean any subject, who initially
appears to meet the criteria for pre-screening,
signs the informed consent form, completes
the pre-screening and/or screening visit but
does not qualify to randomize into the Study.

Pro 1ucely smlouvy znamena nelspesny
screening jakykoli subjekt, u néhoz se
zpocatku  zda, Ze  spliluje  kritéria
pfedscreeningu, podepise formular
informovaného souhlasu, dokonc¢i
predscreeningovou a/nebo  screeningovou

navstévu, ale nekvalifikuje se pro randomizaci
do studie.

UNSCHEDULED VISITS:

3. NEPLANOVANE
NAVSTEVY:
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Unscheduled visits will be reimbursed upon
CRO’s receipt of invoice. In the event a
medically-necessary procedure is not included
in the Protocol, Institution must receive from
CRO/Sponsor prior written approval before
procedure is performed. The amount of
compensation for a procedure, that is not
included in Protocol, will be approved at the
time written approval for performance is
provided. Payment will be made in
accordance to the amounts and timeframes
listed within the Site Cost Index.

Neplanované navstévy budou proplaceny po
obdrzeni faktury CRO. V pfipadé nutné
lékatské procedury, kterd neni soucasti
protokolu, musi zdravotnické zafizeni obdrzet
od CRO/zadavatele predchozi pisemny
souhlas pted tim, nez je procedura provedena.
Castka pro kompenzaci procedury, ktera neni
soucasti protokolu, bude schvalena, jakmile
bude poskytnut pisemny souhlas s
procedurou. Platba bude uskutecnéna v
souladu s castkami a casovymi ramci
uvedenymi v nakladovém indexu zafizeni.

4. EARLY TERMINATION:

4. PREDCASNE UKONCENTI:

Early Termination visits will be reimbursed
upon CRO’s receipt of invoice. In the event a
medically-necessary procedure is not included
in the Protocol, Institution must receive from
CRO/Sponsor prior written approval before
procedure is performed. The amount of
compensation for a procedure, that is not
included in Protocol, will be approved at the
time written approval for performance is
provided. Payment will be made in
accordance to the amounts and timeframes
listed within the Site Cost Index.

Navstévy  Pred¢asna  ukonceni  budou
proplaceny po obdrzeni faktury CRO. V
ptipadé nutné lékaiské procedury, ktera neni
souCasti  protokolu, musi zdravotnické
zafizeni obdrzet od CRO/zadavatele
ptedchozi pisemny souhlas pred tim, nez je
procedura provedena. Castka pro kompenzaci
procedury, ktera neni soucasti protokolu, bude
schvalena, jakmile bude poskytnut pisemny
souhlas s procedurou. Platba bude
uskute¢néna v souladu s ¢astkami a casovymi
rdmci uvedenymi v nakladovém indexu
zatizeni.

S. NATIONAL COORDINATING
INVESTIGATOR SERVICES:

5. SLUZBY o NARODNIHO
KOORDINUJiCiHO

ZKOUSEJICIHO:

In addition to its responsibilities and
obligations under the Clinical Trial
Agreement, the Investigator shall act as the
national coordinating investigator for the
Study in the Czech Republic. As national
coordinating investigator, the Investigator
agrees to perform the Study co-ordinating
services (“Services”) as described
below. Investigator shall perform the Services
in accordance with all applicable laws, the
highest standards of the industry practice, and
CRO’s and/or Sponsor’s instructions. The
Services shall be performed at a location
mutually agreeable to Investigator, Sponsor,
and CRO. Investigator acknowledges that the
Sponsor is the ultimate beneficiary of the
Services hereunder and will own the results of
the Services hereunder.

Services:
o Assistance with maintaining of the

Nad ramec svych povinnosti a zavazka bude
zkousejici, podle této smlouvy o klinickém
hodnoceni, jednat na tizemi Ceské republiky
jako narodni koordinujici zkousejici pro toto
klinické  hodnoceni Jako  narodni
koordinujici zkousejici, se zkousejici zavazuje
provadet sluzby (dale jen ,,sluzby*) tak, jak je
stanoveno nize. ZkousSejici bude vykonavat
sluzby v souladu se vSemi platnymi zakony,
nejvysSimi standardy bézné praxe a pokyny
zadavatele a/nebo CRO. Tyto sluzby budou
provadény v misté, na kterém se vzijemné
dohodnou zkousejici, zadavatel a CRO.
Zkousejici je srozumén s tim, Ze zadavatel je,
podle této smlouvy, konecnym piijemcem
sluzeb a vlastnikem jejich vysledkd.

Sluzby:
e Podpora pii zajisténi schvaleni
protokolu studie regulacnimi organy a
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regulatory and ethics committtees
approvals of the study protocol

° Assistance  with  solving  issues
relating to subject recruitment at the
Czech sites in order to meet the
timelines agreed upon.

etickymi komisemi

e Podpora pii feSeni problémi
souvisejicich s ndborem subjektl
Vv Ceskych centrech za ucelem splnéni
dohodnutych Thut

e Utast na zasedani vyzadované

o Participation in project meetings and projektem a vroli piedsedy pii
as chairman in local investigator lokalnich zasedani zkousejicich
meetings.

6. PHARMACY FEES: 6. LEKARENSKE POPLATKY:

Pharmacy fees will be paid per study as a
onetime payments based on receipt and
approval of itemized invoice, to be issued by
Institution upon  Agreement  signature.
Payment will be made within forty-five (45)
days after invoice is received. Pharmacy fees
cover all Pharmacy services required by the
protocol (such as: Study drugs delivery
acceptance/distribution, storage, evidence,
etc.) Pharmacy Start-up fee is billable
immediately after the contract signature.
One-time Pharmacy fee is billable after
enrolment of the first subject. CRO shall
ensure liquidation of the study medication.

Lékarenské poplatky budou zdravotnickému
zafizeni proplaceny jako jednorazové platby
na zakladé¢ obdrzeni faktury vystavené
zdravotnickym  zafizenim po  podpisu
smlouvy. Tato platba bude uskute¢néna ve
[huté Ctyficetipéti (45) dntt po obdrzeni
faktury. Lékarenské poplatky pokryvaji
vSechny  sluzby  1ékamy  vyZzadované
protokolem (jako je: piijem/vydej studijniho
lé¢ivého pripravku, skladovani, evidence,
atd.). Lékarensky start-up poplatek je
fakturovatelny bezprostfedné po podpisu
smlouvy. Jednorazovy 1ékarensky poplatek je
fakturovatelny po zafazeni prvniho pacienta.
Likvidaci studijniho 1é¢ivého piipravku zajisti
CRO.

1. ARCHIVING FEE:

1. POPLATEK ZA ARCHIVACI:

Archiving fee will be paid per study as a
onetime payment based on receipt and
approval of itemized invoice, to be issued by
Institution upon  Agreement  signature.
Payment will be made within forty-five (45)
days after invoice is received. Pharmacy fee
covers all archiving services for 15 years.

Poplatek za archivaci bude zdravotnickému
zafizeni proplacen jako jednorazova platba na
zaklad¢  obdrzeni  faktury  vystavené
zdravotnickym  zafizenim po  podpisu
smlouvy. Tato platba bude uskuteénéna ve
Ihuté Ctyticetipéti (45) dntt po obdrzeni
faktury. Poplatek za archivaci pokryva
vSechny archivacni sluzby po dobu 15ti let.

8. PATIENT REIMBURSMENTS:

8. PACIENTSKE NAHRADY:

Patient Reimbursement will be provided with
in a flat sum in amount of
per each visit of each Study Patient

as a settlement of costs to cover Patient’s
travel, meal, parking, etc. expenses incurred
by Patient in connection with his/her
participation in the Study. ||| will be
provided by the Sponsor through CRO or its
designee and will be handed to the Patient by
the Investigator.

Pacientské nahrady budou poskytnuty

hodnot¢ | lza jednu
navstévu za jednoho pacienta klinického
hodnoceni jako nahrada nakladi pokryvajici
pacientovy vylohy (cestovné, stravovani,
parkovné, atd.) vzniklé v souvislosti s
pacientovou ucasti v klinickém hodnoceni.
B budou poskytnuty Zadavatelem
skrze CRO nebo jeho zmocnéncem a budou
predany pacientovi zkousejicim.
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—-insits of 3 Patients in the
amount of will be provided prior to
Site Initiation Visit.
The Investigator will be required to keep a
completed ﬂshowing adequate
proof of the supplied to each
Patient.

Any | vhich have not been supplied
to Patients in accordance with the foregoing

will be promptly returned to CRO or its
designee at the end of the Study (or earlier
termination).

pro prvni 4 navstévy 3 pacientl
Vv Castce udou poskytnuty pied

Inicia¢ni navstévou.
Zkousejici bude pozadan, aby udrzoval
vyplnény Log jako dostateCny

dtkaz dodavani pacientim.
Jakékoliv ,  které nebudou
pacientim  dodany  vsouladu  svyse

uvedenym, budou vriaceny CRO nebo jeho
zmocnéncem na konci klinického hodnoceni
(nebo pfi jeho pred¢asném ukonceni).

9. OTHER TERMS

9. DALSI PODMINKY

i. ADDITIONAL TESTING,
TREATMENT, OR PROCEDURES:

. DALSI TESTOVANI, LECBA
NEBO VYSETREN{:

Institution will not be reimbursed for any
additional testing, treatment, or procedures
not required by the Protocol or specified in the
Agreement or this Appendix A, unless such
additional testing, treatment or procedures are
pre-approved by CRO and/or Sponsor.

Zdravotnickému zatizeni nebude proplaceno
dalsi testovani, 1éCba nebo vysetfeni, které
nevyzaduje protokol nebo nejsou
specifikovany ve smlouveé nebo v této piiloze
A, pokud nebylo toto dalsi testovani, 1écba
nebo vySetteni pfedem schvaleny CRO a/nebo
zadavatelem.

ii. PROTOCOL DEVIATIONS: ii. ODCHYLKY oD
PROTOKOLU:
CRO will not pay Institution for any Study | CRO =zdravotnickému zafizeni neproplati

subject whose enrollment in the Study
deviates from the Protocol's eligibility criteria
or from whom Study Data cannot be analyzed
because of Protocol deviations, lack of proper
records or incomplete, uncorrected or
unverifiable CRFs.

naklady za studijni subjekty, jejichz nabor do
studie se odliSuje od kritérii zpusobilosti
uvedenych v protokolu nebo jejichz studijni
udaje nemohou byt analyzovany kvuli
odchylkam od protokolu, nedostatku fadnych
zaznaml nebo nekompletnim, nespravnym
nebo neovétitelnym formulaiim CRF.

iii. AMENDMENTS:

iii. DODATKY:

Any changes to the budget will be resolved by
a written amendment to this Agreement
signed by all contracting Parties. If the
amendment to the Agreement will be signed
by Parties, CRO/Sponsor undertakes to pay a
fee in the amount of 5.000,- CZK without
VAT to the Institution which involves
Institution’s costs associated with
administration and amendment negotiation
from legal and economical point of view. This
fee is invoicable when amendment is signed
by all Parties.

Jakékoliv zmény v rozpoc¢tu budou feseny
pisemnym  dodatkem ktéto  smlouve
podepsanym vSemi smluvnimi stranami.
Bude-li Stranami uzavien dodatek ke
Smlouvg, zavazuje se CRO/zadavatel uhradit
zdravotnickému zafizeni poplatek za sjednani
dodatku ke smlouvé ve vysi 5000,- K¢ bez
DPH, ktery zahrnuje naklady zdravotnického
zafizeni spojené s administrativou a
projednanim  dodatku z pravniho a
ekonomického hlediska. Tento poplatek je
fakturovatelny v okamziku podepsani
dodatku v§emi Stranami.
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iv. RESEARCH
TREATMENT:

INJURY

iv. , L;iz(";BA ] ZRANENI
POCHAZEJICICH Z VYZKUMU:

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

V souladu se zédsadami o odSkodnéni a
zasadami o zran¢nich pochazejicich z
vyzkumu, zdravotnické zafizeni neprodlené
upozorni zadavatele a/nebo CRO o jakémkoli
zranéni pochézejicim z vyzkumu.
Zdravotnické zafizeni predlozi vSechny
faktury za [é¢bu zranéni pochazejicich z
vyzkumu:

Biotie Therapies Inc.

Biotie Therapies Inc.

Michael Samar, VP Finance

Michael Samar, VP Finance

701 Gateway Blvd, Suite 350

701 Gateway Blvd, Suite 350

South San Francisco, CA 94080,USA

South San Francisco, CA 94080, USA

V. EARLY TERMINATION:

V. PREDCASNE UKONCENI:

The Site Study Budget represents an
estimation of Investigator’s and Institution’s
total expenses for completion of the Study. In
the event of early termination of the Study,
Investigator will cancel all cancelable
expenses and otherwise use its best efforts to
minimize costs and return to CRO any portion
of the Site Study Budget paid to it that is
unspent and/or unearned. All invoices must
be submitted to CRO for payment within
thirty (30) days of the site close out visit in
order for payment to be made.

Rozpocet studie pro centrum predstavuje
odhad celkovych vydajia zkousejiciho a
zdravotnického zafizeni na provedeni studie.
V piipadg, ze dojde k predéasnému ukonceni
studie, zkouSejici Iékai zru$i vSechny
zru$itelné vydaje a vynalozi maximalni usili k
minimalizaci ndkladd a wvrati CRO cast
rozpoctu studie pro centrum jiz uhrazeného,
ktera nebyla vynaloZena anebo vydélana. K
provedeni platby budou vSechny faktury
predloZzeny CRO k thradé ve 1htté triceti (30)
dntl od zavérecné navstévy centra.

Vii. ONGOING PAYMENTS:

vii. PRUBEZNE PLATBY:

On behalf of Biotie Therapies, inVentiv
Health Clinical will make payments on a
guarterly basis upon actual procedures and
visits performed as evidenced by case report
forms retrieved by CRO or its agent, per the
pro-rate payments described in the Budget
attached hereto and made a part of this
Appendix A. Should a subject withdraw from
the trial or should the trial be prematurely
discontinued for any reason, only costs
incurred, based on visits actually performed
and documented, will be paid.

Jménem spolecnosti Biotie Therapies bude
spolecnost inVentiv Health Clinical provadét
platby Cctvrtletné na zakladé skutecnych
procedur a navstév uskuteCnénych dle
evidence formulaiti ptipadu ziskanych CRO
nebo jejich zastupcem, a to dle pomérnych
plateb popsanych v rozpoctu pfipojeném k
tomuto dokumentu jako soucast piilohy A.
Pokud bude subjekt vyfazen z hodnoceni nebo
pokud bude hodnoceni z jakéhokoli diivodu
pied¢asné ukonceno, budou proplaceny pouze
vzniklé néklady, zalozené na navstévach,

které se opravdu uskutecnily a byly
zdokumentovany.
viii. FINAL PAYMENT: viii. ZAVERECNA PLATBA:

Ten percent (10%) of each payment made to

10 procent (10 %) z kazdé platby provadéné
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payee will be withheld at the time of payment.
The withholding will be reconciled to payee
as a part of the final payment determination.
The final payment will be paid upon final
review and acceptance of all Study Data for
enrolled subjects by Sponsor and/or CRO,
completion of all required administrative
matters by the Principal Investigator,
including, but not limited to (i) completion of
all Study subjects’ wisits, (ii) Principal
Investigator and  Study  personnel’s
performance of all procedures required by the
Protocol, (iii) Sponsor and/or CRO’s
verification that all Study Data has been
collected, recorded and submitted , and (iv)
resolution of all outstanding queries, and the
return of any Sponsor, CRO, or
vendor-provided Equipment requested by
Sponsor and/or CRO.

ve prospéch pfijemce plateb bude v okamziku
platby zadrzeno. Zadrzena céstka bude
pfijemci plateb uhrazena v ramci stanoveni
zavérecné platby. Zavére¢na platba bude
provedena po koneéném posouzeni a
schvaleni vSech dat studie o zafazenych

subjektech  zadavatelem a/nebo CRO,
dokonceni vsech pozadovanych
administrativnich ukonil hlavnim

zkousejicim, naptiklad (i) dokonceni vSech
kontrolnich navstév subjektli studie, (ii)
provedeni vSech tUkoni pozadovanych
protokolem ze strany hlavniho zkousejiciho a
pracovnikii studie, (iii) ovéfeni zadavatele
a/mebo CRO, ze byla shromazdéna,
zaznamendna a piedloZzena vSechna data ve
studii a (iv) vyfeseni vSech nezodpovézenych
dotazi a vraceni veSkerého vybaveni
poskytnutého zadavatelem, CRO nebo
dodavatelem, jez je zadavatelem a/nebo CRO
pozadovano.

D. PAYMENT AND DESIGNATION OF
PAYEE

D. ~ PLATBA A
PRIJEMCE PLATEB

SPECIFIKACE

The following Payees (the “Payees”) are
legally eligible and capable to receive
compensation related to their performance
under this Agreement.

Nize uvedeni piijemci plateb (,,piijemce
plateb®) jsou pravné zpusobili a jsou schopni
ptijimat odménu za plnéni podle této smlouvy.

All payments will be made to the Payees listed
in the Table 1 below.

Veskeré platby budou provadény ve prospéch
ptijemct plateb uvedenych v Tabulce 1 nize:

Payment for invoices will be made within
fourty-five (45)* days of receipt of an

Proplaceni faktur bude uskute¢néno ve lhite
CtyFicetipéti (45)* dnt od prijeti originalu

original, complete invoice which includes the | kompletni faktury obsahujici nasledujici
following information: informace:

° Institution name, ° nazev zdravotnického zafizeni,

o Principal investigator name, o jméno hlavniho zkousejiciho,

Mailing address,

dorucovaci adresu,

° Protocol number, ° ¢islo protokolu,

o Internal study number, o interni Cislo studie,

° Site identification number, ° identifikaéni ¢islo pracovisté,

. VAT identification number (a must | e danové identifikacni ¢islo platce DPH
for sites within the EU) (nutnost u pracovist’ v ramci EU),

. Invoice number and date ° datum a ¢islo faktury,

. Period for which the invoice is | e obdobi, pro které je faktura
submitted ptedlozena,

. Date and description of services | o datum a popis poskytnutych sluzeb,

provided, including monitored patient visits
covered

vCetné zahrnutych monitorovanych navstév
pacienta,
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. Appropriate supporting
documentation (i.e. third party invoices,
receipts).

. pfislusnou podptrnou dokumentaci
(. faktury tfetich stran, stvrzenky).

Invoices, which exclude any of the designated
information above, may result in delayed
payments.

neékterou z
vyse, mohou

Faktury, které neobsahuji
informaci  jmenovanych
zapfi€init zpozdéni platby.

CRO will provide payment to the Payees
solely with funds received by Sponsor, in an
amount as outlined in the attached Budget.
No payments will be made to the Payees until
the following are completed:

CRO poskytne platbu ptijemcim platby
vyhradn€ prostfednictvim plateb obdrzenych
od zadavatele a ve vysi uvedené v piilozeném
rozpoctu. Pfijjemctim plateb nebudou
vyplaceny platby, dokud nebude splnéno
nasledujici:

(1) execution of the Agreement, (2)
submission to Sponsor and CRO of all
regulatory documents concerns the Study if
they will be sent to Institution by regulatory
authority, and (3) EC approval.

(1) uzavieni smlouvy, (2) odevzdani
zadavateli a CRO vsech regulacnich
dokumentti tykajicich se studie, budou-li
zaslany regulacni autoritou zdravotnickému
zatizeni, a (3) povoleni EK.

Table 1

Tabulka 1

PAYMENT INFORMATION: INSTITUTION

INFORMACE O PLATBE: ZDRAVOTNICKE

ZARIZENI

Payee’s name

Fakultni nemocnice u sv.
Anny v Brné

Jméno prijemce platby

Fakultni nemocnice u
sv. Anny v Brné

Pekaiska 664/53, Post Code

Pekatska 664/53, 656

Payee’s Phone / Fax /
Mobile number:

Oddg¢leni klinickych studii

Office Phone:

I
Email: || GGGz

Payee’s Address: 656 91, Brno, Czech Adresa piijemce platby: o1 _Brno, Ceskd
A republika
Republic
Contact person: Odd.e’lem klinickych
studii

Telefon / Fax / Mobil
prijemce platby:

Pracovni telefon:

Email: || GGGz

Taxpayer Identification
number:

Identifikac¢ni ¢islo:

Optional: VAT
Identification number:

Volitelné: Danové
identifikacéni ¢islo platce
DPH:
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Payments to the Payee
will be made by wired
bank transfer to the
Payee’s bank account

Bank Name:

Bank Address:

SWIFT #:
IBAN #:
Account Number:

Is the bank located in the

same country as the payee’s

address? )

Platby pfijemci plateb
budou uskute¢novany
bankovnim pievodem na
bankovni ucet prijemce
plateb

Nazev banky:

Adresa banky:

SWIFT kod:

5

C. IBAN:

Cislo uctu:

Sidli banka ve stejné
zemi jako piijemce
plateb? (A)

Individual and Address
to receive Invoices at
CRO:

Email: || Iz

Mail: inVentiv Health
Clinical UK Ltd, Thames
House

17-19 Marlow

Road, Maidenhead,

SL6 7TAA
United Kingdom
VAT Number:

Registration
Number:

If sending electronically,
please be sure to include
the Study Number

() ond PI name

on the subject line of the
e-mail.

PAYMENT INFORMATION: INVESTIGATOR

Prislusna osoba a adresa pro

zasilani faktur v CRO:

INFORMACE O PLATBE: HLAVNI

ZKOUSEJICI

E-mail: I |

Dorucovaci adresa:
inVentiv

Health Clinical UK

Ltd, Thames House
17-19 Marlow
Road,
Maidenhead,
SL6 7TAA
Velka Britanie

[C:

=
Q(

Pokud zasilate
elektronicky, vyplite
prosim ¢islo studie
() - jméno
hlavniho zkouSejiciho
do predmétu e-mailu.

Payee’s name

Jméno ptijemce platby

Payee’s Address:

Adresa piijemce platby:
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Payee’s Phone / Fax /
Mobile number:

Contact person:

Office Phone:

Telefon / Fax / Mobil
prijemce platby:

Pracovni telefon:
Email:

Taxpayer Identification
number:

Not Applicable

Identifikac¢ni ¢islo:

Neni aplikovano

Optional: VAT
Identification number:

Not Applicable

Volitelné: Danové
identifikacni Cislo platce
DPH:

Neni aplikovano

Payments to the Payee
will be made by wired
bank transfer to the
Payee’s bank account or
thorugh bank cheque

Bank Name: [ |Gz

Bank Address:

SWIFT #:

IBAN #:

Account Number:

Is the bank located in the

same country as the payee’s
address? Y)

Platby prijemeci plateb
budou uskute¢novany
bankovnim pfevodem na
bankovni ucet prijemce
plateb nebo bankovnim
Sekem.

Nazev banky:

Adresa banky:

SWIFT kod:

52

C. IBAN:

Cislo uctu:

Sidli banka ve stejné
zemi jako piijemce
plateb? (A)

Individual and Address
to receive Invoices at
CRO:

Email: ||

Mail: inVentiv Health
Clinical UK Ltd, Thames
House

17-19 Marlow

Road, Maidenhead,

SL6 7TAA

United Kingdom
VAT Number:

Registration

Number:

If sending electronically,
please be sure to include
the Study Number
() 2nd PI name
on the subject line of the
e-mail.

Ptislusna osoba a adresa pro
zasilani faktur v CRO:

E-mail: I |

Dorucovaci adresa:
inVentiv

Health Clinical UK

Ltd, Thames House
17-19 Marlow
Road,
Maidenhead,
SL6 TAA
Velka Britanie

[C:

=
Q(

Pokud zasilate
elektronicky, vyplite
prosim ¢islo studie
(I - jméno
hlavniho zkouSejiciho
do predmétu e-mailu.
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