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CLINICAL STUDY AGREEMENT

This clinical study agreement (“Agreement”), is
effective as of the day of publication of the fully
executed Agreement in accordance with Clause 9.2
hereto (“Effective Date”), is entered into by and
among (“Agreement”), is entered into by and among

Medpace Clinical Research, LLC, with its principal
office and place of business at 5375 Medpace Way,
Cincinnati, Ohio 45227 ("Medpace”), represented by
Jiri Stanek, M.D. M. Sc., Ph.D, Clinical Trial Manager;
and

Nemocnice Rudolfa a Stefanie Benesov, a.s., with its
principal office and place of business at Machova 400,
256 30 Benesov, Czech Republic, ("Institution”),
represented by XXX., Director; and

XXX chief doctor at department of
Otorhinolaryngology of the Nemocnice Rudolfa a
Stefanie Benesov, with address at Machova 400, 256
30 Benesov, Czech  Republic, (“Principal
Investigator™).

Medpace, Institution, and Investigator are sometimes
collectively referred to herein each as a “Party” or
collectively as the “Parties”.

WHEREAS, Otonomy, Inc., (“Sponsor”™) is sponsoring
a clinical study on the compound OTO-104 (the “Study
Drug”), in accordance with Protocol No. 104-201811,
titled “A Prospective, Randomized, Double Blind,
Placebo-Controlled, Multicenter, Phase 3 Efficacy and
Safety Study of OTO-104 Given As a Single
Intratympanic Injection in Subjects With Unilateral
Meniere’s Disease (the “Protocol”), and Institution
possesses expertise in the conduct and performance of
clinical studies. The performance of the Protocol shall
be referred to herein as the “Study”; and

WHEREAS, Medpace is a contract research
organization which has been contracted by Sponsor to
manage and administer the Study, including, but not
limited to, negotiation and execution of this
Agreement; and

SMLOUVA O KLINICKE STUDII

Tato smlouva o klinické studii (dale jen ,,smlouva‘),
ktera nabude ucinnosti dnem uvefejnéni v registru
smluv v souladu s ustanovenim 9.2 této smlouvy (dale
jen ,,smlouva‘), uzaviraji:

Medpace Clinical Research, LLC, se sidlem a mistem
podnikéani na adrese 5375 Medpace Way, Cincinnati,
Ohio 45227 (dale jen ,,Medpace®), zastoupenou MUDr.
Jifim Stankem, M. Sc., Ph.D., manazerem klinického
hodnoceni; a

Nemocnice Rudolfa a Stefanie BeneSov, a.s., Se
sidlem a mistem podnikani na adrese Machova 400,
256 30 BeneSov, Ceska republika, (dale jen
»poskytovatel zdravotnich sluzeb®), zastoupena; XXX,
Reditelem nemocnice

XXX Primat oddéleni ORL a chirurgie hlavy a krku v
Nemocnici Rudolfa a Stefanie BeneSov, které sidli na
adrese Machova 400, 256 30 BeneSov, Ceska
republika, (dale jen ,,zkousejici 1ékai*).

Spole¢nost Medpace, poskytovatel zdravotnich sluzeb
a zkouSejici 1ékat jsou v nékterych ptipadech spolecné
oznacovani jako smluvni strany (dale jen ,,smluvni
strany*).

VZHLEDEM K TOMU, ZE spoleénost Otonomy,
Inc. (dale jen ,,zadavatel”) financuje klinickou studii
piipravku OTO-104 (dale jen ,hodnoceny 1éCivy
ptipravek®) podle protokolu ¢. 104-201811, s ndzvem
,»Prospektivni, randomizovana, dvojit¢ =zaslepena,
placebem kontrolovand multicentrickd studie faze 3
hodnotici u¢innost a bezpecnost ptipravku OTO-104
podaného v jedné intratympanické injekci pacientim s
unilateralni  Menierovou chorobou (dale jen
,protokol®), a poskytovatel zdravotnich sluzeb ma
zkuSenosti s provadénim klinickych studii. Plnéni
protokolu bude v této smlouvé uvadéno jako ,,studie”;
a

VZHLEDEM K TOMU, ZE spole¢nost Medpace je
smluvni  vyzkumnou organizaci, ktera byla
zadavatelem najata pro fizeni a spravu této studie,
mimo jiné véetné vyjednani a uzavteni této smlouvy; a
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WHEREAS, Medpace desires that Institution and
Investigator participate in the conduct of the Study in
accordance with the Protocol and the terms and
conditions of this Agreement, and Institution and
Investigator desire to participate in the conduct of the
Study in accordance with the Protocol and the terms

and conditions of this Agreement.

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

1 SCOPE OF WORK

1.1 Institution and Investigator shall perform the
Study at Institution in strict compliance with the
terms and conditions of this Agreement, any
written instructions from Sponsor and/or
Medpace, all generally accepted standards of
Good Clinical Practice, the Protocol, and with all
applicable local laws and regulations governing
the performance of clinical investigations. The
Study location will not be changed without
Medpace’s or Sponsor’s prior written consent.

1.2 Prior to the start of Study, Medpace/Sponsor will
obtain any and all necessary approvals of the
applicable regulatory authorities and central
ethics committee. Investigator shall be
responsible for any submissions to Institution’s

local Ethics Committee, if applicable.

1.3 Institution agrees to provide the Investigator with
free access to the Institution’s applicable subject
population to recruit the number of subjects set
forth in the Investigator Responsibilities Section
below to participate in the Study, and will

facilitate the proper performance of the Study.

1.4 Sponsor or its designee will provide Institution
with sufficient quantities of Study Drug for use
in the Study at no cost to Institution. Institution
and Investigator agree that the Study Drug and all
equipment provided by the Sponsor may only be
used for the purposes of the Study, and shall only
be used in accordance with the Protocol and any

written instructions of the Sponsor.

VZHLEDEM K TOMU, ZE si spole¢nost Medpace
pfeje, aby se v souladu s protokolem a podminkami této
smlouvy na provadéni studie podileli i poskytovatel
zdravotnich sluzeb a zkousejici 1ékaf, a poskytovatel
zdravotnich sluzeb a zkousejici 1ékaf si preji podilet se
na provadéni studie v souladu s protokolem a
podminkami této smlouvy.

PROTO, s ohledem na vyse uvedené skutecnosti,
vzajemna ujednani a piisliby vyjadiené v této smlouve
a ftadnou a hodnotnou odménou, jejiz pfijeti a
piiméfenost se timto potvrzuje, bylo smluvnimi
stranami ujednano néasledujici:

1 ROZSAH PRACI

1.1 Poskytovatel zdravotnich sluzeb a zkouSejici
lékat budou provadét studii v zafizeni
poskytovatele zdravotnich sluzeb, a to v pfisném
souladu s podminkami  této  smlouvy,
jakymikoliv  pisemnymi pokyny zadavatele
a/nebo spolecnosti Medpace, vSemi obecné
pfijimanymi standardy spravné klinické praxe,
protokolem a vSemi platnymi mistnimi zdkony a
predpisy upravujicimi provadéni klinického
vyzkumu. Misto provadéni studie nebude
ménéno bez predchoziho pisemného souhlasu
spole¢nosti Medpace a zadavatele.

Pred zahdjenim studie =zajisti spolecnost
Medpace/zadavatel od pfislusnych regulaénich
organi a etické komise pro multicentrickd
hodnoceni veskerd nezbytnd povoleni. V
relevantnich ptfipadech ponese zkousejici l€kat
odpovédnost za veSkerd podani k mistni etické
komisi, pod kterou spadd poskytovatel
zdravotnich sluzeb.

1.2

1.3 Poskytovatel zdravotnich sluZeb se zavazuje, zZe
zkousejicimu 1ékati poskytne volny pfistup k
prislusné populaci subjekti poskytovatele
zdravotnich sluzeb, mezi nimiz provede nabor
stanoveného poctu subjektd, které se zucastni
studie a jejichZ pocet je uveden v nize uvedeném
oddilu Povinnosti zkouSejiciho lékatfe, a umozni
fadné provedeni studie.

1.4 Zadavatel nebo jim uréend osoba doda
poskytovateli zdravotnich sluzeb bezplatné
hodnoceny 1éCivy pfipravek v mnozstvi
dostate¢ném pro pouziti ve studii. Poskytovatel
zdravotnich sluzeb a zkousejici 1ékaf se zavazuji,
7ze hodnoceny 1éCivy ptipravek a veskeré
vybaveni poskytnuté zadavatelem pouziji pouze
pro ucely studie a budou jej pouzivat vyluéné v
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1.5

2.1

2.2

23

Institution and Investigator represent that neither
Investigator nor Institution are a citizen or
resident of the United States, or a corporation or
partnership that is and has been treated as a U.S.
corporation or U.S. partnership, and that all
payments Institution received under this
Agreement will be for services rendered outside
the United States.

INVESTIGATOR RESPONSIBILITIES; STUDY
PERSONNEL; STUDY DATA

Institution hereby authorizes Investigator to act
as the principal investigator of the Study at
Institution. Investigator will be responsible for
the direction of the Study in accordance with
applicable Institution policies, which Institution
confirms are not inconsistent with the terms of
this Agreement and the Protocol. If, for any
reason, he/she is unable to continue to serve as
investigator and a successor acceptable to
Institution, Medpace, and Sponsor is not
available, this Agreement shall be terminated as
provided in the Term and Termination section.
Investigator shall continue to be bound by all
obligations and conditions of this Agreement
until a new investigator is approved by Sponsor
and any applicable regulatory or ethics
committee approvals of the new investigator
have been obtained; except that certain
Continuing Obligations defined in section 7
below, shall survive the approval of a new
principal investigator as well as the termination
of this Agreement

Investigator confirms that he/she is fully
qualified to conduct the Study and to serve in the
capacity of principal investigator.

Investigator and all persons or entities who
perform any portion of the Study (“Study
Personnel”) shall be qualified physicians and
medical personnel who have not been debarred
from working on clinical studies and who are
employees or subcontractors of Institution and
Institution shall be responsible for their
compliance with the terms of this Agreement.
Institution shall notify Medpace in writing if it

1.5

2.1

2.2

23

souladu s protokolem a jakymikoli pisemnymi
pokyny zadavatele.

Poskytovatel zdravotnich sluzeb a zkousejici
Iékat prohlasuji, Zze ani zkousSejici 1ékaf, ani
poskytovatel zdravotnich sluzeb nejsou obcany
ani rezidenty Spojenych stati americkych, ani
korporaci nebo partnerskym subjektem, které
jsou a byly povazovany za americkou korporaci
nebo partnersky subjekt, a Ze vSechny platby,
které poskytovatel zdravotnich sluzeb obdrzi na
zakladé této smlouvy, budou =za sluzby
poskytované mimo Spojené staty americké.

POVINNOSTI ZKoy§EJiciHo ,LI'§KAI'2E,
STUDIINi PERSONAL, STUDIJNi UDAJE

Poskytovatel zdravotnich sluzeb timto zmociuje
zkousejiciho 1ékate k vykonu funkce hlavniho
zkousejictho pro studii provadénou v zafizeni
poskytovatele zdravotnich sluzeb. Zkousejici
Iékat ponese odpovédnost za fizeni studie v
souladu s ptislusnymi zasadami poskytovatele
zdravotnich sluzeb a poskytovatel zdravotnich
sluzeb potvrzuje, Ze nejsou v rozporu S
podminkami této smlouvy a protokolem. Pokud
zkousejici 1ékar z jakéhokoliv divodu jiz dale
nebude schopen vykonavat funkci zkousSejiciho
lékafe a nebude k dispozici nastupce pfijatelny
pro poskytovatele zdravotnich sluzeb, spolecnost
Medpace a zadavatele, bude tato smlouva
ukoncena, jak je uvedeno v oddilu Platnost
smlouvy a Ukonceni. ZkouSejici 1ékat bude
nadale vazan veSkerymi povinnostmi a
podminkami této smlouvy, dokud zadavatel
neschvali nového zkousejiciho 1ékatre a nedojde
k zajisténi veskerych souhlasti regulacnich
organu ¢i etickych komisi s novym zkouSejicim
Iékatem s vyjimkou toho, ze nékteré dalsi
povinnosti stanovené v ¢asti 7 nize pietrvaji i po
schvaleni nového hlavniho zkousejiciho a
ukonceni této smlouvy.

Zkousejici  1ékar potvrzuje, ze je plné
kvalifikovan k provadéni studie a vykonu funkce
hlavniho zkousejiciho.

Zkousejici 1ékar a veskeré osoby Ci subjekty
provadéjici kteroukoli z ¢asti studie (dale jen
,pracovnici studie*) budou kvalifikovani 1ékafi a
zdravotnicky personal, kterym nikdy nebyla
zakazana prace na klinickych studiich, pfi¢emz
se jedna o zaméstnance nebo subdodavatele
poskytovatele zdravotnich sluzeb; a poskytovatel
zdravotnich sluzeb ponese odpovédnost za
dodrzovani podminek této smlouvy témito
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2.4

25

becomes aware of any Study Personnel member
has been debarred or proceedings have been
initiated with respect to debarment. Investigator
shall be responsible to ensure that all Study
Personnel are appropriately trained, qualified and
informed of and comply with the terms of the
Agreement including the Protocol, and that the
Institution has an agreement in place with such
employees and independent contractors that, at a
minimum and not exclusively, provides for
ownership and allocation of intellectual property
rights and for obligations confidentiality of
information, record-keeping, access and rights to
data that are consistent with the intent and terms
of this Agreement and the Protocol. Institution
and Investigator shall remain liable for the
performance of any of its obligations performed
on its behalf by any member of the Study
Personnel

The term “Medical Records” means the source
medical records of “Study Subjects” (individuals
who are to participate as patients in the Study) a
properly executed informed consent agreement
in the form approved by the ethics committee and
Sponsor maintained by the Institution and
Investigator. The term “Study Data” means all
data and information (some of which may be
obtained from the Medical Records, but not
including the Medical Records themselves),
records and reports collected or created pursuant
to the Protocol or prepared in connection with the
Study including, without limitation, responses of
patient reported outcomes and responses to other
questionnaires or data gathered by or obtained
from Study Subjects (such as responses to the
patient symptom questionnaires), data gathered
by devices or supplies provided to or used by
Study Subjects, data obtained from samples,
Case Report Forms (“CRFs”), data queries, data
summaries, interim reports, the final report, and
all records regarding inventories and dispositions
of all Study Drug.

Subject to the publication rights set forth in
section 9, Sponsor shall be the exclusive owner
of all Study Data and, in accordance with the
informed consent form (“ICF”) and data
protection guidelines approved by the ethics
committee and regulatory authority, as

2.4

2.5

subjekty. Pokud poskytovatel zdravotnich sluzeb
dospéje ke zjisténi, ze kterémukoli z pracovniki
studie byla tato ¢innost zakazana, piipadné bylo
v souvislosti se zakazem zahajeno Fizeni, bude
poskytovatel  zdravotnich  sluzeb pisemné
informovat spole¢nost Medpace. ZkousSejici
Iékat je povinen zajistit, aby byl veskery studijni
personal nalezit¢ vyskolen, kvalifikovan,
informovan o podminkach smlouvy véetné
protokolu a spliioval podminky uvedené ve
smlouvé a aby poskytovatel zdravotnich sluzeb
uzaviel smlouvu s takovymito zaméstnanci a
nezavislymi dodavateli, ktera, minimaln¢ a
nikoliv vyluéné, zajistuje ochranu vlastnickych
prav a dusevniho vlastnictvi a stanovi povinnosti
zachovavani duvérnosti informaci, uchovavani
zdznamdi a prava piistupu k dajim, kterd jsou v
souladu se zdmérem a podminkami této smlouvy
a protokolu. Poskytovatel zdravotnich sluzeb a
zkousejici 1ékar zlistavaji odpoveédni za plnéni
veskerych svych povinnosti vykonavanych v
jejich zastoupeni jakymkoli ¢lenem studijniho
personalu.

Pojem ,,zdravotni zdznamy* znamena zdrojové
zdravotni zaznamy ,,studijnich subjektt* (osob,
které se maji ucastnit jako pacienti ve studii),
fadn¢ provedeny informovany souhlas na
formulafi schvalenem etickou komisi a
zadavatelem, vedené poskytovatelem
zdravotnich sluzeb a zkousejicim lékafem. Pojem
»studijni Udaje znamena veskeré udaje a
informace (z nichZ nékteré mohou pochazet ze
zdravotnich zaznamil, avSak nezahrnuji samotné
zdravotni  zaznamy), zdznamy a zpravy
shromazdéné nebo vytvorené podle protokolu
nebo vypracované v souvislosti se studii, véetné
mimo jiné odpovédi na pacientem oznamované
vysledky a odpovédi na dalsi dotazniky ¢i idaje
shromazdéné nebo ziskané od studijnich subjektt
(jako jsou odpovédi v dotaznicich pro hodnoceni
ptiznakii pacienta), udaje shromdzdéné pomoci
pomtcek nebo dodavek poskytnutych subjektim
nebo wuzivanych studijnimi subjekty, udaje
ziskané ze vzorkl, zaznami subjektu hodnoceni
(dale jen ,,CRF*), zpracované dotazy, souhrny
udajii, prubézné zpravy, zaveéreCna zprava a
vSechny zdznamy tykajici se inventur a pouzivani
vSech hodnocenych 1éCivych pripravki.

S vyhradou prav na uvetejnéni uvedenych v ¢asti
9 je zadavatel vyhradnim vlastnikem vSech
studijnich udaji a, v souladu s formulafem
informovaného souhlasu (dale jen ,ICF®),
pokyny pro ochranu udaji schvalenymi etickou
komisi a pfislusnym regula¢nim organem a nize
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2.6

2.7

2.8

2.9

applicable, and sections 3 and 4 below, shall have
the right to use, access, and disclose or transfer
any or all of Study Data. Institution shall retain
ownership of Medical Records.

Investigator shall enroll in the Study
approximately XX evaluable Study Subjects who
meet the inclusion criteria of the Protocol during
the enrollment period of approximately XX to
XX. The actual enrollment period may be
extended or shortened upon written notice by
Medpace or Sponsor. As enrollment will be
competitive across all sites participating in the
Study, Medpace reserves the right to instruct the
Investigator to enroll fewer or more subjects than
the number agreed at the time of the signature of
this Agreement.

Investigator shall obtain the necessary written
informed consent of each Study Subject prior to
performing any Study related procedures.
Investigator shall comply with all applicable
ethical principles and good clinical practice to
obtain each Study Subject’s informed consent.

Investigator will assist Medpace upon Medpace’s
request to provide any required updates and/or
information related to the Study for Medpace’s
submission to the applicable central Ethics
Committee and regulatory authorities. Medpace
shall be responsible for any dealings with and
submission of reports and information to the
applicable central Ethics Committee and
regulatory authorities. Investigator shall be
responsible for any submissions to Institution’s
local Ethics Committee, if applicable.

Investigator shall notify Medpace of adverse
events and serious adverse events within the
timeframes and pursuant to the process set forth
in the Protocol and/or other written instructions
of Medpace and/or Sponsor.

2.6

2.7

2.8

2.9

uvedenym bodem 3 a 4, ma pravo nekteré nebo
vSechny studijni tidaje vyuzivat, zpfistupfiovat a
zvefejiovat nebo  piedavat.  Poskytovatel
zdravotnich sluzeb je vlastnikem zdravotnich
zaznamu.

Zkousejici 1ékar zafadi do studie piiblizné¢ X
studijnich subjektii, které v prubéhu obdobi pro
zafazovani, tj. pfiblizné od XX do XX spliiuji
kritéria protokolu pro zatazeni. Samotné obdobi
pro zarazovani mize byt na zékladé pisemného
oznameni spolecnosti Medpace ¢i zadavatele
prodlouzeno ¢i  zkraceno. Jelikoz bude
zafazovani probihat v konkuren¢nim duchu
napti¢ vSemi centry, kterd se studie Ucastni,
vyhrazuje si spole¢nost Medpace pravo dat
vys$§i pocet subjektl, nez bylo ujednano v
okamziku podpisu této smlouvy.

Pred provedenim  jakychkoliv ukont
souvisejicich se studii zajisti zkouSejici 1ékat od
kazdého =ze studijnich subjektd nezbytny
informovany souhlas v pisemné podobé. Pii
zajiStovani informovaného souhlasu kazdého ze
studijnich subjektl se zkousejici 1€kat bude tidit

veskerymi platnymi etickymi zasadami a
spravnou klinickou praxi.

ZkouSejici 1ékaf na vyzadani poskytne
spole¢nosti  Medpace  jakeékoliv  nezbytné

aktualizace a/nebo informace tykajici se studie, a
to pro ucely podani spolec¢nosti Medpace k
pfislusné etické komisi pro multicentricka
hodnoceni a kontrolnim organtim. Spolec¢nost
Medpace ponese odpovédnost za jakakoli
jednani souvisejici se zpravami a informacemi a
jejich podani pfrislusné etické komisi pro
multicentrickd hodnoceni a regula¢nim organtim.
V relevantnich ptipadech ponese zkousejici Iékat
odpovédnost za veskerd podani k mistni etické
komisi, pod kterou spadd poskytovatel
zdravotnich sluzeb.

Zkousejici lékat bude informovat spolecnost
Medpace o nezadoucich piihodach a zavaznych
nezadoucich ptihodach v ¢asovych lhitach a v
souladu s postupem stanovenym v protokolu
a/nebo v jinych pisemnych pokynech spoleénosti
Medpace a/nebo zadavatele.
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3.1

3.2

3.3

CONFIDENTIAL INFORMATION

“Confidential Information” means all
information that is (a) provided by or on behalf
of Sponsor or Medpace to Institution or
Investigator in connection with this Agreement
or the Study, or (b) developed, obtained, or
generated by Institution, Investigator, or Study
Personnel as a result of performing the Study
under this Agreement (except for a Study
subject’s Medical Records), including, but not
limited to, the Protocol, Study Data, results, and
reports from all sites conducting the Study and
Inventions  (defined below). Confidential
Information and all tangible expressions, in any
media, of Confidential Information are the sole
property of Sponsor or Medpace, as applicable.

Institution and Investigator agree not to use
Confidential Information for any purposes other
than to conduct the Study. Institution and
Investigator agree not to disclose Confidential
Information to third parties except as necessary
to conduct the Study and under an agreement by
the third party to be bound by the obligations of
this section. Institution and Investigator shall
safeguard Confidential Information with the
same standard of care that is used with
Institution’s own confidential information, but in
no event less than reasonable care.

The term Confidential Information shall not be
deemed to include information that:

3.3.1 Is or becomes publicly available
through no fault of Institution or
Investigator;

3.3.2 Institution  or  Investigator  can
demonstrate it possessed prior to, or
developed  independently  from,
disclosure or development under this
Agreement;

3.3.3 Institution or Investigator receives

from a third party which is not legally

3

3.1

3.2

3.3

DUVERNE INFORMACE

,Duvérnymi informacemi se rozumi veskeré
informace, které jsou (a) poskytnuty
poskytovateli ~ zdravotnich  sluzeb  nebo
zkousejicimu 1ékati zadavatelem ¢i jeho jménem
nebo spolecnosti Medpace v souvislosti s touto
smlouvou nebo studii; nebo (b) vyvinuté, ziskané
¢i vytvorfené poskytovatelem zdravotnich sluzeb,
zkousejicim lékafem nebo studijnim personalem
jako vysledek provadéni studie dle této smlouvy
(vyjma  zdravotnich  zadznamti  studijnich
subjekt); a zahrnuji mimo jiné protokol, udaje
ze studie, vysledky a zpravy ze vSech pracovist,
které studii provadéji a podileji se na objevech
(definovano nize). Divérné informace a veskera
hmotna vyjadieni duvérnych informaci na
jakémkoli  druhu médii jsou vyhradnim
vlastnictvim zadavatele, pfipadné spolecnosti
Medpace.

Poskytovatel zdravotnich sluZzeb a zkouSejici
lékat souhlasi s tim, Ze nebudou davérné
informace pouzivat k jakymkoli jinym ucelim
nez k provedeni studie. Poskytovatel zdravotnich
sluzeb a zkouSejici 1ékar souhlasi s tim, Ze
divérné informace nesdeli zadné treti strané
vyjma pfipadi, kdy je to nezbytné pro provedeni
studie, a to na zaklad¢ dohody s tfeti stranou, Ze
bude vézana povinnostmi v tomto oddilu.
Poskytovatel zdravotnich sluzeb a zkousejici
lékat zabezpei divérné informace se stejnym
standardem péce jako v piipadé¢ duvémych
informaci poskytovatele zdravotnich sluzeb.
Standard péce vsak v Zadném ptipade€ nesmi byt
nizsi nez priméieny.

Vyraz davérné informace nebude zahrnovat
informace, které:

3.3.1 jsou nebo se stanou vefejné
dostupnymi bez jakéhokoli zavinéni ze
strany  poskytovatele  zdravotnich
sluzeb ¢i zkousejiciho 1ékate;

3.3.2 mél poskytovatel zdravotnich sluzeb

nebo zkouSejici 1ékai prokazatelné v

drzeni jiz pied jejich poskytnutim ¢i

zptistupnénim v rdmci této smlouvy,
nebo je vyvinula nezavisle na této
skuteénosti;

3.3.3 Poskytovatel zdravotnich sluzeb nebo

zkousejici 1ékaf obdrzeli od tieti
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3.4

3.3.4 Institution or Investigator is required
by law to disclose, provided that
Medpace and Sponsor are notified of
any such requirement with sufficient
time to seek a protective order or other

modifications to the requirement; or

3.3.5 Is appropriate to include in a
publication pursuant  to  the
Publications and Publicity section.

Institution agrees that Medpace may compile a
database of information from Institution and its
personnel (including Investigator), and Study
Personnel for use in connection with the Study

(including but not Ilimited to feasibility
guestionnaires, CVs, licenses,  medical
specialties, participation in clinical trials,

financial disclosure forms) and/or may use this
information for purposes related to its business.
Institution shall have secured any necessary
consents from its personnel to allow for this
sharing of information. Such information is used
solely in connection with the initiation of studies
and feasibility studies and is accessible only to
the Sponsor of the Study and personnel assigned
to study management and for whom the
information is needed in the performance of their
duties  (further described as "Authorized
Personnel™). As some Medpace studies are being
conducted worldwide, the personal information
collected is available to Authorized Personnel
who may be located in countries outside the
European Union. In order to provide for the
protection of personal data, Medpace has
established policies and procedures governing
the security of and limited access to this data that
are uniform throughout Medpace and its affiliates
and comply with the standards of personal data
protection applicable within the European Union.
When applicable, Medpace enters into data
processing agreements with sponsors in line with
applicable European Union data protection Laws.
In accordance with the laws pertaining to the
protection of personal data, the individuals'
whose data is collected have a right to access, to
modify, to rectify, and to suppress their personal
data, simply by requesting it to the attention of
the Medpace Privacy Officer at
privacy@Medpace.com, or to the following
address: Medpace Privacy Officer, Medpace,

3.4

takovych informaci
hlediska zakazano;

z pravniho

3.3.4 Poskytovatel zdravotnich sluzeb nebo
zkousejici 1ékafr musi poskytnout ze
zakona, a to za predpokladu, ze o
jakémkoliv takovém pozadavku budou
spole¢nost Medpace a zadavatel s
dostateénym predstihem informovani,
aby mohli usilovat o ochranné nafizeni

nebo jinou Gpravu pozadavku; nebo

3.3.5 je vhodné tyto informace zafadit do
publikace dle oddilu tykajiciho se

zvetejnéni a propagace.

Poskytovatel zdravotnich sluzeb souhlasi s tim,
ze spole¢nost Medpace mize sestavit databazi
informaci od poskytovatele zdravotnich sluzeb
a jeho pracovnikil (véetné zkousejiciho 1ékare) a
pracovniki studie pro G¢ely pouziti v souvislosti
se studii (mimo jiné vcetné¢ dotaznikl
proveditelnosti, Zivotopist, licenci, 1ékafskych
odbornosti, ucasti na klinickych hodnocenich,
formulartt o finanénich udajich) a/nebo miize
tyto informace pouzit pro ucely souvisejici se
svym podnikanim. Poskytovatel zdravotnich
sluzeb zajisti veskeré nezbytné souhlasy od
svych pracovnikti, aby bylo umoznéno sdileni
téchto informaci. Tyto informace se pouZivaji
vyhradné v souvislosti se zahjenim studii a se
studiemi proveditelnosti a jsou pristupné pouze
zadavateli pfislusné studie a pracovnikiim
pfitazenym do vedeni studie, ktefi tyto informace
potiebuji pii plnéni svych povinnosti (dale jen
jako ,,opravnéni pracovnici®). Jelikoz se nékteré
studie spolecnosti Medpace provadi celosveétove,
jsou shromazdéné osobni udaje Kk dispozici
opravnénym pracovnikim, ktefi mohou sidlit
vV zemich mimo Evropskou unii. Aby bylo mozné
zajistit ochranu osobnich 1daji, zavedla
spole¢nost Medpace zasady a postupy upravujici
zabezpeceni a omezeny piistup k t€émto udajim,
které jsou jednotné v celé spole¢nosti Medpace
ajejich sesterskych spolecnostech a spliuji
standardy ochrany osobnich tdaji platné
v Evropské unii. Je-li to zapotifebi, uzavira
spole¢nost Medpace se zadavateli smlouvy
0 zpracovani tdaji v souladu s platnymi
pravnimi ptedpisy Evropské unie o ochrané
udaju. V souladu se zakony upravujicimi ochranu
osobnich daji maji osoby, jejichz udaje jsou
shromazd’ovany, pravo pfistupu k nim, k jejich
Upravam, opravam nebo jejich vymazu na
zakladé zadosti zaslané pracovnikovi spole¢nosti
Medpace pro ochranu udaji na adresu
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3.5

3.6

Inc., 5375 Medpace Way, Cincinnati, Ohio,
45227

The Parties agree to adhere to the principles of
medical confidentiality in relation to Study
subjects involved in the Study. Institution and
Sponsor agree to be bound by the Data
Processing Addendum -Institution” attached
hereto, which shall prevail over any conflicting
provision of this Agreement. Personal data shall
not be disclosed to the Sponsor or Medpace by
the Institution or the Investigator save where this
is required to satisfy the requirements of the
Protocol or for the purpose of monitoring or
serious adverse reactions reporting, or in relation
to a claim or proceeding brought by the Study
subject in connection with the Study. Neither the
Sponsor nor Medpace shall disclose the identity
of Study subjects to third parties without prior
written consent of the Study subject, except in
accordance with the provisions of the relevant
data protection and privacy laws, unless in
relation to a claim or proceeding brought by the
Study subject in connection with the Study. The
Parties and Sponsor hereby acknowledge and
agree that any personal data collected in
connection with the Study will be transferred
outside the European Union. When applicable,
data processing agreements are implemented
between the Parties for the transfer of such data
and these agreements include protections for the
Study subjects’ data as required by the European
Union.

Notwithstanding the foregoing, in the event
Institution or Investigator is required by law to
disclose Confidential Information, Institution
and Investigator, as the case may be, shall
promptly notify Sponsor in writing of any such
requirement with sufficient time to seek a
protective order or other modifications to the
requirement, but only with regard to the
information required to be disclosed and only
with regard to the entity to whom such disclosure
is required. In the event Confidential Information
is disclosed pursuant to this section 3.6,
Institution and Principal Investigator, as the case
may be, shall limit the disclosure that required by

3.5

3.6

privacy@Medpace.com, ptipadné na nasledujici
adresu: Medpace Privacy Officer, Medpace, Inc.,
5375 Medpace Way, Cincinnati, Ohio, 45227,
USA

Smluvni strany se zavazuji, ze budou ve vztahu k
subjektim hodnoceni, které se studie ucastni,
dodrzovat  zasady Iékaiského  tajemstvi.
Poskytovatel zdravotnich sluzeb a zadavatel
souhlasi s tim, ze budou vazani ,,Dodatkem ke
zpracovani osobnich udaji dle nafizeni EU —
poskytovatel zdravotnich sluzeb* pfipojenym k
tomuto dokumentu, ktery ma piednost pied
jakymkoli protichidnym ustanovenim této
smlouvy. Zadavateli ani spole¢nosti Medpace
nebudou  osobni  Udaje  poskytovatelem
zdravotnich sluzeb ani zkousSejicim 1ékarfem
poskytnuty vyjma pitipadd, kdy je to nezbytné za
ucelem splnéni pozadavki protokolu, pro
potfeby monitorovani nebo hlaSeni zavaznych
nezadoucich G¢inkli nebo ve vztahu k uplatnéni
naroku ¢i fizeni iniciovaného subjektem
hodnoceni v souvislosti se studii. Zadavatel ani
spole¢nost Medpace nesdé€li totoznost subjektl
hodnoceni tfetim strandm bez piedchoziho
pisemného souhlasu subjektu hodnoceni vyjma
pripadd, kdy je tato skute¢nost v souladu s
ustanovenimi pfislusnych zdkoni na ochranu
osobnich 1daji, a pokud k této skuteCnosti
nedochdzi ve vztahu k uplatnéni naroku ¢i fizeni
iniciovaného subjektem hodnoceni v souvislosti
se studii. Smluvni strany a zadavatel timto berou
na védomi a souhlasi s tim, ze jakékoli osobni
udaje shromazdéné v souvislosti se studii budou
ptevedeny mimo tizemi Evropské unie. Je-li to
zapotiebi, zavadé&ji se mezi smluvnimi stranami
smlouvy 0 zpracovani tdaju pro pienos takovych
udajii atyto smlouvy zahrnuji ochranu udajii
subjekti studie, jak vyzaduje Evropska unie.

Bez ohledu na vyse uvedené, pokud je vSak
poskytovatel zdravotnich sluzeb nebo zkousejici
1ékat povinen zvetejnit diivérné informace podle
zakona, poskytovatel zdravotnich sluzeb a
zkousejici 1ékat piipadné pisemné ozndmi
zadavateli jakykoli takovy pozadavek s
dostateénym c¢asovym piedstihem, aby bylo
mozné vyhledat ochranny piedpis nebo jiné
zmény pozadavku, ale pouze s ohledem na
informace, které je tfeba zvefejnit, a pouze s
ohledem na subjekt, pro ktery je zvefejnéni
pozadovano. V piipad¢ zvefejnéni divérnych
informaci podle této ¢asti 3.6 poskytovatel
zdravotnich sluzeb a hlavni zkousejici pripadné
omezi zptistupnéni, které vyzaduje zékon, a
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4.2

4.3

4.4

law and such Confidential Information shall
remain confidential for all other purposes.

RECORDKEEPING

Investigator shall complete all CRFs only in
English, verify the data contained in the CRFs
against pertinent subject records, and ensure that
all CRFs are accurate, complete, and legible.

Institution or Investigator shall maintain all
records, data, documents, or information related
to the performance of the Study until the later of:

4.2.1 Two (2) years following the date a
New Drug Application is approved for
the Study Drug that is the subject of the
Study;

4.2.2 Two (2) years after the Investigational
New Drug Application for such Study
Drug is terminated or withdrawn; or

423 As defined by local laws and
regulations.

At the end of such required retention period,
Institution and Investigator shall not destroy any
such records until they have obtained Sponsor’s
prior written permission to do so. Sponsor will
respond promptly to Institution’s requests to
dispose of records.

Subject to the requirements of the Confidential
Information section, following the end of the
required retention period, Institution may retain
in its possession an archival copy of Confidential
Information that consists of any and all data,
documents or information related to the
performance of this Agreement solely as required
for regulatory, legal, or insurance purposes.

4.2

4.3

4.4

divérné informace zlstanou davérmné pro

vSechny ostatni ucely.

VEDENi ZAZNAMU

Zkousejici 1ékai bude vyplhovat vsechny CRF
pouze v angli¢tin€, ovéfovat udaje obsazené v
CREF srovnanim s pfislusnymi zdznamy subjektu
a zajisti, aby vSechny CRF byly pfesné, uplné a
citelné.

Poskytovatel zdravotnich sluzeb nebo zkousejici
lékat bude uchovavat veskeré takové zaznamy,
data, dokumenty nebo informace souvisejici s
provadénim studie do doby, kdy nastane pozdé;jsi
z téchto situaci:

421 uplynou dva (2) roky po datu schvaleni
zadosti o registraci nového 1é¢ivého
pfipravku v piipadé¢ hodnoceného
lé¢ivého  piipravku,  ktery  je
predmétem této studie;

4.2.2 uplynou dva (2) roky po ukonceni ¢i
stazeni zadosti o registraci nového
1é¢ivého piipravku v piipadé takového
hodnoceného 1é¢ivého piipravku; nebo

423 dle definice mistné platnych zakont a

predpist.

Na konci pozadovaného obdobi uchovavani
poskytovatel zdravotnich sluzeb a zkouSejici
Iékat zadné takové zdznamy neznici, dokud k
tomu pfedem neziskaji pisemné svoleni
zadavatele. Na pozadavek poskytovatele
zdravotnich sluZzeb na likvidaci zdznami bude
zadavatel reagovat okamzit¢.

S wvyhradou pozadavkl oddilu tykajiciho se
davérnych informaci si poskytovatel zdravotnich
sluzeb a zkouSejici 1ékat mohou po skonceni
pozadované doby uchovavani ponechat v drzeni
archivni kopii davérnych informact, ktera sestava
z veskerych udaji, dokumentl nebo informaci
souvisejicich s plnénim této smlouvy, a to pouze
v rozsahu nezbytném pro regulacni, pravni ¢i
pojistné ucely.
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5.1

ACCESS TO RECORDS AND AUDITS

Medpace and/or Sponsor shall have the right to
inspect progress of the Study on the premises of
Institution at reasonable times during the term of
this Agreement. Medpace and/or Sponsor will
notify Investigator and/or Institution prior to any
inspection of the date and time of the inspection.
The representatives of Medpace and/or Sponsor
may review and/or request copies of data derived
from the Study, and Investigator and/or
Institution shall promptly provide such data.
Investigator and Institution will notify Medpace
and/or Sponsor by telephone and subsequently in
written form, of any significant changes,
including, but not limited to, changes in Study
Personnel, Investigator (which must be approved
in advance by Sponsor and Medpace), or physical
location, that occur during the Study.

5.1.1 Within twenty-four (24) hours after
learning of any governmental or
regulatory body regulatory inspections
of which it becomes aware relating to
the Study, Institution or Investigator
shall provide written notification to
Medpace and Sponsor. Medpace and
Sponsor shall have the right to be
present at any such inspections and
shall have the opportunity to provide,
review, and comment on any
responses that may be required, in
advance of any response or
submission. Further, Institution or
Investigator will provide in writing to
Medpace and Sponsor copies of all
materials, correspondence, statements,
forms and records which Institution
and/or Investigator receives or obtains
pursuant to this inspection.

5.1

PRISTUP K ZAZNAMUM A AUDITY

Spole¢nost Medpace a/nebo zadavatel bude mit
pravo kontrolovat pribéh studie, a to v
prostorach poskytovatele zdravotnich sluzeb a v
pfiméfenych terminech po dobu platnosti této
smlouvy. Pied jakoukoliv inspekci budou
poskytovatel zdravotnich sluzeb a zkousSejici
lékat informovani spolecnosti Medpace a/nebo
zadavatelem o datu a ¢asu inspekce. Predstavitelé
spole¢nosti Medpace a/nebo zadavatele mohou
kontrolovat Udaje odvozené z této studie a/nebo
vyzadovat jejich kopie a zkousejici 1ékat a/nebo
poskytovatel zdravotnich sluzeb takové udaje
okamzit¢ poskytne. ZkouSejici 1ékai a
poskytovatel zdravotnich sluzeb bude spole¢nost
Medpace a/nebo zadavatele telefonicky a
nasledn€ i1 pisemné informovat o jakychkoli
vyznamnych zménach, ke kterym v priibéhu
studie dojde, a to mimo jiné o zménach studijniho
persondlu, zkouSejictho lékafe nebo mista
provadéni studie.

5.1.1 Poskytovatel zdravotnich sluZzeb nebo
zkousejici 1ékai musi do dvaceti Ctyf
(24) hodin od obdrZeni informace o
jakychkoliv inspekcich statnich ¢&i
regulacnich organd, o nichz se v
souvislosti se studii dozvi, poskytnout
spole¢nosti Medpace a zadavateli
pisemné  ozndmeni. Spolecnost
Medpace a zadavatel maji pravo
ziCastnit se veSkerych takovych
inspekci a  dostanou  pfrilezitost
poskytnout, posoudit a pfipominkovat
jakékoli odpovédi, které mohou byt
nezbytné, a to pied kazdou odpovédi
nebo podanim. Poskytovatel
zdravotnich sluzeb nebo zkousejici
Iékat dale spolecnosti Medpace a
zadavateli poskytnou kopie vSech
materiali, korespondence, prohlaseni,
formulaia a zaznamu, které
poskytovatel  zdravotnich  sluzeb
a/nebo zkousejici v souvislosti s
takovou inspekci obdrzi nebo ziskaji.
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6 COSTS AND PAYMENT SCHEDULE

In consideration of the proper performance of the Study
by the Institution and the Investigator under the terms
of this Agreement and upon approval of Sponsor,
payment will be made by Medpace or its designee to
the payee (“Payee”) designated in Schedule A
appended hereto and incorporated herein by reference.
Payee will accept payment from Medpace, or its
designee, to the Payee as full consideration for services
rendered. All costs outlined on Schedule A shall remain
firm for the duration of the Study, unless otherwise
agreed to in writing by the Parties, upon approval of
Sponsor. Institution and Investigator agree that all
Safety data must be entered into the electronic data
capture system (EDC) promptly but no later than within
twenty-four (24) hours of discovery, that all other
Study Subject data must be entered within five (5) days
of the Study Subject’s visit and that all queries will be
resolved within five (5) days. It is understood and
agreed that no reimbursement will be provided by
Medpace or Sponsor for subjects who are randomized
into the Study in violation of the Protocol, or who do
not conform to the Protocol’s inclusion and exclusion
criteria or for whom serious deviations from the
Protocol are made. The budget contained in Schedule
A is inclusive of all applicable taxes. VAT is not
applicable because Medpace is a U.S. based company.
Should any changes to VAT law occur during the term
of this Agreement, or other tax laws requiring
withholding, the party legally responsible shall be
liable for VAT or withholdings. Medpace, as Sponsor’s
payment agent, shall make payment to Payee under this
Agreement from funds escrowed by Sponsor.
Notwithstanding the foregoing, Medpace may issue a
written amendment, signed only by Medpace, for the
purpose of increasing the Study costs as described in
the Schedule A.

7 TERM AND TERMINATION

7.1 This Agreement become valid by date of last
signatory sign it and shall commence upon the
Effective date and, unless terminated earlier as
provided for in this section, shall continue until
the completion of the Study.. For purpose hereof,
the Study shall be considered complete after

conclusion of all Protocol-required activities for

6 NAKLADY A ROZVRH PLATEB

Jako odmeéna v souvislosti s faddnym provadénim studie
ze strany poskytovatele zdravotnich sluzeb a
zkousejiciho 1ékafe podle podminek této smlouvy a po
schvaleni zadavatelem bude spolecnosti Medpace nebo
jejim povétenym zastupcem provedena thrada piijemci
platby (dale jen ,pfijemce platby”) oznacenému v
ptiloze A pfipojené k této smlouveé a zaclenéné do ni
odkazem. Piijemce platby od spole¢nosti Medpace ¢i ji
povéfené osoby pfijme uhradu ve prospéch ptijemce
platby jako plnou kompenzaci za poskytnuté sluzby.
Vsechny naklady uvedené v piiloze A, a schvalené
zadavatelem zlstanou neménné po celou dobu trvani
studie, pokud se smluvni strany pisemné nedohodnou
jinak. Poskytovatel zdravotnich sluzeb a zkousSejici
1ékati souhlasi s tim, ze vSechny udaje o bezpecCnosti
museji byt bezodkladné, ale nejpozdéji do 24 hodin od
zjiSténi, zaznamendny v systému pro elektronicky
zaznam dat (EDC), Ze vSechny ostatni udaje subjektu
studie se museji zaznamenat do péti (5) dnl od
navstévy subjektu studie a Ze vSechny dotazy budou
vyfeSeny do péti (5) dnt. Smluvni strany jsou si
védomy a souhlasi s tim, Ze za subjekty, které byly
randomizovany do studie v rozporu s protokolem, které
nespliiuji kritéria protokolu pro zarazeni a vyfazeni
nebo u nich dojde v jejich piipadé k zavaznym
odchylkam od protokolu, nebude spole¢nosti Medpace
ani zadavatelem poskytnuta zadna uhrada. Rozpocet
uvedeny v pfiloze A zahrnuje vSechny platné dané.
DPH se neuplatiiuje, protoze spole¢nost Medpace ma
sidlo v USA. V pfipadé, Zze b&hem platnosti této
smlouvy dojde k jakymkoli zménam v zakoné¢ o DPH
nebo budou vyzadovany srazky podle jinych zakont,
DPH nebo tyto srazky budou hrazeny stranou, ktera za
to ze zdkona nese odpovédnost. Dle této smlouvy
provede spoleCnost Medpace, jakozto platce
zastupujici zadavatele, Uhradu pfijemci platby z
vazaného 0étu poskytnutého zadavatelem. Bez ohledu
na vysSe uvedené muze spoleénost Medpace vydat
pisemny dodatek podepsany pouze spolecnosti
Medpace za ucelem zvysSeni nakladu studie tak, jak je
to popsano v ptiloze A.

7 PLATNOST SMLOUVY A JEJi UKONCENI

7.1 Tato smlouva vstoupi v platnost dnem podpisu
zastupce posledni smluvni strany a v ucinnost k
datu ucinnosti, a pokud nedojde k jejimu
pred¢asnému ukonceni dle tohoto oddilu, bude v
ucinnosti az do dokonceni studie.. Pro ucely této
smlouvy se studie povazuje za ukoncenou po

uzavieni v§ech aktivit vyzadovanych protokolem
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7.2

7.3

7.4

7.5

all enrolled Study Subjects, receipt by Sponsor of
all Study Data and other Study documents,
samples, and any and all unused Study Drug and
other clinical supplies provided by Sponsor, if
any, resolution by Institution of all Study Data
discrepancies, if any, and receipt by Institution of
all payments due.

Any Party may terminate this Agreement if
another Party materially breaches this Agreement
and the breaching Party fails to cure the breach
within thirty (30) days after receipt of written
notice from another Party specifying in detail the
nature of the breach, or at any time if necessary
to protect the safety and welfare of Study
subjects.

Medpace, upon request of Sponsor, may also
terminate this Agreement at any time upon giving
fifteen (15) days’ advance written notice to
Institution and Investigator, unless legal or
regulatory requirements necessitate termination
effective upon notice, as determined by Sponsor,
which such termination notice will state. Except
in the event of termination for Institution’s
material breach, Medpace shall be obligated to
pay Payee solely for those items set forth in the
Schedule A that have been incurred prior to the
date of termination. Institution shall promptly
refund to Medpace or shall cause Payee to
promptly refund all unearned advance payments
made by Medpace under the Schedule A.

Upon completion or termination of this
Agreement, in no event shall Medpace or
Sponsor be obligated to pay any invoices
submitted after the time period for submitting
final invoices set forth in Schedule A has expired.

In the event of termination of this Agreement,
Institution and Investigator shall promptly: (i)
notify all applicable ethics committees or
regulatory agencies, as applicable that the
Institution’s and  Principal Investigator’s
participation in the Study has terminated; (ii)
cease enrolling Study Subjects in the Study; (iii)
cease treating Study Subjects according to the
Protocol, as directed by Sponsor, to the extent
medically permissible and appropriate; and (iv)
gather all remaining Study Data and complete

7.2

7.3

7.4

7.5

pro vSechny zafazené subjekty studie, po piijeti
zadavatelem vSech studijnich dat a dalSich
studijnich  dokumentdi, vzorkli a vSech
nepouzitych hodnocenych lécivych pripravki a
ptipadnych  dalsich  klinickych  dodavek
poskytnutych  zadavatelem, po  vyfeSeni
pfipadnych nesrovnalosti ve studijnich datech
poskytovatelem zdravotnich sluzeb a pfijeti
vSech  splatnych  plateb  poskytovatelem
zdravotnich sluzeb.

Kterakoli ze smluvnich stran mtize tuto smlouvu
predcasné ukoncit v pfipad¢€, Ze ji druha strana
zavaznym zpusobem porusi a nezajisti napravu
do tficeti (30) dn po obdrzeni pisemného
oznameni dané strany, v némZ tato podrobné
uvede povahu poruseni; piipadné kdykoli, kdy je
ukonceni nezbytné za Ufelem ochrany
bezpecnosti a zdravi subjektl studie.

Spolec¢nost Medpace mtize na zadost zadavatele
tuto smlouvu kdykoli ukonéit po uplynuti
patnacti (15) dnli po predchozim pisemném
oznameni poskytovateli zdravotnich sluzeb a
zkousejicimu 1ékari, pokud zakonné ¢i regulacni
pozadavky nevyzaduji ukon€eni ihned po
oznameni, na zakladé rozhodnuti zadavatele, coz
by bylo v oznameni o ukonceni studie uvedeno.
Krom¢ piipadu ukonceni z diivodu zavazného
poruseni ze strany poskytovatele zdravotnich
sluzeb bude spole¢nost Medpace povinna uhradit
piijemci platby vyhradné ty polozky, které jsou
stanoveny v pfiloze A a které vznikly pfed datem
ukoncéeni. Veskeré nevydélané zalohy, které
spolecnost Medpace dle piilohy A uhradila,
budou poskytovatelem zdravotnich sluzeb ihned
vraceny, piipadné poskytovatel zdravotnich
sluzeb zajisti, aby byly ihned vraceny piijemcem
platby.

Po splnéni ¢i ukoncéeni této smlouvy nebude
spole¢nost Medpace nebo zadavatel v zadném
pfipadé¢ povinna uhradit jakékoli faktury
predlozené po uplynuti obdobi pro piedlozeni
zaveérecnych faktur, jak je stanoveno v piiloze A.

V ptipad¢ ukonceni této smlouvy poskytovatel
zdravotnich sluzeb a zkousSejici 1ékai okamzité:
(1) informuje vSechny pfislusné etické komise
nebo regulacni organy, podle toho co se
uplatiluje, Zze Dbyla 0cast poskytovatele
zdravotnich sluzeb a hlavniho zkousejiciho ve
studii ukonéena; (ii) ukonci zafazovani subjektl
do studie; (iii) ukon¢i 1é¢bu subjektt studie podle
protokolu, a podle pokyni zadavatele, v 1ékaisky
ptipustném a vhodném rozsahu; a (iv) shromazdi
vSechna zbyvajici studijni data, vyplni a predlozi
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7.6

and submit outstanding CRFs, complete and
submit and resolve any and all Study Data
queries for all Study Subjects treated in the Study
prior to termination, and complete any other
remaining Study activities, including on-site
close out visit. Notwithstanding the foregoing,
within sixty (60) days from the effective date of
any termination of this Agreement or the
completion of the Study at Institution, Institution
and Investigator shall provide to Sponsor or
Sponsor’s designee all Study Data, and all
samples collected in connection with the Study,
resolve any and all Study Data queries, and
except as otherwise provided herein, return to
Sponsor or Sponsor’s designee unused Study
Drug and other clinical supplies provided by
Sponsor and Confidential Information, and
deliver such documentation and respond to such
inquiries as Sponsor or its designee may
reasonably request. No final payments will be
made until final completion of all obligations of
Institution and Investigator specified in this
section 7.5 and Schedule A.

Upon completion or termination of this
Agreement, Institution and Investigator shall,
upon Medpace’s or Sponsor’s request, return or

destroy all documents, information, and/or
supplies, including, but not limited to, related
devices, Study data, equipment, and any

biological samples or other materials provided by
Medpace or Sponsor for the conduct of the Study,
to Sponsor or Medpace within thirty (30) days. If
Medpace requests that such documents,
information or supplies be destroyed, Institution
or Investigator, as applicable, agrees to destroy
same and provide Medpace and Sponsor with
written certification of such destruction. The
Confidential  Information,  Recordkeeping,
Access to Records, Costs and Payment Schedule,
Term and Termination, Intellectual Property,
Publications and Publicity, Indemnification and
Insurance, Anti-Bribery/Anti-Corruption and
Miscellaneous sections (“Continuing
Obligations™) shall survive the termination or
expiration of this Agreement.

7.6

nevyfizené CRF, vyplni, ptedlozi a vyfesi
jakékoli a veskeré dotazy tykajici se studijnich
dat pro vSechny subjekty studie 1é¢ené ve studii
pted ukoncenim smlouvy, a dokon¢i vSechny
ostatni zbyvajici studijni aktivity, vcetné
navstévy pracovisté pro ukonceni studie. Bez
ohledu na vySe uvedené pifeda poskytovatel
zdravotnich sluzeb a zkousejici 1ékai zadavateli
nebo zmocnénci zadavatele do Sedesati (60) dnii
ode dne ukonceni platnosti této smlouvy nebo
ukonceni studie v zafizeni poskytovatele
zdravotnich sluzeb vsSechna studijni data a
vSechny vzorky shromdzdéné v souvislosti se
studii, vytesi jakékoli a vSechny dotazy tykajici
se studijnich dat a, pokud neni v této smlouve
stanoveno jinak, vrati zpét zadavateli nebo
zmocnénci zadavatele nespotiebovany
hodnoceny l1écivy piipravek a dal§i klinické
dodavky poskytnuté zadavatelem a daveérné
informace a doru¢i takovou dokumentaci a
odpovi na takové dotazy, kterou a které muize
zadavatel nebo zmocnénec zadavatele divodné
pozadovat. Zadné konetné platby nebudou
provedeny, dokud nebudou dokoncéeny vSechny
povinnosti poskytovatele zdravotnich sluzeb a
zkousejiciho lékafe uvedené v tomto bodé 7.5 a
v priloze A.

Po ukonceni nebo vypoveédi této smlouvy
poskytovatel zdravotnich sluzeb a zkouSejici
Iékat na Zzadost spolecnosti Medpace nebo
zadavatele vrati zadavateli nebo spolecnosti
Medpace veskeré dokumenty, informace a/nebo
materidly, mezi néz mimo jiné patii hodnocené
ptipravky a souvisejici zafizeni, tidaje ze studie,
vybaveni a jakékoli biologické vzorky ¢i jiné
materialy poskytnuté spole¢nosti Medpace nebo
zadavatelem pro provadéni studie, ptipadné tyto
zni¢i, a to do tficeti (30) dnu. Vyzada-li si
spole¢nost  Medpace  zniCeni  takovych
dokumenttl, informaci ¢i materiald, poskytovatel
zdravotnich sluzeb, ptipadné zkousejici I€kat se
zavazuji, ze je zni¢i a spole¢nosti Medpace a
zadavateli o zniCeni poskytnou pisemné
osvédceni. Oddily tykajici se duavémych
informaci, uchovavani zaznami, pfistupu k
zaznamam, nakladi a rozvrhu plateb, platnosti a
ukonceni, duSevniho vlastnictvi, zvefejnéni a
propagace, odsSkodnéni a pojisténi, ustanoveni
proti tplatkiim a korupci a riizna ustanoveni (dale
jen ,pretrvavajici povinnosti) zlistanou v
platnosti i po ukonceni ¢i vyprSeni platnosti této
smlouvy.
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8.1

8.2

8.3

INTELLECTUAL PROPERTY

It is agreed that none of Sponsor, Medpace,
Investigator, or Institution transfers to any other
by operation of this Agreement any patent right,
copyright, trademark right, or other proprietary
right of Sponsor, Medpace, Investigator, or
Institution, except as expressly set forth herein.

8.1.1 “Invention” means any discovery,
invention, technology, result, data,
material, improvement, or idea,
whether or not patentable, (i) that
incorporates or relates to the Study
Drug or any formulation or preparation
thereof, including, but not limited to,
any use of, method of manufacturing,
preparation, administration or dosing
of, method of predicting
responsiveness (whether regarding
safety, efficacy or tolerability and any
diagnostic method or product related
thereto), or  improvements or
enhancements to any of the foregoing
and/or, (ii) resulting from or reduced to
practice as a result of conducting the
Study, or (iii) made using the
Confidential Information.

Institution or Investigator will notify Sponsor,
promptly and in writing, of any Invention made
by Institution, Investigator, and Study Personnel.

Sponsor shall own all right, title, and interest in
and to any Invention and shall have the sole and
exclusive right to obtain, at its option, patent
protection in the United States and other
countries on any such Invention. Each of
Institution and Investigator hereby assigns to
Sponsor the entire right, title, and interest, both
in the United States and abroad, in the Inventions.
Each of Institution and Investigator further
agrees to execute or have executed any and all
papers and documents that are necessary to
perfect the foregoing assignment and fully
implement Sponsor’s proprietary rights in the
Inventions, such as obtaining patents or
copyrights, or to otherwise perfect the

8.2

8.3

DUSEVNI VLASTNICTVI

Smluvni strany se dohodly, Ze s vyjimkou
ptipadi vyslovné stanovenych v této smlouve
zadavatel, spolecnost Medpace, zkousejici 1ékat
ani poskytovatel zdravotnich sluzeb v ramci
provadéni této smlouvy nepievedou jakakoli
patentova ¢i autorska prava, prava k ochrannym
zndmkam ani jina vlastnickd prava zadavatele,
spole¢nosti Medpace, zkousejiciho 1ékaie nebo
poskytovatele zdravotnich sluzeb na kohokoli
jiného.

8.1.1 ,»Vynalezem*“ se rozumi jakykoli
objev, vynalez, technologie, vysledek,
udaje, material, zlepSeni nebo napad,
at’ uz patentovatelny ¢i nikoli, (i) ktery
zahrnuje nebo se vztahuje Kk
hodnocenému  1écivému  piipravku
nebo k jakékoli latce nebo piipravku z
n€ho pochazejicim, véetné mimo jiné
jakéhokoli pouziti, metody vyroby,
pfipravy, podavani nebo davkovani,
metody piedvidani odpoveédi (bez
ohledu na to, zda se jedna o
bezpecnost, ucinnost nebo
snasenlivost a jakoukoli diagnostickou
metodou nebo s tim souvisejici
produkt), nebo zlepSeni ¢i vylepSeni
¢ehokoli z vySe uvedeného a/nebo (ii)
vyplyvajici z praxe nebo omezené na
praxi v disledku provadéni studie,
nebo (iii)) provedené s pouzitim
davérnych informaci.

Poskytovatel zdravotnich sluzeb nebo zkousejici
Iékai budou zadavatele okamzit¢ pisemné
informovat o jakychkoliv vynalezech uéinénych
poskytovatelem zdravotnich sluzeb, zkousejicim
Iékafem a studijnim personalem.

Zadavatel bude drzitelem veskerych prav, titulti
a narokd na jakékoli vynalezy a bude mit jako
jediny subjekt vyluéné pravo obstarat si — dle
vlastni volby — pro kterykoli takovy vynalez
patentovou ochranu ve Spojenych statech
americkych a jinych zemich. Kazdy poskytovatel
zdravotnich sluzeb a zkouSejici 1ékaf timto
udéluje zadavateli pIné pravo, narok a podil, ve
Spojenych statech i v zahranici, na vyndlezy.
Kazdy poskytovatel zdravotnich sluzeb a
zkousejici 1ékat dale souhlasi s tim, ze zpracuje
nebo nechd zpracovat jakékoli a veSkeré
pisemnosti a dokumenty, které jsou nezbytné pro
dokonceni pfedchoziho zadani a plné uplatnéni
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9.1

intellectual property rights arising hereunder, and
to fully cooperate in the prosecution,
enforcement and defense of such proprietary
rights. Each of Institution and Investigator shall
ensure that the Study Personnel and all sub-
investigators and other individuals participating
in the performance of the Study are bound at all
times by written obligations to assign their
interests in Inventions to Sponsor or to
Institution, so that they will thereupon be deemed
to be assigned to Sponsor as provided above..
Sponsor will reasonably compensate Institution
and/or Investigator or their designated Payees, as
applicable, for the time devoted to such activities
and will reimburse Institution and/or
Investigator, as applicable, for reasonable and
necessary expenses incurred.

PUBLICATIONS AND PUBLICITY

It is understood that the Study is part of a
multicenter trial, and Institution may not, without
Sponsor’s prior written consent, independently,
publish, present or otherwise disclose any of the
results of or information pertaining to
Institution’s and  Principal  Investigator’s
activities conducted under this Agreement,
including without limitation, Study Data (each a
“publication”), until fter a multicenter Sponsor
publication is published; provided, however, that
if a multicenter Sponsor publication is not
submitted for publication within twelve (12)
months after completion of the Study and lock of
the Study database or any earlier termination or
abandonment of the Study, , Institution shall have
the right to submit to Sponsor for review a
request to publish and present the results of its
data from the Study, subject to the following
requirements:

9.1.1 (@) Institution and Investigator shall
provide Sponsor (with a copy to
Medpace) with an advance copy of any
proposed  publication or  oral
presentation at least sixty (60) days
prior to the planned date of submission
or presentation, (b) Sponsor shall have
sixty (60) days to review the proposed

9.1

vlastnickych prav zadavatele k vynalezim, jako
je ziskani patenti nebo autorskych prav, ¢i jinak
doplnit prava duSevniho vlastnictvi vyplyvajici z
této smlouvy, a ze bude plné spolupracovat pfi
stihdni, vymahani a obrané takovychto
vlastnickych  prav. Kazdy  poskytovatel
zdravotnich sluzeb a zkouSejici 1€kaf musi
zajistit, aby studijni personal, vSichni
spoluzkousejici a dal$i osoby podilejici se na
provadéni studie byli vzdy pisemné vazani
povinnosti pridélit své podily na vynalezech
zadavateli nebo poskytovateli zdravotnich
sluzeb, aby byly néasledné povaZovany za
pridélené zadavateli, jak je uvedeno vyse.
Zadavatel poskytne poskytovateli zdravotnich
sluzeb a/nebo zkousejicimu 1ékati nebo uréenym
pfijemcim pfiméfenou kompenzaci za cas
vénovany takovym aktivitam a nahradi
poskytovateli ~ zdravotnich  sluzeb a/nebo
pfipadné¢ 1 zkouSejicimu Iékafi pfiméfené a
nezbytné vydaje, které jim vznikly.

ZVEREJNENiI A PROPAGACE

Rozumi se, ze studie je souéasti multicentrického
hodnoceni, a poskytovatel zdravotnich sluzeb
nemuze bez predchoziho pisemného souhlasu
zadavatele nezavisle publikovat, prezentovat
nebo jinak zvefejnit jakykoli vysledek nebo
informace tykajici se aktivit poskytovatele
zdravotnich sluzeb a hlavniho zkousSejiciho
provadénych podle této smlouvy, véetné mimo
jiné studijnich dat (kazdé dale jako ,,publikace®),
dokud nebude zvefejnéna multicentricka
publikace zadavatele; avSak za ptedpokladu, ze
multicentricka publikace zadavatele nebude
predlozena ke zvetejnéni do dvanacti (12) mésict
po dokonceni studie a uzavieni studijni databaze
nebo do jakéhokoli pfedchoziho ukonceni nebo
odstoupeni od studie, bude mit poskytovatel
zdravotnich sluzeb pravo predlozit zadavateli k
prezkoumani zadost o zvefejnéni a predlozeni
vysledki svych udaji ze studie, kromé
nasledujicich pozadavkd:

9.1.1 (a) poskytovatel zdravotnich sluzeb a
zkousejici 1ékat poskytnou zadavateli
(a vkopii spole¢nosti Medpace)
signélni vytisk navrhované publikace
¢i ustni prezentace, a to nejméné
Sedesat (60) dnd pfed planovanym
datem odevzdani ¢i prezentace, a (b)
pro ucely popsané nize bude mit
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9.2

request in writing, and Institution shall
agree to, (a) the deletion by Institution
or Principal Investigator of any
Confidential Information and
information which may impair the
availability of patent protection for
Inventions, and, (b) any reasonable
changes requested by Sponsor or
Medpace, or (c) a delay of such
proposed submission for an additional
period, not to exceed ninety (90) days
to enable Sponsor to seek patent
protections for Inventions and any
technology described therein. Sponsor,
at its election, shall be entitled to
receive in any such publication an
acknowledgement of its sponsorship
of the Study.

Medpace takes into account that the Parties are
obliged to publish the Agreement in accordance
with the Czech Republic Collection of Laws, Act
n0.340/2015 Coll. on Special Conditions for the
Effectiveness of Certain Contracts, the
Disclosure of these Contracts and the Register of
Contracts (the “Act”) and (“Contracts Registry”).

9.2.2 Should this Agreement meet the
requirements of the Act for publication
on the Contracts Registry, Parties
agree that the Institution shall publish
a copy of the fully executed
Agreement in the Contracts Registry
as required by the Act. In order for
Institution to comply with the Act,
Medpace shall, upon execution of this
Agreement, which Medpace shall
prepare and provide to the Institution
for this purpose a machine-readable,
electronic copy of the fully executed
Agreement. Medpace shall send such
copy to the e-mail address
xx@hospital-bn.cz. Notification about
publication of the Agreement shall be
sent by the registry administrator to the
e-mail address xx@medpace.com. In
the event that Institution should fail to
publish the Agreement within 30 days
of its being fully executed, Medpace
shall have the right to publish the
Agreement.

9.2.3 Any financial information included in
this Agreement, including Schedule A

9.2

Zadavatel a/nebo spole¢nost Medpace
mize pisemné pozadat, a poskytovatel
zdravotnich sluZeb s tim souhlasi, aby
(a) poskytovatel zdravotnich sluzeb
nebo hlavni zkouSejici odstranil
jakékoli  davérné informace a
informace, které mohou narusit
dostupnost patentové ochrany pro
vynalezy, (b) o provedeni jakychkoliv
pfiméfenych zmén, které pozaduje
zadavatel nebo spole¢nost Medpace,
nebo (c) o pozastaveni navrhovaného
podani po dobu, ktera nesmi piekrocit
devadesat (90) dnt, aby zadavatel
mohl pozadat o patentovou ochranu
pro vynalezy a veskeré technologie
popsané v této smlouveé. Zadavatel je
dle své volby opravnén zadat, aby jeho
financovani studie bylo zminéno v
jakychkoli takovych publikacich.

Spolecnost Medpace bere na védomi, ze smluvni
strany jsou povinny uveiejnit tuto smlouvu v
souladu se zakonem ¢. 340/2015 Sb., o zvlastnich
podminkach  G¢innosti  nékterych  smluv,
uveiejiiovani téchto smluv a o registru smluv
(dale jen ,,zakon o registr smluv®) a (dale jen
registr smluv®).

9.2.2 Za ucelem splnéni podminek zakona o
registru smluv, se Smluvni strany se
dohodly, Ze poskytovatel zdravotnich
sluzeb uvefejni kopii konecné verze
této smlouvy v registru smluv. Pro
ucely uvetejnéni pfipravi spolecnost
Medpace kone¢nou verzi smlouvy v
strojové  Citelném  formatu v
elektronické podobé a poskytne ji bez
zbytecného odkladu po podpisu této
smlouvy Poskytovateli zdravotnich
sluzeb. Spole¢nost Medpace zasle tuto
verzi smlouvy na emailovou adresu
xx@hospital-bn.cz.  Ozndmeni o
uveiejnéni smlouvy bude spravcem
registru zaslano na e-mailovou adresu
XX@medpace.com. V piipadé, ze by
zdravotnické zafizeni neuvefejnilo
smlouvu do 30 dnti od jejiho uzavteni,
spole¢nost Medpace bude mit pravo
tuto smlouvu uvertejnit.

9.2.3 Jakékoliv  informace finanéniho
charakteru uvedené v této smlouvé,
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9.3

10

(Budget)  constitutes  proprietary
information of Medpace and Sponsor
and is not required under the Act to be
published in the Contracts Registry.
Notwithstanding the foregoing, the
estimated total possible amount to be
paid under the Agreement is CZK
930.600 (assuming the Study patient
enrollment goal is achieved), and shall
be published in Contracts Registry.

9.2.4 Medpace shall be responsible for
redacting any financial information
from  the  Agreement  before
publication in the Contracts Registry.
Institution shall not publish any non-
redacted versions on any websites or
other media without obtaining
Medpace’s prior written consent.

Notwithstanding  the  foregoing,  nothing
contained in this Agreement shall prevent the
Study  from being registered  with
www.clinicaltrials.gov, or any equivalent
registry, including all information required by the
Uniform  Requirements  for  Manuscripts
Submitted to Biomedical Journals of the
International Committee of Medical Journal
Editors in effect as of the date of initiation of the
Study (see www.icmje.org).

NOTICES

Any notice required or permitted under this Agreement
shall be in writing and shall be deemed made and given
three (3) days after sending, if mailed by registered or

9.3

10

Jakékoli oznameni vyzadované ¢i dovolené dle této
smlouvy musi byt u¢inéno pisemné a bude povazovano
za dorucené tii (3) dny po odeslani, pokud bude zaslano

jednotnymi pozadavky Mezinarodniho vyboru

véetné Piiloha A (finanéni piiloha)
predstavuje ~ obchodni  tajemstvi
spole¢nosti Medpace a Zadavatele a
nebude v registru smluv uvefejnéna.
Bez ohledu na vySe uvedené, je
odhadovana celkova mozna castka,
kterd bude zaplacena podle smlouvy,
je 930 600 K¢& (za predpokladu, ze
bude dosazeno stanoveného cile pro
zafazeni subjektd hodnoceni do
studie), tato ¢astka bude uvefejnéna v
registru smluv.

9.2.4 Spolecnost Medpace je povinna
smlouvu pied jejim uvefejnénim v
registru smluv redigovat. Poskytovatel
zdravotnich sluzeb neuvetejni zadné
neredigované verze na webovych
strankach nebo v jinych médii, dokud
pfedem neobdrzi pisemny souhlas
spole¢nosti Medpace.

Bez ohledu na vyse uvedené skutecnosti nebude
zadna z casti obsahu této smlouvy branit v
registraci studie na portalu
www.clinicaltrials.gov ani v jiném obdobném
registru, véetné vsech informaci vyzadovanych

Séfredaktorti 1¢katskych casopisii na piispévky
uréené pro zvefejnéni v biomedicinskych
Casopisech platnymi v den zahajeni studie (viz
www.icmje.org).

OINAMENI
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certified mail, postage prepaid, return receipt
requested, or one (1) day after sending, if sent by
express courier service or facsimile/electronic
transmission. In addition, the Institution and
Investigator will communicate to Medpace in writing
(email is considered a writing for the purposes of this
section), any changes to the Institution’s and
Investigator’s respective Payee name, Payee address,
tax identification number, corporate address, or
corporate name, as applicable. Any such notification
shall originate from an Institution official and/or
Investigator, as applicable, having the same or greater
authority as the Institution official and/or Investigator,
as applicable, who signs this Agreement on behalf of
the Institution. All notices must be addressed to the
contact set forth below:

doporuenou postou nebo poStou s potvrzenym
dorucenim, s pfedplacenym postovnym nebo postovni
dorucenkou, nebo (1) den po odeslani, pokud bude
odeslano expresni kuryrni sluzbou ¢i
faxem/elektronickym pfenosem. Poskytovatel
zdravotnich sluzeb a zkouSejici lékai budou dale
pisemné (email je pro ucely tohoto oddilu povazovan
za pisemnou formu) informovat spoleénost Medpace o
jakychkoliv zménach jména pfijemce platby na strané
poskytovatele  zdravotnich  sluzeb,  respektive
zkousejiciho 1ékafe, piipadné jejich adres, DIC,
firemnich adres ¢i nazvii spole¢nosti. Jakékoliv takové
oznameni bude ucinéno predstavitelem poskytovatele
zdravotnich sluzeb a/nebo piipadné zkousSejicim
lékatem, ktery ma stejnou ¢i vét§si pravomoc nez
piedstavitel poskytovatele zdravotnich sluzeb a/nebo
piipadné zkousejici 1€kaft, ktery jménem poskytovatele
zdravotnich sluzeb tuto smlouvu podepisuje. Veskera
oznameni musi byt adresovana kontaktnim osobam
uvedenym nize:

IF TO MEDPACE / PRO
SPOLECNOST MEDPACE:

IF TO SPONSOR / PRO
ZADAVATELE:

Medpace Clinical Research
LLC

Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227
United States of America

Otonomy, Inc,

Attention Legal Department
4796 Executive Drive

San Diego, CA 92121, USA

IF TO INSTITUTION / PRO
POSKYTOVATELE
IDRAVOTNICH SLUZEB:

IF TO PRINCIPAL
INVESTIGATOR / PRO
ZKOUSEJICIHO:

XXX

Department of
Otorhinolaryngology

Nemocnice Rudolfa a
Stefanie Benesov,

Mdchova 400, 256 01

Benesov Nemocnice Rudolfa a
Czech Republic Stefanie Benesov,
Attn: XXX Mdchova 400, 256 01

BeneSov
Czech Republic
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11 ELECTRONIC SIGNATURES

Institution and Investigator consent to electronic
communication and electronic signatures being equal
to signatures inked on paper. Institution and
Investigator acknowledge and agree that electronic
communication is an acceptable method of
communicating information from Medpace or Sponsor
or from other vendor companies contracted by
Medpace or Sponsor that are providing electronic
materials specific for the Study to Institution and
Investigator, or from other vendor companies
contracted by Medpace or Sponsor that are providing
electronic materials specific for the Study to
Institution, without having to communicate the same
subject matter on paper. Therefore, any communication
and subsequent electronic signature that has been sent
or signed in the past, present, or future between the
Parties will hold the same force and effect as a
document signed and inked on paper. Electronic
signature includes without limitation a scanned copy of
a signature, a typed signature, or the click of a mouse
on an “I agree” icon or button. All communications that
Medpace provides to Institution and Investigator in
electronic form will be provided either: (1) via e-mail
by requesting it download a PDF or DOC file
containing the communication; or (2) in the case of the
License Agreement, will be provided immediately prior
to the log-in screen for ClinTrak. Institution and
Investigator can obtain a paper copy of an electronic
communication by printing it itself or by requesting
that Medpace mail a paper copy, provided that such
request is made within a reasonable time after Medpace
or a vendor company first provided the electronic
communication.

Above mentioned is not applicable for this Agreement
and for any amendment to this Agreement, which needs
to be executed in written form and properly signed by
authorized person.

1 ELEKTRONICKE PODPISY

Poskytovatel zdravotnich sluzeb a zkousejici 1ékar
souhlasi s tim, Ze elektronickd komunikace a
elektronicky podpis maji stejnou platnost jako
vlastnoruc¢ni podpisy na dokumentech v tisténé podobé.
Poskytovatel zdravotnich sluzeb a zkouSejici 1ékaf
berou na védomi a souhlasi s tim, ze elektronicka
komunikace je pfijatelnym zplisobem, kterym mulze
spole¢nost Medpace, zadavatel nebo jini smluvni
dodavatelé spolecnosti Medpace nebo zadavatele, kteti
poskytuji elektronické materidly pro potieby studie
poskytovateli zdravotnich sluzeb a zkouSejicimu I1ékafi,
sdélovat informace poskytovateli zdravotnich sluzeb a
zkousejicimu 1ékafi, aniz by bylo nutné o obsahu
sdéleni informovat v ti§téné podobé. Jakakoli sdéleni a
nasledny elektronicky podpis, ke kterym mezi
smluvnimi stranami do$lo v minulosti, dochazi v
soucasnosti ¢i dojde v budoucnosti, budou mit stejnou
platnost a ucinnost jako dokumenty vlastnoru¢né
podepsané v tisténé podobég. Elektronicky podpis mimo
jiné zahrnuje naskenovanou kopii podpisu, podpis
strojopisem nebo pozadavek kliknuti mys$i na ikonu ¢i
tlacitko ,,Souhlasim“. VeSkera sdéleni poskytnutd
spole¢nosti Medpace poskytovateli zdravotnich sluzeb
a zkouSejicimu 1ékati v elektronické podobé budou
poskytnuta jednim z nésledujicich zpusobt: (1)
prosttednictvim e-mailové zpravy se zadosti o stahnuti
souboru ve formatu PDF ¢i DOC, ktery sdéleni
obsahuje, nebo (2) v pfipad¢€ licencni dohody bude tato
poskytnuta bezprostiedné pred ptihlasovaci
obrazovkou  aplikace  ClinTrak. Poskytovatel
zdravotnich sluzeb a zkouSejici 1ékaf maji moznost
ziskat elektronickou komunikaci v ti§téné podobé¢ tak,
ze si ji sami vytisknou, pfipadné pozadaji spolecnost
Medpace o jeji zaslani postou, a to za piedpokladu, Ze
k takovému pozadavku dojde v pifimétené¢ dobé& po
prvnim odeslani elektronické komunikace spole¢nosti
Medpace.

Vyse uvedené neplati pro tuto smlouvu a veskeré jeji
dodatky, které musi byt v pisemné, listinné podobé a
podepsany odpovédnymi osobami.
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12

12.1

INDEMNIFICATION AND INSURANCE

Sponsor shall indemnify Institution pursuant to
the terms and conditions of a separate letter of
indemnification between Sponsor and Institution,
as requested.

12.2  Medpace and Sponsor shall not be liable for
incidental, special, indirect or consequential
damages to persons or property including but not
limited to the right to be paid for loss of time, loss
of services, loss of production, lost profits, lost
business, lost savings or other economic or
business loss or claims of any kind whatsoever,
arising out of or as a consequence of the services
performed or otherwise under this Agreement,
even if advised of the possibility of such
damages.

12.3  Sponsor represents it has taken out third party
liability insurance against damage incurred in
connection with the conduct of the Study
concerned, in accordance with applicable law,
which insurance shall in particular cover any
Study subject's treatment costs relating to any
health injury caused to the Study subject in
connection with his/her participation in the
Study. Sponsor will maintain said insurance for
the duration of the Study and for any applicable
time period after Study conclusion if required by
applicable law.

12.4  |Institution shall maintain insurance as required
by applicable law, with limits consistent with
statutory minimum amounts. Institution shall
maintain such coverage for the duration of this
Agreement and for three years thereafter. Proof
of said insurance shall be supplied to Medpace

and Sponsor upon request.

13 DEBARMENT

Institution represents that neither it, nor Investigator,
nor any of its management or any other employees or
independent contractors or agents who will have any
involvement in the Study, have been debarred by any
regulatory authority. Institution and/or Investigator
shall immediately notify Medpace in writing upon
becoming aware of any such debarment, threat of
debarment, or conviction or other matter that could
result in any such debarment. Medpace may, upon its
receipt of such notice or otherwise becoming aware of

ODSKODNENI A POJISTENI

Zadavatel odSkodni poskytovatele zdravotnich
sluzeb podle podminek slibu odskodnéni mezi
zadavatelem a poskytovatelem zdravotnich
sluzeb dle potieby.

12

12.1

12.2  Spole¢nost Medpace a zadavatel nebudou pravné
odpovédni za ndhodné, zvlastni, nepifimé ani
nasledné $kody vzniklé osobam ¢i na majetku,
mezi n€Z mimo jiné patii prdvo na uhradu
ztraceného Casu, ztraty sluzeb, ztraty vyroby,
uslého zisku, ztracenych obchodnich pfileZitosti
a Uspor nebo jinych ekonomickych a obchodnich
ztrat ¢i narokl jakéhokoli druhu vyplyvajicich
nebo vznikajicich nasledkem provadéni sluzeb ¢i
jinym zptsobem dle této smlouvy, a to i v
pfipadé¢, Ze budou o moznosti vzniku takovych
$kod informovani.

12.3  Zadavatel prohlasuje, Ze uzaviel pojisténi
odpovédnosti za Skodu vuc¢i tietim stranam
vzniklou v souvislosti s provadénim dotéené
studie v souladu s piislusSnymi zakony, pficemz
takové pojisténi bude kryt zejména naklady na
1é¢bu subjektl studie, které souviseji s jakoukoli
Uujmou na zdravi zplsobenou subjektiim studie v
souvislosti s jejich ucasti ve studii. Zadavatel
bude udrzovat zminéné pojisténi v platnosti po
dobu trvani smlouvy, a je-li to pozadovano
prislusnymi zakony, pak i v prub&hu ptislusného
obdobi nasledujiciho po dokonceni studie.

12.4  Poskytovatel zdravotnich sluzeb musi udrzovat
pojisténi, jak je pozadovano podle platnych
pravnich predpisti, s limity v souladu se
statutdrnimi minimalnimi ¢astkami. Poskytovatel
zdravotnich sluzeb je povinen udrZovat toto
pojistné kryti po celou dobu trvani této smlouvy
a jeSté dalsi tfi roky poté. Doklad o zminéném
pojisténi je tfeba na vyzadani predlozit
spole¢nosti Medpace a zadavateli.

13 ZAKAZ CINNOST

Poskytovatel zdravotnich sluzeb prohlasuje, Ze ani
jemu, ani zkouSejicimu 1ékati, ani nikomu z jeho
vedeni, ani zadnému jinému zaméstnanci nebo
nezavislym dodavatelim ¢i zastupctim, ktefi budou
jakkoli zapojeni do studie, nebyla Zddnym regulacnim
organem zakazana cinnost. Poskytovatel zdravotnich
sluzeb a/nebo zkousejici 1ékai okamzité pisemné
oznami spoleCnosti Medpace, pokud se dozvi
0 jakémkoli takovém zakazu Cinnosti, hrozbé zakazu
¢innosti nebo o odsouzeni ¢i jiné zalezitosti, jejichz
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any debarment, threat of debarment or other matter that
could result in any such debarment, terminate this
Agreement in accordance with the Term and
Termination Section.

14 ANTI-BRIBERY/ANTI-CORRUPTION

In carrying out its responsibilities under this
Agreement, neither Party nor it nor any of its respective
representatives will pay, offer or promise to pay, or
authorize the payment of, any money, or give or
promise to give, or authorize the giving of, any services
or anything else of value, either directly or through a
third party, to any official or employee of any
governmental authority or instrumentality, or of a
public international organization, or of any agency or
subdivision thereof corruptly for the purpose of
improperly (i) influencing any act or decision of that
person in his official capacity, including a decision to
fail to perform his functions with such governmental
agency or instrumentality or such public international
organization or such political party, (ii) inducing such
person to use his influence with such governmental
agency or instrumentality or such public international
organization or such political party to affect or
influence any act or decision thereof or (iii) securing
any improper advantage; provided however, the
foregoing representation shall not apply to any
facilitating or expediting payment to a foreign official,
political party, or party official, the purpose of which
is to expedite or to secure the performance of a routine
governmental action by a foreign official, political
party, or party official.

15 ASSIGNMENT AND DELEGATION

This Agreement shall be binding upon and for the
benefit of the Parties hereto, and their successors and
permitted assigns. This Agreement, and all rights,
duties and obligations hereunder, may not be assigned
or delegated by Institution or Investigator without the
prior express written consent of Medpace or Sponsor.
Any attempt made by Institution or Investigator to
assign or delegate this Agreement in violation of this
section shall be of no force or effect. Institution and
Investigator acknowledge that Medpace shall have the
right to assign or delegate this Agreement or any
portion thereof without the consent of Institution. For

disledkem by mohl byt jakykoliv takovy zakaz
¢innosti. Spole¢nost Medpace mutize po piijeti takového
oznameni, nebo pokud se jinak dozvi o jakémkoli
zakazu Cinnosti, hrozbé zakazu Cinnosti nebo
0 odsouzeni &i jiné zalezitosti, jejichz disledkem by
mohl byt jakykoli takovy zdkaz cCinnosti, ukoncit tuto
smlouvu v souladu s oddilem Platnost smlouvy a jeji
ukonceni.

USTANOVENI PROTI UPLATKUM A KORUPCI

Pfi plnéni svych povinnosti podle této dohody zadna
strana ani zadny ze zastupct stran nezaplati, nenabidne
ani neslibi, Ze zaplati, ani neschvali zaplaceni jakékoli
penézni Castky, ani neposkytne nebo neslibi, ze
poskytne, ani neschvali poskytnuti jakékoli sluzby
nebo ¢ehokoli jiného hodnotného, a to ani pfimo, ani
prosttednictvim tfeti strany, zZddnému zastupci nebo
zaméstnanci jakéhokoli organu stitni spravy nebo
vykonného organu nebo vefejné mezinarodni
organizace nebo jakéhokoli ufadu ¢i jejich oddéleni za
ucelem uplaceni a nemistného (i) ovliviiovani jednani
nebo rozhodovani takové osoby v jeji ufedni funkeci,
véetné rozhodnuti, ze bude chybné vykonavat své
funkce pro takovy vladni ufad nebo vykonny organ
nebo vefejnou mezinarodni organizaci nebo politickou
stranu, (ii) zptisobeni, Ze tato osoba vyuzije svého vlivu
ve vladnim ufadu nebo vykonném organu nebo ve
vefejné mezinarodni organizaci nebo v politické strané
k ovlivnéni jejich jednani nebo rozhodovani, nebo (iii)
zajisténi jakékoli nepatficné vyhody; avSak za
pfedpokladu, Ze predchdzejici prohlaSeni se nebude
vztahovat na jakoukoli usnadiiujici nebo urychlovaci
platbu pro ciziho Ufednika, politickou stranu nebo
funkcionafe strany, jejimz ucelem je urychlit nebo
zajistit provedeni b&zné ufedni Cinnosti cizim
ufednikem, politickou stranou nebo funkcionafem
strany.

14

POSTOUPENI A PREVEDENI

Tato smlouva bude zavazna pro smluvni strany této
smlouvy, jejich nastupce a povolené nabyvatele
a Vv jejich prospéch. Tato smlouva a vSechna prava,
povinnosti a zavazky z ni vyplyvajici nesmé&ji byt
poskytovatelem zdravotnich sluzeb ani zkouSejicim
lékatem postoupeny ani delegovany bez piedchoziho
vyslovného pisemného souhlasu spole¢nosti Medpace
nebo zadavatele. Jakykoliv pokus poskytovatele
zdravotnich sluzeb ¢i zkousejiciho 1ékafe postoupit
nebo delegovat tuto smlouvu v rozporu s timto oddilem
nebude platny ani U¢inny. Poskytovatel zdravotnich
sluzeb a zkousSejici 1ékat berou na védomi, Ze
spole¢nost Medpace je opravnéna postoupit nebo

15
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the avoidance of doubt, Medpace may assign this
Agreement at any time upon Sponsor’s written request
and written notice to Institution.

16 INDEPENDENT CONTRACTOR

The relationship of the Parties is that of independent
contractors, and no employment or agency relationship
shall be construed to exist between the Parties. Neither
Medpace nor Sponsor shall be responsible for any
employee benefits, pensions, workers’ compensation,
withholding or employment-related taxes relating to
Institution, Investigator or Study Personnel.

17 CHANGES TO THE PROTOCOL

The Protocol and the consent form may be amended
only at the direction of Sponsor, subject to subsequent
approval of the ethics committee and any applicable
regulatory authorities. Any such amendments to the
Protocol or consent form shall automatically be
incorporated herein once ethics committee or
regulatory authority approval, as applicable, is
obtained. No financial adjustments shall be made
because of such modifications unless the Parties hereto
amend this Agreement accordingly.

18

18.1

MISCELLANEOUS

This Agreement, together with the Protocol and
Exhibit A, represents the entire understanding of
the Parties and supersedes all prior negotiations,
understandings or agreements (oral or written)
between the Parties concerning the subject matter
hereof. In the event of any inconsistency between
this Agreement and the Protocol, the terms of this
Agreement shall govern. If a provision of this
Agreement is or becomes (i) illegal under any
applicable law or regulation, (ii) invalid or (iii)
otherwise  unenforceable, such illegality,
invalidity or unenforceability shall not affect the
validity or enforceability of any other term or
provision of this Agreement. All waivers of the
terms of this Agreement shall be in writing.
Failure to insist upon compliance with any of the
terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of

delegovat tuto smlouvu nebo jakoukoliv jeji ¢ast bez
souhlasu poskytovatele zdravotnich sluzeb. Pro
vylouéeni pochybnosti se ustavuje, ze spolecnost
Medpace mize tuto smlouvu kdykoli postoupit na
zakladé¢ pisemné Zzadosti zadavatele a pisemného
oznameni poskytovateli zdravotnich sluzeb.

NEZAVISLY SMLUVNi PARTNER

Vztah smluvnich stran je vztahem nezévislych
smluvnich partnerti a nebude vykladan jako jakykoli
zaméstnanecky ¢i agenturni vztah mezi smluvnimi
stranami. Spole¢nost Medpace ani zadavatel neponesou
odpovédnost za jakékoli zaméstnanecké vyhody,
penze, odmény pracovnikd, srdzky z platu Ci
zaméstnanecké dané tykajici se poskytovatele
zdravotnich sluzeb, zkousejiciho 1ékate ¢i pracovnikli
studie.

16

IMENY PROTOKOLU

Protokol a formulaf souhlasu lze pozménit pouze z
nafizeni zadavatele a zmeéna podléha naslednému
schvaleni etické komise a jakychkoli pfislusnych
regulaénich organd. Jakékoli takové zmény protokolu
nebo formulafe souhlasu budou automaticky zaélenény
do této smlouvy po schvaleni ze strany etické komise
nebo regula¢niho organu. Finanéni podminky se z
dtvodu takovych uprav ménit nebudou, pokud smluvni
strany tuto smlouvu pfislusnym zptisobem nedoplni.

17

DALSI USTANOVENI

Tato smlouva spolu s protokolem a pfilohou A
ptedstavuje tplnou dohodu smluvnich stran a
nahrazuje vesSkera predchozi jednani mezi
smluvnimi stranami, dohody nebo Umluvy (Ustni
¢i pisemné) tykajici se predmétu této smlouvy. V
ptipad¢ jakychkoli rozporti mezi touto smlouvou
a protokolem rozhoduji podminky této smlouvy.
Jestlize nékteré ustanoveni této smlouvy je nebo
se stane (i) nelegélnim podle jakéhokoli platného

18

18.1

nevymahatelnym, takova nelegalnost, neplatnost
nebo nevymahatelnost nebude mit vliv na
platnost ¢i vymahatelnost kterékoli jiné z
podminek ¢i ustanoveni této smlouvy. Veskera
upusténi od podminek této smlouvy musi byt
ucinéna pisemneé. Nesplnéni pozadavki a
podminek této smlouvy nepiedstavuje vSeobecné
upusténi od nebo zieknuti se jakychkoli takovych
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any such terms or conditions, but the same shall
remain at all times in full force and effect.

18.2  This Agreement may only be amended pursuant
to a writing signed by the duly authorized
signatories of the Parties; provided Medpace may
not amend this Agreement without the prior

written consent of Sponsor.

18.3  This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic. In the event of a conflict
between the Czech and English language
versions, then the Czech version shall control.
Any disputes arising under or relating to this
Agreement shall be resolved exclusively by the
relevant courts of the Czech Republic. The local
jurisdiction shall be determined by the residence
of the Institution.

This  Agreement, and any subsequent
amendment(s), may be executed in counterparts
and the counterparts, together, shall constitute a
single agreement and shall become binding when
any one or more counterparts hereof, individually
or taken together, bears the signature of each of
the Parties hereto.

18.4

19 SPONSOR AS THIRD-PARTY BENEFICIARY

The Parties to this Agreement recognize and agree that
Sponsor takes the benefit of this Agreement as a third-
party beneficiary to all of the rights granted here under
to Medpace and agree that Sponsor may enforce such
rights either directly itself or indirectly through
Medpace at any time and Institution and Principal
Investigator shall abide by such third-party rights.

podminek; tyto naopak vzdy zustavaji plné platné
a ucinné.
18.2 Tuto smlouvu lze zménit pouze na zakladé
pisemnosti  podepsané¢ nélezit¢ k tomu
opravnénymi signatafi stran; za predpokladu, ze
spole¢nost Medpace tuto smlouvu nezméni bez
ptedchoziho pisemného souhlasu zadavatele.

18.3  Tato smlouva se bude fidit a vykladat v souladu
s pravnimi predpisy Ceské republiky. V piipadé
rozporu mezi ¢eskou a anglickou jazykovou verzi
rozhoduje  Geskd verze. Jakékoli  spory
vyplyvajici nebo souvisejici s touto smlouvou
budou rozhodovéany vyhradné piislusnymi soudy
Ceské republiky. Mistni ptislusnost soudu bude

dana sidlem poskytovatele zdravotnich sluzeb.

18.4  Tato smlouva a jakékoli jeji nasledné dodatky
mohou byt vyhotoveny ve stejnopisech a tyto
stejnopisy spolecné tvoii jedinou smlouvu a
stanou se zavaznymi v okamziku, kdy kterykoli
nebo vice z téchto stejnopisii této smlouvy,
jednotlivé nebo dohromady, budou opatfeny

podpisem kazdé ze smluvnich stran.

ZADAVATEL JAKO OBMYSLENA TRET
STRANA

Smluvni strany uznavaji a souhlasi, ze zadavateli nalezi
prospéch z této smlouvy jakozto obmyslené tfeti strané
a souhlasi s tim, Ze zadavatel je opravnén vymahat tato
prava  kdykoli sdm  pfimo nebo  nepiimo
prosttednictvim spole¢nosti Medpace, a poskytovatel
zdravotnich sluzeb a hlavni zkouSejici budou dodrzovat
tato prava tretich stran.

19

IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by proper persons thereunto
duly authorized and that this Agreement shall be
effective as of the Effective Date.

NA DUKAZ CEHOZ smluvni strany prostfednictvim
k tomu fadné opravnénych osob uzaviely tuto smlouvu,
kterd vstoupi v platnost k datu G¢innosti.

Signature page follows / Nasleduje podpisova strana
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Medpace, on its own behalf and as payment agent of Sponsor/ Za spoleénost Medpace, jejim jménem a jakoito platce
zastupuijici zadavatele

By (signature) / Podepsal (podpis)

XXX
Name) / Jméno

Title / Funkce : CTM / Manazer klinického hodnoceni

Date / DAtUM: oo

Institution/ Poskytovatel zdravotnich sluzeb

By (signature) / Podepsal (podpis)

XXX
Name / Jméno

Title / Funkce: Director / Reditel

Date / DAtUM: oo

Principal Investigator/ Zkousejici Iékaf

By (signature) / Podepsal (podpis)

XXX
Name / Jméno

Title / Funkce: Principal Investigator / Zkousejici 1ékaf

Date / DAtUM: .o
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