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CLINICAL STUDY AGREEMENT

This clinical study agreement (“Agreement”), dated 03-
August-2017 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”); and

Krajska zdravotni, a.s, with its principal office and
place of business at Socialni pece 3316/12a, 401 13
Usti nad Labem, Czech Republic ("Institution™).

Medpace and Institution are sometimes collectively
referred to herein as parties (the “Parties”).

WHEREAS, Aridis Pharmaceuticals, Inc. (“Sponsor”)
is sponsoring a clinical study on Aerucin® (aerumab,
AR-105) (the “Study Drug”), in accordance with
Protocol No. AR-105-002, titled “Placebo-controlled,
double-blind, randomized study of Aerucin® as adjunct
therapy to antibiotics in the treatment of P. aeruginosa
pneumonia” (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 and NG
I . having principal residential address at
]
I (¢ Investigator”) executed a separate

agreement governing Investigator’s obligations and
responsibilities with respect to the performance of the
Study;

WHEREAS, Investigator is an employee of the
Institution and possesses expertise in the conduct and
performance of clinical studies;

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
WHEREAS, Medpace desires that Institution

participates in the conduct of the Study in accordance
with the Protocol and the terms and conditions of this
Agreement, and Institution desires to participate in the
conduct of the Study in accordance with the Protocol

and the terms and conditions of this Agreement.

SMLOUVA O KLINICKE STUDII

Tuto smlouvu o klinické studii (,,smlouva“) ze dne 3.
Srpna 2017 uzaviraji

Medpace Clinical Research, LLC, se sidlem
aprovozovnou na adrese 5375 Medpace Way,
Cincinnati, Ohio 45227 (,,Medpace®) a

Krajska zdravotni, a. s., se sidlem Socialni péce
3316/12a, 401 13 Usti nad Labem, Ceska republika
(,,zdravotnické zarizeni*).

Spole¢nost Medpace a zdravotnické zafizeni jsou
v tomto dokumentu v nékterych pripadech spoleéné
oznac¢ovany jako smluvni strany (,,smluvni strany*).

VZHLEDEM K TOMU, ZE spolegnost Aridis
Pharmaceuticals, Inc. (,,zadavatel“) sponzoruje
klinickou studii tykajici se slou¢eniny Aerucin®
(aerumab, AR-105) (,,hodnocené lécivo“) v souladu
s protokolem ¢&. AR-105-002 s nazvem ,Placebem
kontrolované dvojit¢  zaslepené randomizované
klinické hodnoceni ptipravku Aerucin® jakoZto
dopliikové terapie k antibiotikim v 1é¢bé pneumonie
zpusobené P. aeruginosa“ (,,protokol”) a zdravotnické
zatizeni mé&  dostatené odborné  zkuSenosti
s provadénim a plnénim klinickych studii. Provadéni
protokolu bude dale v tomto dokumentu oznacovano
jako ,studie” a

VZHLEDEM K TOMU, ZE spole¢nost Medpace a
I  odresou trvalého
bydliste I
I (,.zkousejici“) uzavieli samostatnou
smlouvu upravujici povinnosti a zavazky zkousejiciho
tykajici se provadeni studie;

VZHLEDEM K TOMU, ZE zkousejici je
zaméstnancem zdravotnického zafizeni a ma odborné
zku8enosti s provadénim a plnénim klinickych studif;

VZHLEDEM K TOMU, ZE spole¢nost Medpace je
smluvni vyzkumné organizace, kterou zadavatel najal
pro fizeni a spravu studie, mimo jiné véetn& vyjednani
a uzavieni této smlouvy, a

VZHLEDEM K TOMU, ZE spole¢nost Medpace ma
zdjem, aby se zdravotnické zafizeni podilelo na
provadéni studie v souladu s protokolem
a podminkami této smlouvy a zdravotnické zatizeni ma
zdjem podilet se na provadéni studie v souladu

s protokolem a podminkami této smlouvy.
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1.2

1.3

1.4

1.5

NOW THEREFORE,
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:

in consideration of the

SCOPE OF WORK

Institution shall perform the Study 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 prior written
consent.

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.

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.

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.

Institution represents 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.

PROTO, s ohledem na vySe uvedené avzajemnych
ujednani a pfisliba vyjadienych v této smlouvé a fadnou a
hodnotnou odmeénou, jejichZz prijeti a pfiméfenost se
timto potvrzuje, byto smluvnimi stranami ujednano

nasledujici:
1 ROZSAH PRACE
1.1 Zdravotnické zafizeni bude provadst studii

1.2

1.3

1.4

1.5

v ptisném souladu s podminkami této smlouvy,
pissmnymi pokyny od zadavatele nebo
spole¢nosti Medpace, viemi obecné pfijimanymi
standardy spravné klinické praxe, protokolem
avdemi platnymi mistnimi zakony a piedpisy
upravujicimi provadéni klinickych vyzkumu.
Misto studie nebude zmeénéno, pokud k tomu
spoleénost Medpace nedd predem pisemny

souhlas.

Spole¢nost Medpace/zadavatel obstard pred
zahjenim studie v3echna potiebnd schvéleni
piislusnych regula¢nich organi a Gstéedni etické
komise. Zkousejici bude odpovédny za veSkera
ptipadnd podani k mistni etické komisi
zdravotnického zatizeni.

Zdravotnické zatizeni souhlasi s tim, Ze poskytne
zkouSejicimu volny piistup k piislusné populaci
subjektd zdravotnického zatizeni tak, aby mohl
pfijmout pocet subjekti stanoveny v Gasti
Povinnosti zkou3ejiciho niZe, a poskytne mu
pomoc pti fadném provadéni studie.

Zadavatel nebo jim povéfena osoba poskytnou
zdravotnickému zatizeni dostate¢né mnoZstvi
hodnoceného lé¢iva pro pouZziti v rdmci studie
zdarma.  Zdravotnické zafizeni a zkousejici
souhlasi stim, Ze hodnocené lécivo a veskeré
vybaveni dodané zadavatelem smi byt pouzivany
pouze pro Ugely studie a budou pouZivany pouze
v souladu s protokolem a pfipadnymi pisemnymi
pokyny zadavatele.

Zdravotnické zafizeni prohlaSuje, Ze neni
rezidentem Spojenych statd americkych a ani
neni korporaci nebo partnerskym subjektem,
které jsou a byly povaZovany za americkou
korporaci nebo partnersky subjekt. Dale
zdravotnické zatizeni prohlaSuje, Ze hlavni
zkouSejici neni obcanem ani residentem
Spojenych stati americkych a Ze vSechny platby,
které zdravotnické zatizeni obdrZi na zakladg této
smlouvy, budou za sluzby poskytované mimo
Spojené staty americké.
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2 INVESTIGATOR o
. . . N 2 ZKOUSEJICI

2.1 Investigator will be responsible for the direction
of the Study in accordance with applicable | 2.1 Zkousejici bude odpovédny za fizeni studie
Institution policies, which Institution warrants v souladu s platnymi zésadami zdravotnického
and represents are not inconsistent with the terms zatizeni, o kterych se zdravotnické zaiizeni
of this Agreement and the Protocol. If, for any zaruc¢uje a prohlaSuje o nich, Ze nejsou v rozporu
reason, he/she is unable to continue to serve as s podminkami této smlouvy a protokolu. Pokud
Investigator and a successor acceptable to zkousejici nebude z néjakého davodu schopen
Institution, Medpace, and Sponsor is not pokratovat v praci zkousejiciho anebude
available, this Agreement shall be terminated as k dispozici néstupce, ktery by byl pro
provided in the Term and Termination section. zdravotnické zafizeni, spole¢nost Medpace
Investigator shall continue to be bound by all a zadavatele pfijatelny, bude tato smlouva
obligations and conditions of this Agreement ukondéena v souladu s podminkami uvedenymi
until a new investigator is approved by Sponsor v ¢asti Doba platnosti a ukondéeni. ZkouSejici
and any applicable regulatory or ethics bude inadale vazan v3emi povinnostmi
committee approvals of the new investigator a podminkami této smlouvy, dokud nebude
have been obtained. zadavatelem schvélen novy zkou3ejici a dokud

nebudou zajisteéna prisludnd schvaleni noveho
zkousejiciho ze strany regula¢nich organa nebo
etické komise.

2.2 Investigator confirms that he/she is fully o L. 5 . ;
qualified to conduct the Study and to serve inthe | 2-2  ZKousejici potvrzuje, ze je plné kvalifikovany
capacity of principal investigator. provadét studii azastavat pozici hlavniho

zkousejiciho.

2.3 Investigator and all persons or entities who . . ]
perform any portion of the Study (“Study 2.3 Zkoqsej!gzla}vsechny oquby nebo_subjekty, ktqrg
Personnel”) shall be qualified physicians and prov_ac‘i‘ejl libovolnou ¢ast studie (,,pracovnici
medical personnel who have not been debarred studie®), ~ budou  kvalifikovani  lekafi
from working on clinical studies and who are a zdravotnicti pracovnici, u kterych nenastaly
employees or subcontractors of Institution and prekazky vylucujici jejich praci na klinickych
Institution shall be responsible for their studiich ~ aktefi jsou zaméstnanci  nebo
compliance with the terms of this Agreement. subdodavateli ~  zdravotnického ~ zafizeni
Institution shall notify Medpace in writing if it a zdravotnicke zatizeni bude odpovédneé za to, Ze
becomes aware of any Study Personnel member budou dodrzovat podminky této smlouvy. Pokud
has been debarred or proceedings have been se zdravotnicke zafizeni dozvi otom, ze
initiated with respect to debarment. u nekte_reho pracovnika studie nastala pre_:kazka}

vylucujici daného pracovnika z dané &innosti
nebo bylo proti nému zahajeno tizeni souvisejici
stimto vylouc¢enim, pisemné to oznami

2.4 Investigator shall enroll in the Study spolecnosti Medpace.
approximately 2 (two) evaluable subjects who |, ;7o seiici zatadi do studie piiblizng 2 (dva)
meet the inclusion criteria of the Pr_otocol during vyhodnotitelné subjekty, ktefi v pribshu obdobi
the enrollment period of approximately June pro zafazovanani, tj. piiblizné od ¢ervna 2017 do
2017 to then epd of the March 2018. The actual konce biezna 2018 spliuji kritéria protokolu pro
enrollment period may be extended or shortened zatazeni. Skutedna délka obdobi pro zaazovani
upon written notice by Med_p_ace or Sponsor._As miZe byt na zékladé pisemného oznameni
enro_ll_men_t W_|II be competitive across all sites spolecnosti  Medpace  nebo  zadavatele
participating in the Study, Medpace reserves the prodlouZena nebo zkracena. ProtoZe zatazovani
rlghttom_structtheInvestlgatorto enrollfewe_r or bude probihat kompetitivni formou na viech
more su_bjects than th_e number agreed at the time pracovistich podilejicich se na studii, vyhrazuje
of the signature of this Agreement. si spole¢nost Medpace pravo dat zkousejicimu

pokyn, aby zafadil niz$i nebo vySSi pocet
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2.5

2.6

2.7

3.1

3.2

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

Institution agrees that 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.

Institution agrees that 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.

CONHDENTIAL 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.
Confidential Information and all tangible
expressions, in any media, of Confidential
Information are the sole property of Sponsor or
Medpace, as applicable.

Institution agrees not to use Confidential
Information for any purposes other than to
conduct the Study. Institution agrees 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

2.5

2.6

2.7

3.1

3.2

subjektd, neZ je sjednano v okamziku podpisu
této smlouvy.

Zdravotnické zafizeni souhlasi stim, Ze
zkouSejici musi pred provedenim jakychkoli
Ukont v ramci studie ziskat potiebny pisemny
informovany souhlas jednotlivych subjekta.
Zkousejici bude pfi ziskavani informovaného
souhlasu  jednotlivych  subjektd  dodrZovat
véechny platné etické zasady a spravnou
klinickou praxi.

Zdravotnické zafizeni souhlasi stim, Ze
zkousejici miZe spole¢nosti Medpace na jeji
Zadost  poskytnout  vSechny poZadované
aktualizace nebo informace souvisejici se studii
pro Gcely predloZeni téchto informaci spole¢nosti
Medpace prislusné Ustiedni etické komisi a
regulacnim orgadntim. Spole¢nost Medpace bude
odpovédna za jednani s piislusnou Ustredni
etickou komisi  aregulaénimi  organy
a prekladani zprav ainformaci této komisi
aorganim. ZkouSejici bude odpovédny za
veskera ptipadna podani k mistni etické komisi
zdravotnického zatizeni.

Zdravotnické zafizeni souhlasi stim, Zze
zkouSejici  vyrozumi  spole¢nost Medpace
0 nezédoucich udélostech a zavaznych

neZzadoucich udalost ve Ihatéch a v souladu
s postupy uvedenymi v protokolu nebo jinych
pisemnych pokynech spole¢nosti Medpace nebo
zadavatele.

DUVERNE INFORMACE

»,Duvérné informace” znamenaji  vSechny
informace, které jsou (a) poskytnuty
zadavatelem nebo  spolecnosti  Medpace

zdravotnickému zafizeni nebo zkouSejicimu
v souvislosti s touto smlouvou nebo studii, nebo
(b) vypracovany, ziskdny nebo vytvoieny
zdravotnickym zafizenim, zkou3ejicim nebo
pracovniky studie jako vysledek provadéni studie
podle této smlouvy (kromé zdravotnich zaznama
subjektd studie), mimo jiné vcetné protokolu,
Udaja studie, vysledk a zprav ze v3ech pracovist’
provadgjicich  studii. VSechny informace
avdechna hmotnd  vyjadieni  davérnych
informaci v libovolnych médiich jsou vyhradnim
majetkem zadavatele, piipadné spole¢nosti
Medpace.

Zdravotnické zatizeni souhlasi s tim, Ze nebude
pouzivat davérné informace pro jiné Gcely nez
provadeni studie. Zdravotnické zatizeni souhlasi
stim, Ze neposkytne daveérné informace tretim
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3.3 The term (;onfideqtial Info'rmation shall not be primetenou péci.
deemed to include information that:
331 :zroﬁrh?]%c?arSﬁsofF;g?tliﬁlzon?va"able 3.3 Termin davérné informace bude povazovan za
g ' termin, ktery neobsahuje informace, které:
3.3.2 Institution can  demonstrate it o
ossessed prior to, or developed 33.1 Jsou ne_bo s stanou VETEINS zhamymt
Fn dependently from, disclosure  or bez zavinéni zdravotnického zatizent;
development under this Agreement; 3.3.2 U kterych zdravotnické zatizeni maze
3.3.3 Institution receives from a third party per_ci)gszat, ozi {ﬁu;#ﬁsm”gb (j)estgepre_g
which is not legally prohibited from )¢l PI yrnutin I K 1€
disclosing such information; vypracovalo nezavisie na pos ytnuti
’ nebo vypracovani podle této smlouvy;
3.34 :jr;:élltoustéon rcl)?/i dree(?ut:]r:td Mk?(/j elz\évar:g 3.3.3 Zdravotnické zafizeni obdrZelo od tieti
Sponsor’ gre notified of aFr)ly such osoby, ktera nema z&konem zakazano
requirement with sufficient time to tyto informace poskytnout;
seek a protective order or other 3.3.4 Je zdravotnické zafizeni ze z&kona
modifications to the requirement; or povinno poskytnout za podminky, Ze
3.3.5 Is appropriate to include in a spolecnost Megpace azadava:[e!
publication pursuant  to  the budou o tomto poZzadavku vyrozumeéni
Publications and Publicity section. sdosFatec:r]ym predstlhe[n wtak, aby
mohli poZédat o ochranny ptikaz nebo
jinou zménu poZadavku; nebo
o ) 3.35 Je vhodné zahrnout do publikace
3.4 Institution agrees that Medpace may compile a v souladu s casti Publikace
database of_mformatlon from_ Institution and its a propagace.
personnel (including Investigator), and Study L o, . ; .
Personnel for use in connection with the Study | 3-4 ~ Zdravotnické  zafizeni souhlasi s tim, ze
(including but not limited to feasibility spolecnost ~ Medpace ~ mize  z informaci
questionnaires,  CVs, licenses, medical zdravotnického zafizeni ajeho pracovnika
specialties, participation in clinical trials, (véetné  zkousejiciho) ~ a pracovniki  studie
financial disclosure forms) and/or may use this sestavit ~databazi, Ktera bude pouzivana
information for purposes related to its business. vsouvislosti se studii (mimo jiné vcetn¢

by the obligations of this section. Institution 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.

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 respective 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

osobam kromé piipadu, kdy to bude nezbytné pro
provadeni studie a na zakladé souhlasu dané treti
osoby stim, Ze bude vdzana povinnostmi této
smlouvy. Zdravotnické zatizeni bude diverné
informace chranit se stejnou mirou péce, kterou
vynaklada na ochranu svych vlastnich davérnych
informaci, avSak v Z&dném piipadé s mensi nez

dotaznika proveditelnosti, Zivotopisa, Iékatskych
odbornosti, Uc¢asti na klinickych hodnocenich,
formulaia finanénich informaci), a/nebo maZe
tyto informace pouZivat pro Ugely souvisejici
s podnikanim. Zdravotnické zafizeni zajisti
vSechny potiebné souhlasy od svych pracovnika,
které umoZni toto sdileni informaci. Tyto
informace se pouzivaji vyhradné ve spojeni se
zahajenim studii astudiemi proveditelnosti
a pristup k nim mé pouze zadavatel piislusné
studie a pracovnici povéieni vedenim studie
a pracovnici, ktefi tyto informace potiebuji znét,
aby mohli plnit své povinnosti (dale oznacovani

European Union. In order to provide for the jen jako opravnéni pracovnici®). Protoze
nékteré studie spole¢nosti Medpace jsou
Clinical Study Agreement | Version # 1 _
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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

Privacy Officer at

the Medpace
iMedpace.cam, or to the

following address: Medpace Privacy Officer,

provadeény celosvétové, jsou shromazdéné
osobni  Gdaje  kdispozici  opravnénym
pracovnikam, ktefi se mohou nachazet v zemich
mimo Evropskou unii. Spole¢nost Medpace
zavedla pro Ucely ochrany osobnich Gdaji zasady
a postupy, které upravuji bezpecnost téchto Gdaji
a omezeny pristup k nim a které jsou v ramci celé
spole¢nosti Medpace a jejich pobocek jednotné
a vyhovuji normam pro ochranu osobnich Gdaju
platnym vramci Evropské unie. V piipadé
potreby uzavie spole¢nost Medpace se zadavateli
smlouvy o0 zpracovani U(daji, které budou
v souladu s platnymi zakony Evropské unie
0 ochrané& Udaji. Jednotlivci, jejichZ udaje jsou
shromazd'ovany, maji vsouladu se zakony
0 ochrang osobnich Udaji pravo ziskat piistup ke
svym osobnim (dajim, meénit je, opravovat

Medpace Clinical Research, LLC, 5375 Medpace aodstratiovat, ato jednoduSe  zaslanim

Way, Cincinnati, Ohio, 45227 USA. poZadavku Kk ruk&m referenta pro ochranu
osobnich  (daja  spole¢nosti  Medpace na

emailovou adresu

Medpace.com  nebo  na

nasledujici adresu: Referent pro ochranu

3.5 The Parties agree to adhere to the principles of soukromych  udaji  spole¢nosti  Medpace,

medical confidentiality in relation to Study
subjects involved in the Study. 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. Study subjects also consent to having
their data transferred outside the European
Union.

3.5

Medpace Clinical Research, LLC, 5375 Medpace
Way, Cincinnati, Ohio, 45227 USA.

Smluvni strany souhlasi stim, Ze budou
v souvislosti se subjekty studie zapojenymi do
studie dodrZzovat zasady lékairské divernosti.
Zdravotnické zatizeni ani zkouSejici nebudou
poskytovat zadavateli ani spole¢nosti Medpace
osobni Udaje, pokud to neni vyZadovano kvili
splnéni poZadavkid protokolu nebo pro Gcely
monitorovani nebo vykazovani zavaznych
neptiznivych reakci nebo v souvislosti se
stiznosti nebo tizenim zahajenym subjektem
studie v souvislosti se studii. Zadavatel ani
spole¢nost Medpace nebudou poskytovat tietim
osobdm Udaje o totoZnosti subjektt studie bez
piedchoziho pisemného souhlasu subjektd
studie, pokud to neni v souladu s ustanovenimi
ptisludnych z&kont na ochranu osobnich Gdaji
a soukromi nebo v souvislosti se stiznosti nebo
Fizenim zahajenym subjektem studie
vsouvislosti se studii. Smluvni strany
a zadavatel timto potvrzuji a souhlasi s tim, Ze
osobni Gdaje shromazdéné v souvislosti se studii
budou piedany mimo Evropskou unii. V ptipadé
potieby jsou mezi smluvnimi stranami uzavieny
smlouvy o zpracovani Udaju tykajici se pfevodu
téchto Udaji atyto smlouvy obsahuji ochranna
opatieni pro Udaje subjekti studie poZadovana
Evropskou unii. Subjekty studie také souhlasi
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4.1

4.2

4.3

5.1

RECORDKEEPING
Institution shall maintain all records, data,
documents, or information related to the

performance of the Study until the later of:

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

Study;

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

As defined by
regulations.

4.1.2

4.1.3 local laws and

At the end of such required retention period,
Institution shall not destroy any such records
until it has obtained Medpace’s and Sponsor’s
prior written permission to do so. Medpace 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.

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 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 Institution shall promptly provide
such data. 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, or physical location, that
occur during the Study.

4.1

4.2

4.3

5.1

stim, Ze jejich Udaje budou ptrevedeny mimo
Evropskou unii.

VEDENI ZAZNAMU
Zdravotnické zafizeni povede viechny zdznamy,
Gdaje, dokumenty nebo informace souvisejici se

studii aZ do nasledujici udalosti (podle toho, ktera
nastane nejpozdéji):

4.1.1 dva (2) roky od data, kdy je schvalena
ptihlaSka nového léku pro hodnocené

Iéivo, které je predmétem studie;

4.1.2 dva (2) roky od data, kdy je ukoncena
nebo stazena prihlaSka nového
zkoumaného Iéku pro dané hodnocené
lé¢ivo;

4.1.3 jak uréuji mistni zakony a predpisy.

Na konci dané poZadované doby archivace
zdravotnickeé zatizeni nezlikviduje tyto zaznamy,
dokud k tomu neziska ptedem pisemné povoleni
spole¢nosti Medpace a zadavatele. Spole¢nost
Medpace neprodlené odpovi na Zadosti
zdravotnického zatizeni o likvidaci zd&znamu.

Podle poZadavka ¢asti Diavérné informace si
muZe zdravotnické zafizeni po skongeni
poZadované doby archivace ponechat ve svém
vlastnictvi archivni kopii davérnych informaci,
kterd se sklada ze vSech Gdaji, dokumenti nebo
informaci tykajicich se provadeéni této smlouvy,
a to vyhradné tak, jak je to poZadovano pro
regulaéni Ucely a pro uUgely zakona nebo
pojisteni.

PRISTUP K ZAZNAMUM A AUDITUM

Spole¢nost Medpace a zadavatel maji pravo
v pfimé&tenych terminech béhem doby platnosti
této smlouvy kontrolovat postup studie
v prostorach zdravotnického zafizeni. Spole¢nost
Medpace a/nebo zadavatel oznami
zdravotnickému zatizeni pied kaZzdou kontrolou
datum acas kontroly. Zastupci spole¢nosti
Medpace a/nebo zadavatele mohou prohliZet
a/nebo poZadovat kopie Udaji odvozenych ze
studie azdravotnické zafizeni tyto (daje
neprodleng poskytne. Zdravotnické zafizeni
oznami spole¢nosti Medpace nebo zadavateli
telefonicky anasledné  pisemnou  formou
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5.1.1 Within twenty-four (24) hours after
learning of any governmental or
regulatory body (e.g., Ethics
Committee, Drug  Enforcement
Agency) 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.
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 such inspection or audit.

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. 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 Clinical Research,
LLC, is a U.S. based corporation. 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.

vSechny daleZité zmeény, mimo jiné véetné zmeén
pracovnika studie, zkousejiciho nebo fyzického
mista, ke kterym b&hem studie dojde.

5.1.1 Zdravotnické zatizeni nebo zkousejici
zaSlou pisemné oznameni spole¢nosti
Medpace a zadavateli do dvaceti ¢tyf
(24) hodin poté, co se v souvislosti se
studii dozvi o jakékoli regulacni
kontrole vladniho nebo regulaéniho
organu  (napf.  Etické  komise,
Narodniho Gfadu pro  kontrolu
obchodu s drogami [Drug enforcement
agency]). Spole¢nost ~ Medpace
a zadavatel maji pravo byt u téchto
kontrol  pfitomni  abudou mit
piilezitost poskytnout reakce, které
budou ptipadné pozadovany, posoudit
je amit knim  pfipominky.
Zdravotnické zatizeni nebo zkouSejici
dale poskytnou spole¢nosti Medpace
a zadavateli pisemnou formou kopie

vdech  materidli, korespondence,
prohlaSeni, formuldtt a zaznamg,
které zdravotnické zafizeni nebo

zkouSejici obdrZzi nebo ziska na
zakladé takové kontroly nebo audit.

6 NAKLADY A ROZPIS PLATEB

Jako protiplnéni za fddné provedeni studie zdravotnickym
zatizenim a zkouSejicim podle podminek této smlouvy
a po schvéleni zadavatelem zaplati spole¢nost Medpace
nebo ji povéiend osoba piijemci  (,prijemce”)
oznacenému v piiloze A, kterd tvoti prilohu této smlouvy
aje do ni odkazem zag¢lenéna. Piijemce platby ptijme
platbu od spolecnosti Medpace nebo ji povérené osoby
jako UplIné protiplnéni za poskytnuté sluzby. Pokud se
smluvni strany pisemné nedohodnou jinak, veSkeré
néklady uvedené v piiloze A zuastanou po dobu studie
pevné. Smluvni strany jsou srozumény a souhlasi s tim, Ze
spole¢nost Medpace ani zadavatel nebudou proplacet
subjekty, které byly do studie randomizovany v rozporu
s protokolem nebo které nespliuji kritéria protokolu pro
zafazeni avylougeni nebo pro které jsou provedeny
zavazné odchylky od protokolu. Rozpocdet obsaZeny
v piiloze A zahrnuje vSechny piislusné dané. DPH se
neuplatiuje, protoze spolecnost Medpace Clinical
Research, LLC, je spoleénosti sidlici v USA. Pokud by
béhem doby platnosti této smlouvy doSlo ke zméndm
v zdkonech o DPH nebo jinych danovych zé&konech
vyZadujicich srazky, bude za DPH nebo srazky
odpovédna  smluvni strana nesouci  zakonnou
odpovédnost. Spoleénost Medpace jako zprostredkovatel
plateb zadavatele uhradi platby pfijemci podle této
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7.1

7.2

7.3

7.4

7.5

TERM AND TERMINATION

This Agreement shall commence upon the date it
is published in the Contracts Registry (as defined
in Section 9.2 below) and, unless terminated
earlier as provided for in this section, shall
continue until the completion of the Study.

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 may also terminate this Agreement at
any time upon giving thirty (30) days’ advance
written notice to Institution and Investigator.
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 be
obligated to pay any invoices submitted after the
time period for submitting final invoices set forth
in Schedule A has expired.

Upon completion or termination of this
Agreement, Institution and Investigator shall,
upon Medpace’s request, return or destroy all
documents, information, and/or supplies,
including, but not limited to, Study Drug and
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 with written
certification of such destruction. The
Confidential ~ Information, = Recordkeeping,

smlouvy z prostiedk uloZenych u zadavatele. Aniz by
tim bylo dotéeno vySe uvedené, muZe spole¢nost
Medpace vydat pisemny dodatek podepsany pouze
spolecnosti Medpace, kterym zvysi néaklady na studii
popsané v piiloze A.

7.1

7.2

7.3

7.4

7.5

DOBA PLATNOSTI A KONCENI

Tato smlouva vstoupi v platnost a Ucinnost
k datu uvetejnéni v registru smluv (dle definice
vbod& 9.2 nize) apokud nebude ukongéena
pied¢asng, jak je uvedeno v této ¢asti, bude platit
az do dokongeni studie.

Kterékoli strana miZe tuto smlouvu ukonéit,
pokud ji druh4 strana zasadnim zptisobem porusi
a nenapravi toto poruseni do tficeti (30) dni od
doruceni pisemného oznameni druhé smluvni
strany, ve kterém budou uvedeny podrobnosti
0 povaze daného poruseni, nebo kdykoli, pokud
je to potieba kvili ochrané bezpecnosti a blaha
subjekta studie.

Spole¢nost Medpace muZe také tuto smlouvu
kdykoli ukongit zaslanim pisemné vypovédi

s tricetidenni  (30denni)  vypovédni  lhatou
zdravotnickému  zafizeni  a zkouSejicimu.
Svyjimkou ptipadu  ukondeni  z davodu

zavazneho porudeni ze strany zdravotnického
zatizeni bude spole¢nost Medpace povinna
zaplatit prijemci vyhradné za polozky uvedené
v piiloze A, které vznikly do data vypovédi.
Zdravotnické zatizeni ihned vrati spole¢nosti
Medpace vSechny nespotiebované zalohové
platby uhrazené spolecnosti Medpace podle
ptilony A nebo zajisti, aby je ptijemce ihned
vrétil.

Spole¢nost Medpace nebude v Zadném piipadé
povinna pfi dokonéeni nebo ukonceni této
smlouvy uhradit faktury predloZzené poté, co
uplynula Ihita pro piedloZeni koneénych faktur
uvedend v ptiloze A.

Zdravotnické zatizeni a zkousejici do triceti (30)
dnii po dokonéeni nebo ukonéeni této smlouvy na
Zadost spole¢nosti Medpace vrati zadavateli nebo
spole¢nosti  Medpace v3echny dokumenty,
informace nebo zasoby, mimo jiné vgetné
hodnoceného léc¢iva a souvisejicich prostiedka,
Udaju studie, zafizeni a ptipadnych biologickych
vzorkii nebo ostatnich material poskytnutych
spole¢nosti Medpace nebo zadavatelem pro
Ucely provadeéni studie nebo je zni¢i. Pokud
spoleénost Medpace poZaduje, aby tyto
dokumenty, informace nebo zasoby byly
zniceny, souhlasi zdravotnické zafizeni nebo
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8.1

8.2

8.3

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 shall survive the
termination or expiration of this Agreement.

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, resulting
from or reduced to practice as a result
of conducting the Study, or made using
the Study Drug or Confidential

Information.

Institution will notify Sponsor, promptly and in
writing, of any Invention made by Institution,
Investigator, and/or 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. If Sponsor
requests, Institution and Investigator will execute
and will cause Study Personnel to execute any
application, assignment, or instrument or to
testify as Sponsor deems necessary for Sponsor
to obtain patents or otherwise to protect
Sponsor’s interest in an Invention. Sponsor will
reasonably compensate Institution and/or
Investigator, as applicable, for the time devoted
to such activities and will reimburse Institution
and/or Investigator, as applicable, for reasonable
and necessary expenses incurred.

8.1

8.2

8.3

piipadné zkousejici s tim, Ze je zni¢i a predloZi
o0 tom spole¢nosti Medpace pisemné potvrzeni.
Césti Davérné informace, Vedeni zaznami,
Pristup k zaznamim, Néaklady a rozpis plateb,
Doba platnosti a ukonceni, DuSevni vlastnictvi,
Publikace a propagace, OdSkodnéni a pojisteni,
Ustanoveni o zédkazu dplatki a korupce a Ostatni
ustanoveni budou platit ipo ukonéeni této
smlouvy nebo po uplynuti jeji doby platnosti.

DUSEVNI VLASTNICTVI

Je dohodnuto, Ze pokud neni v této smlouveé
vyslovné uvedeno jinak, zadavatel, spole¢nost
Medpace, zkousejici ani zdravotnické zatizeni
nepievedou na zékladé této smlouvy na druhého
Zadné patentova prava, autorska préava, prava na
ochrannou znamku ani jiné majetkové prévo
zadavatele, spole¢nosti Medpace, zkouSejiciho
nebo zdravotnického zatizeni.

8.1.1 »Vynalez* znamena jakykoli objev,
vynalez, technologii, vysledek, Udaje,
material, zlepSeni nebo napad bez
ohledu na to, zda jsou zpusobilé
k patentovani ¢ nikoli, a které
vyplynuly nebo byly zavedeny do
praxe jako vysledek provadéni studie,
nebo které byly vytvoreny pomoci
hodnoceného lé¢iva nebo diveérnych

informaci.
Zdravotnické zafizeni neprodlené pisemné
vyrozumi  zadavatele ovSech vynalezech
dosazenych zdravotnickym zatizenim,

zkouSejicim nebo pracovniky studie.

Zadavatel bude majitelem veSkerych prav,
naroki a podili na veSkerych vynélezech a bude
mit vyhradni avylu¢né pravo ziskat pro tyto
vynalezy dle svého rozhodnuti patentovou
ochranu ve Spojenych statech nebo v jinych
zemich. Pokud o to zadavatel poZada, podepiSe
zdravotnické zatizeni azkou3ejici Zadost,
postoupeni nebo listinu a zajisti, aby je podepsali
i pracovnici studie, nebo poskytne zadavateli
svédectvi, které bude zadavatel povaZovat za
potiebné k tomu, aby ziskal patenty nebo jinak
ochranil své zajmy tykajici se patenta. Zadavatel
v pfipad¢ potieby poskytne zdravotnickému
zatizeni a/nebo  zkouSejicimu  pfiméienou
ndhradu za d&as vénovany témto ¢innostem
aproplati jim wzniklé ptimérené a nezbytné
néklady.
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9 PUBLICATIONS AND PUBLICITY
. i 9 PUBLIKACE A PROPAGACE
9.1 It is understood that the Study is part of a
multicenter trial, and Institution may publish the | 9.1 Strany jsou srozumeny s tim, Ze studie je soucasti
results of its part of the Study in collaboration multicentrického  hodnoceni  a zdravotnické
with the other investigators, but in complete zaiizeni mize publikovat vysledky své ¢asti studie
compliance with this section and with the ve spolupréci s ostatnimi zkou3ejicimi, av3ak
Confidential Information section. After the zcela vsouladu stouto ¢asti ascésti Davérné
multicenter publication or eighteen (18) months informace. Zdravotnické zafizeni samo mize
after completion of the Study, whichever occurs zvetejnit  vysledky studie po multicentrické
first, Institution may itself publish the results of publikaci nebo osmnéct (18) mésict po dokonéeni
the Study. Institution shall provide Sponsor and studie podle toho, ktera moznost nastane dfive.
Medpace with an advance copy of any proposed Zdravotnické  zatizeni poskytne zadavateli
publication or oral presentation at least sixty (60) a spole¢nosti Medpace predem kopii jakychkoli
days prior to the planned date of submission or navrhovanych publikaci nebo Ustnich prezentaci,
presentation and Sponsor shall have sixty (60) ato nejméng Sedesét (60) dnu pied planovanych
days to review the proposed publication for the datem odevzdani nebo prezentace, a zadavatel
purposes described below. Sponsor and Medpace bude mit Sedeséat (60) dna na to, aby navrhovanou
may request in writing, and Institution shall agree publikaci zkontroloval pro nize uvedené Gcely.
to, (@ the deletion of any Confidential Zadavatel a spole¢nost Medpace mohou pisemné
Information, (b) any reasonable changes poZadat a zdravotnické zatizeni bude souhlasit
requested by Sponsor or Medpace, or (c) a delay s (a) vymazanim davérnych informaci,
of such proposed submission for an additional (b) odtivodnénymi  zménami  poZadovanymi
period, not to exceed ninety (90) days, in order to zadavatelem nebo spole¢nosti Medpace nebo
protect the potential patentability of any (c) odloZenim navrhovaného piedloZeni o dalsi
technology described therein. Sponsor, at its obdabi, které nebude del3i neZ devadesét (90) dnd,
election, shall be entitled to receive in any such aby bylo mozno ochranit potencialni
publication an acknowledgement of its patentovatelnost technologie popsané v danych
sponsorship of the Study. materidlech. Zadavatel bude mit dle své volby
narok mit v kaZdé takové publikaci podékovani za
sponzorovani studie.
9.2 No Party shall use another Party’s name, nor ., ., i
9.2 Zadnd smluvni strana nebude s vyjimkou

issue any public statement about this Agreement,
or publish any information about the Study,
without the prior written permission of the other
Parties except as required by law. Such prior
permission shall not be unreasonably withheld.
Medpace takes into account that the Parties are
obliged to publish the Agreement in accordance
with the Act n0.340/2015 Coll. on the registry of
the contracts within the contracts registry that has
been set up for this purpose (“Contracts
Registry”). Parties agree that the Institution shall
publish a version of this Agreement which
Medpace shall prepare and provide to the
Institution for this purpose promptly after the
Agreement is fully executed by all Parties and
Medpace has received a copy of the fully
executed Agreement. Version of this Agreement

piipadu, kdy to poZaduji zakony, pouZivat jméno
druhé smluvni strany ani nebude vydavat
jakékoli vetejnd prohldSeni tykajici se této
smlouvy ani zverejiovat informace o studii,
pokud ktomu nebude mit predem pisemné
svoleni druhé smluvni strany. Toto pfedem
poskytované povoleni nesmi byt bezdivodng
zadrZovano.  Spole¢nost Medpace bere na
védomi, Ze smluvni strany jsou povinny uvetejnit
tuto smlouvu v souladu se zdkonem &. 340/2015
Sh., o registru smluv (déle jen ,,registr smluv*).
Smluvni strany se dohodly, Ze zdravotnické
zatizeni uveiejni verzi této smlouvy, kterou mu
zatim Ucelem pfipravi a poskytne spole¢nost
Medpace nejpozdgji v den podpisu této smlouvy,
a to v strojove ¢itelném forméatu v elektronické

intended for publication shall be in machine- podobé  zaslanim na  emailovou adresu
readable format in electronic form sent to the e- @kzer.eu.  Oznameni o
uverejneni smlouvy bude spravcem
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mail  address | @Xkzcr.cu.

Notification about publication of the Agreement
shall be sent by the registry administrator to the
e-mail address BB medpace.com. In
the event that Institution should fail to publish the
Agreement within 20 days of its being fully
executed, Medpace shall have the right to publish
the Agreement. Schedule A constitutes
proprietary information of Medpace and it will
not be published in the Contracts Registry.
Estimated total possible amount to be paid under
the Agreement is CZK 205,770 assuming the
Study patient enrollment goal is achieved.
Medpace shall be responsible for redacting 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. 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.

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).

9.3

10 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
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 will
communicate to Medpace in writing (email is
considered a writing for the purposes of this section),
any changes to the Institution’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 who signs
this Agreement on behalf of the Institution. All notices
must be addressed to the contact set forth below:

registru  zasl&no na e-mailovou adresu
B @ medpace.com. V piipadg, Ze by
zdravotnické zafizeni neuverejnilo smlouvu do
20 dnu od jejiho uzavieni, spole¢nost Medpace
bude mit pravo tuto smlouvu uveiejnit. Piiloha A
piedstavuje majetkové informace spoleénosti
Medpace a nebude v registru smluv uverejnéna.
Odhadovana celkovd moZnd ¢astka, kterd bude
zaplacena podle smlouvy, je 205.770 K¢ za
piedpokladu, Ze bude dosazeno stanoveného cile
pro zafazeni pacientd do studie. Spole¢nost
Medpace je povinna smlouvu pred jejim
uveiejnénim  vregistru  smluv  redigovat.
Zdravotnické  zafizeni  neuverejni  Zadné
neredigované verze webovych stranek nebo
jinych médii, dokud ptedem neobdrzi pisemny
souhlas  spole¢nosti Medpace. Osoby
podepisujici tuto smlouvu souhlasi s uverejnénim
svych osobnich informaci, mimo jiné véetng
svych jmen a funkci, v registru smluv.

9.3 AniZ by tim bylo dot¢eno vy3se uvedené, nebrani
Z&dné ustanoveni obsaZzené v této smlouveé tomu,
aby studie byla zaregistrovdna v registru
www.clinicaltrials.cz nebo jakémkoli
odpovidajicim registru, ato vcetné vSech
informaci poZadovanych Jednotnymi poZadavky
na rukopisy predklddané biomedicinskym
¢asopisim Mezindrodni komise vydavateli
Iékarskych casopisi, které plati k datu zahajeni

studie (viz www.icmje.org).

OZNAMENI

Ozndmeni poZadované nebo povolené podle této
smlouvy musi byt pisemné abude povazovano za
doruc¢ené tii (3) dny po odeslani, pokud bude zaslano
doporucenou poStou nebo poStou s potvrzenym
dorucenim, s pifedplacenym postovnym nebo postovni
doru¢enkou, nebo jeden (1) den po odeslani, pokud je

10

zaslano expresni kuryrni sluzbou nebo
faxovym/elektronickym  ptenosem. Kromé toho
zdravotnické zafizeni sdé&li spole¢nosti Medpace

pisemné (e-mail je pro U¢ely tohoto bodu povaZovan za
pisemnou formu) veSkeré zmény v prislusSném jménu
adresata, adrese adresata, dafiovém identifika¢nim
¢isle, adrese sidla spole¢nosti piipadné firemnim ndzvu
zdravotnického zafizeni. Takové oznameni bude
pochdzet od Uiednika zdravotnického zafizeni,
piipadné zkouSejiciho, ktefi maji stejnou nebo vé&tsi
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IF TO MEDPACE:

Medpace Clinical
Research, LLC

Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227 USA

IF TO INSTITUTION:
Krajska zdravotni
Socialni pece 3316/12a
401 13 Usti nad Labem

Czech Republic

11 ELECTRONIC SIGNATURES

Institution consents to electronic communication and
electronic signatures being equal to signatures inked on
paper. Institution acknowledges and agree that
electronic communication is an acceptable method of
communicating information from Medpace to
Institution, 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 “l 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.

12 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. Medpace shall not have any

12.1

pravomoc neZ Urednik zdravotnického zatizeni, ktery
podepsal jménem zdravotnického zafizeni tuto
smlouvu. VSechna ozndmeni musi byt adresovana na
niZze uvedenou kontaktni adresu:

PRO SPOLECNOST
MEDPACE:

Medpace Clinical
Research, LLC

Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227 USA

PRO ZDRAVOTNICKE

ZARIZENI:
Krajsk& zdravotni, a.s.

Socialni péce 3316/12a.
401 13 Usti nad Labem

Ceska republika

11 ELEKTRONICKE PODPISY

Zdravotnické zatizeni souhlasi s tim, Ze elektronické
sdéleni aelektronické podpisy jsou rovnocenné
podpisim na papiru. Zdravotnické ztizeni potvrzuje
a souhlasi s tim, Ze elektronické sdéleni je piijatelnym
zpusobem sdélovani informaci mezi spole¢nosti
Medpace a zdravotnickym zatizenim nebo mezi jinymi
dodavatelskymi spole¢nostmi sjednanymi spole¢nosti
Medpace nebo zadavatelem, kdy tyto spole¢nosti
poskytuji  zdravotnickému  zafizeni  specifické
elektronické materialy pro studii bez nutnosti sdélovat
tutéz véc pisemné. Proto budou mit vSechna sdéleni
a nésledny elektronicky podpis, které byly, jsou nebo
budou zaslany nebo podepsany mezi smluvnimi
stranami v minulosti, sou¢asnosti ¢i budoucnosti, mit
stejnou platnost a Géinnost jako dokument podepsany
a vytistény. Elektronicky podpis zahrnuje bez omezeni
také naskenovanou kopii podpisu, natistény podpis
nebo kliknuti my3i na ikonu nebo tlacitko ,,Souhlasim*.
Veskerd sdéleni, kter4 zasild spole¢nost Medpace
zdravotnickému zatizeni a zkouSejicimu elektronickou
formou, budou zasilana bud’: (1) elektronickou postou
s vyzadanim staZeni souboru PDF nebo DOC
obsahujiciho sdéleni, nebo (2) v ptipadé licenéni
smlouvy budou poskytnuta bezprostredné¢ pied
ptihlaSovaci obrazovkou pro ClinTrak. Zdravotnicke
zafizeni a zkouSejici mohou ziskat papirovou kopii
elektronického sdéleni tim, Ze si ji sami vytisknou,
nebo poZédaji spoleénost Medpace, aby jim zaslala
kopii vytisténou na papiru poStou, za podminky, Ze je
tento pozadavek ucinén v pifimé&iené lhaté poté, co
spole¢nost Medpace nebo dodavatelskd spole¢nost
poskytly toto elektronické sdé&leni poprvé.

ODSKODNENI A POJISTENI

Zadavatel odSkodni zdravotnické zatizeni dle
poZadavku  podle  smluvnich  podminek
samostatné zaru¢ni listiny pro piipad odSkodnéni

12
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obligation to indemnify Institution and/or their
agents, employees and representatives.

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 for the Investigator, the Study
Personnel and for itself 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 two years thereafter. Proof of
said insurance shall be supplied to Medpace upon

request.

13 DEBARMENT

Institution represents that neither it, 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 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 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.

mezi zadavatelem a zdravotnickym zafizenim.
Spole¢nost Medpace nebude povinna odskodnit
zdravotnické zaiizeni ani jeji zprostredkovatele,
zaméstnance a zastupce.

12.2  Spole¢nost Medpace azadavatel nebudou
odpovédni za jakékoli nahodné, zvlastni,
nepfimé nebo nasledné 3kody vzniklé osobam
nebo na majetku, mimo jiné vcetné prava na
Ghradu ztraty c&asu, ztraty sluzeb, ztraty
produkce, uslého zisku, ztracenych obchodnich
prilezitosti a Uspor nebo jinych ekonomickych
nebo obchodnich ztrat nebo narokd jakéhokoliv
druhu, které vyplyvaji nebo vznikaji nasledkem
provadeni sluZeb nebo jinym zptasobem dle této
smlouvy, a to ani v pfipadg, Ze budou 0 moZnosti
vzniku tokovych Skod informovani.

12.3  Zadavatel prohlaSuje, Ze vsouladu s platnymi
zakony sjednal pro zkouSejiciho, pracovniky
studie apro sebe pojisténi odpoveédnosti vici
tretim osobdm pro ptipad Skody vzniklé
v souvislosti s provadénim dotycné studie, a toto
pojisténi se bude zejména vztahovat na Iécebné
nédklady subjektd studie souvisejici s ptipadnou
Gjmou na zdravi zpisobenou subjektu studie
v souvislosti s jeho Gc¢asti na studii. Zadavatel
bude uvedené pojisténi udrZovat po dobu
platnosti studie a pfislusSnou dobu po jejim
ukongeni, pokud to platné zakony poZaduji.

12.4  Zdravotnické zafizeni bude udrZovat pojisténi
dle poZadavka pfislusnych zakond as limity,
které  odpovidaji zdkonnym  minimalnim
¢astkdm. Zdravotnické zafizeni bude udrZovat
toto pojistné kryti po dobu trvani této smlouvy
a dalsi dva roky poté. Spole¢nosti Medpace bude
na pozadani predloZzen doklad o uvedeném

pojisténi.

13 PREKAZKY

Zdravotnické zatizeni prohlasuje, Ze ono samo ani jeho
vedeni nebo jini zamé&stnanci nebo nezavisli dodavatelé
nebo zprostiedkovatelé, kteti budou zapojeni do studie,
nejsou z této ¢innosti vyloucéeni regulaénim orgénem.
Zdravotnické zafizeni neprodlen& pisemné vyrozumi
spole¢nost Medpace ihned poté, co se dozvi o takovém
vylouceni, hrozbé vylouéeni nebo odsouzeni nebo jiné
zélezitosti, kterd by mohla k takovému vylougeni vést.
Spole¢nost Medpace miZe po prijeti tohoto ozndmeni
nebo poté, co se jinym zpasobem dozvi o vyloucenti,
hrozbé& vylougeni nebo jiné zalezitosti, kterd by mohla
vést k vylouceni, ukongit tuto smlouvu v souladu
s podminkami bodu Doba platnosti a ukongeni.

Clinical Study Agreement | Version # 1
ARIDIS PHARMACEUTICALS, INC.] AR-105-002

I 203-005

03-August-2017 | Page 3 of 18

CONFIDENTIAL



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 without the prior express
written consent of Medpace. Any attempt made by
Institution to assign or delegate this Agreement in
violation of this section shall be of no force or effect.
Institution acknowledges that Medpace shall have the
right to assign or delegate this Agreement or any
portion thereof without the consent of Institution.

USTANOVENI O ZAKAZU UPLATKU
AKORUPCE

Z&dna smluvni strana ani jeji prisludni zastupci pfi
pInéni svych povinnosti vyplyvajicich ze smlouvy
nezaplati, nenabidnou ani nepfislibi zaplatit ani
neodsouhlasi zaplaceni jakékoli penézité ¢astky ani
neposkytnou ¢i nepiislibi poskytnout ani neodsouhlasi
poskytnuti sluzeb nebo ¢&ehokoli hodnotného, ato
piimo ani prostiednictvim treti osoby, Zzadnému
Gfednikovi nebo zaméstnanci statniho Ufadu nebo
podiizeného organu nebo vefejné mezinarodni
organizace nebo jejich Gfadu ¢i oddéleni, korup&nim
zpisobem za Gcéelem nevhodného (i) ovlivnéni
jakéhokoli ukonu nebo rozhodnuti dané osoby v jejim
Gfednim postaveni véetné rozhodnuti neplnit své
funkce u daného statniho Ufadu nebo organu nebo dané
verejné mezinarodni organizace nebo dané politické
strany, (ii) navadéni této osoby, aby vyuZila svého
vlivu u daného statniho Ufadu nebo organu nebo dané
verejné mezinarodni organizace nebo politické strany
za Ucelem ovlivnéni jejich ukonu nebo rozhodnuti,
nebo (iii) zajisténi libovolné neopravnéné vyhody,
avSak za podminky, Ze vySe uvedené zastupovani se
nebude vztahovat na pomocné nebo urychlujici platby
zahrani¢nim Gtednikam, politické strané nebo ¢&initeli
strany, jejichz (celem je wurychlit nebo zajistit
provedeni bé&Zného statniho Ukonu zahrani¢nim
Uiednikem, politickou stranou nebo ¢initelem strany.

14

15  POSTOUPENI A PRENESENI

Tato smlouva bude zavaznd pro smluvni strany
avjejich prospéch ave prospéch jejich nastupct
a povolenych postupnikd. Zdravotnické zatizeni
nemtZe tuto smlouvu avsechna prava, zavazky
a povinnosti z ni vyplyvajici postoupit ani prenést bez
ptedchoziho  vyslovného  pisemného  souhlasu
spole¢nosti Medpace. Piipadny pokus zdravotnického
zafizeni o postoupeni nebo pteneseni této smlouvy v
rozporu stimto bodem bude neplatny a neGginny.
Zdravotnické zatizeni bere na védomi, Ze spole¢nost
Medpace bude mit pravo tuto smlouvu nebo libovolnou
jeji ¢cast postoupit nebo pienést bez souhlasu
zdravotnického zatizeni.
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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 may be amended only at the direction of
Sponsor, subject to subsequent approval of the Ethics
Committee and any applicable regulatory authorities.
No financial adjustments shall be made because of such
modifications unless the Parties hereto amend this
Agreement accordingly.

18 MISCELLANEOUS

This  Agreement 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, (i) 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 any such
terms or conditions, but the same shall remain at
all times in full force and effect.

18.1

18.2  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.

16 NEZAVISLY DODAVATEL

Vztah mezi smluvnimi stranami je vztahem
nezavislych dodavateli a neexistuje mezi nimi Zadny
zaméstnanecky ani agenturni vztah. Spole¢nost
Medpace ani zadavatel nebudou odpovédni za
zaméstnanecké vyhody, dichody, nahrady
pracovnikam, srazkové dan& ani dané ze zavislé
ginnosti  tykajici se  zdravotnického  zafizeni,
zkouSejiciho nebo pracovniku studie.

ZMENY PROTOKOLU

Protokol Ize zménit pouze na pokyn zadavatele, ktery
podléha naslednému schvéleni etickou komisi
a ptislusnymi regulaénimi organy. Kvali témto
zménam nebudou provadény Zadné finanéni Upravy,
pokud smluvni strany tuto smlouvu pfislusSnym
zpusobem nezméni.

17

OSTATNI USTANOVENI

Tato smlouva predstavuje celé ujednéni
smluvnich stran a nahrazuje vSechna piedchozi
jednani, ujednani nebo dohody (Ustni ¢i pisemné)
mezi smluvnimi stranami, které se tykaji jeji
predmétné zaleZitosti. V piipadé rozporu mezi
touto smlouvou a protokolem budou mit
ptednost podminky této smlouvy. Pokud nekteré
ustanoveni této smlouvy je nebo se stane
(i) nezdkonnym podle jakéhokoli platného
zdkona nebo predpisu, (ii) neplatnym nebo
(iii) jinak nevymahatelnym, nebude mit tato
nezdkonnost, neplatnost ¢i nevymahatelnost vliv
na platnost ¢i vymahatelnost ostatnich podminek
nebo ustanoveni této smlouvy. V3echna ptipadna
prominuti podminek této smlouvy musi mit
pisemnou formu. Pokud né&kterd smluvni strana
nebude trvat na dodrZzeni ngkterych podminek
této smlouvy, nebude to predstavovat obecné
prominuti t&chto podminek nebo upusténi od
nich; tyto podminky ztstanou po celou dobu pIné
platné a G&inné.

18

18.1

18.2  Tato smlouva se fidi a vyklada v souladu se
zdkony Ceské republiky. V ptipadé rozporu
mezi ceskou aanglickou verzi bude mit

piednost ¢eska verze.

18.3  Tato smlouva a jeji pfipadné nasledné dodatky
mohou byt podepsany ve vice vyhotovenich a

tato vyhotoveni budou spole¢né piedstavovat
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18.3 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. A facsimile or PDF electronic
submission of this Agreement or any
subsequent amendment(s) signed by a Party’s
duly authorized representative shall be legal
and binding on all Parties.

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 and agree that Sponsor may enforce
such rights either directly itself or indirectly through
Medpace.

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.

jedinou smlouvu astanou se zévaznymi
v okamziku, kdy jedno nebo vice vyhotoveni
této smlouvy jednotlivé nebo spole¢ng
opatieny podpisem jednotlivych smluvnich
stran této smlouvy. Smlouva nebo jeji nasledné
dodatky podepsané fadn& opravnénym
zastupcem smluvni strany a zaslané faxem
nebo elektronickymi prostiedky ve formatu
PDF budou pro vsechny smluvni strany
pravoplatné a zavazné

ZADAVATEL JAKO PRIJEMCE - TRETI
STRANA

Smluvni strany této smlouvy berou na védomi
a souhlasi s tim, Ze zadavatel m4 z této smlouvy uZitek
jako piijemce - tfeti strana, asouhlasi stim, Ze
zadavatel miZe tato prava vykonavat bud’ ptimo sam,
nebo nepiimo prostrednictvim spole¢nosti Medpace.

19

NA DUKAZ VYSE UVEDENEHO smluvni strany
podepsaly tuto smlouvu prostrednictvim k tomu radné
opravnénych osob atato smlouva nabude G¢innosti
k datu G¢innosti.

For Medpace Clinical Research, LLC, on its own behalf and
as payment agent of Sponsor / Za spoleénost Medpace
Clinical Research, LLC, jejim jménem a jako
zprostfedkovatel plateb Zadavatele

By (signature) / V zastoupeni (podpis)

Name (print or typy) / V zastoupeni (podpis)

CTM / Manater klinického hodnoceni
Title / Funkce

For Institution / Za Zdravotnické zafizeni

By (signature) / V zastoupeni (podpis)

Name (print or typy) / Jméno (hUlkovym pismen nebo
strojopisem)

CEO / Generalni feditel
Title / Funkce
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