DUVERNE

CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

This Clinical Trial Agreement (hereafter the
“Agreement”) is entered into by and between by
UBC Late Stage (UK) Limited, with place of
business at 26-28 Hammersmith Grove, London
W6 7HA, United Kingdom (hereafter “UBC”),
TAX code 06776534, VAT number: 946 1771 02
acting as an independent contractor of Taiho
Oncology USA, Inc., 101 Carnegie Center, Suite
101, Princeton, New Jersey 08540, USA
(hereinafter “Sponsor”) ,

Tato smlouva 0 klinickém hodnoceni (dale jen
,,smlouva®) se uzavira mezi spole¢nosti UBC Late
Stage (UK) Limited, sidlem 26-28 Hammersmith
Grove, London W6 7HA, Spojené kralovstvi (dale
jen ,,UBC®), ICO: 06776534, DIC: 946 1771 02
jednajici jako nezavisly dodavatel spole¢nosti
Taiho Oncology USA, Inc., 101 Carnegie Center,
Suite 101, Princeton, New Jersey 08540, USA (dale
jen ,,zadavatel*)

And

a

The institution Fakultni nemocnice u sv. Anny
v Brné, state-funded organization located at address
Pekaiska 664/53, 656 91 Brno, Czech Republic,
TAX code: 00159816, VAT number: CZ00159816
herewith represented by MUDr. Martin Pavlik,
Ph.D., DESA, EDIC, Director (hereafter the
“Institution”)

zdravotnickym zatizenim Fakultni nemocnice u sv.
Anny v Brné, statni piispévkova organizace se
sidlem na adrese Pekatska 664/53, 656 91 Brno,
Ceska republika, IC: 00159816, DIC: CZ00159816,
zde zastoupenym MUDr. Martinem Pavlikem,
Ph.D., DESA, EDIC, feditelem (dale jen
Linstituce®)

And

The investigator [

I (hereafter the

“Investigator”),

a
zkousejicim I¢karem [

[

jen ,,zkousejici®),

Institution and Investigator collectively referred to
as “Site”

pri¢emz instituce a zkousejici jsou dale spole¢né
nazyvani ,,pracovisté-

Site and UBC collectively referred to as “Parties”

pracovisté a UBC jsou dale spole¢né nazyvani
,.strany*

Whereas

Ponévadz

- The Sponsor is engaged in research
and development of human
pharmaceutical products, including the
clinical trial entitled “Randomized,
Double-Blind, Phase 3  Study
Evaluating | rlus Best
Supportive Care (BSC) versus Placebo
plus BSC in Patients with Metastatic
Gastric Cancer Refractory to Standard

Treatments” with protocol number
I (hereafter  the
“Trial”);

- zadavatel je zapojen do vyzkumu a
vyvoje humdannich farmaceutickych
ptipravkl véetné klinického hodnoceni
Snazvem ,,Randomizovand dvojité
zaslepena studie faze 3 piipravku il
Bl s nejlepsi podptrnou péci (BSC)
oproti placebu s nejlep$i podptirnou

péci U pacienti S metastazujicim
kolorektalnim karcinomem
nereagujicim na standardni

chemoterapie protokol ¢islo [l
B  (dile jen klinické

hodnoceni*);

The scope and nature of the Trial is as defined
in accordance with Protocol

Rozsah a povaha tohoto klinického hodnoceni
jsou definovany v souladu s protokolem

Verze $ablony UBC: -V 1.0

Strana 1z 43
Ceska smlouva o klinickém hodnoceni
Finalniverze v 1.0 22.06.2016



DUVERNE

- Number [N

Cislo [N

(the “Protocol”) which comprises this Agreement
as Exhibit A.

(,,protokol®), ktery tvoii ptilohu A této smlouvy.

- The Sponsor has retained UBC to
perform certain duties and functions in
relation to the above named Trial,
including but not limited to study
monitoring and project management, in
accordance  with the letter of
authorization dated 08 Sep 2015 (the
“Letter of Authorization™); and

- zadavatel povéril spoleénost UBC
vykonem urcitych ukond a cinnosti
vztahujicich se k vySe uvedenému
klinickému hodnoceni, véetné mimo
jiné monitorovani klinického
hodnoceni a fizeni daného projektu, a
to v souladu s povéfovacim dopisem
zde dne 8. zaii 2015 (,,povéfovaci

represented by G

located Lakeside House, 1
Furzeground Way, Stockley Park,
Uxbridge, Middlesex, UB11 1BD,

United Kingdom pursuant to Article 19
of the EU Directive 2001/20/EC; and

dopis“); a
- The Sponsor is represented in the EU - zadavatel je zastoupen v EU
by Taiho Pharma Europe Limited, spole¢nosti Taiho Pharma Europe

Limited, zastoupené panem N
, sidlem Lakeside

House, 1 Furzeground Way, Stockley
Park, Uxbridge, Middlesex, UB11
1BD, Spojené kralovstvi, podle ¢lanku
19 smérnice EU 2001/20/ES a

- The Site has the capability, appropriate
facilities, resources, subject population,
equipment and experience to conduct
the Trial effectively and in a competent
manner;

- pracovisté je zpisobilé a disponuje
ptislusnym zatizenim, zdroji, populaci
subjekt, vybavenim a zkuSenostmi,
aby mohlo provést klinické hodnoceni
efektivné a kvalifikovang;

- The Site desires to participate in the
Trial on the terms and subject to the
conditions of this Agreement as set
forth below.

- Si pracovisté pieje z(castnit Se
klinického hodnoceni za podminek této
smlouvy, jak jsou uvedeny nize.

The Parties have agreed as follows:

Strany se dohodly takto:

1. Conduct of Trial

1. Provedeni klinického hodnoceni

11 The Site shall ensure that the Trial is carried
out in accordance with the Protocol “Randomized,
Double-Blind, Phase 3 Study Evaluating |l
plus Best Supportive Care (BSC) versus Placebo
plus BSC in Patients with Metastatic Gastric
Cancer Refractory to Standard Treatments
(including its amendments, if relevant), the standard
operating procure(s) of the Sponsor, which is/are
attached to this Agreement (if any); the highest
professional standard as generally accepted in the
industry; the provisions of the World Medical
Association’s Declaration of Helsinki (at no time
shall the health or well being of any subject of the
Trial be jeopardized by unwarranted continuation of
the Protocol); and the Guideline for Good Clinical
Practice (GCP) of the International Conference on

1.1 Pracovisté zajisti, aby bylo klinické
hodnoceni provedeno v souladu s protokolem
»Randomizovana dvojité¢ zaslepena studie faze 3
piipravku S nrejlepsi podplrnou péci
(BSC) oproti placebu s nejlepsi podptrnou pééi u
pacienti S  metastazujicim  kolorektalnim
karcinomem nereagujicim na standardni
chemoterapie” (véetné dodatktt k nému, lze-li je
uplatnit), se standardnimi provoznimi procedurami
zadavatele, které jsou prilozeny K této smlouveé
(pokud existuji), s nejvyss§imi odbornymi standardy
obecné Vv oboru pfijimanymi, S ustanovenimi
Helsinské deklarace Svétové 1ékaiské asociace
(zdravi ¢i prospéch kteréhokoli subjektu hodnoceni
nesmi byt ohrozeny svévolnym pokracovanim v
protokolu) a s pokyny pro spravnou klinickou praxi
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Harmonization (ICH) of Technical Requirements
for the Registration of Pharmaceuticals for Human
use and with all other applicable regulations,
industry standards and guidelines for the European
Community/Union, and authorization obtained from
the State Institute for Drug Control if applicable, a
concurring opinion of the Ethical Commission, the
terms of this Agreement, all applicable local, national
and international laws (including relevant Personal
Data Protection laws), regulations and guidelines
(including, but not limited to , Act No. 378/2007
Coll,, on Pharmaceuticals, as amended (“Act on
Pharmaceuticals”); Decree of the Ministry of Health
and the Ministry of Agriculture of the Czech Republic
No. 226/2008 Coll., on good clinical practice and the
detailed conditions of clinical trials on medicinal
products; Commission Directive 2005/28/EC of 8
April 2005 laying down the principles and detailed
guidelines for good clinical practice regarding
investigational medicinal products for human use,
as well as the requirements for the authorisation of
the manufacturing or importation of such products;
Act No. 101/2000 Coll., on the Protection of
Personal Data) hereinafter referred to as the
“Applicable Regulations” and the Sponsor’s and
UBC’s reasonable instructions related to the Trial and
its performance.

(SKP) Mezinarodni konference pro harmonizaci
(ICH) odbornych pozadavku pro registraci 1é¢ivych
pripravkd pro humanni pouziti a se vSemi ostatnimi
platnymi ptedpisy, oborovymi normami a pokyny
Evropského SpoleCenstvi / Evropské Unie a s
povolenim Statniho ustavu pro kontrolu 1éciv, je-li
potiebné, se souhlasnym stanoviskem etické
komise, s podminkami této smlouvy, se vSemi
platnymi mistnimi, narodnimi a mezinarodnimi
zakony (v€etn¢ piislusného zdkona 0 ochrané
osobnich udaji), nafizenimi a pokyny (véetné
mimo jiné zakona ¢. 378/2007 Sh., o 1é¢ivech, v
platném znéni (,zakon 0 lé¢ivech*); vyhlaskou
Ministerstva  zdravotnictvi ~a  Ministerstva
zemédélstvi Ceské republiky &. 226/2008 Sh., o
spravné klinické praxi a blizSich podminkach
klinického hodnoceni 1é¢ivych piipravkd, smérnici
Komise 2005/28/ES z 8. dubna 2005, kterou se
stanovi zasady a pokyny pro spravnou klinickou
praxi tykajici se hodnocenych humannich 1é¢ivych
ptipravku a také pozadavky na povoleni vyroby ¢i
dovozu takovych piipravki, se zakonem ¢.
101/2000 Sbh. o ochrané osobnich udaju, dale
nazyvanymi ,,platné predpisy“, a s primefenymi
pokyny zadavatele a spole¢nosti UBC vztahujicimi
se ke klinickému hodnoceni a jeho provadéni.

1.2 The Site represents and warrants that no data
from any clinical trials performed by the Site has
been rejected by the United States Food and Drug
Administration (the “FDA”) or any other
regulatory agency due to allegations of fraud or
failure of the Institution or the Investigator to
adhere to applicable laws and guidelines governing

1.2 Pracovisté uvadi a zarucCuje, ze zadné udaje z
zadného  klinického hodnoceni provedeného
pracovi§tém nebyly odmitnuty americkym Utadem
pro kontrolu potravin a 1é¢iv (Food and Drug
Administration) (dale jen ,FDA®), ani Zidnou
jinou regulaéni agenturou v dusledku obvinéni z
podvodu nebo z nedodrzovani platnych zakont a

the conduct of human clinical research. smérnic  upravujicich  provadéni  klinického
vyzkumu na lidech ze strany instituce nebo
zkousejiciho.

1.3 The Site shall not perform any analysis or | 1.3 Pracovis§t¢ bez piedchoziho pisemného

processing that is not included in the Protocol
without the prior written consent of the Sponsor.

souhlasu zadavatele neprovede zadnou analyzu ani
zpracovani, které nejsou zahrnuty v protokolu.

1.4 In performing the Trial, the Site shall perform
the Trial so as not to violate or infringe the rights of
third parties, in particular their rights relating to
privacy, confidentiality and trade secrets,
employment, intellectual property and health and
safety.

1.4 Pii provadéni klinického hodnoceni bude
pracovisté postupovat tak, aby nebyla porusena ¢i
postizena prava tretich stran, zejména prava
vztahujici se k soukromi, zachovani duvérnosti a
obchodnimu  tajemstvi, pracovnimu pom¢éru,
duSevnimu vlastnictvi a zdravi a bezpecnosti.

1.5Both the Institution and the Investigator
represent and warrant to UBC that neither of them
has an obligation, whether express or implied, to any

1.5 Instituce i zkouSejici uvadéji a zarucuji
spole¢nosti UBC, ze nikdo z nich nema povinnost,
vyslovnou ¢i mi¢ky predpokladanou, k zadné tieti
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third party that would interfere, hamper or limit
its/his ability to comply with its/his obligations under
this Agreement.

strané, kterd by branila, piekadzela ¢i omezovala
jejich schopnost dodrzovat zavazky podle této
smlouvy.

1.6 The Institution and/or the Investigator hereby
agree(s), upon request by the UBC, to submit to
UBC the required financial information so that the
Sponsor may comply with its obligations to the
FDA.

1.6 Instituce anebo zkousejici timto souhlasi S tim, ze
na zadost spolecnosti UBC predlozi spole¢nosti UBC
potfebné finanéni udaje tak, aby zadavatel mohl
splnit své zavazky vici FDA.

1.7 The Site shall ensure that all samples of the
drug/producty used under the Trial (the
“Investigational Drug”) are at all times stored
safely and securely and in accordance with the
Protocol and the Sponsor’s storage specifications.
The Site shall dispense the Investigational Drug
only to subjects properly enrolled in the Trial, in
accordance with the Protocol, and shall under no
circumstance sell or give the Investigational Drug
to other individuals or entities. The Site shall
maintain accurate records specifying the receipt,
dispensation, use and return (or alternative
disposition) of any quantities of the Investigational
Drug. Any unused guantities of the Investigational
Drug shall be returned to the Sponsor or otherwise
disposed of in accordance with UBC’s or Sponsor’s
instructions and costs. The Investigational Drug
shall be and remain the exclusive property of the
Sponsor until it is administered to Trial subjects.
The Site shall treat any comparator or control drugs

1.7 Pracovisté zajisti, aby vSechny vzorky
piipravku/produktu |l pouZit¢tho Vv
klinickém hodnoceni (dale jen ,hodnoceny
pripravek®) byly vzdy uchovavany bezpetné a v
souladu s protokolem a specifikacemi k uchovavani
poskytnutymi  zadavatelem. Pracovist¢  bude
vydavat hodnoceny pftipravek pouze subjektim
fadné zafazenym do klinického hodnoceni a podle
protokolu a za zadnych okolnosti neproda ani
nedaruje hodnoceny piipravek jinym osobam nebo
spole¢nostem. Pracovisté povede piesné zaznamy
specifikujici piijeti, vydani, pouZiti a vraceni (nebo
jinou manipulaci) jakéhokoli mnozstvi
hodnoceného  pfipravku. Jakdkoli nepouzitd
mnozstvi hodnoceného piipravku budou vracena
zadavateli anebo jinak zlikvidovana podle pokynt a
na naklady spole¢nosti UCB nebo zadavatele.
Hodnoceny piipravek bude, a az do podani
subjektim hodnoceni zlstane, ve vylu¢ném
vlastnictvi zadavatele. Pracovisté bude zachazet s

or products similarly as the Investigational Drugs. | jakymikoli ~ srovnavacimi  nebo  kontrolnimi
pripravky nebo produkty podobné jako s
hodnocenym piipravkem.
2. Institution 2. Instituce
2.1 The Institution shall conduct the Trial at the | 2.1 Instituce bude provadét klinické hodnoceni v

Institution’s premises and shall ensure that the
Investigator shall conduct the Trial at the Institution
by performing or causing to be performed in
accordance with this Agreement and any applicable
laws and regulations, those clinical and observational
research activities and tests described in the Protocol
which are the responsibility of the Investigator (and
for the avoidance of doubt, Investigator agrees to do
the same). The Investigator shall assist the Institution
and the Investigator shall be responsible for preparing
a report on the results of the Trial for submission to
the relevant authorities in accordance with applicable
Czech law requirements. Institution warrants that the
performance of the Agreement will not constitute a
breach of duty on the part of the Investigator. The

prostorach instituce a =zajisti, aby zkousSejici
provadél klinické hodnoceni v instituci a v souladu
s touto smlouvou a vSemi platnymi piedpisy
vykonaval klinické a observacni vyzkumné Cinnosti
a vySetieni popsané Vv protokolu, které jsou
odpovédnosti zkousejiciho (a aby bylo zabranéno
pochybam, zkouSejici se zavazuje stejné).
Zkousejici poskytne soucinnost instituci a ponese
odpovédnost za piipravu zpravy 0 vysledcich
klinického hodnoceni, ktera bude ptedlozena
pfisluSnym tufaddm podle piislu$nych ceskych
zakonnych pozadavku. Instituce zarucuje, ze plnéni
Smlouvy nebude =zakladat poruseni sluzebnich
povinnosti ze strany zkouSejiciho. Instituce timto
jako zaméstnavatel zkousejiciho ud€luje svij
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Institution as an employer of Investigator grants its
explicit consent to his/her participation in the Trial
under this Agreement, and in relation to the Trial
payments hereunder.

vyslovny  souhlas stucasti  zkouSejiciho na
klinickém hodnoceni dle této smlouvy, a to za
odménu.

2.2 The Institution and/or the Investigator (as
appropriate)  will  ensure that all  sub-
investigators/co-workers that perform work on the
Trial agree to be bound by all relevant terms and
conditions of this Agreement to the same extent as
the Investigator.

2.2 Instituce anebo zkousejici (dle situace) zajisti,
aby vs8ichni spoluzkousejici/spolupracovnici, ktefi
budou pracovat v klinickém hodnoceni, souhlasili s
tim, Ze budou vazani vSemi pfisluSnymi
podminkami této smlouvy ve stejném rozsahu jako
zkousejici.

3. Use and Disclosure of Health Information
and Data Protection

3. Pouziti a zverejnéni zdravotnich informaci a
ochrana udaji

The Site will comply with all applicable laws,
regulations, ordinances and guidance pertaining to
confidentiality, use and disclosure of subject health
information with regard to all information and
records obtained, reviewed and/or generated in the
course of the Trial and shall permit access to such
information and records only as authorized by law
of the Czech Republic, especially Act No. 101/2000
Coll., on the Protection of Personal Data. Personal
data (as this term is defined by the applicable data
protection legislation) of Trial Subjects or other
natural persons, including Investigator or other
individuals involved in the Trial, collected in
relation to the Trial (hereafter “Personal Data”),
including Trial subject health information, shall by
all Parties to the Agreement, be handled in
accordance with all Applicable Regulations,
including, but not limited to the Czech Act No.
101/2000 Coll., on the Protection of Personal Data
and European Data Protection Directive 95/46/EC
(hereafter the “DP Directive”), in each case as
amended. Without limiting the foregoing, the Site
shall not supply any Personal Data to UBC unless
this is required to satisfy the requirements of the
Protocol or for the purpose of monitoring or
adverse event reporting, or in relation to a claim or
proceeding brought by a subject enrolled in the
Trial and except to the extent that the respective
Trial subject or other natural person (as applicable)
has given its consent to such supply.

Pracovisté bude dodrzovat vSechny platné zakony,
predpisy, vyhlasky a pokyny tykajici se duvérnosti,
pouziti a zvefejnéni zdravotnich udaju subjektt s
ohledem na vSechny tdaje a zdznamy ziskané,
kontrolované anebo  vytvofené v  prubéhu
klinického hodnoceni a umozni pfistup k takovym
informacim a zaznamidm pouze tak, jak povoluji
zékony Ceské republiky, zejména zékon ¢&.
101/2000 Sh., 0 ochran¢é osobnich tdaji. Osobni
udaje (jak je tento termin definovan platnymi
zdkony na ochranu udaji) subjektt klinického
hodnoceni nebo dalsich fyzickych o0sob, vcetné
zkousejiciho nebo dalsich jednotlivei zapojenych
do klinického hodnoceni (dale jen ,,osobni tidaje®),
vCetné zdravotnich informaci subjektd klinického
hodnoceni, budou vSemi stranami této smlouvy
zpracovavany Vvsouladu se vSemi platnymi
predpisy, véetné mimo jiné Ceského zakona ¢.
101/2000 Sb., o ochran¢ osobnich udaji, a
evropské smérnice 0 ochrané tdaja ¢. 95/46/ES
(dale jen ,,smérnice 0 ochrané daji“) v platném
znéni. Aniz by bylo dotéeno vyse uvedené, osobni
udaje  nesmi byt pracovisttm = zvefejnény
spole¢nosti  UBC, pokud to neni stanoveno
pozadavky protokolu anebo to neni nutné za
ucelem monitorovani nebo hlaSeni nezadoucich
ucinka anebo se netykaji narokti nebo soudniho
fizeni vedeného pacientem zafazenym do
klinického hodnoceni, a pak pouze v rozsahu, ve
kterém pfisluSny subjekt klinického hodnoceni ¢i
jina fyzicka osoba (podle okolnosti) dala souhlas k
jejich predani.

Parties agree that, for the purpose of the data
processing carried out under this Agreement, the

Strany souhlasi, ze za ucelem zpracovani dat
provadéného podle této smlouvy bude zadavatel
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Sponsor will be considered as data controller (as
defined by the DP Directive), while UBC, the
Institution and the Investigator will be considered as
data processors (as defined by the DP Directive and §
4.Letter k) of the Act No. 101/2000 Coll., on the
Protection of Personal Data as amended), as the data
processing activities under this Agreement are
carried out by the Institution on behalf of the
Sponsor. Any processing of personal data carried out
under this Agreement shall be done with the strict
observance of the limits and instructions set out by
the Sponsor. All entities involved in the processing
will be required to implement adequate technical and
security measures for the protection of personal data
against accidental or unlawful destruction or
accidental loss or damage, alteration, unauthorized
disclosure or access and against all other
unauthorized or unlawful forms of processing.

povazovan za kontrolora tdaja (jak je definovano ve
smérnici 0 ochrané idajli), zatimco spole¢nost UBC,
instituce a zkouSejici budou povazovani za
zpracovatele dat (jak je definovano ve smérnici 0
ochrang udajt a § 4 pism. K) zakona ¢. 101/2000 Sb.,
0 ochrané osobnich udaji, ve znéni pozdé€jsich
predpisti), protoze aktivity spojené se zpracovanim
dat podle této smlouvy provadi instituce v zastoupeni
zadavatele. Veskeré zpracovani osobnich udaju
provadéné podle této smlouvy se bude provadét za
ptisného dodrzovani limitd a pokynii ustanovenych
zadavatelem.  Vsechny subjekty zapojené¢ do
zpracovani budou muset pfijmout vhodna technicka a
bezpe¢nostni opatieni na ochranu osobnich udaju
proti nahodnému nebo nedovolenému zniéeni,
nahodné  ztraté nebo  poskozeni, uUpravam,
neopravnénému sdélovani nebo piistupu a proti vsem
ostatnim neopravnénym nebo nezakonnym formam
zpracovani.

The scope of processed Personal Data of Trial
subjects is defined in the Protocol.

Rozsah zpracovani osobnich udaji  subjektd
klinického hodnoceni je definovan protokolem.

It may be necessary that Personal Data of
Investigator or other individuals involved in the
Trial is collected, prior to, during and/or after the
Trial. This Personal Data is protected to the extent
required by protection laws and regulations.

Shromazd’ovani osobnich tdaju zkouSejiciho nebo
dalsich  jednotliveh  zapojenych do tohoto
klinického hodnoceni mize byt nezbytné pied,
béhem nebo po tomto klinickém hodnoceni. Osobni
udaje podléhaji ochrané vrozsahu vyzadovaném
zakony a natizenimi 0 ochrané osobnich udaju.

By way of signing the Agreement, the Investigator
hereby explicitly consents to processing of his/her
Personal Data such as name, postal address, email
address, telephone number, ID and Tax number,
experience, publications, resume by the Sponsor for
the purpose of the conduct of the Trial and enter and
store in databases at Sponsor for use in selecting sites
in future clinical trials, in accordance with the Data
Protection Act. The Investigator confirms he/she has
been informed about certain rights to access, check,
update and/or ask for correction of and/or otherwise
control his/her data in accordance with applicable
personal data protection laws, including the Czech
Act No. 101/2000 Coll., on the Protection of
Personal Data and that they will be processed by the
Parties involved in the Trial, including UBC, the
Institution and legal representative of Sponsor in EU.
Further, the Investigator consents to the transfer of
his/her personal data to countries outside the EU,
even though data protection may not exist or be as
developed. Recipients of the personal data are
however bound by confidentiality obligations and

Podpisem této smlouvy zkouSejici explicitné
vyjadiuje souhlas se zpracovanim svych osobnich
udaji, jako je jméno, poStovni adresa, e-mailova
adresa, telefonni &islo, IC, DIC, praxe, publikace,
Zivotopis, zadavatelem za Gc¢elem provadéni tohoto
klinického hodnoceni a sjejich zadavanim a
ukladanim do databazi u zadavatele pro pouziti na
vybranych pracovistich v budoucich klinickych
hodnocenich v souladu se zakonem na ochranu
osobnich udaji. Zkousejici potvrzuje, ze byl
informovan 0 uréitych pravech pro piistup, kontrolu,
aktualizaci nebo zadost 0 opravu nebo jinou spravu
svych udaji v souladu s platnymi pravnimi predpisy
na ochranu osobnich udaji, véetné ¢eského zakona
¢islo 101/2000 Sh., 0 ochrané osobnich udaji, a ze
budou zpracovany stranami podilejicimi se na
klinickém hodnoceni, véetné spole¢nosti UBC,
instituce a pravniho zastupce zadavatele v EU. Dale
zkousejici souhlasi S pfenosem svych osobnich udajii
do zemi mimo EU i piesto, ze zde nemusi ochrana
udaji existovat nebo byt na takové arovni. Piijemci
osobnich daji jsou vSak vAzani povinnosti
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applicable legal requirements.

zachovévat diivérnost a platné zdkonné pozadavky.

Investigator shall not assign or involve in this
Agreement and/or the Trial any individuals that did
not sign a written data consent form with regard to
the use, processing, recording and possible transfer
of their personal data (using the applicable data
consent form provided by UBC or Sponsor), in
order for UBC and Sponsor to be compliant with
applicable data protection laws and regulations.
The Site shall provide UBC and Sponsor with
copies of the signed consent forms upon request.

Zkousejici nesmi postoupit tuto smlouvu nebo
zapojit do této smlouvy nebo klinického hodnoceni
zadné jednotlivce, kteti nepodepsali formulaf
souhlasu se zpracovanim osobnich tudaji, pokud
jde 0 pouzivani, zpracovani, zdznam a ptipadné
predavani osobnich tdaja (S pouzitim piislusného
formulafe souhlasu se zpracovanim osobnich udaji
poskytnutého spole¢nosti UBC nebo zadavatelem, ,
aby spolec¢nost UBC a zadavatel vyhovéli platnym
zakonum a ptedpisim na ochranu osobnich tdajt.
Pracovisté na vyzadani poskytne spole¢nosti UBC
a zadavateli kopie podepsanych formulait
souhlasu.

4. Subject Enrolment

4. Nabor subjekti

4.1 The Trial will be initiated as soon as the Sponsor
has received appropriate Ethics Committee approval
of any national regulatory approvals as required and
in accordance with the applicable laws and such is
documented to the Institution.

4.1 Klinické hodnoceni bude zahijeno okamzité,
jakmile zadavatel obdrzi schvaleni pfislusné etické
komise a vSechna schvaleni narodnich regulacnich
ufadd, jak jsou vyzadovana platnymi zakony, a
ptislusné dokumenty budou piedlozeny instituci.

Site agrees to screen and randomize a sufficient
number of subjects up to 5 (five) randomized
evaluable cases ("Designated Subject Total"). Upon
review by the Trial Sponsor of the first 5 (five)
subjects enrolled by the Investigator the Designated
Subject Total may be incrementally increased prior
written approval of the Sponsor. Additional
randomized evaluable cases beyond the first
incremental increase may be granted by the
Sponsor after review for purposes of Protocol
compliance.

Pracovi$té souhlasi, Ze provede screening a
randomizaci dostateéného pocétu subjektd az do 5
(péti) randomizovanych hodnotitelnych ptipada
(,,stanoveny celkovy pocet subjekti). Poté, co
zadavatel klinického hodnoceni pfezkouma prvnich
5 (pét) subjekti zatazenych zkouSejicim, Ize
stanoveny celkovy pocet subjekti postupné
zvySovat po piedchozim pisemném souhlasu
zadavatele. Dalsi randomizované hodnotitelné
ptipady po prvnim postupném zvyseni mohou byt
zadavatelem schvaleny az po ptrezkoumani za
ucelem dodrzeni protokolu.

The Investigator understands and agrees that
reasonable efforts shall be made to randomize all
subjects before June 30, 2017. No subjects may be
randomized after this date without written
authorization from Trial Sponsor.

Zkousejici chape a souhlasi, ze vyvine ptiméfené
usili k randomizaci vSech subjekt do 30. Cervna
2017. Po tomto datu jiz nelze randomizovat zadné
subjekty bez pisemného schvaleni zadavatele
klinického hodnoceni.

Sponsor and UBC agree to collect, use and disclose
identifiable data collected or produced in the Trial
(“Subject Data”) only for the purpose of, and
utilizing the results of, the Trial and related studies
(that is, other studies of the Trial Drug, alone or in
combination with other drugs, or studies that relate
to the medical condition or disease area under
investigation in the Trial), and for the purpose of
complying with the relevant legislation of the

Zadavatel a  spole¢nost UBC  souhlasi
se shromazd’'ovanim, pouzitim a zvefejnénim
identifikovatelnych ~ udaji  ziskanych  nebo
vytvofenych v tomto klinickém hodnoceni (,,udaje
subjekti) pouze pro ucely a vyuzivani vysledku
klinického hodnoceni a souvisejicich studii (to
znamena, ze jiné Studie hodnoceného prostiedku,
samotného nebo v kombinaci s jinymi léky, nebo

studie, které se tykaji zdravotniho stavu nebo
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Czech Republic, provided that all such uses are
disclosed in the informed consent form or are
otherwise in accordance with the valid legislation
of the Czech Republic. Sponsor and UBC will use
commercially reasonable efforts to protect the
privacy and security of Subject Data and will use
commercially reasonable efforts to require its
business partners to do so also. Sponsor and UBC
will not contact any Trial Subjects, unless
permitted by the informed consent form or
otherwise permitted by Applicable Law.

nemoci, jez je pfedmétem hodnoceni) a za Gcelem
dodrzeni ptislusnych pravnich predpisi Ceské
republiky za ptedpokladu, ze vSechna tato pouziti
jsou popsana ve formulaii informovaného souhlasu
nebo jinak v souladu s platnymi pravnimi piedpisy
Ceské republiky. Zadavatel a spole¢nost UBC
pouziji komeréné piiméfené usili na ochranu
soukromi a bezpecnosti tdaji subjektd a pouziji
komeréné pfijatelné Gsili na vyzadani, aby jejich
obchodni partneti ucinili totéz. Zadavatel a
spole¢nost UBC nebudou kontaktovat zadné
subjekty klinického hodnoceni, pokud to nebude
povoleno formulafem informovaného souhlasu
nebo jinak v souladu s platnymi pravnimi piedpisy.

The Institution and the Investigator acknowledges
that the Trial is part of a multi-center study, and
agrees that when the enrolment goal for the Trial as
a whole is reached, enrolment will be closed at all
sites, including the Institution, regardless of
whether the Institution or any other site has reached
its individual enrolment goal. UBC reserves the
right to terminate this Agreement if the Institution
and Investigator have failed to enroll any subjects
within 90 days following the initiation of enrolment
at the Institution.

Instituce a zkousejici berou na védomi, Ze toto
klinické hodnoceni je soucasti multicentrické
studie, a souhlasi S tim, ze pii dosazeni celkového
cilového naboru pro toto klinické hodnoceni bude
nabor na vsSech pracovistich uzavien, vcetné
instituce, bez ohledu na to, zda instituce nebo
jakékoliv  jiné  pracovisté  dosahlo  svého
individualniho cilového naboru. Spole¢nost UBC si
vyhrazuje pravo ukon¢it tuto smlouvu, pokud se
instituci a zkousejicimu nepodaii zafadit zadny
subjekt do 90 dnti po zahajeni naboru v instituci.

4.2 Both the Institution and the Investigator shall
notify the Sponsor and UBC as soon as it/he/she
becomes aware that the target number of subjects
may not be recruited for the Trial, so that the
parties can agree the appropriate actions without
delays.

4.2 Instituce i zkouSejici upozorni zadavatele i
spole¢nost UBC, jakmile zjisti, ze je
pravdépodobné, ze nebude nabran cilovy pocet
subjekti pro toto klinické hodnoceni tak, aby se
strany mohly bez prodleni dohodnout na
prislusnych opattenich.

4.3 Notwithstanding the foregoing the Site shall,
upon request from the Sponsor, immediately cease
the enrolling of further subjects.

4.3 Bez ohledu na vySe uvedené je pracoviste,
bude-li o to pozadano zadavatelem, povinno
okamzité ukoncit nabirani dalSich subjekti.

4.4  The Site represents and warrants that it shall
obtain the prior written approval of UBC and the
relevant local Ethics Committee of:

4.4  Pracovisté uvadi a zaruCuje, Ze ziska
ptedchozi pisemny souhlas spole¢nosti UBC a
stanovisko piislusné mistni etické komise pro:

i)  the Informed Consent Form delivered to the
Institution by UBC or by the Sponsor which is in
accordance with legislation of the Czech Republic
to be signed by subjects and will include
authorization to use and disclose such subject’s
medical information as required for the purposes of
the conduct of the Trial including the analysis of
the Trial data and results which authorization
conforms to all relevant valid laws and Applicable
Regulations, the U.S. Health Insurance Portability
& Accountability Act of 1996 and regulations
promulgated there under, as well as the EU

i)  formulaf informovaného souhlasu dodany
pracovisti spole¢nosti UBC nebo zadavatelem,
ktery je vsouladu spravnimi piedpisy Ceské
republiky, ma byt podepsan subjekty a bude
obsahovat povoleni Kk pouziti a zvefejnéni
zdravotnich udaji subjektu, jak je tfeba pro ucely
provadéni klinického hodnoceni, vcetné analyzy
dat a vysledka klinického hodnoceni; toto povoleni
musi spliiovat vSechny pfislusné platné zdkony a
platné predpisy zakon USA 0 pfenositelnosti
nemocenského pojisténi a zodpovédnosti (Health
Insurance Portability & Accountability Act) z roku
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Directive 46/95 on Data Protection and any other
equivalents (an “Authorization™). Such
Authorization shall include permission to disclose
such subject’s pseudonymized health information
to and re-disclosure among and between UBC and
the Sponsor, its employees, contractors and agents,
other Trial investigators and the appropriate
regulatory authorities.

1996 a predpisy tam uvedené a rovnéz smérnici EU
46/95 0 ochrané udaji a vSechny dalsi ekvivalentni
predpisy  (,,povoleni“). Toto povoleni bude
zahrnovat povoleni zvefejnit anonymizované
zdravotni tdaje subjektu spole¢nosti UBC a dale
pfedat tudaje zadavateli, jeho zaméstnanclim,
smluvnim partnerim a zastupcim, jinym
zkousejicim Vv klinickém hodnoceni a pfisluSnym
regulacnim ufadiim.

Such Authorization shall also include permission to
disclose documents or any other subject records to
UBC and the Sponsor for monitoring, auditing and
inspection purposes as set forth in Article 16.9 of
this Agreement.

Toto povoleni bude také zahrnovat povoleni
zvetejnit dokumenty nebo jakékoli jiné zaznamy
subjektu spole¢nosti UBC a zadavateli za ucelem
monitorovani, auditu a dohledu, jak je uvedeno v
¢lanku 16.9 této smlouvy.

i) the text of any communication soliciting
subjects for the Trial before placement, including,

but not limited to, newspaper and radio
advertisements, direct mail pieces, Internet
advertisements or communications, and

newsletters, which communications must comply
with all applicable laws of the Czech Republic, and
any other applicable regulations and guidelines.

1)  text jakéhokoli sdéleni s vyzvou K ucasti
subjekti v tomto klinickém hodnoceni pied
zvetejnénim, véetné MimMo jiné v novinach a v
rozhlase, adresnych dopist, internetové reklamy ¢i
sdéleni a informacnich letakd, ptic¢emz toto sdéleni
musi vyhovovat viem platnym zakonim Ceské
republiky a v§em ostatnim ptedpisim a pokyntim.

4.3 The Site shall not pay any fees to another
physician for the referral of subjects.

4.3 Za doporuceni subjektd nebude pracovisté
hradit poplatky zadnému dal§imu 1ékafi.

4.4 The Site shall exclude from the Trial the
subjects specified in Section 52/2 of the Act on
Pharmaceuticals; and also any subject who is
simultaneously enrolled in any other clinical trial or
study unless the Sponsor and/or UBC and the
relevant Ethics Committee specifically consent in
writing prior to such enrollment to the Trial.

4.4  Pracovisté z klinického hodnoceni vylouéi
subjekty uvedené v § 52/2 zakona 0 1éGivech a také
vSechny subjekty, které jsou soutasné zatazeny do
jakéhokoli jiného klinického hodnoceni nebo
studie, pokud zadavatel anebo spole¢nost UBC a
piislusna eticka komise neudélili pfedem vyslovny
souhlas s jejich zafazenim do studie.

4.5 Before enrolling each subject in the Trial,
and prior to the commencement of any Trial —
related procedure the Investigator represents and
warrants that it will obtain an approved Informed
Consent signed by each subject (or his/her legal
representative). The signed Informed Consent shall
be based on a previous discussion between the
Investigator and the Trial subject, during which the
Trial subject shall have an opportunity to
understand the aims, risks and difficulties of the
Trial and conditions under which the Trial shall be
performed. In addition to this, the Trial subject
shall obtain information about his right to withdraw
from the Trial at any time without suffering any
damage. The obtaining of the consent should be
conducted in accordance with all Applicable
Regulations, applicable national and local laws,
with Ethics Committee instructions and Sponsor’s

45 ZkouSejici uvadi a zaruCuje, ze pred
zafazenim kazdého subjektu do klinického
hodnoceni a pied zahajenim jakéhokoli postupu v
klinickém hodnoceni ziska schvaleny informovany
souhlas podepsany kazdym subjektem (nebo jeho
zakonnym zastupcem). Informovany souhlas bude
podepsan na zakladé predchozi diskuse mezi
zkousejicim a subjektem hodnoceni, béhem kterého
bude mit subjekt hodnoceni moznost pochopit cile,
rizika a obtize klinického hodnoceni a podminky,
za jakych bude klinické hodnoceni provadéno.
Subjekt hodnoceni navic obdrzi informace 0 svém
pravu kdykoliv z klinického hodnoceni odstoupit,
aniz by utrpél jakoukoli ujmu. Ziskani souhlasu
musi byt provedeno v souladu se vSemi platnymi
predpisy, platnymi narodnimi a mistnimi zakony,
pokyny etické komise a pozadavky zadavatele a
spole¢nosti  UBC, existuji-li. Zkous$ejici musi
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and UBC’s requirements if any. The Investigator
shall deliver to the Trial subject (or his/her
representative) a copy of the signed Informed
Consent, the original of which shall be placed in
the respective subject’s Trial file.

predat subjektu hodnoceni (nebo jeho zastupci)
kopii podepsaného informovaného souhlasu,
pticemz original bude ulozen ve slozce klinického
hodnoceni ptislusného subjektu.

4.6 The Site agrees to provide Sponsor periodically
and in a timely manner during the term of this
Agreement with the Trial results and other
information called for in the Protocol on properly
completed case report forms. In addition, the Site
will ensure timely data entry, defined as, within ten
(10) business days of a subject visit.

4.6 Pracovisté¢ se zavazuje béhem doby platnosti
této smlouvy poskytovat zadavateli pravidelné a
v€as vysledky klinického hodnoceni a jiné
informace pozadované protokolem na fadné
vyplnénych formulafich ptfipadu. Dale pracovisté
zajisti v€asné zadavani dat, coz je béhem deseti
(10) pracovnich dni od navstévy subjektu.

5. Payment 5. Platby
5.1 UBC, will pay to the Institution a sum of € | 5.1 Spole¢nost UBC =zaplati instituci castku
7,279.00 for each complete and evaluable subject | 7279,00€ za kazdy dokoneny a hodnotitelny

(as defined in clause 5.5 below), in accordance with
the schedule of payment in the Exhibit B. UBC will
pay for a maximum of two screen failures, as
specified in Exhibit B Such fee includes all fees
payable by the Sponsor, through UBC, to the
Investigator, the Institution and any other third
party in relation to the services performed under
this Agreement. Payment of any such sum to the
Institution shall be a good and valid discharge of
the Sponsor’s obligation to pay the same and the
Sponsor shall not be concerned to see the
application of such monies so paid.

subjekt (jak je definovan v odstavci 5.5 nize) podle
rozvrhu plateb v piiloze B. Spole¢nost UBC
proplati maximalné dva neuspésné screeningy, jak
je uvedeno v pfiloze B. Tato odména vyplacena
zadavatelem prostiednictvim spolenosti UBC
bude zahrnovat vsechny platby vztahujici se ke
sluzbdm provedenym zkousejicim, instituci a
jakoukoliv tfeti stranou v souladu s touto
smlouvou. Platha jakékoli c¢astky instituci bude
fadné a odtvodnéné splnéni zavazku zadavatele
proplatit ji a zadavatel nebude mit zajem znat
pouziti takto proplacenych penéz.

5.2 The Site shall not use the services of, or
subcontract its obligations to, any third party in
relation to the provision of the services under this
Agreement without the prior written consent of
UBC and the Sponsor and subject to any conditions
which UBC may at its sole discretion attach to such
consent. Even in the event that such consent is
given, the Site shall ensure and be liable for the
compliance of such third party with this
Agreement. The relationship with any other third
party designated by the Institution for the
performance of tasks related to the Trial will be
managed by the Institution, who will also be liable
for related payment, without any further request of
funds from the Sponsor or UBC.

52 Bez piedchoziho pisemného souhlasu
spole¢nosti  UBC a pifipadné v souladu s
podminkami, které muize spoleénost UBC podle
svého wuvazeni k tomuto souhlasu pfipojit,
nevyuzije pracovisté zadné tieti strany ani smluvné
nepostoupi své povinnosti zadné tieti strané v
souvislosti s poskytovanim sluzeb podle této
smlouvy. | v ptipadé, ze byl tento souhlas
poskytnut, pracovisté zajisti dodrzovani této
smlouvy kteroukoli tfeti stranou a ponese za to
odpovédnost. Vztah s jakoukoli tfeti stranou
ur¢enou instituci K provadéni ukonti v souvislosti s
klinickym hodnocenim bude fizen instituci, ktera
bude také odpovidat za piislusné platby, aniz by
zadala jakékoli financovani od zadavatele nebo
spole¢nosti UBC.

5.3 The parties represent that the compensation
provided under the terms of this Agreement
represents fair market value, complies with
applicable laws and regulations by which Sponsor
and Institution are respectively bound by and is

5.3 Strany uvadégji, ze kompenzace poskytnuta
podle této smlouvy predstavuje pfiméfenou trzni
cenu, vyhovuje platnym zakonim, kterymi jSou
vazany, je v souladu s odménami uétovanymi za
podobné sluzby v geografické oblasti pracoviste,
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consistent with fees charged for similar services in
the Site's geographical area, has been negotiated at
arm’s length transactions and has not been
determined in any manner with regard to, or has been
given in exchange for, any implicit or explicit
agreement to provide favourable procurement
decisions with regard to the Sponsor’s products, or to
the value or volume of any business generated
between the parties, and that the services to be
performed under this Agreement do not and will not
involve the counselling or promotion of a business
arrangement or other activity that violates any law of
the Czech Republic.

byla vyjednana podle zasady nezavislosti a nebyla
vV 7adném piipadé stanovena s ohledem na
jakoukoli tichou nebo wvyslovnou dohodu o
poskytnuti pfiznivych nékupnich rozhodnuti o
dodavkach produkti zadavatele nebo 0 hodnoté
nebo objemu jakéhokoli obchodu uzavieného mezi
stranami ani vymenou za ni, a ze sluzby, které maji
byt poskytnuty podle této smlouvy, nezahrnuji ani
nebudou zahrnovat poradenstvi nebo podporu
obchodniho vztahu ¢i jinou cCinnost, ktera je
porusenim jakéhokoli zakona Ceské republiky.

5.4 The above mentioned compensation rates are
net amounts.. Institution hereby acknowledges and
agrees that UBC shall have no payment obligations
hereunder until such time as said payments are
received by UBC from Sponsor. UBC shall
exercise reasonable efforts to ensure timely receipt
of those payments from Sponsor.

5.4 Vyse uvedené castky kompenzace jsou netto.
Instituce timto bere na védomi a zavazuje se, Ze
spole¢nost UBC nebude mit podle této dohody
zadné platebni povinnosti az do doby, kdy budou
uvedené platby prijaty spole¢nosti UBC od
zadavatele. Spole¢nost UBC vyvine piimétené
usili, aby zajistila v€asné pfijeti téchto plateb od
zadavatele.

5.5 A “complete and evaluable subject" is
defined as follows:

a) the subject has been included in the Trial
according to the relevant
inclusion/exclusion criteria mentioned in
the Protocol;

5.5 ,,Dokonéeny a hodnotitelny subjekt™ je
definovan takto:

a) subjekt byl zatazen do klinického
hodnoceni podle ptislusnych  kritérii pro
zafazeni/vylouceni uvedenych v
Protokolu,

b) the subject has signed an explicit and
informed consent form which has been

b) subjekt podepsal formular vyslovného a
informovaného souhlasu, ktery byl ziskan

obtained and contains the matters as a obsahuje nalezitosti, jak jsou
warranted and represented in  articles zaruCeny a uvedeny v ¢lancich
4.4.and 4.5; 44a45;
c) all procedures have been performed C) vsechny postupy byly provedeny podle

according to the Protocol and the
Applicable Regulations;

protokolu a platnych piedpist;

d) all data in relation to the subject is
documented in an accurate and complete
manner;  and

d) vsechny udaje vztahujici se k subjektu jsou
zdokumentovany piesné a v tplnosti;

e) a complete Case Report Form (“CRF”) in
relation to the subject has been submitted
to the Sponsor.

e) zadavateli byl predlozen kompletni
formulat pripadu pro zaznamy subjektu
hodnoceni (Case Report Form, CRF).

5.6 All payments hereunder will be made by UBC
to the Institution quarterly, and only for work
actually performed, as verified to the satisfaction of
UBC. UBC and the Sponsor will not assume
payment for non-Trial procedures performed. In the
event any subject enrolled in the Trial is later found
to have violated the eligibility criteria, Institution
shall immediately refund to UBC all payments

5.6 Vsechny plathy instituci podle této smlouvy
budou provadény spolecnosti UBC étvrtletné a to
pouze za praci skute¢né provedenou, jak bude
ovéfeno ke spokojenosti spole¢nosti  UBC.
Spoleénost UBC a zadavatel neposkytnout platbu
za postupy provedené mimo ramec klinického
hodnoceni. V pfipadé¢ pozdéjsSiho zjisténi, ze
kterykoli subjekt zatazeny do klinického hodnoceni
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made by UBC to the Institution for such subject.
Neither UBC nor the Sponsor shall further have
any liability to pay the Institution for any costs,
procedures or CRFs completed, or sums
whatsoever for such subject.

nespliioval kritéria pro zatazeni, refunduje instituce
spole¢nosti  UBC  okamzit¢ vSechny platby
provedené spole¢nosti UBC instituci za tento
subjekt. Ani spole¢nost UBC ani zadavatel nemaji
povinnost  uhradit instituci zadné naklady,
provedené postupy ¢i CRF nebo jakékoli ¢astky za
takovy subjekt.

5.7 Ten percent (10%) of the total cost per subject
visit will be deducted from each of payments, as
specified in the payment table, as a holdback. The
accumulated holdback amount will be paid to the
Institution at completion of the Trial after UBC has
confirmed that all data has been entered in the e-
CRF and all queries have been resolved, and the
case report form has been signed by the
Investigator and delivery or return to Sponsor of all
documents, information, data and materials to be
delivered or returned under this Agreement

5.7 Deset procent (10 %) z celkovych nakladi na
navs§tévu subjektu bude odecteno z kazdé platby,
jak je uvedena v tabulce plateb, jako rezerva.
Kumulovand rezervni ¢astka bude vénovana
instituci pfi dokonceni klinického hodnoceni pote,
co spoleénost UBC potvrdi, Ze byla do
elektronického CRF zadana v8echna data, byly
vyfeSeny vSechny dotazy a zkouSejici podepsal
formulat ptipadu, jenz byl dorucen nebo vracen
zadavateli  spolu  se  vSemi  dokumenty,
informacemi, daty a materialy, které maji byt
dodany nebo vraceny na zakladé této smlouvy

5.8 The Institution will receive reimbursement for
travel costs incurred by subjects participating in the
Trial up to a maximum amount of 50 EUR per
subject per visit. The Institution will receive
reimbursement from UBC based on invoice issued
by the Institution and based on the adequate
documentation (e.g. public transport tickets) or in
case of use of a private vehicle by the subject, travel
expenses shall be reimbursed per travelled kilometer
(at a rate of 10 CZK per covered kilometer, with a
maximum of 50 EUR per subject per visit). Base for
an invoice has to be approved by The Sponsor / UBC
and forwarded to the Institution UBC will validate
sent invoice and the accompanying documentation
and evidence and upon satisfaction will reimburse
according to the payment details in Article 5.10 of
the Agreement. If the subject travel fees exceed the
maximum of 50 EUR per subject per visit, the
Institution will invoice those costs beyond the 50
EUR to UBC upon prior written approval of UBC
project manager, without the need for amending the
Agreement

The Institutions will pay subjects travel expenses
through Institutions retrospectlively after receiving
of payment from UBC.

5.8 Instituce obdrzi nahradu za cestovni naklady
vzniklé subjektim castnicim se klinického
hodnoceni az do maximalni vyse 50 EUR za
subjekt a navstévu. Instituce obdrzi thradu od
spole¢nosti UBC na zakladé¢ faktury vystavené
instituci na zdkladé odpovidajicich dokladi
(jizdenky vetejné dopravy) nebo v piipadé pouziti
soukromého vozidla subjektem budou uhrazeny
cestovni vydaje podle ujetych kilometra (ve vysi
10 CZK za hrazeny kilometr, do maximalni vyse
50 EUR za subjekt a navstévu). Doklady pro
vystaveni faktury musi byt sponzorem /spole¢nosti
UBC odsouhlaseny a piedany instituci. Spole¢nost
UBC oveéfi zaslanou fakturu, doprovodné doklady a
dukazy a v ptipadé splnéni podminek ji uhradi v
souladu s platebnimi udaji uvedenymi v ¢lanku
5.10 této smlouvy. Pokud cestovné subjektu
prevysi maximalni ¢astku 50 EUR za subjekt a
navstévu, bude instituce fakturovat tyto naklady
nad 50 EUR spolecnosti UBC po piredchozim
pisemném schvaleni projektovym manazerem
spole¢nosti UBC bez nutnosti dodatku Kk této
smlouve. Instituce vyplati cestovni nahrady
subjektim ptes pokladnu Instituce zpétné po
uhradé faktury spole¢nosti UBC.

5.9 The Ethics Committee fee are paid separately
paid by UBC.

5.9 Poplatek etické komise uhradi spole¢nost UBC
samostatné.
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5.10 UBC will send the Institution on a quarterly
basis adequate documents in order for Institution to
issuing the invoice..

UBC will pay the invoice within 45 days of receipt
and verification of a proper invoice. Base for
issuing an invoice will be sent by UBC to:

5.10 Spole¢nost UBC =zasle instituci ctvrtletni
ptiméfené podklady, na zaklad¢é kterych instituce
vystavi fakturu. Po obdrzeni vystavené faktury
proplati spolec¢nost UBC takovou fakturu do 45 dnu
od obdrZeni a ovéteni spravnosti faktury. Podklady
pro vystaveni faktury budou spole¢nosti UBC
zasilany na adresu:

All payments will do not include VAT. UBC pays
VAT, if so required by applicable law, and if the
Institution will charge VAT and indicate on the
invoice, which must be fully consistent with the
relevant tax laws

Vsechny platby neobsahuji DPH. UBC zaplati
DPH, pokud tak bude vyzadovano ptislusnym
zakonem a pokud instituce bude DPH uctovat a
uvadét na faktute, coz musi byt pIné€ v souladu
S ptislusnymi dafiovymi zakony

Invoices shall be addressed to Taiho Oncology Inc
(EIN number: 32-0028825) and sent to UBC at the
following address:

Faktury by mely byt adresovany spole¢nosti Taiho
Oncology Inc, DIC: 32-0028825 a odeslany do
spole¢nosti UBC na adresu:

UBC Late Stage (UK) LTD

UBC Late Stage (UK) LTD

Attention: | NN Project Manager

K rukam: NN Project Manager

Address: 26-28 Hammersmith Grove, London,
W6 7HA United Kingdom

Reg.No.: 06776534

VAT No.: 946 1771 02

Adresa: 26-28 Hammersmith Grove, London,
W6 7HA United Kingdom

ICO: 06776534

DIC.: 946 1771 02

All previously unpaid costs shall be invoiced
within one month of termination of the Trial to
ensure payment. Neither UBC nor Sponsor will be
liable for any payment to Institution or Investigator
where a request is made in a time period greater
than one month after termination of Trial.

Aby byla platba zajisténa, budou vSechny do té
doby neuhrazené naklady fakturovany béhem
jednoho mésice po ukonéeni klinického hodnoceni.
Ani spole¢nost UBC ani zadavatel nebudou povinni
provést zadnou platbu instituci ani zkousejicimu,
pokud Zadost byla podana v del$im ¢asovém tseku,
nez je jeden mésic po ukonéeni Klinického
hodnoceni.

Payments will be made to the Institution’s bank
account:

Platby budou provedeny na bankovni tuéet instituce:

Institution and Investigator acknowledge that
Institution is the sole recipient of payment under this
Agreement and that no separate or additional

Instituce a zkousejici berou na védomi, ze jedinym
ptijemcem plateb podle této smlouvy je instituce, a
ze nebudou provedeny zadné samostatné nebo
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payment will be made to either Investigator or
Institution, or to any other person or entity for
services provided in connection with this
Agreement.

dodate¢né platby za sluzby provedené podle této
smlouvy ani zkousejicimu ani instituci ani kterékoli
jiné osob¢ nebo spolecnosti.

By signing this Agreement the Institution and the
Investigator agree that the Sponsor and its affiliates
and subsidiaries may disclose specific information
related to this Trial including, without limitation,
the name of the Institution, its location, the name of
the Investigator providing services under this Trial
and information relating to any transfers of value
(whether in money or otherwise) made to the
Institution or the Investigator pursuant to this Trial
if the Sponsor is required to disclose such
information  pursuant to applicable laws,
regulations, industry codes of practice or court
order.

Podpisem této smlouvy souhlasi instituce a
zkouSejici S tim, Ze zadavatel, jeho pobocky a
dcefiné spolecnosti mohou zvefejnit konkrétni
informace vztahujici se Kktomuto klinickému
hodnoceni, véetné, bez omezeni, nizvu instituce,
jejiho sidla, jména zkousejiciho poskytujiciho
sluzby vramci tohoto klinického hodnoceni a
informace tykajici se piipadnych ptevodid hodnot
(at’ uz penéznich nebo jinych) ve prospéch instituce
nebo zkousejiciho podle tohoto klinického
hodnoceni, pokud je zadavatel povinen zveiejnit
tyto informace v souladu s platnymi zakony,
ptedpisy, kodexy nebo soudnim ptikazem.

6. Participation in the Trial

6. Uéast v Klinickém hodnoceni

6.1 The Site’s participation in the Trial and the
Trial itself will begin on the occurrence of all of the
following:

6.1 Ucast pracoviité v klinickém hodnoceni a
vlastni klinické hodnoceni zapo¢ne, jakmile nastanou
vSechny z nasledujicich skuteCnosti:

1) the Site’s agreement to these terms and conditions,
which will be in effect throughout the Site’s
participation in the Trial,

i) pracovisté souhlasi S témito podminkami, které
budou uc¢inné po dobu tucasti pracovisté v klinickém
hodnoceni;

il) Investigator’s submission of all necessary (and
properly completed) regulatory documents that will
be provided to UBC and/or Sponsor;

i) zkousSejici predlozi vSechny potiebné (a fadné
vyplnéné) regulacni dokumenty spole¢nosti UBC
anebo zadavateli,

iii) approval from the appropriate Ethics Committee
(s) and relevant local authorities; and

iil) prislusna eticka komise (etické komise) a
piislusné mistni Gfady vyslovi souhlas; a

iv) the initiation visit, if any.

iv) prob&hne tivodni navstéva, pokud je planovana.

6.2 The Sponsor hereby agrees that in connection
with this trial does not conclude any other contract
with any employee of the Institution.

6.2 Zadavatel se timto zavazuje, ze v souvislosti s
timto klinickym hodnocenim neuzavie Zadnou jinou
smlouvu s Zadnym zaméstnancem instituce.

7. Intellectual Property Rights

7. Prava k dusevnimu vlastnictvi

7.1 The sole and exclusive rights to any all
patents, trade marks, trade names, service marks,
domain names copyrights, moral rights, rights in
and to databases (including rights to prevent the
extraction or reutilization of information from a
database), design rights, topography rights and all
rights or forms of protection of a similar nature or
having equivalent or the similar effect to any of
them which may subsist anywhere in the world,
whether or not any of them are registered and
including applications for registration of any of
them, in all material data, information, ideas,
discoveries, developments innovation, discovery or
invention, suggestions of any kind and other products

7.1 Vyhradni a exkluzivni prava na vsSechny
patenty, obchodni znamky, obchodni nazvy, servisni
znacky, copyright na nazvy domén, moralni prava,
prava na a k databazim (vCetné prava zabranit vynéti
nebo opétovnému pouziti tdaji z databaze), prava na
design, topograficka prava a vsechna prava nebo
formy ochrany podobné povahy nebo majici
ekvivalentni nebo podobny u¢inek na kterékoli z nich,
ktera mohou existovat kdekoli na svété, at' jsou
registrovana ¢i nikoli, vcetné ptihlasek k registraci
kteréhokoli z nich, vsechna materidlova data,
informace, myslenky, objevy, vyvojové inovace,
objev ¢i vynalez, navrhy jakéhokoli druhu a jiné
dusevni produkty, at’ jsou patentovatelné ¢i nikoli,
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of the mind whether patentable or not, created,
produced or obtained during the conduct of the Trial
or otherwise arising out of the use, misuse of
modification of the respective drug provided under
this Agreement (the “Inventions”) are to be
considered “work made for hire”” or shall be similarly
protected where the applicable law does not recognize
the concept of “work made for hire” and will be and
become the sole and exclusive property of, the
Sponsor or where it is not possible under applicable
law, the Investigator and/or the Institution hereby
grant the Sponsor an exclusive, unlimited and
transferable (incl. sub licensable) licence to any use of
such Inventions anywhere in the world for the whole
duration of the respective Inventions. Should
patentable results be obtained during the Trial, the
Institution and the Investigator shall promptly notify
the Sponsor in writing of any Inventions, and, at the
Sponsor’s  requests, the Institution and the
Investigator shall assign all rights, titles and interests
in and to any such Inventions to the Sponsor and
provide reasonable assistance to the Sponsor to obtain
patents, if relevant. The Institution and Investigator,
without  further ~ compensation  other  than
compensation set forth in Article 5 Payment above,
will perform necessary cooperation to assist the
Sponsor in preparing and filing any patent
applications and enforcing any patents covering the
Inventions, or in otherwise perfecting its rights over
Inventions as defined under this Ageement thereto.
Such application, if any, shall be filed and prosecuted
exclusively by the Sponsor. The Institution and the
Investigator shall not make any filings or registrations
in respect of any patents or other intellectual property
rights arising out or in connection with this
Agreement in the Czech Republic or any other
jurisdiction.

vytvoiené, vzniklé nebo ziskané v pribéhu klinického
hodnoceni nebo jinak vzniklé pouzitim, zneuzitim &i
upravou pfislusného 1éku poskytnutého podle této
smlouvy (,vynalezy) budou povazovany za
vysledek ,.dila na zakazku“ nebo budou podobné
chranény tam, kde platny zakon neuznava koncept
»dila na zakazku“ a budou ve vyhradnim a
exkluzivnim vlastnictvi zadavatele, nebo tam, kde to
neni mozné na zakladé platnych pravnich piedpist,
zkousejici  nebo instituce ud€luje  zadavateli
exkluzivni, neomezenou a pienositelnou (V<.
sublicencovatelné) licenci na jakékoliv pouziti téchto
vynalezti kdekoli na svét¢ po celou dobu trvani
danych vynalezi. Pokud by byly béhem klinického
hodnoceni ziskany patentovatelné vysledky, upozorni
instituce a zkousejici okamzité pisemné zadavatele na
jakékoli vynalezy a na Zzadost zadavatele postoupi
instituce a zkousejici vsechna prava, naroky a podily
v takovych vynalezech a k nim zadavateli a
poskytnou zadavateli nalezitou soucinnost k ziskani
patentu, pfipada-li to v tvahu. Instituce a zkousejici
poskytnou bez jiné kompenzace, nez je kompenzace
uvedend Ve vySe uvedeném ¢lanku 5 (Plathy)
nezbytnou soué¢innost potfebnou k pomoci zadavateli
Vv piipravé a podani jakékoli patentové piihlasky a k
uplatnéni patentll pokryvajicich vynalezy, nebo
jinému posileni souvisegjicich prav  vzniklych
v souvislosti s provadénim klinického hodnoceni dle
této smlouvy. Takova piihlaska, existuje-li, bude
podana a soudné uplatiiovana vyluéné zadavatelem.
Instituce ani zkousejici nepodaji ani nebudou zadat o
registraci jakychkoli patenti nebo jinych prav k
dusevnimu vlastnictvi vzniklych v souvislosti s touto
smlouvou v Ceské republice nebo v oblasti jiné
soudni prislusnosti.

8. Confidentiality

8. Duvérnost

8.1 The Protocol, the name of the Investigational
Drug, the completed Case Report Forms (“CRF”)
and any other data, records, reports or information
disclosed by or on behalf of the Sponsor or UBC to
the Site or generated as a result of, or in relation to,
the Trial (hereafter “Confidential Information™)
shall be or become the sole and exclusive property
of the Sponsor and may be used by the Sponsor in
any manner whatsoever.

8.1 Protokol, nazev hodnoceného piipravku,
vyplnéné formulaie piipadu (,,CRF“) a vSechna
ostatni data, zdznamy, zpravy nebo informace
predané zadavatelem nebo spole¢nosti UBC nebo
jejich zastupci instituci nebo vzniklé jako vysledek
klinického hodnoceni ¢i v souvislosti s klinickym
hodnocenim (dale jen ,davérné informace*)
budou nebo stanou se vyhradnim a exkluzivnim
vlastnictvim zadavatele a mohou byt zadavatelem
pouzity jakymkoli zptisobem.
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8.2 The Site shall retain in confidence all the
articles and proprietary data and/or information
obtained from the Sponsor or/UBC or generated
pursuant to the Trial or in relation to it including, but
not limited to, the Protocol, the name of the
Investigational Drug, the Investigational Drug, the
completed CRF the Investigator's brochure, the
interim results and any data, records, reports or other
information or material disclosed by or on behalf of
the Sponsor or UBC to the Site under the confidential
disclosure agreements previously entered into
between the parties are Sponsor’s confidential
information Said Confidential Information shall be or
become the sole and exclusive property of the
Sponsor and may be used by the Sponsor in any
manner whatsoever. The Site agrees and assures that
only those directly concerned (the Site and its
respectivce employees, contractors and agents
involved in the Trial by the Site ) shall have access to
the Confidential Information. and that Confidential
Information will not be disclosed to any third parties
without the Sponsor’s prior consent in writing,
including without limitation, the media or any
financial, securities or industry analyst, nor use it for
any purpose other than for duties related to this Trial.
The Site agrees to notify the Sponsor or UBC
immediately upon discovery of any loss or
compromise of Confidential Information.

8.2  Pracovisté uchova Vv tajnosti vsechny polozky a
vlastnické udaje anebo informace ziskané od
zadavatele nebo spolecnosti UBC ¢i vytvofené pri
provadéni Klinického hodnoceni ¢i v souvislosti s
nim, véetné mimo jiné protokolu, nazvu hodnoceného
ptipravku, pfipravku, vyplnénych CRF, pfirucky
zkousejiciho, piedbéznych vysledkd a jakychkoli
udaji, zdznam1, zprav ¢i jinych informaci predanych
zadavatelem nebo spolecnosti UBC nebo jejich
zastupci pracovisti v souladu s dohodami 0 zachovani
dtvérnosti uzavienych mezi stranami jako dtvérné
informace zadavatele. Uvedené duvérné informace
budou nebo stanou se vyhradnim a exkluzivnim
vlastnictvim zadavatele a mohou byt zadavatelem
pouzity jakymkoli zptisobem. Pracovisté souhlasi a
zajisti, aby Kk divérnym informacim mély pristup
pouze osoby pitimo zapojené (pracovisté a jeho
ptislusni pracovnici, smluvni partneti a zastupci
zapojeni pracovistém do klinického hodnoceni) a aby
nebyly divémé informace odhaleny zadné tieti strané
bez ptedchoziho pisemného souhlasu zadavatele,
véetné mimo jiné médii nebo jakychkoli finan¢nich ¢i
odvétvovych analytikdl ¢i analytikii cennych papirt
ani nebyly pouzity za jakymkoli jinym tcelem, nez
jsou ukony souvisejici s timto klinickym hodnocenim.
Pracovisté se zavazuje, Zze upozorni zadavatele nebo
spole¢nost UBC okamzité po zjisténi jakékoli ztraty
nebo ohrozeni divérnych informaci.

8.3  Confidential
information that:

Information does not include

8.3  Duvérné informace nezahrnuji informace:

) is or becomes a matter of public knowledge
through no fault of the Site; or

1) které jsou nebo se stanou vetejné znamymi,
aniz by k tomu doslo zavinénim ze strany
pracovistg;

i)  the Site can prove was known in its entirety,
prior to receipt from the Sponsor or UBC to the Site,
without any obligation of confidentiality to the
Sponsor or UBC, as proved by prior written records;
or

i) U nichz pracovist¢ mize prokazat, Ze mu
byly v tplnosti znamy pted jejich piedanim
zadavatelem nebo spole¢nosti UBC pracovisti, bez
jakychkoli zavazki mlcenlivosti vuci zadavateli

vvvvvv

pisemnymi zadznamy,

iii)  the Site can prove was disclosed to the Site in
its entirety by a third party who is not under any
obligation of confidentiality to the Sponsor or UBC.

i) U nichz mize pracovisté prokazat, ze byly v
uplnosti pracovisti odhaleny tfeti stranou, ktera
nema zadny zavazek mlcenlivosti vi¢i zadavateli
nebo spolecnosti UBC.

8.4 If the Site is requested to disclose
Confidential Information by a lawful, judicial or
government order, the Site shall, as soon as
practicable prior to such disclosure, give the Sponsor
and UBC sufficient prior notice and reasonable

8.4 Pokud je pracovist¢ pozadano 0 zvefejnéni
duvérnych informaci zakonnym, soudnim nebo
vladnim ptikazem, pracovisté poskytne zadavateli
nebo spolecnosti UBC, jakmile to bude proveditelné
pted takovym zvefejnénim, piedchozi upozoméni a
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assistance to contest such order. The Site agrees to
cooperate as necessary with the Sponsor/UBC in
seeking any protective (security) court order. The Site
shall, at any time, disclose only the minimum of the
Confidential Information requested. Disclosure in
accordance with the foregoing sentence neither
releases the respective information from its
confidential status nor permits any further or other
disclosure of the respective information.

nalezitou souCinnost pii rozporovani takového
ptikazu. Pracovisté se zavazuje, ze poskytne
zadavateli nebo spolecnosti UBC nezbytnou

soucinnost V Usili ziskat ochranny (bezpecnostni)
soudni prikaz. Pracovisté¢ vzdy zvefejni pouze
minimum  pozadovanych divérnych informaci.
Zvetejnéni podle piedchozi véty ani neuvoliuje
pfislusné informace ze stavu dbvérnosti, ani
nedovoluje jakékoli dalsi nebo jiné zvefejnéni
piislusné informace.

85 The obligations of confidentiality shall be
effective for ten (10) years after the termination or
expiration of this Agreement or such longer period as
required by applicable law of the Czech Republic.

85 Zavazek mlicenlivosti bude u¢inny po dobu
deseti (10) let po ukonCeni této smlouvy nebo
uplynuti doby, na kterou byla uzaviena, nebo po delsi
obdobi tak, jak vyzaduji platné zakony Ceské

republiky.
8.6 The Site shall limit the disclosure of the | 8.6 Pracovist¢ omezi zvefejnéni davérnych
Confidential Information received hereunder to only | informaci ziskanych podle tohoto dokumentu

those of its staff who are bound by a written
agreement with terms equivalent to, or more stringent
than, this Agreement and who are directly involved
with the Trial and only on a need to know basis. The
Site shall advise its staff, upon disclosure to them, of
any Confidential Information of the proprietary
nature thereof and the terms and conditions of this
Agreement, and shall use all reasonable safeguards to
prevent any unauthorized use or disclosure by such
staff. The Site is responsible for any breach of these
confidentiality provisions by its staff.

pouze na ty své pracovniky, ktefi jsou vazani
pisemnou dohodou s podminkami ekvivalentnimi
nebo ptisngj$imi, nez jsou uvedeny v této smlouve,
a ktefi jsou piimo zapojeni do klinického
hodnoceni, a to pouze v rozsahu, ktery je nezbytny.
Pii zvetejnéni jakychkoliv divémych informaci
upozorni pracovisté své pracovniky na vlastnickou
povahu téchto informaci a na podminky této
smlouvy a provede vSechna nalezita opatieni, aby
zabranilo jejich zneuziti nebo zvefejnéni témito
pracovniky. Pracovisté je odpovédné za jakékoli
poruseni téchto ustanoveni 0 davérnosti Svymi
pracovniky.

8.7 Subject to the applicable legal and regulatory
requirements, the Site agrees to promptly return to
the Sponsor/UBC, upon its request, all Confidential
Information obtained from the Sponsor/UBC or
belonging to the Sponsor pursuant to this Agreement.

8.7 Podle platnych zakonnych a regulaénich
pozadavka se pracovisté zavazuje, ze okamzité vrati
zadavateli nebo spole¢nosti UBC na jejich Zadost
vSechny davémé informace ziskané od zadavatele
nebo spole¢nosti UBC nebo patiici zadavateli podle
této smlouvy.

8.8 The Site acknowledges and expressly agrees
that any disclosure of Confidential Information in
violation of this Agreement would be detrimental to
the Sponsor's business and cause it irreparable harm
and damage.

8.8  Pracovisté bere na védomi a vyslovné souhlasi
S tim, ze jakékoli odhaleni divémych informaci v
rozporu s touto smlouvou by bylo k 4jmé podnikani
zadavatele a zptsobilo by mu nenapravitelné $kody.

8.9 Nothing in this Agreement, the Site’s
participation in the Trial or in the furnishing of
Confidential Information by UBC or the Sponsor,
will be construed as giving the Institution and/or
Investigator any right, title, interest in or ownership
of any Confidential Information.

8.9 Nic v této smlouve, ucast pracovisté Vv
klinickém hodnoceni nebo poskytnuti davérnych
informaci spole¢nosti UBC nebo zadavatelem
nebude vykladano jako poskytnuti jakéhokoli prava
¢i naroku na jakékoli daveérné informace ¢i na podil
na jejich vlastnictvi instituci anebo zkousejicimu.
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8.10 Subject to the confidentiality provisions of this
Article, the Institution shall have a non exclusive,
non-transferable and non-assignable right to use the
data from the Trial for the purpose of purely
internal and non commercial research and teaching.

8.10 Podle ustanoveni 0 davérnosti v tomto ¢lanku
bude mit instituce nevyluéné, nepienositelné a
nepostoupitelné pravo na pouziti dat z klinického
hodnoceni za 1ucelem Cist¢ interniho a
nekomercniho vyzkumu a vyuky.

9. Publication

9. Zverejnéni

9.1 The Institution and the Investigator shall be free
to publish, present, or use any Data and results
arising out of its performance of the Protocol
(individually, a “Publication”). At least thirty (30)
days prior to submission for Publication, the
Institution and/ or the Investigator shall submit to
Sponsor for review and comment any proposed oral
or written Publication ("Review Period"). The
Institution and/or the Investigator will consider any
such comments in good faith but are under no
obligation to incorporate Sponsor’s suggestions.
The Review Period for abstracts or poster
presentations shall be thirty (30) days. If during the
Review Period, Sponsor notifies the Institution
and/or the Investigator in writing that: (i) it desires
patent applications to be filed on any inventions
disclosed or contained in the disclosures, the
Institution and the Investigator will defer
Publication for a period not to exceed sixty (60)
days, to permit Sponsor to file any desired patent
applications; and (ii) if the Publication contains
Sponsor’s Confidential Information as defined in
Section 8 and Sponsor requests the Institution
and/or the Investigator in writing to delete such
Sponsor’s Confidential Information, the Institution
and the Investigator agree to delete such Sponsor’s
Confidential Information only to the extent such
deletion does not preclude the complete and
accurate presentation and interpretation of the Trial
results.

9.1 Instituce a =zkouSejici musi mit moznost
publikovat, prezentovat nebo pouzivat veskeré
udaje a vysledky vyplyvajici z provadéni protokolu
(jednotlivé jako ,,zvetejnéni®). Nejméné tiicet (30)
dni pfed podanim ke zvetejnéni piedlozi instituce
nebo zkousejici zadavateli ke kontrole a
pfipominkovani veSkeré¢ navrhované ustni i
pisemné materialy ke zvefejnéni  (,,obdobi
kontroly*). Instituce nebo zkousejici zvazi veskeré
obdrzené piipominky v dobré vite, ale neni jejich
povinnosti zaclenit navrhy zadavatele. Obdobi
kontroly u abstrakti nebo posterti je tiicet (30) dni.
Pokud béhem obdobi kontroly zadavatel oznami
pisemné instituci nebo zkousejicimu, ze: (i) je tieba
podat patentové piihlasky na vSechny vynalezy
zvetejnéné nebo obsazené v informacich, instituce a
zkousejici odlozi zvefejnéni po dobu nepiesahujici
Sedesat (60) dnu, ktera umozni zadavateli podat
veskeré patentové prihlasky a (ii) v pfipadé, ze
zvetejnéni obsahuje duvérné informace zadavatele,
jak jsou definovany v oddilu 8, a zadavatel pisemné
pozaduje, aby instituce nebo zkousejici odstranili
takovéto duvérné informace zadavatele, souhlasi
instituce a zkousejici, Ze odstrani takovéto daveérné
informace zadavatele pouze v rozsahu, ktery
nebrani Uplné a presné prezentaci a interpretaci
vysledki klinického hodnoceni.

9.2. Notwithstanding any other provisions in this
Agreement , if this Trial is part of a multi-center
clinical trial, the Institution and the Investigator
agree that that they shall not, without the Sponsor’s
prior written consent, independently publish,
present or otherwise disclose any results of or
information pertaining to the Institution’s and the
Investigator’s activities conducted under this
Agreement until a multicenter publication is
published; the first Publication of the results of the
Trial shall be made in conjunction with the

9.2. Bez ohledu na ostatni ustanoveni této smlouvy,
pokud je toto klinické hodnoceni soucasti
multicentrického klinického hodnoceni, souhlasi
instituce a zkouSejici S tim, Ze nesméji bez
predchoziho pisemného souhlasu zadavatele
samostatné publikovat, prezentovat nebo jinak
sdélovat zadné vysledky nebo informace tykajici se
aktivit dané instituce a zkousSejiciho provadénych
podle této smlouvy, dokud nebude zvefejnéna
multicentricka publikace. Prvni zvefejnéni vysledkl
klinického hodnoceni musi byt provedeno ve
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presentation of a joint multi-center Publication of
the Trial results with the Investigators from all sites
contributing Data, analyses, and comments.
However, the Institution and/or the Investigator
may publish the Data and Trial results individually
in accordance with this Section 9 upon first
occurrence of one of the following: (i) multi-center
Publication is published; (ii) no multi-center
publication is submitted within eighteen (18)
months after conclusion, abandonment, or
termination of the Trial at all sites; or (iii) Sponsor
confirms in writing there will be no multi-center
Publication.

spojitosti s prezentaci spoleéného multicentrického
zvetejnéni vysledki klinického hodnoceni od vsech
zkousejicich ze vSech pracovist piispivajicich daty,
analyzami a komentafi. Nicméné instituce nebo
zkousejici mohou zvefejnit udaje a vysledky
klinického hodnoceni individualné v souladu s timto
oddilem 9, pokud poprvé nastane jedno
z nasledujiciho vyétu: (i) multicentricka publikace
je zvefejnéna; (ii) zddna multicentricka publikace
neni podana b&hem osmnacti (18) mésici po
uzavieni, pieruSeni nebo ukonCeni Kklinického
hodnoceni ha v8ech pracovistich nebo (iii) zadavatel
pisemné potvrdi, ze se nebude zadna multicentricka
publikace vydavat.

9.3 Upon completion of the Trial , and prior
publication of the final multi-center data, the
Institution and/ or the Investigator may prepare the
data derived from the Trial for publication. Such
data will be submitted to the Sponsor for review
and comment prior to publication. In order to
ensure that the Sponsor will be able to make
comments and suggestions where pertinent,
material for public dissemination will be submitted
to the Sponsor for review at least ninety (90) days
(or the time limit specified in the Protocol if
longer) prior to submission for publication, public
dissemination, or review by a publication
committee.

9.3 Po dokonceni klinického hodnoceni a pted
zvefejnénim konecnych multicentrickych udajt
miaze instituce nebo zkouSejici pfipravit ke
zvefejnéni udaje odvozené z klinického hodnoceni.
Takové udaje budou pted zvefejnénim predany
zadavateli ke kontrole a pfipominkovani. Aby se
zajistilo, ze zadavatel bude moci vznaset
pfipominky a naméty, kde je to relevantni, bude mu
material pro vefejné Sifeni predlozen k posouzeni
nejméné devadesat (90) dnu (nebo po dobu
stanovou v protokolu, pokud je delsi) pied
odevzdanim ke zvefejnéni, vefejnému Sifeni nebo
k ptezkumu publika¢nimu vyboru.
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9.4. The |Institution and the Investigator
acknowledge that the Sponsor may present at
symposia, national or regional professional
meetings, and publish in journals, theses or
dissertations, or otherwise of their own choosing,
methods and results of the Trial and in particular,
but without limiting the foregoing, post a summary
of study results in on-line clinical trials register(s)
before or after publication by any other method. In
the event the Sponsor coordinates a multi-center
publication, the participation of the Investigator or
other representatives of the Institution as a named
author shall be determined in accordance with the
Sponsor’s policy and generally accepted standards
for authorship. If the Investigator or other
representatives of the Institution is a named author
of the multi-center publication, such person shall
have access to the Trial data from all Trial sites as
necessary to participate fully in the development of
the multi-center publication.

9.4. Instituce a zkousejici uznavaji, ze zadavatel
muze prezentovat na sympoziich, narodnich nebo
regionalnich odbornych setkanich a publikovat v
Casopisech, tezich nebo diserta¢nich pracich ¢&i
jinak dle vlastniho uvazeni metody a vysledky
klinického hodnoceni a zejména, avSak bez
omezeni, zvetejnovat souhrn vysledka studie v on-
line registru/registrech klinickych hodnoceni pied
nebo po jakémkoli zvefejnéni. V piipade, ze
zadavatel koordinuje multicentrickou publikaci,
stanovi se ucast zkouSejiciho nebo jinych
predstaviteld instituce jako jmenovité uvedenych
autorti v souladu s politikou zadavatele a obecné
uznavanymi normami pro autorstvi. V ptipadé, ze
jsou zkousejici nebo dalsi zastupci instituce
jmenovit¢ uvedenymi autory  multicentrické
publikace, musi mit tyto osoby pfistup k tdajum
klinického  hodnoceni ze vSech pracovist
hodnoceni, nebot’ je nezbytné nutné cele se ucastnit
tvorby multicentrické publikace.

10. Publicity

10. Publicita

10.1 No press statements by the Institution and/or
the Investigator regarding the Trial may be released
without the prior written consent of the Sponsor.
During and after the Trial, the Institution and/or the
Investigator may receive inquiries from reporters or
financial analysts. The Institution and the
Investigator (as the case may be) shall confer with
the Sponsor before responding to any such inquiry.
The Institution and the Investigator shall not use
the name of the Sponsor or of UBC or any of their
employees, contractors or agents in any advertising
or sales promotional material or in any publication
without such party’s prior written consent.

10.1 Bez piedchoziho pisemného souhlasu
zadavatele neposkytnou instituce ani zkousejici
zadna tiskova prohlaseni tykajici se klinického
hodnoceni. Béhem klinického hodnoceni a po jeho
skon¢eni muze instituce a zkousejici obdrzet dotazy
od novinai a finan¢nich analytikd. Instituce ¢i
zkousejici se pred odpovédi na takové dotazy
poradi se zadavatelem. Bez ptedchoziho pisemného
souhlasu pfislusné strany nepouzije instituce ani
zkousejici nazev zadavatele nebo spole¢nosti UBC
ani  jméno zadného 1z jejich zaméstnancu,
smluvnich partnerti ¢i zastupcii v jakékoli reklame
nebo v propaga¢nim materialu, ani v zadné jiné
publikaci.

11. Datastorage

11.  Uchovavani udaji

11.1 UBC is authorised hereby to store the personal
data of the Agreement electronically on behalf of
Sponsor, if applicable for the conduct of the Trial.
The data shall be used to conduct especially payment
in accordance with this Agreement. Data shall be
deemed to be Confidential Information subject to the
obligations of confidentiality set forth in clause 8 of
this Agreement. The Investigator hereby authorises
UBC and the Sponsor to store and process the
Investigator’s personal data in accordance with

11.1  Spoleénosti UBC se timto povoluje, aby v
zastoupeni zadavatele uchovavala osobni tudaje
souvisejici se smlouvou Vv elektronické forme, pokud
je to pouzitelné pro vedeni klinického hodnoceni.
Udaje budou pouzity zejména k provadéni plateb
podle této smlouvy. Udaje budou povazovany za
duvérné informace podléhajici zavazku mléenlivosti
uvedenému Vv odstavci 8 této smlouvy. Zkousejici
timto povoluje spolecnosti UBC a zadavateli, aby
uchovavali a zpracovavali osobni idaje zkousejiciho
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applicable requirements of the laws of the Czech
Republic.

v souladu se zikonnymi pozadavky platnymi v Ceské
republice.

11.2  The Site shall have the following record
keeping and reporting obligations:

112 Pracovisté bude mit pti uchovavani zaznamu
a podavani hlaseni nasledujici povinnosti:

i) preparation and maintenance of
complete, accurately written records, accounts, notes,
reports and data related to the Trial under this
Agreement; and

i) piiprava a uchovavani uplnych a
spravnych pisemnych zaznami, uctl, poznamek,
zprav a udaji vztahujicich se ke klinickému
hodnoceni podle této smlouvy;

i) preparation and submission to the
Sponsor and UBC (in a periodic and timely manner
during the term of this Agreement) of all raw data and
other material called for in the Protocol in the form of
properly completed subject CRFs or into an electronic
database (i.e. remote data entry) supplied by the
Sponsor for each subject as provided in the Protocol.
CRFs and the electronic database shall be the
exclusive property of the Sponsor.

i) piiprava a predkladani zadavateli a
spole¢nosti UBC (pravidelné a v¢as po dobu trvani
této smlouvy) vsech nezpracovanych dat a jinych
materialt  vyzadovanych protokolem ve formé
spravné vyplnénych CRF subjekti anebo zaznami do
elektronické databaze (tj. vzdalené zadavani dat)
dodan¢ zadavatelem pro kazdy subjekt, jak je
uvedeno v protokolu. CRF a elektronicka databaze
budou vyluénym vlastnictvim zadavatele.

11.3 The Site further agrees to conduct the Trial and
maintain records and data during and after the term or
the early termination of this Agreement in compliance
with the Protocol and all the applicable legal and
regulatory requirements, but at least ten (10) years or
longer if required by law from the termination of
the Trial.

11.3 Pracovi§té se dale zavazuje, ze provede
klinické hodnoceni a uchova zaznamy a data béhem a
po vyprseni nebo predcasném ukonceni této Smlouvy
v souladu s protokolem a vSemi platnymi zakonnymi
a regulaénimi pozadavky, ale nejméné po dobu deseti
(10) let po ukonceni klinického hodnoceni nebo déle,
pokud tak vyzaduje zakon.

11.4 The Site shall not dispose of any records or
data at any time before the Sponsor has been given
the opportunity to arrange alternative storage or
given its written consent to dispose of such records
or data.

11.4 Pracovisté nezlikviduje zadné zaznamy ¢i data
piedtim, nez bude mit zadavatel moznost zafidit
alternativni ulozeni anebo dokud neda pisemny
souhlas s likvidaci takovych zaznami nebo dat.

12. Debarment, Financial Disclosure and Anti
- Bribery certification

12.  Vylouceni z profesni organizace, finané¢ni
zverejnéni a protikorupéni certifikace

12.1 The Site represents and warrants, that to the
best of its knowledge none of the persons
performing the Trial is under investigation by the
United States Food and Drug Administration
(“FDA”) or any other foreign equivalent or other
competent authority for disbarment action or is
presently disbarred under either 21 U.S.C. 335a or
any foreign equivalent. The Site further agrees that
it shall not employ, contract with, or retain any
person directly or indirectly to perform services
under this Agreement if such person is disbarred by
the FDA under 21 U.S.C. 335a or any foreign

12.1 Pracovisté¢ uvadi a zaruCuje, ze Mu neni
znamo, ze by néktera z 0sob provadéjicich klinické
hodnoceni byla vysetiovana americkym Utadem
pro kontrolu potravin a 1éciv (Food and Drug
Administration) (,,FDA®) ani zadnym jinym
zahrani¢nim ekvivalentnim nebo jinym pfislusnym
ufadem Vv souvislosti s vyloucenim z profesni
organizace, ani nen Vv soucasnosti vyloucena z
profesni organizace podle zakona 21 U.S.C. 335a ¢i
jiného  ekvivalentniho  zahrani¢niho  zakona.
Pracovisté se dale zavazuje, ze nezaméstna ani
neuzavie smlouvu ani si neponecha zadnou osobu k
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equivalent.. The Site agrees to notify UBC and the
Sponsor immediately upon any inquiry or
commencement of any such proceeding concerning
any such person.

pfimému ¢i nepfimému provadéni sluzeb podle této
smlouvy, pokud je tato osoba vylouéena z profesni
organizace podle zakona 21 U.S.C. 335a ¢i jiného
ekvivalentniho zahrani¢niho zdkona. Pracovisté se
zavazuje, Ze okamzité upozorni spole¢nost UBC a
zadavatele na jakékoliv vySetfovani nebo zahajeni
takového tizeni tykajici se jakékoli takové osoby.

12.2 The Investigator will, and the Site shall ensure
that any individuals involved in the Trial on its
behalf will, fully and promptly comply with any
requests from UBC and/or the Sponsor to disclose
their respective financial interests or arrangements,
in form and substance as required for UBC or the
Sponsor to comply with any legal requirements.

12.2 Zkousejici zajisti a pracovisté je povinno
zajistit, aby vsechny osoby zapojené do klinického
hodnoceni Vv jeho =zastoupeni plné a okamzité
splnily vSechny pozadavky spole¢nosti UBC nebo
zadavatele tykajici se zvefejnéni svych ptislusnych
finanénich z&4jmt nebo dohod, ve formé a ve
smyslu pozadovanych spole¢nosti UBC nebo
zadavatelem k dodrzeni vSech zakonnych
pozadavki.

12.3 The Site represents and warrants that:

12.3 Pracovisté uvadi a zarucuje, ze:

)} it will conduct the Trial in compliance with
all Anti-Bribery Laws (as defined below) and shall
immediately notify the Sponsor and UBC, in the
event either the Institution or the Investigator
becomes aware of any potential or actual breach;

i) bude provadét klinické hodnoceni v souladu
S protikorupénimi zakony (jak jsou definovany
nize) a okamzité upozorni zadavatele a spole¢nost
UBC v piipadé, ze instituce nebo zkousejici zjisti
jakékoli jejich potencialni nebo skute¢né poruseni;

ii) it (and where relevant, its employees) have
and will not directly or indirectly offer to bribe,
pay, or authorize an offer of payment of, money or
anything of value to improperly or corruptly seek to
influence any person (including, without limitation,
any government official) and it has not accepted
and will not accept in the future, any such bribe or
payment, and further that it has not and will not
commit any offence under applicable Anti-Bribery
Laws;

i)  pracovisté (a jeho zaméstnanci, kde to
pfichazi v ivahu) nenabizi ani nenabidne pfimo ¢i
neptimo uplatek, platbu, neschvali nabidku platby
penéz nebo jakékoli cennosti za Gcelem
nevhodného nebo korupéniho ziskani vlivu jakékoli
osoby (v€etné mimo jiné jakéhokoli vladniho
ufednika) a nepfijalo ani nepfijme v budoucnu
zadny takovy uplatek nebo platbu, a dale ze se
nedopustilo ani nedopusti Zadného ptestupku podle
platnych protikorupcnich zakoni;

iii) it (and where relevant, its employees) has not
paid or received and will not pay, offer, or promise
to pay, or request, agree to receive or accept,
directly or indirectly, any Prohibited Payments (as
defined below)

iii) pracovisté (a jeho zaméstnanci, kde to
ptichazi v tivahu) nezaplatilo ani neptijalo platbu,
nabidku ani piislib platby nebo nepozadalo ani
ptimo ¢i nepiimo nesouhlasilo s ptijetim jakychkoli
zakazanych plateb (jak jsou definovany nize)

iv) it (and its employees involved to the trial)
has never been convicted of violating any Anti-
Bribery Laws or any rules or regulations
concerning the purchase or sale of goods or
services to or by any government;

Iv)  pracovisté (a jeho zaméstnanci zapojeni do
Klinického hodnoceni) nikdy nebylo usvédéeno z
poruseni jakychkoli protikorupénich zakont ani
zadnych ptedpist ¢i nafizeni tykajicich se nakupu
¢i prodeje zbozi nebo sluzeb jakoukoli vladou ¢i
jakékoli vlade;

it (and its employees involved to the Trial) has
never been interviewed, deposed or subpoenaed in

V)  pracovisté (a jeho zaméstnanci zapojeni do
Klinického hodnoceni) nikdy nebylo vyslychano,
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connection with any litigation or investigation
involving any Anti-Bribery Laws;

sesazeno ani piedvolano v souvislosti s jakymkoli
sporem nebo  vySetfovanim  tykajicim  se
protikorup¢nich zdkoni;

vi) it (and its employees involved to the Trial)
has never been interviewed, investigated,
prosecuted or convicted of violating any law
governing donations, contributions, honoraria or
any other form of remuneration to any government
official or private person; and

vi)  pracovisté (a jeho zaméstnanci zapojeni do
Klinického hodnoceni) nikdy nebylo vyslychano,
vySetfovano, obzalovano nebo usvédéeno z
poruseni jakychkoli zakonl upravujicich dary,
ptispévky, odmény nebo jakoukoli jinou formu
nahrad jakémukoli vladnimu tfedniku ¢i soukromé
0s0b¢;

vii) it will immediately notify the Sponsor and
UBC in the event of any debarment, voluntary
exclusion, charge or criminal conviction of any of
the persons performing the Trial under this
agreement  (including  where relevant, its
employees, contractors, agents and any other
relevant third parties).

vii) okamzit¢ upozorni zadavatele a spolec¢nost
UBC v pfipad¢ jakéhokoli vylouceni z profesni
organizace, dobrovolného vylouéeni, obvinéni nebo
usvédCeni z trestného ¢inu u kterékoli z 0sob
provadéjicich  klinické hodnoceni podle této
smlouvy (ptipadné vcetné svych zaméstnanct,
smluvnich partnerti, zastupct a dalSich ptislusnych
tketich stran).

For the purposes of this Agreement, the following
phrases shall have the following meanings:

Pro ucely této smlouvy budou mit nasledujici
vyrazy tento vyznam:

“Anti-Bribery Laws” means applicable anti-
kickback and anti-corruption laws of the Czech
Republic in case of the Sponsor and UBC
including without limitation, the U.K. Bribery Act
2010,the OECD Anti-Bribery Convention of
Foreign Public Officials in International Business
Transactions  and the U.S. Foreign Corrupt
Practices Act; and and

,»protikorupénimi zakony“ se rozumi platné
zakony proti uplatkafstvi a protikorupéni zakony
Ceské republiky, v ptipadé zadavatele a spole¢nosti
UBC dale v¢etné mimo jiné zakona Spojeného
kralovstvi proti uplaceni z roku 2010, Umluvy
OECD proti podplaceni zahrani¢nich vefejnych
Cinitell Vv mezinarodnich podnikatelskych
transakcich a zakona USA 0 korupénich praktikach
V zahranici; a

“Prohibited Payment” means (i) any monies or
anything of value offered, promised or given to any
governmental official or employee or any political
party or candidate for political office, whether or
not solicited, for the purpose of influencing any act,
decision or omission of such official, employee or
candidate, whether to obtain or retain business, to
direct business to any person or entity or for any
other purpose, or as a compensation for any
decision or act adopted by such persons in the
exercise of their duties, and (ii) any monies or
anything of value offered, promised or given to any
person, whether in the public or private sector, in
order to induce a person to perform improperly a
relevant function or activity, or to reward a person
for the improper performance of such a function or
activity, or to induce or reward any omission to
perform such function or activity.

»~zakazanymi platbami“ se rozumi (i) jakékoli
penize nebo cennosti nabidnuté, slibené nebo
darované jakémukoli vladnimu Gfedniku nebo
zaméstnanci nebo jakékoli politické strané nebo
kandidatovi na politicky afad, at vyzadané C¢i
nikoli, za tucéelem ovlivnit jakékoli jednani,
rozhodnuti nebo opomenuti takového ufednika,
zaméstnance nebo kandidata, k ziskani nebo
zachovani obchodu, k pifimému obchodu s
jakoukoli osobou nebo spolecnosti nebo za
jakymkoli jinym uéelem, anebo jako kompenzaci
za jakékoli rozhodnuti nebo jednani ucinéné
takovymi osobami pii vykonu jejich povinnosti a
(if) jakékoli penize nebo cennosti nabidnuté,
slibené nebo darované jakékoli osobé, ve vefejném
nebo soukromém sektoru, s cilem tuto osobu pFimét
k provadéni nepatficné ¢innosti nebo aktivity, nebo
jako odména osob& za nepatficny vykon takové
¢innosti ¢i aktivity, anebo k navadéni nebo odméné

Verze Sablony UBC: -V 1.0

Strana 23 z 43
Ceska smlouva o klinickém hodnoceni
Finalniverze v 1.0 22.06.2016




DUVERNE

za jakékoli opomenuti pfi vykonu takové Cinnosti
¢i aktivity.

13.  Study Term and Termination

13. Doba trvani a ukonéeni studie

13.1 This Agreement will be effective upon the date
signed by all Parties (the “Effective Date”). The
Effective Date will be the last date on which this
Agreement is signed in case these dates are different.
This Agreement shall be in effect from the Effective
Date and shall continue until completion of the Trial
(“Expiration Date”), unless otherwise terminated in
accordance with clause 19. The term of this
Agreement may be extended by mutual written
agreement of the Parties. The Sponsor (directly or
through UBC) and UBC reserve the right to terminate
the participation of the Institution and/or Investigator,
or the Trial itself or this Agreement at any time and
for any or no reason. If the Institution and/or the
Investigator’s participation in the Trial or the Trial
itself is terminated, the Site shall cease enrolling
subjects immediately. In the event of termination,
payments will be made for all services required by the
Protocol that have been performed up to the effective
date of termination and any reasonable non-
cancelable costs which were incurred by the Site in
connection with the Trial as required under the
Protocol. If any advance or other payments exceed the
amount owed for services performed under the
Protocol, the Institution shall promptly return the
excess balance to the UBC who was responsible for
the payments to Institution.

13.1 Tato smlouva nabude ué¢innosti datem podpisu
vSech stran (,,datum wucinnosti). Pokud jsou data
podpisu rtizna, bude datem tucinnosti posledni den,
kdy byla tato smlouva podepsana. Tato smlouva bude
uéinna od data téinnosti az do dokonceni klinického
hodnoceni (,,datum ukonéeni), pokud nebude
ukoncena jinak podle odstavce 19. Doba trvani této
smlouvy mtize byt prodlouzena vzajemnou pisemnou
dohodou  stran.  Zadavatel  (ptimo  nebo
prostiednictvim spole¢nosti UBC) a spole¢nost UBC
si vyhrazuji pravo ukonéit ucast instituce anebo
zkousejiciho anebo ukongit klinické hodnoceni nebo
tuto smlouvu kdykoli a bez udani divodu. Pokud je
ucast instituce anebo zkousejiciho Vv klinickém
hodnoceni anebo klinické hodnoceni ukondeno,
pracovisté okamzit¢ prestane S naborem subjekti. V
ptipadé ukonceni budou provedeny platby za vsechny
sluzby poskytnuté podle protokolu, které byly
provedeny az do data ukonceni uCinnosti, a za
vSechny priméfené neodvolatelné naklady, které
vznikly pracovisti ve spojeni S klinickym
hodnocenim, jak bylo vyzadovano protokolem.
Pokud né&jaké zalohové nebo jiné platby piekrocily
¢astku splatnou za sluzby provedené podle protokolu,
instituce okamzit€ vrati rozdil spole¢nosti UBC, ktera
odpovidala za platby instituci.

14.  Independent Contractor

14. Nezavisly smluvni partner

The Site understands that it is acting in the capacity
of independent contractor under this Agreement,
and not as an employee or agent of the Sponsor or
UBC, without the capacity to legally bind the
Sponsor or UBC to any obligation whatsoever. The
Site further understands and agrees that it will be
solely responsible for the payment of any taxes
(other than VAT), charges, social security or
insurance contributions or other payments arising
from its performance of this Agreement, including
but not limited to those in relation to its employees.

Pracovisté si je védomo, ze podle této smlouvy
vystupuje jako nezavisly smluvni partner a nikoli
jako zaméstnanec nebo zastupce zadavatele nebo
spolecnosti UBC a nema opravnéni smluvné
zavazovat zadavatele nebo spole¢nost UBC k
jakymkoli povinnostem. Pracovisté si je dale
védomo a zavazuje se, ze ponese vylu¢nou
odpovédnost za uhradu v8ech dani (jinych nez je
DPH), poplatk, socialniho zabezpeceni a pojisténi
nebo dalsich plateb vzniklych pfi provadéni této
smlouvy, véetné mimo jiné plateb tykajicich se
zamestnancil.

15. Use of Name

15. Pouziti nazvu

No press statements by the Institution and/or the

Instituce ani zkousejici neposkytnou zadna tiskova
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Investigator regarding the Trial may be released
without the prior written consent of the Sponsor.
During and after the Trial, the Institution and/or the
Investigator may receive inquiries from reporters or
financial analysts. The Institution and the
Investigator (as the case may be) shall confer with
the Sponsor before responding to any such inquiry.
The Institution and the Investigator shall not use
the name of the Sponsor or of UBC or any of their
employees, contractors or agents in any advertising
or sales promotional material or in any publication
without such party’s prior written consent. Sponsor
may publicly disclose, in the interest of
transparency, the participation of the Investigator
and Institution in the Trial, including in published
articles regarding the Trial.

prohlaseni tykajici se klinického hodnoceni bez
predchoziho pisemného souhlasu zadavatele.
Béhem klinického hodnoceni a po jeho skonceni
muze instituce a zkousejici obdrzet dotazy od
novinait a finan¢nich analytiku. Instituce ¢i
zkousejici (podle okolnosti) se pred odpovédi na
takové dotazy poradi se zadavatelem. Bez
predchoziho pisemného souhlasu pfislusné strany
nepouzije instituce ani zkousejici nazev zadavatele
nebo spolecnosti UBC ani jméno zadného z jejich
zaméstnanci, smluvnich partnerti ¢i zastupcti v
jakékoli reklamé nebo v propaga¢nim materialu,
ani v zadné jiné publikaci. Zadavatel mize v zajmu
transparentnosti zvefejnit ucast instituce a
zkousejiciho Vv klinickém hodnoceni, ato i v
publikovanych ¢lancich tykajicich se klinického
hodnoceni.

16.  Other obligations of the Site

16.  DalSi povinnosti pracovisté

16.1 The Site hereby represents and warrants to
UBC that it has the full power, right and authority
to enter and perform this Agreement and shall
comply with all Applicable Regulations of the
Czech Republic all relevant laws of the Czech
Republic, relevant operating procedures and
guidelines and will obtain and maintain all
covenants, licenses, approvals and permissions
necessary to fulfill the Site’s obligations under this
Agreement. The Site further represents and
warrants that it has the capability, appropriate
facilities, resources, subject population, equipment
and experience to conduct the Trial in accordance
with the Protocol and in a lawful and competent
manner.

16.1 Pracovisté timto uvadi a zarucuje spoleCnosti
UBC, ze ma plné pravo a pravomoc uzaviit tuto
smlouvu a provadét ji a Zze dodrzi vSechny platné
predpisy Ceské republiky a viechny piisluiné zakony
Ceské republiky, piislusné provozni postupy a
pokyny a ziska a zachova vSechny tmluvy, licence,
schvaleni a povoleni nezbytna ke splnéni povinnosti
pracovisté podle této smlouvy. Pracovisté dale uvadi
a zaruCuje, ze je zpusobilé a disponuje piislusnym
zafizenim, zdroji, populaci subjektd, vybavenim a
zkusenostmi, aby mohlo provést klinické hodnoceni v
souladu s protokolem zakonnym a kompetentnim
zpusobem.

16.2 Each of the Institution and the Investigator
shall ensure that the Investigator and/or the other
applicable staff complete a certification and
disclosure form concerning the financial interests
or other conflicts of interests they may have related
to the Trial or the Sponsor. If information collected
on the form changes during the course of the Trial,
or within one year after the last subject has
completed the Trial, as specified in the Protocol,
the Institution and the Investigator shall inform the
UBC or the Sponsor about such a change.

16.2 Instituce i zkousSejici zajisti, aby zkouSejici
anebo jini pfislusni pracovnici vyplnili formulaf
certifikace a zvefejnéni tykajici se finan¢nich
zajmi a jinych konfliktl zajmu, které se mohou
vztahovat ke klinickému hodnoceni nebo
zadavateli. Pokud se udaje uvedené ve formulafi v
prubéhu klinického hodnoceni anebo do jednoho
roku poté, co posledni subjekt dokonéi klinické
hodnoceni, jak je specifikovano v protokolu,
zméni, bude instituce a zkousejici informovat
spole¢nost UBC nebo zadavatele o této zméné.

16.3 The Investigator shall perform services as
agreed under this Agreement personally or by other
members of a fully trained and competent staff (as

16.3 Zkous$ejici poskytne sluzby, jak jsou
dohodnuty v této smlouvé, osobné¢ nebo
prostiednictvim plné proskolenych a
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approved in writing by Sponsor directly or through
UBC) having a skill level appropriate for the tasks
assigned to them and shall ensure that all the staff
comply with the terms of this Agreement and the
Protocol. All such staff are under the supervision
and management of the Investigator, and these
services cannot be assigned in whole or in part to a
third party without the prior written consent of the
Sponsor.

kvalifikovanych pracovniki (jak bylo pfimo nebo
prosttednictvim  spole¢nosti  UBC  pisemné
schvaleno zadavatelem) s dostate¢nou odbornou
urovni K provadéni ptidélenych ukolt a zajisti, aby
vSichni pracovnici dodrzovali podminky této
smlouvy a protokol. Vsichni tito pracovnici budou
pod dohledem a vedenim zkousejiciho; tyto sluzby
nelze postoupit vcelku ani z ¢asti tfeti strané bez
ptredchoziho pisemného souhlasu zadavatele.

16.4 In the event that the Investigator leaves or is
removed from the Institution or for any other
reason not being able to perform his/her duties
hereunder, then the Institution shall, within ten (10)
calendar days of becoming aware of such a
departure or incapability to perform by the
Investigator, provide a written notice of such an
event to UBC, and the Institution shall undertake
best efforts to find a suitable replacement in
agreement with UBC and Sponsor. Any successor
to the Investigator must be approved, in writing, by
the Sponsor and or UBC and such a successor shall
be required to agree to all the terms and conditions
of the Protocol and this Agreement, and to sign
each such document as evidence of such an
agreement (although failure to so sign will not
relieve such a successor from abiding with all the
terms and conditions of the Protocol and this
Agreement). In addition to this Agreement, the
Sponsor directly or through UBC will enter into a
separate contract with such a new investigator or
enter into an Amendment of this Agreement for
change of Investigator if the new investigator is an
employee of the Institution.

16.4 V ptipadé, Zze zkousejici odejde nebo bude
propustén z instituce nebo z jakéhokoli jiného
diavodu nebude schopen vykonavat své povinnosti
podle této smlouvy, zasle instituce ve lhaté deseti
(10) kalendafnich dnt po zjisténi odchodu nebo
neschopnosti  vykonu  zkousejiciho  pisemné
oznameni 0 této skuteCnosti spole¢nosti UBC a
instituce vyvine maximalni usili K nalezeni vhodné
nahrady, a to na zakladé dohody se spole¢nosti
UBC a zadavatelem. Jakykoli  nastupce
zkousejiclho musi byt pisemné schvalen
zadavatelem anebo spoleénosti UBC a od tohoto
nastupce bude vyzadovano, aby souhlasil se vSemi
podminkami protokolu a této smlouvy a podepsal
kazdy takovy dokument jako dikaz souhlasu (i
kdyz chybgjici podpis nezprosti nastupce
povinnosti fidit se vSemi podminkami protokolu a
této smlouvy). Kromé této smlouvy uzavie
zadavatel piimo nebo prostfednictvim spole¢nosti
UBC zvlastni smlouvu s novym zkousSejicim anebo
dodatek k této smlouvé pii zméné zkousejiciho,
pokud je novy zkousejici zaméstnancem instituce.

16.5 The Parties agree that the Sponsor and UBC
(and their respective employees, contractors and
agents) may, at mutually agreeable times during the
Trial, and for a reasonable time after the
completion or early termination of the Trial,
arrange with the Investigator or his/her designee to
examine and inspect, during regular business hours,
the Institution facilities and premises required for
the performance of the Trial; and subject to the
applicable Trial subject confidentiality
considerations, to inspect, audit, and to copy or
have copied, all data and work product relating to
the Trial conducted under this Agreement and to
inspect and make copies of all data necessary for

16.5 Strany souhlasi s tim, Ze zadavatel a
spole¢nost UBC (a jejich piislusni zaméstnanci,
smluvni partnefi a zastupci) mohou ve vzajemné
dohodnutém case v pribéhu klinického hodnoceni
a po piiméfenou dobu po dokonéeni nebo
predCasném  ukonceni  klinického hodnoceni
dohodnout se zkousejicim nebo jim jmenovanou
osobou v bézné pracovni dobé prohlidku a inspekci
zafizeni a prostor potfebnych k provadéni
klinického hodnoceni a v souladu s platnymi
ustanovenimi 0 dvérnosti tykajicimi se subjektil
hodnoceni prohlizet, kontrolovat a kopirovat nebo
nechat kopirovat v8echny tdaje a vysledky prace
klinického hodnoceni provadéného podle této
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the Sponsor to confirm that the Trial is being
conducted in conformance with the Protocol and in
compliance with all applicable laws and
regulations.To this effect, the Site will permit the
Sponsor and UBC (or its respective representative) to
inspect the facilities and equipment used by the Site
for the performance of this Agreement and any
records related to the Trial and the performance of
this Agreement. UBC is required to inform the
Institution (Department of clinical trials) about the
dates of the planned initiation visit, close-out visit,
audit and monitoring visits via e-mail address

This information is required to
be provide by UBC to the Institution at least 3 days
before the planned visit. UBC agrees that these visits
may be attended, in addition to the Investigator, other
delegated employee of the Institution.

smlouvy a prohliZet a potizovat kopie vSech udaju
nezbytnych pro zadavatele, aby mohl potvrdit, ze je
klinické hodnoceni vedeno v souladu s protokolem
a se vSemi platnymi zdkony a pfedpisy. Za timto
ucelem pracovisté dovoli zadavateli a spole¢nosti
UBC (nebo jeho prislusnému zastupci) prohlidku
zafizeni a vybaveni, které pracovist¢ pouziva pro
plnéni této smlouvy a veskeré zaznamy souvisejici
s klinickym hodnocenim a plnénim této smlouvy.
UBC je povinno informovat instituci (Oddé¢leni
klinickych  studii) o0 datech planovanych
'''' ukoncovacich, auditnich a
monitorovacich navstév, a to e-mailem na adresu
B uio informaci je UBC
povinno instituci poskytnout alespoit 3 dny pied
planovanou navstévou. UBC souhlasi, ze se téchto
nav§tév bude v pfipadé potieby ucastnit kromé
zkousejiciho i dalsi povéfeny pracovnik instituce.

16.6 The Investigator shall be responsible for
communication with the competent Ethics
Committee and the State Institute for Drug Control
and shall comply with all the legal requirements
regarding the information obligation towards these
entities.

16.6 Zkousejici bude odpovédny za komunikaci s
pfislusnou etickou komisi a Statnim ustavem pro
kontrolu 1é¢iv a bude dodrzovat vSechny zakonné
pozadavky tykajici se informa¢ni povinnosti vaci
témto organizacim.

16.7 The Investigator shall be obliged to record and
immediately report to the Sponsor and or UBC, the
State Institute for Drug Control and the competent
Ethics Committee all information about any
suspicion of any serious unexpected adverse
reactions.

16.7 Zkousejici je povinen zaznamenavat a okamzit¢
hlasit zadavateli nebo spoleénosti UBC, Statnimu
ustavu pro kontrolu 1é¢iv a ptislusné etické komisi
vsechny informace o jakémkoli podezieni na jakékoli
neoéekavané zavazné nezadouci reakce.

16.8 If, in connection with the performance of the
Trial, a new circumstance occurs which can have an
impact on the safety of the Trial subjects, the
Investigator shall be obliged to take immediate
measures to protect the Trial subjects against
immediate danger; the Investigator shall be obliged to
immediately inform the Sponsor about such a
situation, so that the Sponsor can immediately inform
the State Institute for Drug Control and the competent
Ethical Commission about the new circumstances and
measures which have been taken.

16.8  Pokud se v souvislosti s provadénim tohoto
klinického hodnoceni vyskytnou nové okolnosti, které
by mohly mit dopad na bezpecnost subjekti
hodnoceni, je zkouSejici povinen okamzité piijmout
opatieni Kk ochrané subjektt hodnoceni pied
bezprostiednim nebezpecim; zkousejici je povinen
okamzité informovat o takové situaci zadavatele, aby
zadavatel mohl okamzité informovat Statni ustav pro
kontrolu 1é¢iv a ptislusnou etickou komisi 0 novych
okolnostech a ptijatych opatienich.

16.9 If any regulatory authority requests access to
the Institution’s and/or the Investigator’s records,
facilities and/or personnel, or conducts an
unannounced inspection, in each case relating to
the Trial, then the Institution and/or the Investigator
(as the case may be) will promptly notify the
Sponsor and UBC by telephone followed by
written confirmation. The Sponsor and UBC will

16.9 Pokud kterykoli regula¢ni tfad pozada o
pfistup Kk zédznamim instituce nebo zkousejiciho,
pfistup do instituce nebo k pracovnikim instituce,
anebo provede neocekavanou kontrolu, pak vzdy,
kdyz se to bude tykat klinického hodnoceni,
instituce nebo zkousejici (podle  okolnosti)
okamzité upozorni zadavatele a spole¢nost UBC
telefonicky a poté pisemnym potvrzenim.
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have the right, but not the obligation, to be present
at any audit or inspection by a regulatory authority
that relates to the Trial, and where time permits, to
conduct a pre-inspection audit. The Institution and
the Investigator will promptly provide the Sponsor
and UBC with copies of all communications
between them respectively and a regulatory
authority relating to the Trial. Where the Institution
and/or the Investigator (as applicable)is required or
intends to respond to any such communication, the
Institution and/or the Investigator will provide the
Sponsor and UBC with a copy of such
communication and the Institution’s and/or the
Investigator’s proposed response sufficiently in
advance of the date that such response is to be
submitted, in order to permit the Sponsor and UBC
to review and comment upon such response. To the
extent permitted by law, the Institution and/or the
Investigator (as applicable) will incorporate all
such comments from the Sponsor and UBC into
such response prior to submission.

Zadavatel a spolecnost UBC maji pravo, ale ne
povinnost, byt pfitomni u jakékoli kontroly nebo
inspekce vztahujici se ke klinickému hodnoceni
provadéné regulaénimi ufady, a pokud to cas
dovoli, provést kontrolu pied inspekci. Instituce a
zkousejici okamzit¢ poskytnou zadavateli a
spole¢nosti UBC kopie veskeré komunikace mezi
nimi a regulanim ufadem vztahujici se ke
klinickému hodnoceni. Pokud instituce anebo
zkousejici (co pada v tvahu) jsou povinni
odpoveédét nebo zamysli na jakékoli takové sdéleni
odpoveédét, pak instituce anebo zkousejici poskytne
zadavateli a spolec¢nosti UBC kopii tohoto sdéleni a
navrhovanou odpovéd’ instituce anebo zkousejiciho
v dostateéném predstihu pted datem, kdy ma byt
odpovéd’ odeslana, aby mél zadavatel a spole¢nost
UBC moznost tuto odpovéd piezkoumat a
komentovat. V rozsahu povoleném zakonem
zohledni instituce anebo zkousSejici (co pada v
uvahu) vSechny poznamky zadavatele a spole¢nosti
UBC pred odeslanim ve své odpovedi.

16.10 If the Institution on the request of the Sponsor
will carry out the destruction of the investigational
product the Site shall secure that the disposing of the
Investigational Drug is used under the Trial is in full
compliance with the applicable legal regulations of
the Czech Republic and guidelines of good pharmacy
practice. The reasonable costs on the destruction shall
be reimbursed by UBC to the Institution.

16.10 Bude-li po wvyzvé Zadavatele pracovisté
provadét likvidaci hodnoceného piipravku, pracovisté
zajisti, aby byla likvidace hodnoceného ptipravku
pouzivaného V klinickém hodnoceni v pIném souladu
s platnymi predpisy Ceské republiky a pokyny
spravné lékarenské praxe. Prislusné naklady na
provedeni likvidace hodnoceného piipravku uhradi
instituci UBC.

16.11 If the authorization to destroy the unused
Investigational Drug or provided material is given by
the Sponsor, the Site shall provide the Sponsor and/or
UBC with documentation of the method of
destruction.

16.11 Pokud zadavatel vyda povoleni Kk likvidaci
nepouzitého hodnoceného piipravku nebo dodaného
materialu, pracovist¢ poskytne zadavateli anebo
spole¢nosti UBC dokumentaci 0 zpusobu likvidace.

17.  Other obligations of the Sponsor

17.  DalSi povinnosti zadavatele

17.1 The Sponsor shall comply with applicable laws
and regulations to promptly inform the Investigator of
any serious unexpected adverse drug reactions that
are possibly or probably related to the use of the
Investigational Drug.

17.1 Zadavatel je povinen dodrzovat vSechny platné
zakony a predpisy upravujici okamzité podani
informaci zkousejicimu 0 jakychkoli neo¢ekavanych
zavaznych nezadoucich reakcich na léky, které mozna
nebo pravdépodobné souvisi $ pouzitim hodnoceného
ptipravku.

17.2 As applicable for the Protocol, the Sponsor
shall make available sufficient quantities of the
Investigational Drug free of charge to carry out the
Trial The Site shall take responsibility for and

17.2 'V souladu s protokolem poskytne zadavatel
zdarma dostate¢né mnozstvi hodnoceného piipravku
k provadéni klinického hodnoceni. Pracovisté
pevezme odpovédnost a podnikne patficné kroky k
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reasonable steps to maintain appropriate records and
assure the handling, storage, distribution and usage of
the Investigational Drug and any other Sponsor
provided materials, including, but not limited to,
equipment, in accordance with the Protocol and any
applicable laws and regulations related thereto.

vedeni nalezitych zaznamt a zajisténi manipulace,
skladovani, distribuce a pouziti hodnoceného
pfipravkn @  ostatntho  materidlu ~ dodaného
zadavatelem, véetné mimo jiné vybaveni, v souladu s
protokolem a vSemi souvisejicimi platnymi zakony a
predpisy.

17.3 The Sponsor may provide (as applicable) to the
site by specific material that will be available to the
Investigator within the of study course, because of the
study  performing  ("Provided  Equipment").
Equipment will be provided by the site used
exclusively for the purpose of study. Provided
equipment will be used in accordance with the
manuals, instruction manuals or instructions during
whole period its possession of the site. The sponsor
will cover all expenses in connection with the
delivery, installation and returning of Provided
equipment. The sponsor is committed to ensuring that
transportation, handover, return of of Provided
equipment from the site or destruction will be covered
on their own as soon as possible and appropriate. All
repairs and service Provided loaned equipment, its
regular maintenance and spare parts needed, as well
as the requisite checks, inspections and overhauls of
the Provided Equipment will be paid by the Sponsor.
During hand-over the instruments to the Institution
employy of department of Devices or Informatics
departmenet (depending on device type) must be
present and who will sign prepared a delivery
protocol and receive all related documents from the
Sponsor (eg. CE certificate and operating manual).

17.3 Zadavatel mize poskytnout (je-li pouzitelé)
pracovisti konkrétni material, jez bude k dispozici
zkousejicimu po dobu vykonu Studie, a to za ucelem
jejlho  provadéni  (,,Poskytnuté  vybaveni®).
Poskytnuté vybaveni bude pracovi§tém pouZivano
vyluéné pro ucely Studie. Poskytnuté vybaveni bude
pouzivano Vv souladu s jakymikoli manualy, navody k
pouziti ¢i pokyny, a to po celou dobu jeho drzeni
pracovistém. Zadavatel ponese veskeré vydaje v
souvislosti s dodanim, instalaci a vricenim
Poskytnutého vybaveni. Zadavatel se zavazuje, ze
zajisti prevzeti ¢i odvoz Poskytnutého vybaveni z
pracovisté ¢i zajisti jeho likvidaci na své naklady, a to
nejdiive jak to bude mozné a vhodné. Veskeré opravy
a servis zapujéeného Poskytnutého vybaveni, jeho
béznou Udrzbu a potiebné nahradni dily, jakoZz i
predepsané kontroly, prohlidky a revize Poskytnutého
vybaveni bude hradit zadavatel. Pti piedani pfistroji
instituci musi byt pfitomen pracovnik Oddéleni
pistrojové techniky nebo Useku informatiky (dle
typu piistroje) instituce, se kterym bude sepsan
piedavaci protokol a kterému budou ze strany
zadavatele predany veskeré souvisejici dokumenty
(napf. certifikat CE a navod k obsluze).

18. Indemnification and Insurance

18. Zbaveni zodpovédnosti a pojisténi

18.1 The Institution declares that in accordance
with § 45 par. 2 letter. n) of the Act no. 372/2011
Coll., on health services an insurance contract on
liability insurance for damage caused in health care
is concluded. This insurance contract is concluded
in the legally required scope and does not include
liability for damage caused during the Trial.

18.1 Instituce prohlasuje, ze ma dle § 45 odst. 2 pism.
n) zakona ¢. 372/2011 Sh., 0 zdravotnich sluzbach,
uzavienu  pojistnou  smlouvu  na  pojisténi
odpovéednosti za Skodu zptisobenou pfi poskytovani
zdravotni péce. Tato pojistna smlouva je uzaviena v
zakonem pozadovaném rozsahu a neobsahuje
pojisténi odpovédnosti za Skodu zplsobenou pii
provadéni klinického hodnoceni.

18.2 The Sponsor through UBC will, to the extent
required, comply with applicable laws and regulations
covering the insurance requirements of the Sponsor
related to the Trial. In that respect, the Sponsor
through UBC shall secure that a liability insurance
covering the Site and the Sponsor is in effect prior to

18.2 Zadavatel bude prostiednictvim spolecnosti
UBC v pozadovaném rozsahu dodrzovat vSechny
platné zakony a piedpisy tykajici se pozadavki
zadavatele na pojisténi vztahujici se ke klinickému
hodnoceni. V tomto ohledu zadavatel prostfednictvim
spoleCnosti  UBC  zajisti, aby bylo pojisténi
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the commencement of the Trial in accordance with
Section 52, paragraph 3 letter f) of the Act on
Pharmaceuticals. Such liability insurance shall also
cover the compensable death of the Trial subjects or
any damage to health of the Trial subjects attributable
to the conduct of the Trial.

odpovédnosti kryjici pracovisté a zadavatele uc¢inné
pied zahajenim klinického hodnoceni, a to podle § 52,
odstavce 3, pismena f) zakona 0 1éCivech. Toto
pojisténi odpovédnosti bude kryt také odskodnéni pro
piipad umrti subjektu hodnoceni a jakoukoli gjmu na
zdravi subjektu hodnoceni, ktera mtize byt pfipsana
vedeni klinického hodnoceni.

18.3 The Investigator and the Institution
explicitly acknowledge that UBC does not provide
indemnification of any kind and may not be held
liable for any damages caused by the
Investigational Drug or for the services provided
under this Agreement and/or the Trial and is not a
party to any indemnification expressed or implied.
The Investigator and the Institution also
acknowledge that UBC does not assume any
responsibility for actions or omissions performed
under this Agreement upon and in accordance with
instructions from the Sponsor, and that the
Institution and/or the Investigator must direct any
claims or demands grounded or based on such
actions or omissions, if any, directly to the
Sponsor.

18.3  Instituce a zkousejici vyslovné uznavaji, ze
spole¢nost UBC neposkytuje zbaveni odpovédnosti
zadného druhu a nesmi byt ¢inéna odpovédnou za
zadnou Skodu zpisobenou hodnocenym
ptipravkem ani sluzbami poskytovanymi podle této
smlouvy anebo v klinickém hodnoceni a
nevystupuje jako strana pfi zadném vyslovném ¢&i
mlcky predpokladaném zbaveni odpovédnosti.
ZkousSejici a instituce dale uznavaji, ze spole¢nost
UBC nepiebira zadnou odpoveédnost za ¢innosti ¢i
opomenuti provadéné podle této smlouvy na
zakladé a v souladu s pokyny zadavatele a ze
instituce anebo zkousSejici musi adresovat vS§echny
naroky ¢i pozadavky zalozené &i vychazejici z
takovych Cinnosti ¢i opomenuti, pokud existuji,
ptimo zadavateli.

19. Termination of the Agreement

19.  Ukonéeni smlouvy

19.1 UBC shall have the right, at any time and for
any reason to terminate this Agreement
immediately upon written notice to the other
parties.

19.1 Spole¢nost UBC bude mit pravo kdykoli a z
jakéhokoli diuvodu tuto smlouvu okamzité ukong¢it
pisemnou vypovéedi ostatnim stranam.

19.2 The Site shall have the right to terminate this
Agreement upon 30 days written notice to UBC if
the following situations occur:

19.2 Pracovist¢ bude mit pravo ukoncit tuto
smlouvu pisemnou vypovédi spole¢nosti UBC s
tiicetidenni vypovédni lhitou, pokud nastanou
nasledujici situace:

1. Regulatory approval by the relevant
health authorities to conduct the Trial
is withdrawn;

1. je odvolano regulaéni schvaleni
ptislusnych  zdravotnich ufadd Kk
provadéni klinického hodnoceni;

2. The Institution, based on his or her
reasonable medical judgment believes
that termination is necessary to protect
the safety of subjects enrolled in the
Trial;

2. instituce se na zakladé¢ racionalniho
Iékafského  usudku  domniva, zZe
ukonCeni je nezbytné Kk ochrané
bezpecnosti  subjektti zafazenych do
klinického hodnoceni;

3. UBC declares bankruptcy or files for
protection from its creditors

3. spole¢nost UBC vyhlasi upadek nebo
zada o ochranu pred véfiteli;

4. In the event that UBC fails to
materially comply with the terms and
conditions as set forth in this
Agreement and UBC does not remedy
such failure within 60 days from

4. v pripadé, Zze spolecnost UBC
zavaznym zpusobem porusi podminky
uvedené V této smlouvé a spolecnost
UBC toto poruseni nenapravi do 60
dnli po prijeti Zadosti 0 napravu
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receipt by it of a request to remedy the
relevant non-compliance.

prislusného poruseni podminek.

Institutions may terminate this agreement upon
written notice if the result of the obstacles which
arose independently of its will, the institutions will
not be able to finish the long-term clinical trial,
without being negatively affected its main activity,
which is the providing of health care. The notice
period is (sixty) 60 days and begins on the day
following receipt of the notice by the Sponsor and
by the Investigator.

Instituce je opravnéna ukoncit tuto smlouvu
pisemnou vypovédi, jestlize v dasledku vzniku
prekazky, jez nastala nezavisle na jeji vuli, nebude
instituce dlouhodobé schopna dokoncit klinické
hodnoceni, aniz by tim nebyla negativné ovlivnéna
jeji hlavni ¢innost, kterou je poskytovani zdravotni
péce. Vypovedni lhita ¢ini 60 dni a pocina bézet
dnem nasledujicim po dni doruceni této vypovedi
zadavateli a zkousejicimu.

19.3 The Sponsor (acting directly or through UBC)
may terminate the Trial at any time and for any
reason. If notified that the Trial has ended, the Site
agrees to stop enrolling subjects and to promptly
terminate the conduct of the Trial to the extent
medically permissible for any subjects.

19.3  Zadavatel  (jednajici  pfimo  nebo
prostiednictvim spole¢nosti UBC) muze ukoncit
klinické hodnoceni kdykoli a z jakéhokoli dtvodu.
Pokud bude pracovisti oznameno ukonceni
klinického hodnoceni, souhlasi s tim, ze ukonci
zafazovani subjektli a okamzité¢ zastavi provadéni
klinického hodnoceni v  rozsahu Ilékaisky
pfijatelném pro vsechny subjekty.

19.4 Upon termination of the Trial, all Trial related
material, information and data in the custody of the
Site, except as required for archiving purposes
under the Applicable Regulations, shall be
promptly returned to the Sponsor. The Site will not
keep any copies of the returned Trial related
material, information and data, nor of the returned
Confidential Information, except as required for
archiving purposes under legislation of the Czech
Republic or ICH GCP guidelines. If it is not
possible to return any of such Trial related material,
information, data or any of such Confidential
Information, then except as required for archiving
purposes under national legislation or ICH GCP
guidelines, the Site, upon prior written approval of
the Sponsor, will destroy that Trial related material,
information, data or Confidential Information and
shall promptly confirm in writing such destruction
to the Sponsor.

19.4 Po ukonceni klinického hodnoceni budou
veskery material pro klinické hodnoceni, informace
a data v drZzeni pracovisté, s vyjimkou dat, ktera
musi byt podle platnych nafizeni archivovana,
okamzit¢ vraceny zadavateli. Pracovisté i
neponecha zadné kopie vracenych materidlt pro
klinické hodnoceni, informaci ani dat, ani
vracenych davérnych informaci, s vyjimkou dat,
ktera musi byt podle platnych zikonti Ceské
republiky nebo podle pokyna ICH SKP
archivovana. Pokud neni mozno vratit material pro
klinické hodnoceni, informace a data nebo n&kterou
z davérnych informaci, pak s vyjimkou dat, ktera
musi byt podle platnych narodnich zakond nebo
podle pokyni ICH SKP archivovana, zlikviduje
pracovist¢ material pro klinické hodnoceni,
informace a data nebo vsSechny tyto davérné
informace po ptredchozim pisemném schvaleni
zadavatele a tuto likvidaci okamzité¢ pisemné
potvrdi zadavateli.

19.5 Termination by UBC shall be effective as of
the date specified in the termination notice to
Institution and Investigator.

19.5 Ukon¢eni spole¢nosti UBC bude G¢inné datem
uvedenym Ve vypovédi zaslané instituci a
zkousejicimu.

Upon receipt of the termination notice, Institution
and Investigator shall stop enrolling subjects into
the Trial and not enter into any obligations or incur

Po obdrzeni vypovédi zastavi instituce a zkousejici
nabirani subjekti do klinického hodnoceni a
nezavaze Se K dal§im povinnostem ani nezpusobi
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additional Trial expenses without the prior written
consent of UBC and/or Sponsor. Should the Trial
be terminated prior to achieving the Designated
Subject Total, UBC shall reimburse the Institution
on a pro rata basis of the number of visits
completed by subject. Should the Institution have
already received payments in excess of the actual
pro rated amounts due then the overpayment will
be promptly remitted to UBC by the Institution.
Furthermore,

dalsi vydaje na klinické hodnoceni bez pifedchoziho
pisemného souhlasu spole¢nosti UBC nebo
zadavatele. Pokud by bylo klinické hodnoceni
ukoncCeno pted dosazenim uréeného celkového
poctu subjekti, bude spole¢nost UBC refundovat
instituci  Castku  Gmérnou  poctu  navstév
absolvovanych subjekty. Pokud by instituce jiz
obdrzela platby piesahujici skute¢né umérné
Castky, pak bude preplatek okamzité instituci
vracen spolec¢nosti UBC. Dale

(i) the Site shall return to the Sponsor all unused
materials provided by the Sponsor or on its behalf,
including, but not limited to, the Investigational Drug
and equipment (unless written authorization to retain
or destroy them is given by the Sponsor);

(i) pracovisté vrati zadavateli vSechen nepouzity
material poskytnuty zadavatelem nebo v jeho
zastoupeni, véetné mimo jiné hodnoceného piipravku
a vybaveni (pokud nebylo zadavatelem pisemné
povoleno ponechat si je nebo je zlikvidovat);

(i)  in the event of termination as a result of a
material breach by the Site, the Parties agree to make
a good faith effort to reach an agreement to
compensate the Institution for the actual work
performed in accordance with the Protocol to the date
of the notice of termination; and

(i) v pripadé¢ ukonéeni v dusledku zavazného
poruseni zavazkd ze strany pracovisté souhlasi strany,
Ze vyvinou usili, aby v dobré vife dosahly dohody k
odskodnéni instituce za praci skute¢né provedenou v
souladu s protokolem, a to ke dnu vypovedi;

(iii) the Site shall return to the Sponsor all
Confidential Information owned, or controlled by, the
Sponsor and in the possession of the Institution or the
Investigator.

(iii) pracovist¢ vrati zadavateli vSechny davérné
informace vlastnéné nebo kontrolované zadavatelem,
které jsou v drzeni instituce nebo zkousejiciho.

195 The termination or expiration of this
Agreement shall not relieve a party of its obligation to
others with respect to:

19.5 Ukonéeni nebo uplynuti platnosti této smlouvy
nezprost'uje stranu jejich povinnosti K ostatnim, co se
tyce:

(i) retaining in confidence all the Confidential
Information (as defined in clause 8 hereof);

(i)  zachovani mlcenlivosti 0 vSech davérnych
informacich (jak jsou definovany v odstavci 8 této
smlouvy);

(i)  complying with record keeping and reporting
obligations (under clause 11 hereof);

(i)  dodrzovani povinnosti uchovavani zaznami a
podavani hlaseni (podle odstavce 11 této smlouvy);

(ifi)  complying with any publication and publicity
obligations (under clause 9 and 10 hereof);

(iii) dodrzovani vSech povinnosti tykajicich se
publikaci a publicity (podle odstavci 9 a 10 této
smlouvy);

(iv) payment for services performed to the notice
date of termination (under clause 5 hereof);

(iv) platby za sluzby provedené k datu vypovédi
(podle odstavce 5 této smlouvy);

(v)  complying with the obligations relating to the
Investigational drug and any other Sponsor provided
material when supplied;

(v)  dodrzovani povinnosti vztahujicich se k
hodnocenému piipravku a jakémukoli jinému
materialu poskytnutému zadavatelem;

(vi) indemnification and
(under clause 18 hereof);

insurance obligations

(vi) povinnosti zbaveni odpovédnosti a pojisténi
(podle odstavce 18 této smlouvy),

(vii) inspection rights (under clause 16 hereof); and

(vii) prav na inspekci (podle odstavce 16 této
smlouvy);

(viii) obligation to assign Inventions and assist in
obtaining patent protection (under clause 7 hereof)

(viii) povinnosti postoupit vynalezy a poskytnout
souinnost pii ziskani patentové ochrany (podle
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odstavce 7 této smlouvy),

all of which obligations are binding on the appropriate
Party and shall remain in full force and effect as set
forth in this Agreement.

pfi¢emz vSechny tyto povinnosti jsou pro piislusnou
stranu zavazné a zastavaji plné platné a uéinné, jak je
uvedeno v této smlouve.

20. Pharmacy

20. Lékarna

Institution’s pharmacy shall handle and dispense
Investigational Drugs. Drugs furnished for the Trial
shall be used solely under the Protocol and shall
not be used for any other purposes. Institution shall
follow UBC’s or Sponsor’s written instructions
related to the disposition of Trial related materials.
Institution  shall comply with  Applicable
Regulations as to the disposition of Trial related
materials.

Lékarna instituce bude nakladat s hodnocenym
ptipravkem a vydavat jej. Léky dodané pro klinické
hodnoceni budou pouzity vyluéné podle protokolu
a nesmi byt pouzity k zddnému jinému ucelu.
Instituce se bude pii nakladani s materialy pro
klinické hodnoceni fidit pisemnymi pokyny
spole¢nosti UBC nebo zadavatele. Instituce je
povinna dodrzovat platné predpisy tykajici se
nakladani s materidly pro klinické hodnoceni.

21.  Execution Instructions and Agreement

21.  Pokyny K uzavieni a ujednani

21.1 Authorized  signature  below indicates
Institution’s and Investigator’s acceptance of the
terms and conditions of this Agreement, which,
together with the Protocol, govern the Institution’s
and Investigator’s participation in the Trial. Any
amendments, supplements and/or annexes to this
Agreement shall be effective only if they are in
writing and signed by duly authorised representatives
of all Parties and shall constitute an integral part of
this Agreement. This Agreement is executed in Czech
and English languages. In case of any discrepancies
between Czech and English versions, the Czech
version shall prevail.

21.1 Podpis opravnéné 0soby pfipojeny nize
znamena, Ze instituce a zkousejici piijaly podminky
této smlouvy, ktera spolecné s protokolem upravuje
ucast instituce a zkousejiciho v klinickém hodnoceni.
Jakékoli dodatky, dopliiky anebo piilohy Kk této
smlouvé budou u¢inné, pouze pokud budou
vyhotoveny pisemné a podepsany fadné povéfenymi
zastupcei vSech stran, pricemz pak budou predstavovat
nedilnou ¢ast této smlouvy. Tato smlouva je sepsana
v Ceském a anglickém jazyce. V piipadé jakychkoli
nesrovnalosti mezi ¢eskou a anglickou verzi je
rozhodujici ceska verze.

21.2 In the event of a conflict between the terms of
the Protocol and those of this Agreement, the
Protocol prevails with respect to the description of
the Trial procedures and with respect to all
scientific, medical, technical and safety terms, and
the Agreement prevails with respect to publication,
intellectual property, confidentiality, budgetary,
business and legal terms.

21.2 V pripadé rozporu mezi terminy v protokolu a ve
smlouvé je rozhodujici znéni protokolu, co se tyce
popisu postupt Vv klinickém hodnoceni a co se tyce
vsech védeckych, Iékarskych, odbornych a
bezpecnostnich termint a znéni smlouvy je
rozhodujici, co se tyce publikaci, dusevniho
vlastnictvi, div€rnosti, rozpoctovych, obchodnich a
pravnich termint.

22.  Modifications

22.  Upravy

22.1 Neither this Agreement nor the Protocol may
be altered, amended or modified, except by a written
document signed by the Parties.

This Agreement, along with any Exhibits,
represents the entire and integrated agreement
between the parties and supersedes all prior
negotiations, representations or agreements, either

22.1 Ani tato smlouva ani protokol nesmi byt
ménény, upravovany nebo modifikovany, vyjma
situace, kdy tak bude wucinéno pisemnym
dokumentem podepsanym stranami.  Tato smlouva
spolu se vSemi ptilohami predstavuje kompletni a
ucelenou dohodu mezi stranami a nahrazuje vsechny
predchozi ujednani, vyjadieni a dohody, at wuz
pisemné nebo Gstni, tykajici se jejiho predmétu.
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written or oral, regarding its subject matter.

Sponsor — Third Party Beneficiary Rights

Zadavatel — prava ti‘eti 0Soby opravnéné prevzit
plnéni ze smlouvy

The Institution acknowledges and agrees that the
Sponsor is to be considered a third-party
beneficiary of and under this Agreement and may
independently enforce its rights hereunder.

Instituce bere na védomi a souhlasi s tim, ze
zadavatel je povazovan za tfeti 0S0bu opravnénou
prevzit plnéni na zakladé této smlouvy a mize
samostatné prosazovat sva prava podle této
smlouvy.

23. No Waiver

23.  Zadné zieknuti se prav

23.1 Failure of a Party to exercise or enforce any
right conferred upon it hereunder shall not be deemed
to be a waiver of any such right nor operate to bar the
exercise or enforcement thereof at any time or times
thereafter.

23.1 Nemoznost strany uplatnit nebo vymoci
jakékoliv pravo ptiznané touto smlouvou nebude
povazovana za zieknuti se jakéhokoli takového prava
ani nepovede ke znemoznéni uplatnit nebo vymahat
jakékoli takové pravo kdykoli nebo vicekrat poté.

24.  Severability

24.  Oddélitelnost

23.1 If any term or condition of this Agreement, the
deletion of which would not adversely affect the
receipt of any material benefit by a party hereunder,
shall be held illegal, invalid or unenforceable, the
remaining terms and conditions of this Agreement
shall not be affected thereby and such terms and
conditions shall be valid and enforceable to the fullest
extent permitted by law.

24.1 Pokud by kterékoliv ustanoveni této smlouvy,
jehoz odstranéni by nepiiznivé neovlivnilo jakykoli
podstatny prospéch strany podle této smlouvy, bylo
prohlaseno  za  nezakonné, neplatné  nebo
nevymahatelné, nebudou tim dotéena ostatni
ustanoveni této smlouvy a tato ziistanou v platnosti a
vynutitelna v plném rozsahu povoleném zakonem.

25. Counterparts

25.  Stejnopisy

25.1 This Agreement is made in three original
counterparts, one for each of the Parties, which shall
each have equal legal force.

251 Tato smlouva je wvyhotovena ve tiech
originalnich stejnopisech stejné pravni sily, pfi¢emz
kazda strana obdrzi jeden stejnopis.

26.  Notices

26. Oznameni

26.1 Any notification or notice required or
permitted to be given hereunder by either party
hereunder shall be in writing and shall be deemed
given on the date received if delivered personally
or by fax or five (5) days after the date postmarked
if sent by registered mail, return receipt requested,
postage prepaid to the following address:

26.1 Jakakoli oznameni nebo sdéleni, ktera
mohou byt podle této smlouvy vyzadovana nebo
povolena k piedani jiné strané, budou vyhotovena
pisemné a budou povazovana za piedana ke dni
predani, pokud byla ptedana osobné nebo zaslana
faxem, anebo za pét (5) dnt po datu postovniho
razitka, pokud byla poslana doporu¢enym dopisem
se zaplacenym poS§tovnym ha nasledujici adresu:

If to the Sponsor:

Zadavateli:

Taiho Oncology USA, Inc.
|

Taiho Oncology USA, Inc.
|

With a copy of all notifications and notices also

S kopii vSech oznameni nebo sdéleni zaslanou také
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being sent to UBC, where the administration of the
Trial is concerned.

spole¢nosti UBC, pokud se tykaji vedeni
klinického hodnoceni.

If to UBC :

Spolecnosti UBC:

UBC Late Stage (UK) Ltd26-28 Hammersmith
Grove

UBC Late Stage (UK) Ltd26-28 Hammersmith
Grove

W6 7THA, UK W6 7THA, UK

Attention: Contracts Management K rukam: Contracts Management
Fax: Fax:

If to the Institution: Instituci:

Fakultni nemocnice u sv. Anny v Brné
Pekatska 664/53, 656 91 Brno, Czech Republic
Attention: Clinical trial department

Fakultni nemocnice u sv. Anny v Brn¢
Pekaiska 664/53, 656 91 Brno, Ceska republika
K rukam: Oddé¢leni klinickych studii

Fax: Fax:

If to the Investigator: ZkouSejicimu:

I I
. |
Attention: K rukam:

Fax: Fax:

27.  Applicable Law and Jurisdiction 27.  Rozhodné pravo a soudni piislusnost

27.1 This Agreement shall be governed and
construed under the laws of the Czech Republic. Any
disputes, controversies or differences which may arise
between the Parties in relation to the conclusion,
interpretation, implementation, performance, breach,
invalidity or termination of this Agreement and which
have not been resolved amicably shall be dealt with in
accordance with with the law of the Czech Republic
in a competent Court of Jurisdiction of the Czech
Republic.

27.1 Tato smlouva se fidi pravnim fadem Ceské
republiky a bude v souladu s nim vykladana. Jakékoli
spory, rozpory nebo rozdily, které mohou vzniknout
mezi stranami ve vztahu Kk zavéram, interpretaci,
implementaci, provadéni, poruseni, neplatnosti nebo
ukonéeni této smlouvy, které nemohou byt vyfeseny
smirng, musi byt feseny v souladu se zikony Ceské
republiky u ptislusného soudu Ceské republiky.

28. Disharment of trade practices

28.  Vylouéeni obchodnich zvyklosti

28.1 The Parties hereby pursuant to § 558 par. 2 Act
no. 89/2012 Coll., The Civil Code, as amended,
explicitly exclude the use of commercial practices in
their legal relations in connection with this
Agreement.

28.1 Smluvni strany timto v souladu s § 558 odst. 2
zdkona ¢. 89/2012 Sh., ob¢anského zakoniku, ve
znéni pozdéjsich predpist, vyslovné vylucuji pouziti
obchodnich zvyklosti ve svém pravnim styku v
souvislosti s touto smlouvou.

29. Appendixes

29. Prilohy

29.1 An inseparable part of this Agreement are the
following appendices:

Appendix A - Protocol,

Appendix B - Table of payments;

Appendix C - Certificate of Insurance contracting
authority;

Appendix D — RA (SUKL) opinion

Appendix E - Opinion of the local and multicentric
ethics committee

Appendix F - Statement from Commercial code about

29.1 Nedilnou soucasti této smlouvy jsou nasledujici
ptilohy:

Priloha A — Protokol;

Piiloha B — Tabulka plateb;

Piiloha C — Certifikat 0 pojisténi zadavatele;

Piiloha D — Stanovisko SUKL;

Ptiloha E — Stanovisko mistni a multicentrické etické
komise;

Ptiloha F — Vypis Z OR spolecnosti UBC;

Priloha G — Povétovaci dopis zadavatele.
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company UBC
Appendix G Letter of authorization.

INSTITUTION AND INVESTIGATOR
UNDERSTANDS AND ACKNOWLEDGES THAT

FABRICATION, FALSIFICATION OR
ALTERATION BY INSTITUTION OR
INVESTIGATOR OR ANY OF THE
INVESTIGATOR’S  STAFF, INSTITUTION’S

EMPLOYEES, AGENTS OR CONTRACTORS OF
ANY  SUBJECT DATA OR  OTHER
INFORMATION PROVIDED BY INSTITUTION
OR INVESTIGATOR PURSUANT TO THIS
AGREEMENT CAN RESULT IN CRIMINAL
AND/OR ADMINISTRATIVE ACTIONS AND
SANCTIONS AGAINST INSTITUION AND/OR
INVESTIGATOR AND IN CIVIL LIABILITY TO
SPONSOR.

INSTITUCE A ZKOUSEJICI ROZUMI A BEROU
NA VEDOMI, ZE ZHOTOVENI, FALZIFIKACE
NEBO POZMENEN[ JAKYCHKOLI UDAJU
SUBJEKTU INSTITUCI NEBO ZKOUSEJICIM
NEBO PRACOVNIKY ZKOUSEJICIHO,
ZAMESTNANCI, ZASTUPCI NEBO
SMLUVNIMI PARTNERY INSTITUCE NEBO
JINYCH INFORMACI  POSKYTNUTYCH
INSTITUCI NEBO ZKOUSEJICIM DLE TETO
SMLOUVY MUZE MIT ZA NASLEDEK
TRESTNI ANEBO SPRAVNI ZALOBU A
SANKCE PROTI INSTITUCI NEBO
ZKOUSEJICIMU A OBCANSKOPRAVNI
ODPOVEDNOST ZADAVATELE.
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Agreed to and Accepted by:

Souhlasi a ptijima:

UBC LATE STAGE (UK) LIMITED

UBC LATE STAGE (UK) LIMITED

By: Podepsal/a:
(Signature) (Podpis)
Print Name I Jméno tiskacim pismem N
Title: Executive Director Funkce: Vykonna feditelka
Date: Datum:
Institution Instituce
By: Podepsal/a:
(Signature) (Podpis)

Print Name: MUDr. Martin Pavlik, Ph.D., DESA,

EDIC

Jméno tiskacim pismem: MUDr. Martin Pavlik,
Ph.D., DESA, EDIC

Title: director

Funkce: feditel

Date: Datum:
Investigator ZKkousejici
By: Podepsal/a:

(Signature) (Podpis)
Print Name:

Jméno tiskacim pismem: [

Title: _Investigator

Funkce: zkousejici

Date:

Datum:

EXHIBIT A PRILOHA A
PrOTOCOL PROTOKOL
EXHIBIT B PRILOHA B

(PAYMENT TABLE) (TABULKA PLATEB)
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EXHIBIT A PRILOHA A
PrRoTOCOL PROTOKOL
TAS-102
Protocol No. TO-TAS-102-302 Metastatic Gastric Cancer

rrotocoL | NG

RANDOMIZED, DOUBLE-BLIND, PHASE 3 STUDY EVALUATING [ lpLus
BEST SUPPORTIVE CARE (BSC) VERSUS PLACEBO PLUS BSC IN PATIENTS
WITH METASTATIC GASTRIC CANCER REFRACTORY TO STANDARD
TREATMENTS

IND No.: 57,674
EudraCT No: 2015-002683-16
FINAL: 30 June 2015
Amendment 0.1: 16 July 2015

This multinational study will be conducted under the sponsorship of Taiho Pharmaceutical Co., Ltd. for
sites in Japan and Taiho Oncology. Inc. for sites in the rest of the world:

Taiho Pharmaceutical Co., Ltd. w
1-27 Kandanishiki-Cho —
Chiyoda-ku, Tokyo, 101-8444, Japan e et Dievelqowents, B30I
¢ = Taiho Oncology, Inc.

Tel: TR

Taiho Oncology, Inc.
202 Carnegie Center, Suite 100
Princeton, NJ 08540, USA

SPONSOR’S MEDICAL MONITORS:

North America: Japan:
Tatho Oncology, Inc. United Biodource Corporation Tatho Pharmaceutical Co., Ltd.
1565 Rockmont Circle 16 Chemin des Coquelicots 1-2-4, Uchikanda, Chiyoda-ku,
Boulder, CO 80305 1214 Vernier, Geneva Tokyo, 101-0047
USA Switzerland Japan

Tel:
Fax:

Tel
Fax|

David H. Ilson, MD, PhD Josep Tabernero, MD, PhD Toshihiko Doi, MD, PhD
Memorial Sloan Kettering Cancer ~ Vall dHebron University Hospital =~ National Cancer Center Hospital East
Center, New York, NY 10065 Barcelona, Spain 08035 Kashiwa, Chiba Japan 277-0882

PRINCIPAL INVESTIGATORS:

STEERING COMMITTEE:
PRINCIPAL INVESTIGATORS and |l D. National Cancer Center Hospital East, Kashiwa, Chiba,
Japan 277-0882
This clinical study will be conducted in accordance with International Conference on Harmonisation
Good Clinical Practice (GCP) Guidelines.
CONFIDENTIAL

The information contained in this document is the property of Taiho Oncology, Inc. (TOI) and Taiho
Pharmaceutical Co., Ltd. (TPC). This document contains strictly confidential information and no part of
this document may be published or disclosed, except as necessary to obtain consent from persons who are
considering participation in the study, without the prior written approval of TOI or TPC.

_7l’rolocoliAmcndmcm 0.1 16Jul2015 Page 1 of 92
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EXHIBIT B:

PRILOHA B:

(PAYMENT TABLE)
(TABULKA PLATEB)

Payment to Institution for the
provision of study coordinator services

Navitéva / Visit Platba FNUS,.A/ ' of Department of clinical tfia’ls/ I:Iatba Odmeéna zkousejiciho/Payment for
Payment for Institution pro FNUSA za poskytovani sluzeb Pl
studijniho koordinatora Oddéleni
klinickych studii

Baseline 12.702 CZK 1000 CzK 19053 CzK
Cycle 1 15.469 CZK 1000 CzK 23204 CZK
Cycle 2 17.955 CzZK 1000 CzK 26933 CZK

Cycle 3 17.955 CzK 1000 CzK 26933 CZK

30-Day Safety Follow-up Visit 5405 CZK 1000 CZK 8107 CZK

Survival Follow-up 2778 CZK 1000 CzK 4167 CZK
Celkem/In total 72.265 CZK 6000,00 CZK 108397 CzK

Mimoradné navstévy a platby
mimo cenu za pacienta/

Additional visits and other
payments not in connection to the
subject

Platba FNUSA/Payment for Institution

Odmeéna zkousejiciho/Payment for PI

Start-up poplatek/Start-up fee

30000 K¢

Poplatek za dodatek/Amendment
fee

5000 K¢
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Archivace/Archiving fee 15000 K¢
Laboratore - start-up poplatek / 8000 K&
Lab start-up fee

Lékarna - start-up poplatek / 3000 K&
Pharmacy start-up fee

L(.-:-karna.— za vydej / Pharmacy - 300 K&
dispensing fee

Lékarna - platby za zasilky / 300 K&

Pharmacy - IMP receiving fee

Lékdrna - likvidace / Pharmacy - L .
/ ¥ neni pozadovana / not requested

detruction

Cestovné/Travel reimbursement 50.00 €

Screening failure (ICF, Medical Hx,

Hematology, Serum Chemistry) 5475 CZK 8213 CZK
Neplanovana navstéva /

Unscheduled visit 2703 CZK 4054 CZK
CT 20109 CZK 4483 CZK
End of Treatment 6421 CZK 9632 CZK

(a) Payments will only be made per completed cycle/visit; if a patient does not complete a cycle or visit, no payment will be made for that cycle/visit /
Platby budou provedeny jen za dokondené cykly / navstévy; v pfipadé, Ze pacient nema dokonceny cyklus nebo navsévtu, platba za tento cyklus / ndvstévu nebude
provedena
(b) The total per patient budget assumes three cycles of treatment per patient. If subsequent cycles are completed, these will be paid for at the same rate as listed
above for Cycle 3.
Celkovy rozpocet na jednoho pacienta pfedpoklada tfi cykly 1éEby. Nasledné cykly, pokud budou dokonéeny, budou uhrazeny ve stejné vysi, jak je uvedeno vy3e.
(c) The total per patient budget assumes one survival follow-up visit will be performed. If subsequent survival follow-up visits are completed, these will be paid at the
same rate as listed above.
Celkovy rozpocet na pacienta pfedpoklada, ze se provede jedno sledovani stavu preziti pacienta. Pokud budou provedena nasledna sledovani stavu preziti, budou
uhrazena ve stejné vysi, jak je uvedeno vySe.
(d) The visit amount includes payment for all protocol required assessments and administrative overhead; no additional funds will be paid for assessments completed
at the visit.
Castka za navétévu zahmuije platbu za vSechny Protokolem poZzadované (kony a administrativni reZijni naklad; za Gkony dokondenych navétév nebudou vyplaceny
Zadné dodate¢né financni prostredky.
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(e) Expenses beyond the amounts specified in the budget are the responsibility of the site unless otherwise agreed to in writing prior to incurring such costs. / Vydaje
nad ramec ¢astky stanovené v rozpoétu jsou na odpovédnosti pracovisté, pokud neni dohodnuto jinak pisemné pied predloZenim takovych nakladd.

(f) Sponsor reserves the right to require adequate supporting detail for verification of costs to be reimbursed. / Zadavatel si vyhrazuje pravo poZadovat predloZeni
pfiméFfenych podrobnosti pro ovéfeni nakladd, které maji byt nahrazeny.

(g) Reimbursement for IRB/EC pass-through fees will be issued on presentation of an invoice to Sponsor documenting the pass-through cost actually paid, up to the
site limit. / Nahrada za poplatky etickych komisi bude provedena na zékladé predlozeni faktury zadavateli, které budou reprezentovat skute¢né zaplacené platby, a
to aZ do limitu pracovisté.

(h) All invoices must be submitted within 60 days of closeout visit, or within 30 days of delivery of documents by UBC used to issue invoices by the institution,
whichever is later than 30 days from the closing site visit , VSechny faktury musi byt odeslany do 60 dn(i od close-out navstévy,pfipadné do 30 dnli ode dne dodani
podkladu k vystaveni faktur spole¢nosti UBC Instituci, nastane-li pozdéji neZ do 30 dni od uzaviraci navstévy pracovisté

A. START-UP FEE: A. START-UP POPLATEK:

Based on the original invoice receipt, UBC will pay | Na zaklad¢ doruceni originalni faktury, UBC

a one-off payment to the Institution immediately | uhradi jednorazovou platbu instituci bezprostredné
after signing the contract, total amount of 30.000,- | po podpisu smlouvy, a to ve vysi 30.000,- K¢ bez
CZK. without VAT. The administrative fee covers | DPH. Tento administrativni poplatek zahrnuje
reimbursement of economic and legal nature in the | thradu nakladt ekonomického a pravniho

context of Agreement negotiation, coordinating the | charakteru v souvislosti s vyjednanim této
involvement of the Pharmacy and evaluation of | smlouvy, koordinaci zapojeni l1ékarny a

feasibility in the Institution. The above-mentioned | s vyhodnocenim proveditelnosti studie v instituci.
payment shall be payable within 45 days of receipt | Shora uvedena platba bude splatna ve lhité 45 dna
of the invoice from the Institution by UBC. od prijeti faktury od instituce ze strany UBC.

B. AGREEEMENT ADDENDUM  FEE: B. POPLATEK ZA DODATEK:

If the parties signed an addendum to the Agreement | Bude-li stranami uzavien dodatek ke smlouve,
UBC agrees to pay a fee for arranging the | zavazuje se UBC uhradit poplatek za sjednani
addendum to the Agreement in the amount of | dodatku ke smlouve ve vysi 5.000,- K¢ bez DPH,
5.000, - CZK without VAT, which includes the | ktery zahrnuje naklady instituce spojené s

cost of the Institution associated with the | administrativou a projednanim dodatku z pravniho
administration and discussion of addendum on | a ekonomického hlediska. Tento poplatek je

legal and economic terms. This fee is invoiced | fakturovan bezprostiedné po podepsani dodatku
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immediately after the signing of the addendum by
all parties.

vSemi stranami.

C. ARCHIVING FEE

UBC also undertakes to reimburse the Institution of
the sum of 15.000, - CZK to cover the costs
associated with archiving for 15 years. This one-off
payment will be provided together with the last
payment made under the terms of this Agreement
by the end of the Trial, to the Institution only.

C. NAKLADY NA ARCHIVACI

UBC se déle zavazuje uhradit instituci ¢astku ve
vysi 15.000,- K¢ bez DPH a to k uhradé nakladu
spojenych s archivaci po dobu 15 let. Tato
jednorazova thrada bude poskytnuta spolecné

s posledni uhradou u¢inénou za podminek této
smlouvy ke konci studie, a to vylu¢né instituci.

D. PHARMACY SERVICES FEE
The Institution is committed to its responsibility
and in accordance with the Protocol ensures the
implementation of pharmacy services, which are
defined below. UBC provides one-off payment to
the Institutiton for the initial pharmacy services in
the amount of 3.000,-CZK within 45 days from
receipt of invoice from the Institution, the invoice
will be issued immediately after the conclusion of
the Agreement,
These  amounts  include  payments  for:
* Receiving a confirmation of the IMP

« Storage, documentation
* Delivery of the IMP at the Trial site

* regular inspection of the IMP in the Trial site by
delegated pharmacist

Pharmacy liability in accordance with the study
protocol and instructions UBC throughout the
course of the clicnical trial. Destruction of the
investigational product is not required by the

D. LEKARENSKE SLUZBY

Instituce se zavazuje, Ze na vlastni odpoveédnost a
v souladu s protokolem zajisti provedeni
lékarenskych sluzeb, jez jsou nize definovany.
UBC poskytne instituci jednorazovou tivodni
Castku za lékarenske sluzby ve vysi  3.000,-K¢, a
to ve lhite 45 dnil od pfijeti faktury od instituce,
pricemz faktura bude vystavena bezprostfedné po
uzavieni smlouvy,

Tyto ¢astky zahrnuji platby za:

e Pfijem a potvrzeni hodnoceného lécivého
ptipravku

e Uskladnéni, evidenci

e dodani hodnoceného 1é¢ivého piipravku na
misto hodnoceni,

e pravidelnou kontrolu hodnoceného
lé¢ivého pripravku v misté hodnoceni
vybranym farmaceutem

dalsi odpovédnosti Lékarny v souladu se studijnim
protokolem a instrukcemi UBC po celou dobu
priubéhu klinického hodnoceni. Likvidace
hodnoceného ptipravku neni sponzorem
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Sponsor.

Pharmacy - UBC will pay to the Institution for
each shipment receipt the amount of CZK 800, -
and for each dispensing to the patient of CZK 300,.

poZadovana.

Lékarna — UBC dale poskytne instituci platbu za
kazdé piijeti zasilky ve vysi 800,- K¢ a za kazdy
vydej 1é¢iva pacientovi ve vysi 300,- K¢.

E. STUDY COORDINATOR
UBC institution agrees to pay Institution CzZK
1.000, - per visit for the provision of study
coordinator services of Department of clinical
trials. These payments are invoiced on an ongoing
basis, together with the payments for visits.

E. E. STUDIJNI KOORDINATOR
UBC se zavazuje hradit instituci 1.000,- K¢ za
navstévu za poskytovani sluzeb koordinatora
Oddéleni klinickych studii. Tyto platby jsou
fakturovany prubézné spolecné s platbami za
navstévy.

F. LABORATORY

UBC will payto the Institution the initial fee for the
services of local laboratories (Department of
Clinical Biochemistry and the Department of
Clinical Hematology) amounting to 8.000,-CZK
(6.500,- Biochemistry department, 1.500,- CZK
Haematology department), which includes all
services of local laboratories in the study, including
the issuance of appropriate laboratory certificates.
This fee is billable after signing the Agreement.

F. LABORATORE
UBC uhradi instituci vstupni poplatek za sluzby
lokalni laboratote (Oddéleni klinické biochemie a
Odd¢leni klinické hematologie) ve vysi 8.000,- K¢
(6.500,- Odd¢leni klinické biochemie, 1.500,- K&
Oddéleni klinické hematologie), ktery zahrnuje
veskeré sluzby lokalni laboratofe v ramci studie,
v¢etné vydani prislusnych laboratornich certifikatu.
Tento poplatek je fakturovatelny po podpisu
smlouvy.
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