CLINICAL TRIAL AGREEMENT
Institution Agreement

Institution: Krajska zdravotni, a. s.

Institution Address: Socialni pece 3316/12a, 401
13 Usti nad Labem, Czech Republic

CRO Name: Medpace Clinical Research, LLC
CRO Address: 5375 Medpace Way, Cincinnati,
Ohio 45227, USA

Study Drug: Lesinurad 200 mg

Protocol Number and Title: A Phase 4,
Randomized, Double-Blind, Multicenter, Placebo-
Controlled Study to Evaluate the Safety and
Efficacy of Lesinurad 200 mg in Combination
With a Xanthine Oxidase Inhibitor (XOI),
Compared With an XOI Alone, in Subjects With
Gout and Estimated Creatinine Clearance 30 to
<60 mL/min Who Have Not Achieved Target
Serum Uric Acid Levels on an XOI Alone

Date: 25-September-2017

THIS CLINICAL TRIAL AGREEMENT
(together with its Schedules, the "Agreement") is
made and entered into as of the date specified
above by and between Ironwood Pharmaceuticals,
Inc., a Delaware corporation with a principal
business address at 301 Binney Street, Cambridge,
Massachusetts 02142 ("Sponsor™) and the
Institution identified above ("Institution").

Institution may also be referred to as the
"Site." The Institution, Private Investigator and
Sponsor may be individually referred to as "Party"
and collectively referred to as the "Parties."

SMLOUVA O KLINICKEM HODNOCENI
Smlouva poskytovatele
zdravotnich sluzeb

Poskytovatel ~ zdravotnich  sluzeb:  Krajska
zdravotni, a. s.

Adresa poskytovatele zdravotnich sluzeb: Socialni
péée 3316/12a, 401 13 Usti nad Labem, Ceska

republika

Nézev smluvni vyzkumné organizace: Medpace
Clinical Research, LLC

Adresa smluvni vyzkumné organizace: 5375
Medpace Way, Cincinnati, Ohio 45227, USA

Hodnoceny 1é¢ivy ptipravek: Lesinuradu 200 mg
Cislo a nazev protokolu: RDEA594-401
Randomizovand, dvojité zaslepend, multicentricka,
placebem kontrolovana studie faze 4 hodnotici
bezpe¢nost a ucinnost lesinuradu 200 mg v
kombinaci s inhibitorem xantinoxidazy (XOI) v
porovnani se samotnym XOI u pacienti S dnou a
odhadovanou clearance kreatininu 30 az <60
mi/min, kteti nedoséahli cilové hladiny kyseliny
moc¢ové V Séru po uzivani samotného XOl.

Datum: 25. zaii 2017

TATO SMLOUVA O KLINICKEM
HODNOCENI (spole¢né se svymi piilohami dale
jen ,smlouva“) se uzavira k datu uvedenemu vyse
mezi spolecnosti Ironwood Pharmaceuticals, Inc.,
spole¢nosti zaloZenou ve statu Delaware se sidlem
na adrese 301 Binney Street, Cambridge,
Massachusetts 02142 (déle jen ,,zadavatel*), vyse
uvedenym poskytovatelem zdravotnich sluzeb
(dale jen ,,poskytovatel zdravotnich sluzeb®)

Poskytovatel zdravotnich sluzeb bude
oznacovan jako ,pracovisté“. Poskytovatel
zdravotnich sluzeb, hlavni zkousejici a zadavatel
mohou byt dale jednotlivé oznacovani také jen jako
,,smluvni strana“ a spole¢né také ,,smluvni strany*.
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RECITALS

WHEREAS, Sponsor wishes to sponsor a
study (the "Study") of the investigational drug
identified above (the "Study Drug") at Institution.

WHEREAS, XXXXX (“Principal
Investigator) an employee of the Institution and
experienced in the conduct of clinical studies in
humans, desires to participate in the Study as a
clinical investigator at Institution and Sponsor
desires that XXXXX participates in the Study;

WHEREAS, Principal Investigator will
enter into a separate agreement with Sponsor in
order to serve as Principal Investigator for the
Study;

WHEREAS, by separate agreement,
Sponsor has engaged the contract research
organization identified above ("CRQO") acting as an
independent contractor, to act on behalf of Sponsor
for the purposes of transferring certain obligations
in connection with this Agreement and the Study,
said obligations including but not limited to
negotiations of the Agreement and payment
administration for services performed and trial
management described hereunder; and

NOW, THEREFORE, for and in
consideration of the foregoing, and for other good
and valuable consideration, the receipt and
sufficiency of which is hereby acknowledged, and
intending to be legally bound, the Parties hereby
agree as follows:

SKUTECNOSTI

VZHLEDEM K TOMU, Ze zadavatel chce
sponzorovat studii (dale jen studie”) wvyse
uvedeného hodnoceného 1é¢ivého piipravku (dale
jen ,,hodnoceny 1é¢ivy piipravek) u poskytovatele
zdravotnich sluzeb;

VZHLEDEM K TOMU, Ze XXXXX (dale
jen hlavni zkousejici), je zaméstnancem
poskytovatelem zdravotnich sluzeb a ma
zkuSenosti v provadéni klinickych studii na lidech,
si pieje ucastnit se studie jako klinicky zkousejici
u poskytovatele zdravotnich sluzeb a zadavatel si
pieje, aby se XXXX ucastnil studie;

VZHLEDEM K TOMU, ze hlavni
zkousejici a zadavatel wuzavieli samostatnou
smlouvu na =zakladé, které hlavni zkouSejici
vykonava funkci hlavniho zkousejiciho studie.

VZHLEDEM K TOMU, Ze zadavatel
zvlastni smlouvou zapojil vyse uvedenou smluvni
vyzkumnou organizaci (dale jen ,,CRO*), kterad
pusobi jako nezavisly dodavatel, aby jednala
jménem zadavatele pro ucely pievodu ur€itych
zavazka v souvislosti s touto smlouvou a studif,
ptri¢emz vyse uvedené zavazky zahrnuji mimo jiné
jednani o smlouvé, spravu plateb za provedené
sluzby a vedeni Klinického hodnoceni, jak je
popsano nize; a

PROTO NYNI, s ohledem na vyse
uvedené skuteGnosti a za ucelem dalsiho
hodnotného plnéni, jehoz piijem a dostate¢nost
jsou uznany a maji byt pravné zavazné, se smluvni
strany dohodly na nasledujicim:
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1. DEFINITIONS

In addition to the terms defined above and
elsewhere in this Agreement, the following terms
shall have the meanings set forth in this Article 1.

1.1 "Case Report Form" or "CRF"
shall mean a printed or electronic document
designed to record all of the Protocol-required
information to be reported to Sponsor/CRO on
each Subject (as defined below).

1.2. "Confidential Information™ shall
mean all material and information that is disclosed
in connection with this Agreement, including, but
not limited to, Study Documents, investigator's
brochure, Protocol or synopsis thereof and related
materials, any data or other information provided
by Sponsor and/or CRO, as well as all information
generated or developed by Institution or Principal
Investigator in the course of the performance of
their work on the Study and/or providing other
research services in connection therewith.

1.3. "Good Clinical Practice" or
"GCP" shall mean any standard for the design,
conduct, performance, monitoring, auditing,

recording, analyses, and reporting of clinical trials
that provides assurance that the data and reported
results are credible and accurate, and that the rights,
integrity, and confidentiality of Subjects are
protected as defined by the then current
International Conference on Harmonization
Guidelines for Good Clinical Practice.

1.4. "Informed Consent" shall mean a
process by which a Subject voluntarily confirms
his or her willingness to participate in the Study,
after having been informed of all aspects of the
Study that are relevant to the Subject's decision to
participate. Informed Consent is documented by
means of a written, signed, and dated informed
consent form as defined by GCP.

1. DEFINICE

Kromé pojmu definovanych vyse a jinde v
této smlouvé maji nize uvedené terminy vyznam
stanoveny v tomto ¢lanku 1.

11.  ,Formulaf zdznamu subjektu
hodnoceni“ neboli ,,CRF*“ je tistény nebo
elektronicky dokument uréeny k zdznamu vsech
informaci vyzadovanych protokolem, které maji
byt hlaSeny zadavateli/CRO o kazdém subjektu
(jak je definovano nize).

1.2. ,.Duvérné informace* jsou veskeré
materialy a informace, které jsou sdélovany v
souvislosti s touto smlouvou, mimo jiné véetné
studijnich  dokumentt,, brozury zkousejiciho,
protokolu nebo jeho souhrnu a souvisejicich
materialt, veskerych daji nebo jinych informaci
poskytnutych zadavatelem a/nebo CRO, jakoz i
veskeré informace vytvofené nebo vyvinuté
poskytovatelem zdravotnich sluzeb nebo hlavnim
zkousejicim v pribéhu jejich prace v ramci studie
a/nebo poskytovani dalsich vyzkumnych sluzeb v
souvislosti se studii.

1.3. LSpravna klinickd praxe* neboli
,,GCP* je jakakoli norma pro navrh, vedeni, vykon,
sledovani, audit, zaznam, analyzy a hlaseni
klinickych hodnoceni, ktera poskytuje zaruku, ze
Gdaje a ohlasené vysledky jsou duavéryhodné a
pfesné a ze prava, bezihonnost a duavérnost
subjektii jsou chranény tak, jak je definuji v té dobé
platné smérnice pro spravnou Kklinickou praxi
Mezinarodni konference o harmonizaci.

1.4. . Informovany souhlas“ je postup,
jimz subjekt hodnoceni dobrovolné potvrzuje svoji
ochotu ucastnit se studie poté, co byl informovan o
vsech aspektech studie, které jsou relevantni pro
rozhodnuti subjektu zucastnit se. Informovany
souhlas je zdokumentovan prostiednictvim
pisemného, podepsaného a datovaného formulafe
informovaného souhlasu, jak je definovano v GCP.
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15. "Institutional Review
Board/Independent  Ethics Committee™  or
"IRB/IEC" shall mean an independent body (a
review board or a committee, institutional,
regional, national or supranational), constituted of
medical/scientific ~ professionals and  non-
medical/non-scientific members, whose
responsibility it is to ensure the protection of the
rights, safety and well-being of human subjects
involved in a clinical trial and to provide public
assurance of that protection, by, among other
things, reviewing and approving or providing
favorable opinion on the Protocol, the suitability of
the investigator(s), and the methods and material to
be used in obtaining and documenting the informed
consent of Subjects, and providing continuing
review of the Protocol and amendments.

1.6.  "Personnel" shall mean other
individuals to whom specific Study responsibilities
and/or work assignments have been assigned by
Institution.

1.7 "Protocol” shall mean the protocol
identified above and attached hereto as Schedule A
which is incorporated herein by reference and
made a part of this Agreement.

1.8. "Requlatory  Authority” shall
mean: (a) any and all governmental or industry
agency or body with authority over the manner in
which a clinical trial is conducted in a country or
region; and (b) any authority responsible for
granting regulatory approval in a particular country
or region.

1.9 "Study Documents™ shall mean all
documents other than the Protocol that are
provided by the Sponsor or CRO to Institution,
Principal Investigator or Personnel, which instruct,
provide information or otherwise explain the
conduct of the Study.

1.5. Institucionalni_hodnotici komise
[ nezdvisla etickd komise“ neboli ,,IRB/EK* je
nezavisly organ (kontrolni rada nebo wvybor,
institucionalni, regionalni, narodni  nebo
nadnarodni) slozeny z Iékafskych a védeckych
odbornikti a nevédeckych ¢lent, jejichz povinnosti
je zajistit ochranu prav, bezpe¢nosti a blahobytu
lidskych subjekta tcastnicich se klinického
hodnoceni a poskytovat vefejnou zaruku této
ochrany, a to mimo jiné tim, Zze ptezkoumava a
schvaluje nebo poskytuje piiznivé stanovisko o
protokolu, vhodnosti zkousejiciho (zkousejicich)
nebo metodach a materidlech, které maji byt
pouzity  pii  ziskavani a  dokumentaci
informovaného  souhlasu  subjektt, jakoz i
prubé&zné pirezkoumava protokol a dodatky.

1.6.  ,Personal“ jsou dalsi osoby,
kterym byly poskytovatelem zdravotnich sluzeb
ptidéleny konkrétni ukoly a/nebo prace v rdmci
studie.

1.7.  ,Protokol“ je protokol uvedeny
vySe a pripojeny k tomuto dokumentu jako ptiloha
A, které je zde zac¢lenéna formou odkazu a ktera je
soucasti této smlouvy.

1.8.  ,Regulaéni organ“ je: (a) jakakoli
vladni nebo oborovd agentura nebo organ s
pravomoci tykajici se zplGsobu provadéni
klinického hodnoceni v zemi nebo regionu; a (b)
jakykoli organ odpovédny za udé€leni schvaleni
regula¢nimi organy v ur¢ité zemi nebo regionu.

1.9 ,Studijni  dokumenty“  jsou
vSechny dokumenty jiné nez protokol, Kkteré
poskytl zadavatel nebo CRO poskytovateli
zdravotnich sluzeb, hlavnimu zkousejicimu nebo
personalu, které poskytuji pokyny, informace nebo
jinak vysvétluji prabeh studie.
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2. CONDUCT OF STUDY

2.1. Compliance  with  Protocol.
Institution shall act in strict accordance with the
Protocol and applicable Study Documents, both of
which may only be amended and/or revised by
written amendment(s) to this Agreement.
Institution shall ensure that Personnel shall act in
the same manner as Institution. Institution may not
deviate from the Protocol without Sponsor's prior
written consent except as necessary to protect the
safety and welfare of the subjects who participate
in the Study (each, a "Subject" and collectively, the
"Subjects") and in conformity with the generally
accepted standards of the medical community in
which Principal Investigator practices. The Site
shall immediately notify and/or CRO of any such
deviation and follow with prompt written
confirmation thereof.

2.2. Compliance with Laws,
Regulations and Guidelines. Institution and
Personnel shall comply with all applicable laws,
regulations and guidelines, including but not
limited to the (a) regulations and guidance
governing the protection of human subjects,
including, but not limited to, the Declaration of
Helsinki, (b) regulations and guidance governing
the conduct of clinical research, specifically
including, but not limited to, GCP Guidelines
developed by the International Conference on
Harmonisation of Technical Requirements for the
Registration of Pharmaceutics for Human Use, ()
laws and regulations governing the purchase and
sale of securities in a company while in possession
of material, non-public information about that
company and (d) any applicable anti-corruption or
anti-kickback legislation (collectively, “Applicable
Laws”). Additionally, Institution and Personnel
shall comply with generally accepted professional
clinical and research standards of care.

2.3. Principal Investigator. The Study
shall be conducted by and under the direction and
supervision of the Principal Investigator. In the

2. PROVADENI STUDIE

2.1.  Dodrzovani protokolu.
Poskytovatel zdravotnich sluzeb jednd striktné v
souladu s protokolem a pfislusnymi studijnimi
dokumenty, pfi¢emz tyto mohou byt zménény
a/nebo revidovany pouze pisemnymi dodatky k
této smlouvé. Poskytovatel zdravotnich sluzeb
zajisti, aby persondl jednal stejnym zptisobem jako
poskytovatel zdravotnich sluzeb. Poskytovatel
zdravotnich sluzeb se bez ptedchoziho pisemného
souhlasu zadavatele nesmi odchylit od protokolu, s
vyjimkou piipadt, kdy je to nezbytné k ochrané
bezpecnosti a blahobytu subjektu, které se ucastni
studie (kazdy dale jen ,subjekt“ a souhrnné
»subjekty”), a v souladu s obecné piijatymi
standardy 1ékarské komunity, v jejimz ramci
vykondva hlavni zkousejici svou Cinnost.
Pracovisté jakoukoli takovou odchylku neprodlené
ozndmi CRO a nasledné ji neprodlené pisemné
potvrdi.

2.2. DodrZzovani zakond, ptedpist a
pokynt. Poskytovatel zdravotnich sluzeb a
persondl musi dodrzovat vSechny platné zakony,
ptedpisy a pokyny, mimo jiné véetné (a) nafizeni a
pokynt upravujicich ochranu lidskych subjekta,
mimo jiné véetné helsinské deklarace; (b) nafizeni
a pokyna upravujicich provadéni klinického
vyzkumu, které obsahuji mimo jiné pokyny GCP
vypracované Mezindrodni  konferenci o
harmonizaci technickych pozadavkt pro registraci
1é¢ivych piipravka pro humanni pouziti, (€) zdkont
a predpist upravujicich ndkup a prodej cennych
papirti ve spole¢nosti, pii soucasném vlastnictvi
vyznamnych nevetfejnych informaci o této
spole¢nosti a (d) jakychkoli platnych pravnich
predpisi proti korupci nebo proti Gplatkim
(souhrnné dale jen ,,platné zakony*). Poskytovatel
zdravotnich sluzeb a personal dale souhlasi s tim,
ze budou dodrzovat obecné  pfijimané
profesionalni, klinické a vyzkumné standardy
péce.

2.3. Hlavni zkousSejici. Studie je
provadéna hlavnim zkousejicim a pod jeho
vedenim a dohledem. V piipadé, ze hlavni
zkousejici neni schopen nebo ochoten vykonavat
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event Principal Investigator is unable or unwilling
to carry out his duties under this Agreement,
Institution may nominate a replacement for
Principal Investigator. Sponsor, in its sole
discretion, may approve or reject such
replacement. In the event that such replacement is
not approved, Sponsor reserves the right to
terminate the Agreement in accordance with
Article 12 hereof.

2.4. Ownership, Delivery, Handling
and Return of Study Drug. Sponsor is and shall at
all times remain the sole owner of the Study Drug
identified above and provided hereunder. Sponsor
shall provide the Site with the required quantities
of the Study Drug, at no cost, for the Site to conduct
the Study. The Site will handle and store the Study
Drug in accordance with the Protocol, Study
Documents, and all applicable laws and regulations
and, upon conclusion of the Study, will return all
unused Study Drug to Sponsor or CRO at Sponsor's
expense or dispose of all unused portions thereof in
accordance with Sponsor's written instructions.
The Site shall maintain records on the receipt and
disposition of the Study Drug, including dates,
quantity and use by patients. If requested by
Sponsor, all empty Study Drug containers shall be
retained and returned to Sponsor or CRO at
Sponsor's expense.

2.5. Institutional Review
Board/Independent Ethics Committee. The Study
shall be conducted under the supervision and with
the approval of the IRB/IEC. The Site shall conduct
the Study only after its IRB/IEC has approved the
Protocol, Informed Consent form, and subject
recruitment documents, as applicable, and any
amendments to the foregoing, in writing and a copy
of these approvals has been received by Sponsor.
In the event of any amendment to the Protocol that
requires IRB/IEC review, continuation of the Study
at the Institution is subject to IRB/IEC approval of
the amendment.

své povinnosti podle této smlouvy, mize
poskytovatel  zdravotnich  sluzeb  jmenovat
ndhradnika za hlavniho zkousejiciho. Zadavatel
muze dle vlastniho uvazeni tohoto nahradnika
schvalit nebo zamitnout. V piipadé, Ze takovy
ndhradnik neni schvélen, si zadavatel vyhrazuje
pravo ukon¢it smlouvu v souladu s ¢lankem 12 této
smlouvy.

2.4.  Vlastnictvi, dodavka a vréceni
hodnoceného 1é¢ivého ptipravku a manipulace s
nim. Zadavatel je a vzdy zlstava vyhradnim
vlastnikem hodnoceného 1é¢ivého piipravku, ktery
je uveden vyse a je poskytnut v ramci této smlouvy.
Zadavatel zdarma poskytne pracovisti potiebné
mnozstvi hodnoceného 1é¢ivého piipravku, a to pro
ucely provadéni studie na pracovisti. Pracovisté
bude s hodnocenym IéCivym ptipravkem
manipulovat a bude jej uchovavat v souladu s
protokolem, studijnimi dokumenty a vSemi
ptislusnymi zakony a piedpisy a po ukonceni
studie vrati veskeré nepouzité hodnocené 1é¢ivé
ptipravky zadavateli nebo CRO na néklady
zadavatele nebo zlikviduje v§echny nevyuzité ¢asti
hodnocenych 1é¢ivych ptipravka v souladu s
pisemnymi pokyny zadavatele. Pracovisté bude
uchovavat zdznamy o piijeti a vydani hodnoceného
1é¢ivého piipravku, a to vcetné dat, mnozZstvi a
pouziti pacienty. Vsechny prazdné obaly od
hodnocenych 1é¢ivych piipravka budou uchovany
a vraceny zadavateli nebo CRO na néaklady
zadavatele, pokud o to zadavatel pozada.

2.5.  Instituciondlni hodnotici komise /
nezavisla eticka komise. Studie bude provedena
pod dohledem IRB/EK a s jejich souhlasem.
Pracovisté bude provadét studii pouze poté, co
IRB/EK pisemné schvali protokol, formulaf
informovaného souhlasu a pfislusné dokumenty k
néboru subjektt a piipadné zmény vyse uvedenych
dokumenti,, a poté, co zadavatel obdrzi kopie
takovych schvéleni. V piipadé jakychkoli zmén
protokolu, které vyzaduji pfezkum IRB/EK, bude
pokracovani studie u poskytovatele zdravotnich
sluzeb podléhat schvaleni zmén ze strany IRB/EK.
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2.6. Informed Consent. Institution shall ensure
that Principle Investigator obtains from all Subjects
a signed Informed Consent form, in accordance
with applicable laws and regulations, approved by
Sponsor and the IRB/IEC, prior to their
participation in the Study or undergoing any Study
test, examination or procedure. Institution will
ensure that Principal Investigator has obtained a
signed Informed Consent form from a Subject
before any Protocol-mandated procedures are
performed on that Subject at Institution, and will
provide such signed Informed Consent form to
Sponsor or CRO.

2.7. Protected Health Information. The Site
shall comply with all relevant and applicable laws
and regulations governing the privacy and security
of health information. The Site and Sponsor shall
treat confidentially all information regarding
diagnosis, history or treatment that allows unique
identification of an individual ("Protected Health
Information. For the purposes of this Study,
Institution,  Sponsor, Medpace and any
investigators, hospitals and clinics involved in the
study shall agree to comply with the Data
Protection Directive of 95/46/EC and its
implementing legislation, Act 101/2000 Coll. (the
“Data Protection Laws”), in connection with the
study under this Agreement.

2.8. Records and Reporting.

@) Complete and Accurate
Records. The Site shall maintain complete and
accurate records of the status and progress of the
Study, all Subject information and all other data
and information related to the Study, and shall
provide such documents, data or information to
Sponsor upon written request. The Institution shall
promptly complete CRFs within five (5) business
days of each Subject’s visit, and allow Sponsor or
CRO access to, such CRFs for all Subjects and any
original source documents for all Subjects. Upon
Sponsor’s request, Institution and Personnel shall
correct any CRF errors and/or omissions.

2.6. Informovany souhlas. Pracovisté zajisti, ze
hlavni zkouSejici od vSech subjektd ziska
podepsany formulaf informovaného souhlasu v
souladu s prislusnymi zakony a predpisy
schvalenymi zadavatelem a IRB/EK, a to pied
jejich tucasti ve studii nebo pied podstoupenim
jakéhokoli testu, vySetfeni nebo postupu v ramci
studie. Poskytovatel zdravotnich sluzeb zajisti, aby
hlavni zkousejici ziskal od subjektu podepsany
formulaf informovaného souhlasu piedtim, nez
budou na daném subjektu u poskytovatele
zdravotnich sluzeb provedeny jakékoli postupy
stanovené protokolem, a takovy podepsany
formulaé informovaného souhlasu  poskytne
zadavateli nebo CRO.

2.7.  Chranéné zdravotni informace. Pracovisté
bude dodrzovat veskeré relevantni a platné zakony
a predpisy upravujici divérnost a bezpeénost
zdravotnich informaci. Pracovist¢ a zadavatel
budou se vSemi informacemi tykajicimi se
diagndzy, anamnézy nebo 1é¢by, které umoziuji
jedine¢nou identifikaci osoby (dale jen ,,chranéné
zdravotni informace*), zachdzet duvérné. Pro ucely
této studie poskytovatel zdravotnich sluzeb,
zadavatel, spolecnost Medpace a vSichni
zkousejici, nemocnice a kliniky zapojené do studie
souhlasi s dodrzovanim smérnice 95/46/ES o
ochrané¢ osobnich udaji a jejich provadécich
predpisi, zdkona ¢ 101/2000 Sh. (dale jen ,,zakony
0 ochrané osobnich tdaju*) v souvislosti se studii
podle této smlouvy.

2.8. Zaznamy a zpravy.

(a) Uplné a presné zaznamy.
Pracovisté bude uchovavat Uplné a ptesné zdznamy
0 stavu a priabéhu studie, veskeré Udaje o
subjektech a veskeré dal$i (daje a informace
souvisejici se studii a tyto dokumenty, Gdaje nebo
informace poskytne na zakladé pisemné Zadosti
zadavateli. Poskytovatel zdravotnich  sluzeb
neprodlené vyplni CRF do péti (5) pracovnich dnt
od navstévy kazdého subjektu a umozni zadavateli
nebo CRO pfistup k takovym CRF pro vSechny
subjekty a k jakymkoli zdrojovym dokumentim
pro vSechny subjekty. Na zadost zadavatele
poskytovatel zdravotnich sluzeb a personal opravi
chyby a/nebo opomenuti v CRF.
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(b) Retention of Records. The
Institution shall retain and preserve one (1) paper
copy (unless Sponsor approves in writing of
electronic document retention) only of all data
generated in the course of the Study for the longer
of: (i) two (2) years after the last marketing
authorization for the Study Drug has been
approved or Sponsor has discontinued its research
with respect to the Study Drug or (ii) such longer
period as required by applicable regulatory
requirements or as required by Czech law. At the
end of such period, the Site shall notify Sponsor of
their intent to destroy all such material. Sponsor
shall have ninety (90) days to respond to the Site's
notice, and Sponsor shall have a further
opportunity to retain such materials at Sponsor's
expense.

2.9.  Auditing and Source Document
Verification. Institution shall reasonably cooperate
and make all necessary documents (including but
not limited to source data/documents) and
Personnel available to Sponsor or CRO to permit
Sponsor to examine, analyze, verify, monitor and
audit the Study as necessary. With reasonable prior
notice at mutually agreeable times during regular
business hours, Sponsor and CRO shall have the
right to perform such monitoring of the Study
hereunder in accordance with Institution’s
reasonably applicable policies regarding access to
facilities and information systems, including
access to records and Personnel and Principal
Investigator involved in the conduct of the Study.

2.10. Third Party Inspections and
Audits. Institution, and Personnel shall also make
all necessary data and documents available to a
Regulatory Authority or other governmental
authorities or the IRB/IEC for inspection or
auditing. In the event the Site receives notice that
the activities of it or the IRB/IEC relating to the
Protocol shall be the subject of an inspection,
investigation or audit by a Regulatory Authority,
the Site shall promptly notify Sponsor or CRO to
the extent not prohibited by the Regulatory
Authority or other governmental authorities. The

(b) Uchovavani  zdznamu.
Poskytovatel zdravotnich sluzeb si ponecha a bude
uchovavat jednu (1) papirovou kopii (pokud
zadavatel  pisemné  neschvali  uchovavani
dokumentt v elektronické podob¢) vsech udaju
ziskanych v prubéhu studie, a to po dobu, ktera z
nasledujicich bude delsi: (i) dva (2) roky po
poslednim schvaleni rozhodnuti o registraci
hodnoceného 1é¢ivého piipravku nebo poté, co
zadavatel ukoné¢i vyzkum v souvislosti s
hodnocenym 1é¢ivym piipravkem nebo (ii) delsi
dobu, kterou vyzaduji platné pozadavky
regulacnich organi nebo pozadavky ceského
prava. Po uplynuti této lhuty bude pracovisté
informovat zadavatele o svém Umyslu znicit
veSkery takovy material. Zadavatel ma devadesat
(90) dni na to, aby na takové oznameni pracovisté
reagoval, a zadavatel ma dalsi ptileZitost uchovavat
tyto materialy na své naklady.

29. Audity a ovéfeni zdrojové
dokumentace. Poskytovatel zdravotnich sluzeb
bude rozumné spolupracovat a poskytne zadavateli
nebo CRO piistup ke vSem potiebnym
dokumentim (mimo jiné v¢etné zdrojovych
dat/dokumenttl) a persondlu, a to za tucéelem
umoznit zadavateli provéfit, analyzovat, ovéfit,
sledovat studii a provadét audit studie dle potieby.
Zadavatel a CRO budou mit podle této smlouvy na
zékladé rozumného piedbézného o0znadmeni pravo
v pravidelnych pracovnich hodinich provadét
takové sledovani studie v souladu s prislusnymi
pravidly  poskytovatele zdravotnich  sluzeb
tykajicimi se piistupu do zatizeni a k informa¢nim
systémim, vletné pfistupu K zaznamim a
personalu a hlavnimu zkousejicimu zapojenému do
provadéni studie.

2.10. Inspekce a audity tietich stran.
Poskytovatel zdravotnich sluzeb a personal rovnéz
zpiistupni v8echny nezbytné Gdaje a dokumenty
regula¢nimu organu nebo jinym vladnim organtim
nebo IRB/EK za ucelem inspekce nebo auditu. V
ptipad¢, Ze pracovisté obdrzi ozndmeni o tom, ze
Cinnosti pracovisté nebo IRB/EK tykajici se
protokolu budou predmétem inspekce, Seteni nebo
auditu regula¢niho organu, bude o tom pracovisté
neprodlené informovat zadavatele nebo CRO v
rozsahu, ktery neni zakdz&n regula¢nim organem
nebo jinymi vladnimi orgény. Pracovisté poskytne
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Site shall provide Sponsor or CRO with copies of
any documents received from or provided to a
Regulatory Authority or other governmental
authorities related to the Protocol upon request of
Sponsor and to the extent not prohibited by the
Regulatory Authority or other governmental
authorities.

2.11. CRO. The Site acknowledges
Sponsor’s right to assign, delegate, or transfer, in
whole or in part, any of its rights or obligations
under this Agreement to CRO. CRO may act for
and on behalf of Sponsor in exercising certain
rights and obligations under the terms of this
Agreement. The Site shall cooperate with CRO and
Sponsor in their efforts to monitor the Study.

3. ADVERSE EVENT REPORTING

The Site shall report all serious adverse
events and adverse events to Sponsor as required
by applicable laws or regulations, and as set forth
in the Protocol.

4. COMPENSATION

41.  Payment. In consideration of the
proper performance of the Study by the Institution
under the terms of this Agreement and upon
approval of Sponsor, CRO or its designee will pay
the payee (‘“Payee”) designated in Schedule B, on
Sponsor’s behalf, as detailed in the Budget and
Payment Schedule, attached hereto as Schedule B,
which is incorporated herein by reference and
made a part of this Agreement (the "Study
Budget"). Wire transfers may also be used pursuant
to a mutually acceptable procedure. The maximum
Study grant and the payment schedule for same, the
number of patients to be enrolled, randomized, and
completed, and the financial terms and conditions
pertaining to the Study are as set forth in the Study
Budget. Payee shall be fully and solely responsible
for making any and all payments to Principal
Investigator, or any other third parties or agents
thereof who provide services hereunder. Except as
may be otherwise set forth in this Agreement, it is

zadavateli nebo CRO kopie vSech dokumenti
obdrzenych od regula¢niho organu ¢i jinych
vladnich organt nebo poskytnutych regula¢nimu
organu ¢i jinym vladnim organtim v souvislosti s
protokolem, a to na zadost zadavatele a v rozsahu,
ktery neni zakadzdn regulacnim orgdnem nebo
jinymi vladnimi organy.

2.11. CRO. Pracovisté bere na védomi
pravo zadavatele udélit, delegovat nebo prevést v
plné mife nebo zéasti jakdkoli sva prava nebo
povinnosti vyplyvajici z této smlouvy na CRO.
CRO muize pfi vykonu urcitych prav a povinnosti
podle podminek této smlouvy jednat za zadavatele
a jménem  zadavatele.  Pracovisté  bude
spolupracovat s CRO a zadavatelem pti veSkerém
jejich usili o sledovani studie.

3. HLASENI NEZADOUCICH PRIHOD

Pracovisté zadavateli ozndmi vSechny
zavazné nezddouci piihody a nezadouci piihody,
jak to vyzaduji platné zakony nebo piedpisy a jak
je stanoveno v protokolu.

4. NAHRADA

4.1. Platba. Pii zohlednéni Fadného
provedeni studie poskytovatelem zdravotnich
sluzeb podle podminek této smlouvy a po schvaleni
zadavatelem uhradi CRO nebo ji uréeny zastupce
ptijemci platby (dale jen ,piijemce platby®)
uvedenému v ptiloze B, jménem zadavatele, jak je
uvedeno v rozpoctu a rozvrhu plateb, ptilozenému
k této smlouvé jako piiloha B, kter je zde zahrnuta
formou odkazu a kterd je soucasti této smlouvy
(dale jen .rozpodet studie*). Na zakladé vzajemné
ptijatelného postupu mohou byt vyuzity i
bezhotovostni prevody. Maximalni grant pro studii
a rozvrh plateb za studii, pocet pacient, kteti maji
byt zafazeni, randomizovani a kteti maji dokoncit
studii, a finan¢ni podminky tykajici se studie jsou
uvedeny v rozpoctu studie. Piijemce platby je plné
a vyhradné zodpovédny za veSkeré platby
hlavnimu zkousejicimu nebo jinym téetim strandm
nebo jejich zastupcum, kteti poskytuji sluzby podle
této smlouvy. S vyjimkou ptipadi, kdy je v této
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expressly understood and agreed that such
payments constitute the full compensation for the
work performed under the Protocol, including
treatments, evaluations, procedures or any
supplies, along with overhead, any applicable
taxes, and administrative services. Should any tax
laws require withholding, the party legally
responsible shall be liable for withholdings.
Institution shall not seek payment or accept
reimbursement, and similarly shall advise any
other individual or entity associated with the
Institution not to seek reimbursement or accept
payment from any third party payer or Subject. In
addition,  Institution  represents that the
compensation provided for the services under the
terms of this Agreement shall be consistent with
fair market value in arm's length transactions and
has not been determined in a manner which takes
into account the volume or value of any referrals or
other business otherwise generated between the
parties. CRO, as Sponsor’s payment agent, shall
make payment to Payee under this Agreement from
funds escrowed by Sponsor.

4.2. Partial Payment. Institution shall
be paid on a prorated basis for any Subject who
does not complete all treatments and evaluations in
accordance with the Protocol or who prematurely
withdraws or is removed from the Study. Payment
amounts will be based on the number of completed
study visits and in accordance with the Budget.

4.3. Disclosure of Certain Payments.
The Site shall promptly comply with any and all
applicable disclosure requirements and policies
regarding their relationship with  Sponsor,
including any payments made to the Institution and
Principal Investigator hereunder. The Parties
acknowledge that Sponsor must report to
government agencies certain payments made to
healthcare providers, clinical trial payments and
the names of principal investigators as required by
law and that this information is publicly posted on
a governmental website.

smlouvé stanoveno jinak, je vyslovné vzato na
védomi a dohodnuto, ze tyto platby piredstavuji
plnou kompenzaci za praci vykonavanou podle
tohoto protokolu, véetné 1é¢by, hodnoceni, postuptt
nebo dodavek, spolu s rezijnimi naklady,
veSkerymi piislusnymi danémi a administrativnimi
sluzbami. V ptipadé, ze budou vyzadovany srazky
podle danovych zakont, tyto srazky budou hrazeny
stranou, kterd za to ze zakona nese odpovédnost.
Poskytovatel zdravotnich sluzeb nesmi zadat o
platbu ani piijmout vraceni platby a podobné
informuje jakoukoli jinou osobu nebo subjekt
sdruzeny s poskytovatelem zdravotnich sluzeb, ze
nesmi zadat o vraceni platby nebo ptijmout platbu
od jakéhokoli tietiho platce nebo subjektu. Navic
poskytovatel zdravotnich sluzeb prohlasuje, Ze
ndhrada poskytovana za sluzby podle podminek
této smlouvy musi byt v souladu se spravedlivou
trzni hodnotou pii transakcich za obvyklych
podminek a nebyla stanovena zptsobem, ktery
bere v Gvahu objem nebo hodnotu jakychkoli
doporuc¢eni  nebo  jinych  obchodid  jinak
vytvotenych mezi smluvnimi stranami. Dle této
smlouvy provede CRO, jakozto platce zastupujici
zadavatele, Uhradu ptijemci platby z vdzaného uétu
poskytnutého zadavatelem.

4.2.  Casteéna platba. Za kazdy subjekt,
ktery nedokonéi vSechna oSetieni a hodnoceni v
souladu s protokolem nebo ktery pied¢asné ukonci
svou udast nebo bude ze studie odebran, budou
poskytovateli zdravotnich sluzeb vyplaceny platby
pomérné. VysSe plateb bude vychazet z poctu
dokonéenych studijnich navstév a v souladu s
rozpoctem.

4.3. Zvefejnéni  nékterych  plateb.
Pracovi§té neprodlené dodrzi veskeré platné
pozadavky na zvefejiiovani informaci a zasady
tykajici se jeho vztahu se zadavatelem, vcetné
veskerych plateb, které byly provedeny pro
poskytovatele zdravotnich sluzeb a hlavniho
zkousejiciho podle této smlouvy. Smluvni strany
berou na védomi, Zze zadavatel musi oznamovat
vladnim organim ur¢ité platby poskytnuté
poskytovatelum zdravotni péce, platby za klinické
hodnoceni a jména hlavnich zkousejicich, jak
vyzaduje zadkon, a Ze tyto informace jsou
zvetejiiovany na vladnich internetovych strankach.
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5. CONFIDENTIALITY

51 Confidential  Treatment. The
Institution agrees to treat any and all Confidential
Information as the confidential and exclusive
property of Sponsor, and agree not to disclose any
of the Confidential Information to any third party
without first obtaining the written consent of
Sponsor. The Site agrees that it will use any
Confidential Information only for the purpose of
performing the Study and for no other purpose
(including, but not limited to, diagnostic or
therapeutic purposes). The Site agrees to limit
access to Confidential Information to its directors,
officers, employees or agents who have a need to
know such information in order to conduct the
Study and who have been informed of and are
obligated as a condition of employment to maintain
the confidential nature of such Confidential
Information as set forth herein. The Site shall be
responsible for any unauthorized disclosure or use
of Confidential Information or other breach of this
Article by it or any party to whom it discloses
Confidential Information. The Site shall notify
Sponsor in writing immediately upon becoming
aware of the occurrence of any unauthorized
release or use of Confidential Information or other
breach of this Article 5. The provisions of this
paragraph shall survive for five (5) years after the
termination or expiration of this Agreement. The
above provisions of confidentiality shall not apply
to that part of Confidential Information which the
Site is able to demonstrate by documentary
evidence:

@) was lawfully in the Site’s
possession prior to receipt from
Sponsor;

(b) was in the public domain at the
time of receipt from Sponsor;

(©) becomes part of the public domain

through no fault of the Site, its
directors, officers, employees or
agents;

5. MLCENLIVOST

51 Duvérné zachézeni. Pracovisté
poskytovatele zdravotnich sluzeb souhlasi, Ze bude
povazovat vSechny divérné informace za davérné
a vylu¢né vlastnictvi zadavatele, a souhlasi s tim,
ze bez pedchoziho pisemného souhlasu zadavatele
nezvefejni Zadné davérné informace zadné tieti
strané. Pracovi$té souhlasi s tim, Ze bude pouzivat
veskeré davérné informace pouze za ucelem
provadéni studie a za zadnym jinym tucéelem
(véetn¢  diagnostickych nebo terapeutickych
ucelr). Pracovisté souhlasi s tim, ze omezi pfistup
k dvérnym informacim na své feditele, Gfedniky,
zaméstnance nebo zastupce, ktefi potiebuji znat
takové informace k provadéni studie a kteti byli
informovani o povinnosti zachovat davérnou
povahu takovych duavérnych informaci, jak je
uvedeno Vv této smlouvé, a maji tuto povinnost jako
podminku zaméstnani. Pracovisté odpovida za
jakékoli neopravnéné zptistupnéni nebo pouziti
duvérnych informaci nebo jiné poruseni tohoto
¢lanku pracovistém nebo jakoukoli stranou, které
duvérné informace zvefejni. Pracovisté pisemné
upozorni zadavatele okamzité poté, co se dozvi o
jakémkoli neopravnéném uvolnéni nebo pouziti
duvérnych informaci nebo jiném poruseni tohoto
¢lanku 5. Ustanoveni tohoto odstavce zustavaji v
platnosti po dobu péti (5) let po skonéeni nebo
vyprseni platnosti této smlouvy. Vyse uvedena
ustanoveni o davérnosti se nevztahuji na ty
duvérné informace, pro které je pracovisté schopno
dolozit, zZe:

@) pracovisté je legalné vlastnilo pied
jejich obdrzenim od zadavatele;

(b) byly v okamziku pfijeti od
zadavatele vetejné pristupné;

(c) staly se vefejné pristupné bez

zavinéni pracovisté, jeho feditelu,
ufednikd, zaméstnanci  nebo
zastupcu,
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(d)

(€)

5.2

is lawfully received by the Site
from a third party without an
obligation of confidentiality to
Sponsor; or

is developed independently by the
Site without aid, benefit, use of or
reliance on the Confidential
Information.

Disclosures Required by Law and
No License. Notwithstanding the
foregoing, the Site may disclose
that part of  Confidential
Information that is required by law
or an order of a court of competent
jurisdiction to be disclosed,
provided that the Site gives
Sponsor prompt and reasonable
notification of such requirement
prior to such disclosure and takes
all reasonable and lawful actions
to obtain confidential treatment
for such disclosure and to
minimize the extent of such
disclosure. The Site agrees that
upon Sponsor’s request, they shall
return to Sponsor all parts of
Confidential Information and any
copies thereof made by them.
Notwithstanding the foregoing,
the Site shall be permitted to retain
one (1) copy of Confidential
Information solely for archival
and compliance purposes, in each
case subject to the ongoing
obligations of nondisclosure and
nonuse. Neither anything herein
contained nor any delivery of any
Confidential Information to the
Site shall be deemed to grant to the
Site any rights or licenses under
any patent applications or patents
or to any know-how, technology,
inventions or other intellectual
property rights of Sponsor, except
as necessary for Institution to
perform the Study.

(d)

(€)

5.2

pracovisté je legalné obdrzelo od
tieti  strany bez  povinnosti
duvérnosti vici zadavateli; nebo

byly  pracovistém  vyvinuty
nezavisle bez podpory, pomoci,
pouziti divérnych informaci nebo
spolehnuti se na né.

Sdéleni informaci pozadované
zakonem a zadnd licence. Bez
ohledu na vySe uvedené je
pracovisté opravnéno sdelit tu cast
duvérnych informaci, kterd je
vyZadovana na zakladé zakona
nebo piikazu soudu pfislusné
jurisdikce, a to za pfedpokladu, ze
pracovisté bez odkladu a
pfiméfenym zpusobem 0zndmi
zadavateli  existenci  tohoto
pozadavku jest¢ pied takovym
sdélenim informaci a pfijme
vSechna piiméfena a zakonna
opatieni K zajisténi davérného
nakladani s timto sdélenim a s
cilem  minimalizovat  rozsah
takového sdéleni. Pracovi$té
souhlasi s tim, Ze na zadost
zadavatele  vrdti  zadavateli
vSechny Casti davérnych
informaci a vSechny jejich kopie,
které vytvotilo. Bez ohledu na
vySe uvedené si pracovisté smi
ponechat jednu (1) kopii
duvérnych informaci vyluéné pro
ucely archivace a dodrzovani
predpist, v kazdém ptipadé vSak
za stavajici podminky
nezvetejiiovani a nevyuzivani. Nic
v této smlouvé ani zadné
poskytnuti davérnych informaci
pracoviSti Se nepovazuje za
poskytnuti jakychkoli prav nebo
licenci v rémci patentovych
ptihlasek nebo patentd nebo
jakychkoli know-how,
technologii, vynalezi nebo jinych
prav. dusevniho  vlastnictvi
zadavatele pracovisti, s vyjimkou
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6. PUBLICATION

Twenty-four (24) months after the date of
final data lock of the Study, the Site may publish or
disclose the results of the Study provided, that (a)
a copy of the disclosure is given to Sponsor for
review at least sixty (60) days before it is submitted
for publication or disclosed, (b) any reference to
Sponsor’s Confidential Information is deleted if
required by Sponsor, although it is understood that
Sponsor will not require that any results or methods
of the Study necessary for the accurate
interpretation of the research be deleted, and (c) if
an Invention, as defined herein, is contained in the
disclosure, the Site will defer publication or
disclosure for an additional sixty (60) days upon
request by Sponsor to allow Sponsor to submit a
patent application. Further, notwithstanding
anything herein to the contrary, if the Study is part
of a multi-center study, the Site will also delay
submission of their publication or disclosure until
the earlier of twenty-four (24) months after results
from all centers have been received by Sponsor, or
the multi-center study has been terminated or
abandoned at all centers as evidenced via prior
written communication from Sponsor. In addition,
if a publication committee has been formed, the
Site will delay submission of their publication or
disclosure until the earlier to occur of: (X) an initial
publication by the committee; or (y) a
determination by the committee not to make a
publication.

CRO shall submit this Agreement for publication
in the registry of contracts administered by the
Ministry of Interior Affairs, located at the website
https://smlouvy.gov.cz/ (“Contracts Registry”), in
accordance with applicable laws and regulations.
Schedule A constitutes proprietary information of
Sponsor and it will not be published in the
Contracts Registry. Estimated total possible
amount to be paid under the Agreement is CZK 377
368 assuming the Study patient enrollment goal is
achieved. CRO shall be responsible for redacting

pfipadi, kdy je to pro
poskytovatele zdravotnich sluzeb
nutné k provadéni studie.

6. ZVEREJNOVANI VYSLEDKU

Dvacet ctyfi (24) mésica po datu
zavéreéného uzaméeni dat studie smi pracovisté
publikovat nebo zvetejnit vysledky studie, a to za
piedpokladu, Ze (a) zadavateli bude poskytnuta
kopie publikace k prezkoumani, a to nejméné
Sedesat (60) dnu pred jejim odevzdanim nebo
zvetejnénim, (b) jakykoli odkaz na davérné
informace zadavatele bude odstranén, pokud to
bude zadavatelem vyzadovano, ptestoze Se rozumi,
7ze zadavatel nebude vyzadovat, aby byly
odstranény vysledky nebo metody studie nezbytné
pro piesnou interpretaci vyzkumu, a (c) jestlize je
v publikaci obsazen vynalez, jak je zde definovan,
pracovisté na zadost zadavatele odlozi publikaci
nebo zvefejnéni 0 dalsich Sedesat (60) dnt, aby
zadavateli umoznilo podat patentovou ptihlasku.
Déle, bez ohledu na jakékoli opa¢né ustanoveni v
této smlouvé, pokud je studie soucasti
multicentrické studie, pracovisté rovnéz pozdrzi
odevzdani své publikace nebo zvefejnéni, dokud
(24) mésicu poté, co byly vysledky vsech center
ptijaty zadavatelem, nebo byla multicentrickd
studie ve vsech centrech ukonc¢ena nebo pierusena,
jak bylo doloZeno piedchozim pisemnym sdélenim
zadavatele. Kromé toho, pokud bude ziizena
publika¢ni komise, pracovisté pozdrzi odevzdani
své publikace nebo zvetejnéni, dokud nenastane
komise; nebo (y) rozhodnuti komise nevydavat
publikaci.

CRO ptedlozi tuto smlouvu ke zvetejnéni Vv
registru smluv vedeném ministerstvem vnitra a
umisténém na webovych strankach
https://smlouvy.gov.cz/ (dale jen ,registr smluv*),
v souladu s piislusnymi zakony a predpisy. Piiloha
A predstavuje chranéné informace Zadavatele a
nebude v  registru  smluv  uvefejnéna.
Piedpokladana celkova mozna ¢astka k vyplaceni
v ramci smlouvy je 377 368 K¢, a to za
ptedpokladu, ze bude dosazen cil zafazovani
pacienti do studie. CRO ponese odpovédnost za
formulaci smlouvy pied jejim uvefejnénim v
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the Agreement before publication in the Contracts
Registry. Institution shall not publish any non-
redacted versions on any websites or other media
without obtaining Sponsor’s prior written consent.
The signatories to this Agreement agree and
consent to publication in the Contracts Registry of
their personal information, including but not
limited to, their names and titles.

7. INVENTIONS

All inventions, discoveries, know-how,
new uses, new methods of use in treatment and
improvements, whether or not patentable, and all
copyrightable works conceived or reduced to
practice in the performance of the Study or related
to the Study Drug (“Inventions”) will be the sole
and exclusive property of Sponsor. The Site will
promptly disclose to Sponsor in writing any
Inventions. The Site will execute and deliver, and
agrees to cause Principal Investigator and
Personnel to execute and deliver, any and all
applications, assignments, or other instruments and
give testimony which is reasonably necessary to
apply for and obtain patent rights in any country or
to protect otherwise Sponsor's interest in
Inventions. Sponsor will reasonably compensate
the Site for the time devoted to these activities.
Institution represents that, as a condition of
employment, Principal Investigator and all
Personnel agree to assign to Institution, as the case
may be, all of their rights in any patents, copyrights
and/or other intellectual property that may result
from their employment by either Institution or
Principal Investigator. Institution represents that
each has full power and authority to enforce each
of its and Personnel's obligations to Sponsor under
this Article 7.

8. DATA OWNERSHIP

Sponsor shall have exclusive ownership of
all data and compilations of data generated in the
performance of the Study, including the CRFs, and
shall have the exclusive right to use all data and

registru smluv. Poskytovatel zdravotnich sluzeb
nesmi uvetejnit jakékoli nerevidované verze na
jakychkoli webovych strankdch nebo jinych
médiich bez piedchoziho pisemného souhlasu
Zadavatele. Podepsané strany této smlouvy se
dohodly a souhlasi se uvefejnénim jejich osobnich
udajti, mimo jiné véetné jejich jmen a tituld, v
registru smluv.

7. VYNALEZY

Vsechny vynalezy, objevy, know-how,
nova pouziti, nové metody pouziti pii 1éébé a
vylepSeni, at’ jiz patentovatelné, ¢i nikoli, a
vSechna dila chranéna autorskym pravem, ktera
jsou koncipovana nebo redukovana k vykonu
studie nebo ktera souviseji s hodnocenym 1é¢ivym
ptipravkem (dale jen ,vynalezy“) budou
vyhradnim a vyluénym vlastnictvim zadavatele.
Pracovisté zadavateli neprodlené pisemné sdéli
jakékoli vyndlezy. Pracovisté bude provadét a
dodavat a souhlasi s tim, ze zajisti, aby hlavni
zkousSejici a personal provadél a dodaval veskeré
aplikace, Ukoly nebo jiné néstroje a poskytl
svédectvi, které je pfiméfené nutné k zadosti 0
patentovd prava a ziskani patentovych prav v
jakékoli zemi nebo k jiné ochrané¢ zajmt zadavatele
v souvislosti s vynalezy. Zadavatel pracovisti
ptimé&fené nahradi ¢as vénovany témto ¢innostem.
Poskytovatel zdravotnich sluzeb prohlasuje, Ze
hlavni zkouSejici a veskery persondl ma jakoZzto
podminku zaméstnani povinnost a souhlasi s tim,
7ze poskytovateli zdravotnich sluzeb piipadné
pridéli vSechna prava na jakékoli patenty, autorska
prava a/nebo jiné dusevni vlastnictvi, které mize
vyplyvat z jejich zaméstnani poskytovatelem
zdravotnich sluzeb nebo hlavnim zkousejicim.
Poskytovatel zdravotnich sluzeb prohlasuje, Ze
kazdy ma plnou moc a pravomoc prosazovat
vSechny jeho povinnosti a povinnosti personalu
vuci zadavateli podle tohoto ¢lanku 7.

8. VLASTNICTVI DAT

Zadavatel ma ve vyluéném vlastnictvi
vSechna data a kompilace dat vytvorenych pii
provadéni studie, véetné¢ CRF, a ma vyhradni pravo
pouzivat vSechna data a kompilace dat, mimo jiné
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compilations of data, including but not limited to
the right to use data and information in submissions
to governmental or regulatory authorities. The Site
shall only have the right to use the information it
has generated from the Study for publication
purposes or for internal educational, clinical or
non-commercial research purposes, subject to the
provisions herein regarding confidentiality and
publications. All medical records on Subjects shall
remain the property of Institution.

9. PUBLICITY/USE OF NAME

Except as required by law or government
regulation, no Party hereto shall use in advertising,
publicity, news releases, reports or any
promotional activities, whether oral or written, any
name, trade name, trademark, or other designation
of another Party hereto, including any contraction,
abbreviation, or simulation of any of the foregoing,
without the express prior written permission of that
Party whose name is to be disclosed.
Notwithstanding the foregoing, Institution may use
the name of Sponsor and the title of the Study in
accordance with Institution's internal reporting
requests, and Institution may use the title of the
Study on the Institution's Internet web site to help
in the recruitment of Subjects.

10. SUBJECT INJURY

Sponsor will assume responsibility for the
payment of reasonable and appropriate medical
and hospital expenses for the diagnosis and
treatment of adverse events which occur to a
Subject as a direct result of (a) the proper
administration of the Study Drug or (b)
performance of any procedures in accordance with
the Protocol. For the avoidance of doubt, the
foregoing shall not apply to expenses for the
treatment of adverse events that are (x) unrelated to
the administration of the Study Drug, (y) associated
with the normal course of a disease or condition
(e.g., disease progression) or (z) the result of the

véetné prava pouzivat data a informace pii podani
vladnim nebo regulaénim organim. Pracovisté ma
pravo pouzivat informace vytvoiené v ramci studie
pouze pro ucely publikace nebo pro ucely internich
vzdélavacich, klinickych nebo nekomerénich
vyzkumu, s vyhradou ustanoveni této smlouvy,
které se tykaji davérnosti a publikaci. VSechny
I¢katské zdznamy o subjektech zustavaji majetkem
poskytovatele zdravotnich sluzeb.

9. ZVEREJNENI/POUZITI JIMENA

S vyjimkou piipad, kdy to vyzaduje
zakon nebo nafizeni vlady, nesmi zadna smluvni
strana pouzivat Vv reklamach, propagacnich
sdélenich, tiskovych zpravach, zpravach nebo
jakychkoli propagaénich aktivitach, at’ uz Ustnich
nebo pisemnych, jakakoli jména, obchodni nazvy,
ochranné znamky nebo jina oznaceni jiné smluvni
strany této smlouvy, vcetné jakéhokoli zkréacent,
zkratky nebo napodobeni kteréhokoli z vyse
uvedenych, a to bez vyslovného piedchoziho
pisemného svoleni smluvni strany, jejiz jméno ma
byt zvetejnéno. Bez ohledu na vyse uvedené muze
poskytovatel zdravotnich sluzeb pouzivat jméno
zadavatele a nézev studie v souladu s internimi
pozadavky na podavani zprdv poskytovatele
zdravotnich sluzeb a poskytovatel zdravotnich
sluzeb smi pouzivat nazev studie na svych
internetovych strankach za Gcéelem pomoci pti
naboru subjektu.

10. ZRANENI SUBJEKTU STUDIE

Zadavatel pievezme odpovédnost za
vyplatu pfimétenych a ptislusnych lékatrskych a
nemocni¢nich vydaji za diagnostiku a 1écbu
nezadoucich piihod, ke kterym dojde u subjektu
jako piimy vysledek (a) spravného podéani
hodnoceného 1é¢ivého piipravku nebo  (b)
provedeni jakychkoli procedur v souladu s
protokolem. Za ucelem vylouceni pochybnosti se
vyse uvedené nevztahuje na vydaje na lécbu
nezadoucich G¢inkid, které (x) nesouviseji s
podanim hodnoceného 1é¢ivého piipravku, (y) jsou
spojeny s normalnim prtibéhem onemocnéni nebo
zdravotniho stavu (napi. progrese onemocnéni)
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negligence or misconduct of Personnel or their
failure to follow the Protocol.

Sponsor shall inform the Site of new
observations discovered by or reported to Sponsor
and important safety information concerning the
Study Drug. Sponsor further agrees to promptly
notify the Site of findings (such as Study results or
findings from a Study monitoring visit) that, in the
reasonable judgment of Sponsor, may affect the
safety or medical care of Subjects.

11. INDEMNIFICATION AND INSURANCE

11.1. By Sponsor.

@) Scope. Sponsor agrees to
be responsible to and defend and hold harmless
Institution, its directors, officers, employees,
agents, Principal Investigator and Personnel

(collectively, "Indemnitee(s)"), from and against
any and all losses, damages or expense (including
attorney’s fees and costs of litigation) ("L0ss")
incurred in connection with a claim brought by a
third party ("Claim") that arises from (i) an
Indemnitee’s performance of any procedure called
for by and administered pursuant to the Protocol,
(i) Sponsor’s negligence, willful misconduct or
fraud, or (iii) the possession, use, or
commercialization by Sponsor of the results of the
Study. Notwithstanding the foregoing, Sponsor
shall not be liable for any such Loss to the extent
(i) an Indemnitee failed to comply with the material
terms of this Agreement, the Protocol, or Study
Documents, (ii) an Indemnitee failed to comply
with applicable laws, regulations or applicable
standards of care, such as GCP, or (iii) an
Indemnitee's negligence, willful misconduct or
fraud caused the Loss.

nebo (z) jsou disledkem nedbalosti ¢i pochybeni
personalu nebo nedodrzeni protokolu personalem.

Zadavatel informuje pracovisté o novych

zjisténich  objevenych  zadavatelem  nebo
ozndmenych  zadavateli a o  dilezitych
bezpecnostnich  informacich  tykajicich  se

hodnoceného 1é¢ivého piipravku. Zadavatel dale
souhlasi s tim, ze okamzit€ oznami pracovisti
zjisténi (napt. vysledky studie nebo nélezy z
monitorovaci studijni navstévy), kterd by podle
rozumného Usudku zadavatele mohla ovlivnit
bezpe¢nost subjekti nebo 1ékafskou péci 0
subjekty.

11. ODSKODNENI A POJISTENI

11.1. Zadavatelem.

@) Rozsah. Zadavatel
souhlasi s tim, Ze ponese odpovédnost vici
poskytovateli zdravotnich sluzeb, jeho fediteltm,
ufednikiim, zaméstnanctim, zastupcim, hlavnimu
zkousejicimu a persondlu (spole¢né dale jen
.0dSkodnéna strana®“ &i ,,od8kodnéné strany*‘) a
bude je brénit a zbavi je odpovédnosti za jakékoli
ztraty, Skody nebo néklady (véetné poplatki za
pravni sluzby a nakladi na vedeni soudniho Fizeni)
(dale jen ,ztrata“) v souvislosti s narokem
vznesenym treti stranou (dale jen ,,narok*), ktery
vyplyne z (i) vykonu jakéhokoli postupu
vyzadovaného a provedeného podle protokolu
odskodnénou stranou, (ii) nedbalosti zadavatele,
umysIného pochybeni nebo podvodu, nebo (iii)
drzeni, pouziti nebo komercializace vysledka
studie zadavatelem. Bez ohledu na vyse uvedené
zadavatel nenese odpovédnost za jakoukoli
takovou ztratu, pokud (i) odSkodnénad strana
nedodrzela podstatné podminky této smlouvy,
protokolu nebo studijnich  dokumentd, (i)
odskodnéna strana nedodrzela platné zakony,
nafizeni nebo platné standardy péce, jako je GCP,
nebo (iii) ztrdta byla zpisobena nedbalosti
odskodnéné strany, amyslnym pochybenim nebo
podvodem.
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(b) Process. In the event any
Claim is made or a lawsuit is initiated, those
Indemnitees against whom such lawsuit is brought
or a Claim is made shall notify Sponsor in writing
within thirty (30) days after such a written Claim
or lawsuit has been served upon them. Such notice
shall be delivered to Sponsor at its address set forth
above, Attention: Chief Legal Officer. Sponsor
shall have the right to fully control the defense of
any claim or lawsuit to which this indemnity
provision applies, including, but not limited to, the
selection of counsel and negotiation and
completion of any settlement; provided, that, no
Indemnitee shall be required to admit fault or
responsibility in connection with any settlement,
without Institution’s prior written consent, which
shall not be unreasonably withheld. In the event
that representation of Indemnitees and Sponsor by
the same counsel would be a conflict of interest for
such counsel, Indemnitees may select separate
counsel without relieving Sponsor of its
obligations of indemnification and defense as set
forth above.

11.2. By Institution. Institution agrees to
be responsible to and defend and hold harmless
Sponsor, its directors, officers, employees, agents
and subcontractors from and against any Loss that
arises from (i) an Indemnitee’s failure to comply
with the material terms of this Agreement, the
Protocol or the Study Documents, (ii) an
Indemnitee’s failure to comply with the applicable
laws, regulations or applicable standards of care,
such as GCP, or (iii) an Indemnitee’s negligence,
willful misconduct or fraud; provided, however,
that Institution shall not be liable for any such Loss
to the extent arising out of the negligence, willful
misconduct or fraud of Sponsor, its directors,
officers, employees, agents and subcontractors.

11.3. Survival. The provisions of this
Article 11 shall survive any termination of this
Agreement. Notwithstanding the foregoing, in the
event of the termination of the Study and Protocol,
Sponsor shall not be liable for indemnification for

(b) Pribéh. V pfipadé, ze
bude vznesen narok nebo se zahéji soudni fizeni, ty
odskodnéné strany, viici kterym je vznesena zaloba
nebo narok, to pisemné ozndmi zadavateli do tficeti
(30) dnt poté, co jim byla piedlozena pisemna
zaloba nebo nérok. Toto ozndmeni musi byt
doruéeno zadavateli na vyse uvedené adrese k
rukdm: hlavniho pravniho zastupce. Zadavatel ma
pravo pln¢ fidit obhajobu jakéhokoli naroku nebo
zaloby, na které se toto ustanoveni o odskodnéni
vztahuje, mimo jiné vcetné vybéru pravniho
zastupce a vyjednavani a uskute¢néni jakéhokoli
vypotadani; za ptedpokladu, ze zadna odskodnéna
strana nebude muset uznat zavinéni nebo
odpovédnost v  souvislosti s jakymkoli
vyporadanim bez piedchoziho pisemného souhlasu
poskytovatele zdravotnich sluzeb, ktery nebude
bezduvodné odepten. V piipadé, Ze by zastupovani
odskodnénych stran a zadavatele stejnym pravnim
zastupcem predstavovalo pro pravniho zastupce
stiet zajmu, mohou si odskodnéné strany vybrat
vlastniho pravniho zastupce, aniz by zbavily
zadavatele povinnosti odskodnéni a obrany, jak je
uvedeno vyse.

11.2.  Poskytovatelem zdravotnich
sluzeb. Poskytovatel zdravotnich sluzeb souhlasi s
tim, Ze ponese odpovédnost viéi zadavateli, jeho
fediteliim, ufednikiim, zaméstnanctim, zastupcim
a subdodavatelim a bude je branit a zbavi je
odpovédnosti za jakékoli ztraty vzniklé z divodu
(i) nedodrzeni podstatnych ustanoveni této
smlouvy, protokolu nebo studijnich dokumenti
odSkodnénou stranou, (ii) nedodrZeni platnych
zakonu, nafizeni nebo platnych standardt péce,
jako je GCP, odskodnénou stranou nebo (iii)
nedbalosti  odskodnéné  strany,  UmysIného
pochybeni nebo podvodu; za piedpokladu, Ze
poskytovatel ~ zdravotnich  sluzeb  nenese
odpovédnost za takovou ztrdtu v rozsahu
vyplyvajicim z nedbalosti, imysiného pochybeni
nebo podvodu zadavatele, jeho feditelt, uredniku,
zaméstnancd, zastupcd a subdodavateld.

11.3. Pfetrvani. Ustanoveni  tohoto
¢lanku 11 zistanou V platnosti i po ukonceni této
smlouvy jakymkoli zpisobem. Bez ohledu na vyse
uvedené neni zadavatel v ptipad¢ ukonéeni studie
a protokolu odpovédny za odskodnéni za jakykoli
narok vyplyvajici z podani hodnoceného 1écivého
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any Claim arising from the Study Drug being
administered after the effective date of such
termination and not in accordance with the
Protocol.

11.4. Insurance. Institution and Sponsor
each represent that each has and will maintain (a)
professional liability and comprehensive general
liability insurance in amounts sufficient to pay all
claims arising hereunder or under a Protocol and
(b) with respect to Institution during the term of
any study, statutory workers’ compensation and
employer’s liability insurance. Each Party will
provide written evidence of such insurance upon
request.

11.5. In no event shall a Party be liable
to any other party to this agreement for aby
indirect, incidental, punitive, consequential, or
special damages, including lost revenues or profits,
arising from breach of term in this agreement,
negligence, strict liability or other tort. Nothing
contained herein is intended to relieve a Party of its
obligations under section 11 of this Agreement.

12. TERMINATION

12.1. Termination of Agreement. This
Agreement shall commence upon the date it is
published in the Contracts Registry (as defined in
Section 6 above) and, unless terminated earlier as
provided for in this section, shall continue until the
completion of the Study. Sponsor may terminate
this Agreement at any time by giving thirty (30)
calendar days prior written notice to the Site in the
event that (a) the Study has not commenced on the
dates specified in the Protocol, or (b) Subjects have
not been enrolled in a timely manner. Sponsor may
terminate this Agreement (x) immediately at any
time upon written notice to the Site in the event of
a material breach of this Agreement by the Site
which cannot be cured (e.g. breach of the
confidentiality obligation); or (y) immediately, if at
any time, the Site breaches the representation and

piipravku po datu ucinnosti takového ukonéeni a
podani hodnoceného 1é¢ivého piipravku, které neni
v souladu s protokolem.

11.4. Pojisténi. Poskytovatel
zdravotnich sluzeb a zadavatel prohlasuji, ze maji
a budou wudrzovat v platnosti (a) pojisténi
odpovédnosti za §kodu vzniklou z vykonu povolani
a komplexni v§eobecné pojisténi odpovédnosti za
Skodu ve vysi dostate¢né k zaplaceni vsech
pohledavek vzniklych podle této smlouvy nebo
podle protokolu a (b) pojisténi odpovédnosti
zaméstnanci a  pojisténi odpovédnosti
zaméstnavatele ve vztahu Kk poskytovateli
zdravotnich sluzeb béhem doby platnosti studie.
Na vyzadani kazda strana piedlozi pisemny doklad
0 takovém pojisténi.

11.5. V Zéadném piipadé neponese
smluvni strana zodpovédnost vici druhé strané této
smlouvy za jakékoliv nepiimé, nahodné,
represivni, nasledné nebo zvlastni Skody, véetné
uslych ziskt vyplivajicich z poruseni podminek
této smlouvy, nedbalosti, objektivni odpovédnosti
nebo jiného piecinu. Nic zvyse uvedeného
nezbavuje zaddnou smluvni stranu povinnosti dle
ustanoveni 11.

12. UKONCENI

12.1.  Ukonceni smlouvy. Tato smlouva
vstoupi v platnost k datu, kdy je zvefejnéna v
registru smluv (jak je definovano v oddilu 6 vyse),
a pokud nedojde k jejimu pfed¢asnému ukonéeni
dle tohoto oddilu, bude v platnosti az do dokonc¢eni
studie. Zadavatel mize tuto smlouvu kdykoli
ukongit tim, ze to pracovisti pisemné 0znami tiicet
(30) kalendainich dnt ptedem, a to v pfipadé, Ze
(a) studie nebyla zahajena v terminech uvedenych
v protokolu nebo (b) subjekty nebyly vcas
zatazeny. Zadavatel maze tuto smlouvu ukongit (X)
okamzité kdykoli na zakladé pisemného oznameni
pracovisti v pfipadé€, ze pracovisté tuto smlouvu
zavaznym zpusobem porusi a toto poruseni nelze
napravit (napr. poruseni povinnosti mléenlivosti);
nebo (y) okamzité, pokud pracovisté kdykoli
porusi prohlaseni a zruku stanovenou v ¢lanku 13
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warranty set forth in Article 13 or otherwise
becomes subject to any of the actions, suits, claims,
investigations, or proceedings set forth in Article
13. Any Party may terminate this Agreement if a
Party breaches a material obligation of this
Agreement and fails to cure such breach within
thirty (30) days from the receipt of written notice
from the non-breaching Party. Any Party shall have
the right to terminate this Agreement effective
immediately upon written notice to the other
Parties if necessary to protect the safety, health or
welfare of subjects enrolled in the Study. In the
event this Agreement is terminated, Sponsor will
compensate Institution (the Sponsor itself or
through the CRO) solely for those items set forth in
Schedule B that have been incurred prior to the date
of termination and reasonable and necessary non-
cancelable expenses incurred prior to notice of
termination and set forth in Schedule B if pre-
approved in writing by Sponsor or CRO.

12.2.  Survival and Effect  of
Termination. Articles 5 through 11 and Articles
2.8, 2.9, 2.10, 2.11 and 12.2 shall survive the
termination or expiration of this Agreement. In the
event of a termination pursuant to Article 12.1
above, Institution shall refund back to Sponsor any
unearned payments. In addition, upon Sponsor’s
request, all Study materials shall be sent back to
Sponsor at Sponsor’s reasonable expense.

13. DEBARMENT
DISQUALIFICATION

AND

The Institution represents and warrants
that it nor its Personnel, have ever been (a)
debarred, convicted, or subject to a pending
debarment or conviction; (b) listed by any
government or regulatory agencies as (i) ineligible
to participate in any government healthcare
programs or government procurement or non-
procurement programs, or excluded, debarred,
suspended or otherwise made ineligible to
participate in any such program, or (ii) disqualified,
restricted, or recommended by such government or
regulatory agency to be disqualified or restricted
from receiving investigational products pursuant to
the government or regulatory agency’s regulations;

nebo se na n¢ jinak za¢nou vztahovat pravni
kroky, zaloby, naroky, vysetfovani nebo fizeni
uvedend v ¢lanku 13. Kazda smluvni strana mize
tuto smlouvu ukoncit v piipadé, Ze ji druhd smluvni
strana zavaznym zpusobem porusi a nezajisti
napravu do tticeti (30) dni po obdrzeni pisemného
ozndmeni od smluvni strany, ktera smlouvu
neporusila. Kazda smluvni strana ma pravo tuto
smlouvu ukon¢it okamzité po pisemném oznameni
ostatnim smluvnim stranam, pokud je to nezbytné
k ochrané bezpe¢nosti, zdravi nebo blahobytu
subjektd zatazenych do studie. V piipadé ukonceni
této smlouvy zadavatel poskytovatele zdravotnich
sluzeb odSkodni (zadavatel samotny nebo
prostfednictvim CRO) pouze za ty polozky
uvedené v piiloze B, které vznikly pied datem
ukonéeni smlouvy, a pifiméfené a nezbytné
nezrusitelné vydaje vzniklé pfed ozndmenim o
ukonéeni smlouvy a uvedeneé v piiloze B, pokud je
to pisemné piedem schvaleno zadavatelem nebo
CRO.

12.2. Pretrvani a ucinek ukonceni.
Clanky 5 az 11 a ¢lanky 2.8, 2.9, 2.10, 2.11 a 12.2
zustanou Vv platnosti i po ukoncéeni nebo vyprseni
platnosti této smlouvy. V piipadé ukonceni
smlouvy podle ¢lanku 12.1 vyse poskytovatel
zdravotnich sluzeb vrati zadavateli veskeré
nezaslouzené platby. Navic budou na Zzadost
zadavatele a na piiméfené naklady zadavatele
veskeré studijni materialy vraceny zadavateli.

13. ZAKAZ CINNOSTI A NEZPUSOBILOST

Poskytovatel zdravotnich sluzeb
prohlasuje a zarucuje, Ze jemu a ani jeho personalu
(@ nebyla nikdy zakazana cinnost, nebyli
odsouzeni nebo nejsou predmétem nevyiizeného
zakazu ¢innosti nebo odsouzeni; (b) nejsou
uvedeni v jakémkoli seznamu vl&dnich nebo
regulacnich organu jako (i) nezpusobili K téasti v
jakychkoli vladnich zdravotnich programech nebo
vladnich vefejnych zakézkach nebo programech,
které nejsou vefejnymi zakézkami, nebo nebyli
vylou€eni, nebyla jim zakazana cinnost, nebyli
suspendovani nebo nejsou jinak nezpisobili k
ucasti v jakémkoli takovém programu nebo (ii)
nebyli ucinéni nezplsobilymi, nebylo jim
zakézéano ani u nich vladni nebo regulac¢ni organ
nedoporucil, aby byli u¢inéni nezpisobilymi nebo
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or (c) convicted of a criminal offense or pending
criminal action, suit, claim, investigation or
proceeding related to the provision of healthcare
items or services. Institution agrees to inform
Sponsor in writing promptly if Institution or any
Personnel is subject to the foregoing, or if any
action, suit, claim investigation, or proceeding
relating to the foregoing is pending, or if notice is
received of a threat of action relating to the
foregoing.

14. CONFLICTS OF INTEREST

Institution represents that it shall disclose
any conflict(s) of interest with respect to financial
holdings, proprietary interests or significant equity
interests in Sponsor or, if applicable, other
companies that are supplying products or services
under this Agreement. Institution represents that it
has not received any significant payments of other
sorts from Sponsor, its affiliates or other companies
that are supplying products or services under this
Agreement to support the activities of Principal
Investigator.

15. MISCELLANEOUS

15.1  Notices. All notices required or
permitted under this Agreement will be in writing
and will be given by addressing the same to the
address for the recipient set forth in this Agreement
or at such other address as the recipient may
specify in writing under this procedure.

Communications and notices to Sponsor
will be marked "Attention: Senior Vice President,
Chief Legal Officer" with a copy to "Vice
President, Clinical Operations."

Communications and notices to the
Institution will be marked "Attention: XXXXX,
Legal department, Krajska zdravotni, a. s., Socialni

aby jim bylo zakdzano dostavat hodnocené
ptipravky v souladu s nafizenimi vladnich nebo
regulacnich organti; nebo (c) nebyli odsouzeni za
trestny ¢in nebo s nimi neprobiha trestni fizeni,
zaloba, narok, vysetfovani nebo soudni fizeni v
souvislosti s poskytovanim zdravotnich sluzeb.
Poskytovatel zdravotnich sluzeb souhlasi s tim, Ze
bude zadavatele neprodlené pisemné informovat,
pokud poskytovatel zdravotnich sluzeb nebo
persondl bude pifedmétem vySe uvedenych
skute¢nosti nebo pokud budou jakékoli pravni
kroky, zaloba, narok, vysetfovani nebo soudni
fizeni ¢ekat na projednani nebo pokud bude
obdrzeno oznameni o hrozbé pravnich kroka
souvisejicich s vyse uvedenymi skute¢nostmi.

14. STRETY ZAJMU

Poskytovatel zdravotnich sluzeb
prohlasuje, ze 0zndmi veskeré stety zajmu tykajici
se finanénich podila, vlastnickych prav nebo
vyznamnych majetkovych ucasti u zadavatele nebo
ptipadné jinych spole¢nosti, které v ramci této
smlouvy dodavaji  produkty nebo sluzby.
Poskytovatel zdravotnich sluzeb prohlasuje, Zze od
zadavatele, jeho pridruZzenych spole¢nosti nebo
jinych spole¢nosti, které v ramci této smlouvy
dodavaji produkty nebo sluzby, neobdrzel zadné
vyznamné platby jiného druhu za uéelem podpory
¢innosti hlavniho zkousejiciho.

15. RUZNE

15.1 Ozndmeni. Veskera 0znameni
vyZadovana nebo povolena v ramci této smlouvy
musi byt vyhotovena pisemné a doru¢ena do rukou
ptijemce na adresu uvedenou v této smlouvé nebo
na jinou adresu, kterou pfijemce pisemné v ramci
tohoto postupu uvede.

Sdéleni a oznameni zadavateli budou
oznacena ,, Attention: Senior Vice President, Chief
Legal Officer* s kopii na ,,Vice President, Clinical
Operations*®.

Sdéleni a ozndmeni  poskytovateli
zdravotnich sluzeb budou oznacena , K rukam:
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pece 3316/12a, 401 13 Usti nad Labem ,Czech
Republic”

All notices must be delivered by (a)
personal, hand  delivery,  with  receipt
acknowledged, (b) facsimile (with confirmation of
receipt), (c) certified or registered mail, return
receipt requested or (d) overnight carrier (with
delivery confirmation).

152  Amendments. This Agreement
may only be extended, renewed or otherwise
amended by the mutual written consent of the
Sponsor and the Site.

15.3  Entire Agreement. This
Agreement, together with the Protocol, represents
the entire understanding of the parties with respect
to the subject matter hereof. In the event of any
conflict between the terms and conditions of this
Agreement and the Protocol, or between this
Agreement and any of its attachments, the terms
and conditions of the Protocol shall control with
respect to matters of science, medical practice and
patient safety. In all other matters, the provisions of
this Agreement shall control.

154  Severability. The invalidity or
unenforceability of any term or provision of this
Agreement will not affect the validity or
enforceability of any other term or provision
hereof.

15.5  Assignment; Subcontracting. This
Agreement, and the rights and obligations
hereunder, may not be assigned or transferred by a
Party without the prior written consent of the other
Parties, except that Sponsor may assign this
Agreement, in whole or in part, to an affiliated
company or in connection with the merger,
consolidation, sale or transfer of all or substantially
all of the line of business to which this Agreement
relates.

XXXXX, pravni oddéleni, Krajsk@ zdravotni, a. s.,
§ociélni péce 3316/12a, 401 13 Usti nad Labem,
Ceska republika“

Veskera ozndmeni musi byt dorucena (a)
osobnim, rué¢nim doruéenim S potvrzenim o piijeti,
(b) faxem (s potvrzenim o pfijeti), (c) zasilkou s
potvrzenim o doruéeni nebo doporuéenou postou S
dorucenkou nebo (d) expresnim dopravcem (s
potvrzenim o dorudeni).

15.2  Dodatky. Tato smlouva mize byt
prodlouzena, obnovena ¢i jinak zménéna pouze
pisemné na zakladé¢ vzajemného souhlasu
zadavatele a pracovisté.

15.3  Uplnost smlouvy. Tato smlouva
spole¢né s protokolem piedstavuje Uplnou dohodu
smluvnich stran s ohledem na piedmét této
smlouvy. V piipadé jakéhokoli rozporu mezi
podminkami této smlouvy a protokolu nebo mezi
touto smlouvou a jakymikoli jejimi piilohami
budou ustanoveni a podminky protokolu pievladat
ve vécech védy, lékarské praxe a bezpecnosti
pacientl. Ve vSech ostatnich vécech budou
prevladat ustanoveni této smlouvy.

15.4  Oddélitelnost. Neplatnost —ani
nevymahatelnost kterékoliv z podminek ¢i
ustanoveni této smlouvy nebude mit vliv na
platnost ¢i vymahatelnost kterékoliv jiné z jejich
podminek ¢i ustanoveni.

15.5  Postoupeni; zadani subdodavateli.
Tato smlouva a jeji prava a povinnosti nesmi byt
smluvni stranou postoupeny ani pievedeny bez
ptedchoziho  pisemného  souhlasu  ostatnich
smluvnich stran, s vyjimkou toho, Ze zadavatel
muze tuto smlouvu zcela nebo zcasti postoupit
pfidruzené spole¢nosti nebo v souvislosti s fuzi,
konsolidaci, prodejem nebo pievodem vsech nebo
témét vSech obchodnich oblasti, na néz se vztahuje
tato smlouva.
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15.6  Independent Contractors. The
relationship between the Parties is that of
independent contractors. This Agreement creates
no agency in Institution . The Site will be solely
responsible for its expenses and those of its
employees. Payments for services rendered under
this Agreement shall be made in full in accordance
with the Agreement, without deductions for taxes
of any kind, in conformity with Institution’s non-
employee status. Any taxes due and payable as a
result of the payments made by Sponsor to
Institution shall be Institution’s sole responsibility
and Institution shall timely pay all such taxes for
which it is liable.

15.7  Waiver. No waiver of any term,
provision or condition of this Agreement, whether
by conduct or otherwise in any one or more
instances, will be deemed to be or construed as a
further or continuing waiver of any such term,
provision or condition, or of any other term
provision or condition of this Agreement.

15.8  Counterparts. This Agreement
may be executed in two or more counterparts, each
of which will be deemed an original, but all of
which together will constitute one and the same
instrument. A facsimile copy of this Agreement,
including the signature pages, will be deemed an
original.

15.9  Governing Law. The provisions of
this Agreement shall be governed by and
interpreted under the laws of Czech Republic. Any
disputes arising under or relating to this Agreement
shall be resolved exclusively by the relevant courts
of the Czech Republic

15.10 Sponsor shall register the Study
with www.clinicaltrials.gov.

15.11 This agreement is executed in two
language version Czech and English. In the event
of a conflict between the Czech and English
language versions, the Czech version shall control

[Signature page to follow]

15.6  Nezavisly dodavatel. Vztah mezi
smluvnimi stranami je vztahem nezavislych
dodavatelt. Tato smlouva nezaklada u

poskytovatele zdravotnich sluzeb zadny agenturni
vztah. Pracovisté bude vyhradné odpovédné za své
vydaje a vydaje svych zaméstnanci. Platby za
sluzby poskytované podle této smlouvy se
uskute¢ni v pIné vysi v souladu se smlouvou, bez
odpo¢ti dani jakéhokoli druhu, v souladu s
nezaméstnaneckym  statusem  poskytovatele
zdravotnich sluzeb. Za jakékoli dané a dané splatné
v disledku plateb provedenych zadavatelem
poskytovateli zdravotnich sluzeb nese vyhradni
odpovédnost poskytovatel zdravotnich sluzeb,
ktery vcas zaplati vSechny takové dané, za které
odpovida.

15.7 Vzdani se prava. Zieknuti se
jakékoli podminky nebo ustanoveni této smlouvy,
at’ jiz jednanim ¢i jinak, v jednom nebo ve vice
ptipadech nebude vykladadno jako dalsi ¢i
pokracujici zieknuti se jakékoliv takové podminky
¢i ustanoveni nebo jakéhokoli jiné podminky &i
ustanoveni této smlouvy.

15.8  Stejnopisy. Tato smlouva mize
byt vyhotovena ve dvou nebo vice stejnopisech,
pti¢emz kazdy z nich bude povazovan za original,
ale vSechny z nich budou spole¢né tvofit jeden a
tentyz nastroj. Faxova kopie této smlouvy vcetné
stranek s podpisy bude povazovana za original.

159  Rozhodné pravo. Ustanoveni této
smlouvy se #idi a interpretuji podle zdkonti Ceské
republiky. Ptipadné spory vzniklé z této smlouvy
budou projednavat a rozhodovat obecné soudy
Ceské republiky.

15.10 Zadavatel studii zaregistruje na
www.clinicaltrials.gov.

15.11 Smlouva je sepsana ve dvou
jazykovych verzich — eské a anglické. V ptipadé
rozporu mezi uvedenymi jazykovymi verzemi je
rozhodujici ceska verze.

[Nésleduje stranka s podpisy]
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http://www.clinicaltrials.gov/
http://www.clinicaltrials.gov/

IN WITNESS WHEREOF, the Parties hereto have | NA DUKAZ CEHOZ smluvni strany podepsaly tuto
caused this Agreement to be executed as of the | smlouvu v den u¢innosti uvedeny vyse.
Effective Date indicated above.

ACCEPTED AND AGREED TO / PRIJAL A SOUHLASI:

IRONWOOD PHARMACEUTICALS, INC.

By / Podepsal

Name / Jméno

Title / Funkce

Date / Datum;

INSTITUTION / POSKYTOVATEL ZDRAVOTNICKYCH SLUZEB
By / Podepsal

XXXXX
Name /Jméno
Title / Funkce CEO/Generalni feditel

Date / Datum;

Read and Acknowledged / Piecetl a potvrdil:

PRINCIPAL INVESTIGATOR / ZKOUSEJICI
By (signature) / Podepsal/a (podpis)

XXXXX
Name / Jméno
Title / Funkce Principal Investigator / Zkousejici

Date / Datum:
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SCHEDULE A PRILOHA A
Protocol Protokol
A copy of the Protocol and any subsequent Kopie protokolu a v§echny jeho nasledné,
amendments thereto has been provided to dodatky, byly poskytnuty Poskytovateli
Institution under separate cover and are zdravotni péce a jsou timto odkazem
hereby incorporated by reference into this zaClenény do této smlouvy.
Agreement




SCHEDULE B
Budget

PRILOHA B
Rozpocet




