CLINICAL STUDY
AGREEMENT

This Clinical Study Agreement (“Agreement”),
effective as of //dd-MON-yyyy// (the “Effective
Date”), 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 -; and Nemocnice Jihlava, a clinical research
site with its principal office and place of business at
Vrchlického 59, 586 33 Jihlava, Czech Republic,
(“Institution™), represented by MUDr. Lukas
Velev, director, and -, with his/her principal
office and place of business at - (“Principal
Investigator”). Medpace, Institution and Principal
Investigator are sometimes collectively referred to
herein each as a “Party” or collectively as as the
“Parties”.

WHEREAS, Faraday Pharmaceuticals, Inc. with
its principal office and place of business at 1616
Eastlake Ave E, Suite 560, Seattle, WA 98102
(“Sponsor”) is sponsoring a clinical study on the
compound FDY-5301 (the “Study Drug”), in
accordance with Protocol No. FDY-5301-302, titled
“IOCYTE AMI-3: A Phase 3, Randomized,
Double-Blind, Placebo-Controlled, Multicenter
Study of Intravenous FDY-5301 in Subjects with
an Anterior ST-Elevation Myocardial
Infarction”, including any amendments thereto (the
“Protocol”), and Institution possesses expertise in
the conduct and performance of clinical trials. 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

WHEREAS, Institution and Principal Investigator
have the expertise, skilled personnel, and facilities
to conduct human clinical trials in accordance with
all applicable laws and regulations; and

SMLOUVA O PROVEDENiI
KLINICKEHO HODNOCENI

Tato smlouva o provedeni klinického hodnoceni (dale
jen ,smlouva®), u¢inna od //dd-mm-rrrr// (dale jen
»datum uc¢innosti®), se uzavird mezi spolecnosti
Medpace Clinical Research, LLC, se sidlem a
mistem podnikdni na adrese 5375 Medpace Way,
Cincinnati, Ohio 45227 (dale jen ,,Medpace®),
zastoupenou -, a Nemocnice Jihlava, piispévkova
organizace, klinickym vyzkumnym pracovistém se
sidlem a mistem podnikani na adrese Vrchlického 59,
586 33 Jihlava, Ceskd republika (dale jen
,Zdravotnické zarizeni”), zastoupenym MUDr.
LukaSem Velevem, MHA, feditel a - (dale jen
»hlavni zkousejici®) se sidlem a mistem podnikani na
adrese - Spolecnost Medpace, zdravotnické
zatizeni a hlavni zkouSejici jsou v nékterych
ptipadech v tomto dokumentu spolec¢né oznacovani
jako smluvni strany (dale jen ,,smluvni strany*).

VZHLEDEM K TOMU, ZE Faraday
Pharmaceuticals, Inc. se sidlem a provozovnou na
adrese 1616 Eastlake Ave E, Suite 560, Seattle, WA
98102 (dale jen ,,zadavatel*) financuje klinickou
studii latky FDY-5301 (dale jen ,hodnoceny
pripravek®) v souladu s protokolem ¢. FDY-5301-
302 nazvanym ,,JOCYTE AMI-3: Randomizovana,
dvojité zaslepena, placebem Kkontrolovana,
multicentricka studie faze 3 intravenoézniho
piipravku FDY-5301 wu pacienti s pifednim
infarktem myokardu s ST elevacemi‘ v¢etné vSech
jeho dodatkt (dale jen ,,protokol*) a zdravotnické
zafizeni disponuje odbornymi znalostmi k provadéni
klinickych hodnoceni. Provadéni protokolu bude v
této smlouveé uvadéno jako ,,studie” a

VZHLEDEM K TOMU, ZE spoleénost Medpace je
smluvni  vyzkumnou organizaci, kterda byla
zadavatelem najata pro fizeni a spravu této studie,
zejména vyjednani a uzavieni této smlouvy; a

VZHLEDEM K TOMU, ZE zdravotnické zatizeni a
hlavni zkousSejici disponuji odbornymi znalostmi,
kvalifikovanym personalem a zatfizenim k provadéni
klinickych hodnoceni s lidskymi subjekty v souladu
se vSemi platnymi pravnimi pfedpisy; a

VZHLEDEM K TOMU, ZE si spole¢nost Medpace
preje, aby se v souladu s protokolem a podminkami
této smlouvy na provadéni studie podileli i
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WHEREAS, Medpace desires that Institution and
Principal Investigator participate in the conduct of
the Study in accordance with the Protocol and the
terms and conditions of this Agreement, and
Institution and Principal 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, 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 Principal Investigator (as
defined below) shall perform, and shall
cause all Study Personnel to perform, the
Study at Institution in strict compliance
with (i) the terms and conditions of this
Agreement, (ii) any written instructions
from Sponsor and/or Medpace, (iii) all
generally accepted standards of Good
Clinical Practice, the Protocol, (as
approved by Sponsor and the responsible
Institutional Review Board or Ethics
Committee, as applicable (hereinafter,
“IRB”)), and (iv) all applicable local,
state, federal, and foreign laws and
regulations governing the performance
of clinical investigations and the
protection of personal data (all such laws
and regulations collectively referred to
herein as “Applicable Laws”). A copy of
the Protocol has been provided to
Institution and Principal Investigator and
is hereby incorporated by reference, into
and made part of this Agreement. The
Study location will not be changed
without Medpace’s prior written consent.

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

performance of the Study.

zdravotnické zafizeni a hlavni zkouSejici, a
zdravotnické zafizeni a hlavni zkousSejici si pfeji
podilet se na provadéni studie v souladu s protokolem
a podminkami této smlouvy.

PROTO NYNi s ohledem na vyse uvedené
skutecnosti, vzajemna ujednani a ptisliby vyjadiené v
této smlouveé a fadnou a hodnotnou odménu, jejiz
prijeti a piiméfenost se timto potvrzuje, bylo
smluvnimi stranami ujednano nasledujici:

1 ROZSAH PRACI

1.1 Zdravotnické zatizeni a hlavni zkouSejici
(jak jsou definovani nize) provedou a
zajisti, ze personal studie provede studii ve
zdravotnickém zatizeni v piisném souladu
s (i) podminkami této smlouvy, (ii)
pisemnymi pokyny zadavatele a/nebo
spole¢nosti Medpace, (iii) vSemi obecné
pfijimanymi standardy spravné klinické
praxe, protokolem (schvalenym
zadavatelem a odpovédnou etickou komisi
(dale jen ,,EK*)) a (iv) vSemi platnymi
mistnimi,  statnimi, federdlnimi  ¢i
zahrani¢nimi zékony a  predpisy
upravujicimi provadeéni klinickych
vyzkumt a ochranu osobnich 1daju
(vSechny takové zakony a predpisy dale
spolecné  jako ,platné  predpisy™).
Zdravotnické zafizeni a hlavni zkousejici
obdrzeli kopii protokolu, ktery je do
smlouvy zaclenén odkazem a tvoii jeji
soucast. Misto provadéni studie nebude
meénéno bez predchoziho pisemného
souhlasu spolecnosti Medpace.

1.2 Zdravotnické zafizeni souhlasi s tim, ze

poskytne hlavnimu zkousejicimu volny

pristup k pfislusné populaci subjekti
zdravotnického =zafizeni, mezi nimiz
provede nabor  stanoveného  poctu

subjekti, které se zacCastni studie a jejichz
pocet je uveden v oddilu hlavniho
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zkouSejicitho nize, a umozni fadné
provedeni studie.
2 PRINCIPAL INVESTIGATOR 2 HLAVNI ZKOUSEJici

2.1 Institution hereby authorizes Principal 2.1 Zdravotnické zafizeni timto zmociuje
Investigator to act as the pr.mc.lpal hlavniho zkouSejiciho k vykonu funkce
investigator of the Study at Institution. hlavniho  zkougejiciho  pro studii
Principal Investigator, an employee of provadénou ve zdravotnickém zafizeni.
the Institution, will be responsible for the Hlavni zkousejici, jakozto zaméstnanec
direction and oversight of the Study in zdravotnického zatizeni ponese
accordance with applicable Institution odpovédnost za fizeni studie a dohled nad
pohc'les, Whlch Institution confirms are studii v souladu s piislusnymi predpisy
consistent with the terms of this zdravotnického zafizeni a zdravotnické
Agreement and the Protocol. If, for any zafizeni potvrzuje, Ze nejsou v rozporu s
reason, he/she is unable to continue to podminkami této smlouvy a protokolem.
serve as Principal Investigator and a Pokud z jakéhokoliv divodu jiz dale
successor acceptable to Institution, nebude schopen vykondvat funkci
Medpace, and Sponsor is not available, hlavniho zkousejiciho a nebude k dispozici
this Agreement may be termlnqted_as nastupce pfijatelny pro zdravotnické
provided in the Term and Termination zafizeni, spole¢nost Medpace a zadavatele,
section. Principal Investigator shall méize byt smlouva ukondena, jak je
continue to be bouqd by all obhgat19ns uvedeno v oddilu platnost smlouvy a jeji
and conditions of this Agreement until a ukonéeni. Hlavni zkousejici bude nadale
new 1nvest1ga.tor is approved by Sponspr vizan veskerymi povinnostmi a
and any applicable regulatory or ethics podminkami  této  smlouvy, dokud
committee  approvals of the new zadavatel neschvali nového zkousejiciho a
investigator have been obtained. nedojde k zajisténi veskerych souhlast

regulacnich organt ¢i etickych komisi s

2.2 Principal Investigator confirms that novym zkousejicim.
he/she is fully qualified to serve in the 2.2 Hlavni zkousejici potvrzuje, ze je pln¢
capacity of Principal Investigator. kvalifikovan k provadéni studie a vykonu

funkce hlavniho zkousejiciho.

2.3 Further, Institution warrants and 2.3 ZdraV(ztn.ické Vzafizefl.i déle zan}éuje a
represents that all Institution employees prohlasuj'e, Ze vSichni  zaméstnanci
(including  Principal  Investigator), zdravot.mckého zafizeni (vcetné hlavnihq
personnel and agents performing any zkou’sejvl.mho'), per.sorzz%l a ;astupm
portion of the Study on Institution’s provadej%m]akoukohv ¢ast studie jmenem
behalf (“Study Personnel”) shall be fully zdravotnického  zafizeni  (dale  jen
qualified  physicians and medical ,,perspngl studie )J?OU plné kvghﬁkovam
personnel to perform such Study lvé.kafl é_l ZdraYOtl}fC}a aby rnohh prg\fédéj[
activities, and Institution shall be ¢innosti _souviscjict  se studii, pficemz
responsible for their compliance with the zdravotnicke zafizeni ponese odpovédnost
terms of this Agreement. za to, ze budou dodrzovat podminky této

smlouvy.

2.4 Institution and Principal Investigator 2.4 ZdraV(ztn.l’ckf: zaflzent a hlavm z k.(’)u,se]lq

. .. prohlasuji, ze ani hlavni zkouSejici, ani
represent  that  neither  Principal e 5 .
) o oy zdravotnické zafizeni nejsou obCany ani
Investigator nor Institution are a citizen . s fio .y .
. . rezidenty Spojenych stati americkych, ani
or resident of the United States, or a ] . .

. . . korporaci nebo partnerskym subjektem,

corporation or partnership that is and has . . .
které jsou a byly povazovany za americkou
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been treated as a U.S. corporation or U.S. korporaci nebo partnersky subjekt, a ze
partnership, and that all payments vSechny platby, které obdrzi na zaklade
received under this Agreement will be této  smlouvy, budou za sluzby
for services rendered outside the United poskytované mimo  Spojené  staty
States. americké.

2.5 Principal Investigator shall enroll in the 2.5 Hlavni zkouSejici zatfadi do studie
Study approximately [ evaluable piiblizng | subjekt studie, ktery v
Study subjects who meet the inclusion pribéhu obdobi pro zatazovani, tj.
criteria of the Protocol during the pfiblizn¢ od - do -, splni kritéria
enrollment period of approximately - protokolu pro zafazeni. Samotné obdobi
to - The actual enrollment period may pro zafazovani miize byt na zaklade¢
be extended or shortened upon written pisemného oznameni spole¢nosti Medpace
notice by Medpace or Sponsor. As ¢i zadavatele prodlouzeno ¢i zkraceno.
enrollment will be competitive across all Jelikoz  bude  zafazovani  probihat
sites participating in the Study, Medpace kompetitivni  formou  napfi¢  vSemi
reserves the right to instruct the Principal pracovisti, ktera se studie ucastni,
Investigator to enroll fewer or more vyhrazuje si spolecnost Medpace pravo dat
Study subjects than the number agreed at hlavnimu zkousejicimu pokyn, aby zatadil
the time of the signature of this niz§i ¢i vys§i pocet subjektl, nez bylo
Agreement. ujednano v okamziku podpisu této

smlouvy.

2.6 Principal Investigator shall obtain the 2.6 Pted provedenim  jakychkoli ukoni
necessary written informed consent of SOUViS?jiCiCh se  studii Zi§ké hlan_li
each Study subject prior to performing zkousSejici od kazdého ze subjektt studie
any Study related procedures. Principal potfebny informovany souhlas v pisemné
Investigator shall comply with all podobé. Hlavni zkousejici bude pfi
applicable ethical principles and good ziskavani  informovaného  souhlasu
clinical practice to obtain each Study jednotlivych subjektd studie dodrzovat
subject’s informed consent. vesSkeré platné etické zasady a spravnou

klinickou praxi.

2.7 Principal  Investigator = will  assist )

Medpace upon Medpace’s request to 2.7 Hlavni zkouSejici na vyzadani poskytne
provide any required updates and/or spolecnosti Medpace jakékoli nezbytné
information related to the Study for aktualizace a/nebo informace tykajici se
Medpace’s submission to the applicable studie, a to pro ucely podani k piislusneé
central ethics committee and regulatory etick¢ komisi a kontrolnim organim ze
authorities. Medpace shall be responsible strany spole¢nosti Medpace. Spolecnost
for any dealings with and submission of Medpace ponese odpovédnost za jakakoli
reports and information to the applicable jednani  souvisejici se zpravami a
central ethics committee and regulatory informacemi a jejich podanim pfislusné
authorities. Principal Investigator shall centralni etické k(?misi a  kontrolnim
be responsible for any submissions to the organim. Tam., kde je to relevantni, bude
IRB, if applicable. hlavni zkouSejici odpovédny za podani
etické komisi.
3 CONFIDENTIAL INFORMATION |3  DUVERNE INFORMACE

3.1 “Confidential Information” means all 3.1 ,,l?uvernyml 1nf0rma}cer.n1 s rozumi
. . . . vSechny informace a udaje, které (a) byly
information and data that is (a) provided R oo ,
by or on behalf of Sponsor or Medpace zdra\io‘g’nf:kernu zafizeni nebo_hlavnimu
to Institution or Principal Investigator in ZkOUSCJ.ICImu . poskytnuty zadava:[elem’

nebo jeho jménem nebo spolecnosti
Clinical Study Agreement | //Version #// H

Faraday Pharmaceuticals, Inc. | FDY-5301-302 dd-MON-yyyy | Page 4 of 34

CONFIDENTIAL



3.2

connection with this Agreement or the
Study, including without limitation, the
Protocol and investigator’s brochure; (b)
developed, obtained or generated by
other Study sites, including without
limitation, the cumulative Study data,
case report forms, results, and reports
from all sites conducting the Study; or (¢)
developed, obtained, or generated by
Institution, Principal Investigator, or
Study Personnel as a result of performing
the Study under this Agreement (except
for a Study subject’s physical medical
records, which may contain Study data,

Medpace, zejména protokol a soubor
informaci pro zkouSejiciho, (b) byly
vyvinuty, ziskany nebo vytvofeny jinymi
pracovisti studie, zejména kumulativni
udaje ze studie, zaznamy hodnoceni
subjektu, vysledky a zpravy vSech
pracovist provadeéjicich studii nebo (c)
byly vyvinuty, ziskany nebo vytvoieny
zdravotnickym zafizenim, hlavnim
zkouSejicim nebo personalem studie v
disledku provadéni studie dle této
smlouvy (vyjma vlastnich 1ékaiskych
zaznamu subjektd studie, které mohou
obsahovat tudaje ze studie, nicméné

but Sponsor makes no claim of zadavatel si na tyto zaznamy necini zadné
ownership with respect to such physical vlastnické naroky). Veskera hmotna
medical records themselves). All vyjadieni  dbvérmmych informaci na

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

Institution and Principal Investigator

jakémkoli druhu médii jsou vyhradnim
vlastnictvim zadavatele, pripadné
spole¢nosti Medpace.

! . . 3.2 Zdravotnické zafizeni a hlavni zkouSejici
shall not use Confidential Information souhlasi s tim, e nebudou davérné
for any purposes other than to conduct informace pouzivat k jakymkoli jinym
the Study. Institution and Principal acelam ne> k provedeni studie.
Investigator ~ shall  not  disclose Zdravotnické zafizeni a hlavni zkousejici
Confidential Information to any third nepiedaji divérné informace zadné tieti
party excep.t. (1) as necessary.to condugt strané vyjma ptipadd, kdy (i) to bude
the Study (ii) where such third party is nezbytné pro provadéni studie, (ii) pficemz
subject to confidentiality obligations at takova teti strana podléhd zavazkim
least as stringent as those contained in zachovani mldenlivosti, které jsou
this Section 3. Institution and Principal nejméné stejné piisné jako ty popsané v
Investigator shall safeguard Confidential ¢lanku 3. Zdravotnické zafizeni a hlavni
Information with the same standard of zkousejici zabezpeci duvérné informace se
care that is used with Institution’s own stejnym standardem péce jako v piipadé
Confidential Information, but in no event davérnych  informaci  zdravotnického
less than reasonable care. zafizeni; standard péce vSak v zadném

ptipad¢ nesmi byt nizsi nez priméereny.
3.3 The term Confidential Information shall 3.3 Vyraz  divérné  informace  nebude
not include information that: zahrnovat informace, které:

3.3.1 Is or becomes publicly available 3.3.1 jsou nebo se stanou vefejne
through no fault of Institution or dostupnymi bez jakéhokoli zavinéni
Principal Investigator; ze strany zdravotnického zafizeni ¢i

3.3.2 Institution and Principal hlavniho zkouSejiciho;

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

3.3.2 mély zdravotnické zafizeni nebo

hlavni zkouSejici prokazateln¢ v
drzeni jiz pted jejich poskytnutim ¢i
zpiistupnénim v ramci této
smlouvy, nebo je vyvinuly nezavisle
na této skutecnosti;
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3.4

3.3.3 Institution or

Principal
Investigator receives from a third
party that is not prohibited by
contract, law or otherwise from
disclosing such information.

If the Institution or Principal
Investigator is required by Applicable
Laws to disclose any portion of
Confidential Information, Institution
and Principal Investigator shall give
reasonable advance notice to Sponsor of
such disclosure and use reasonable
efforts to limit such disclosure and
maintain the confidentiality of such
Confidential Information to the extent
possible. In addition, Institution and
Principal Investigator shall reasonably
cooperate with Sponsor if Sponsor seeks
a protective order or other confidential

3.3.3 zdravotnické

zafizeni a hlavni
zkousejici obdrzi od tieti strany,
které¢ nebylo poskytnuti takovych
informaci  z pravniho  hlediska,
smlouvou ¢i jinak zakazano.

V ptipade, Ze platné predpisy ukladaji
zdravotnickému zatizeni nebo hlavnimu
zkouSejicimu zvefejnéni jakékoliv cCasti
duvérnych informaci, budou zdravotnické
zatizeni a hlavni zkouSejici povinni
poskytnout zadavateli v pfiméfeném
predstihu oznameni o tomto zvetejnéni a
uplatnit pfiméfené usili k omezeni tohoto
zvefejnéni a v mozném rozsahu zachovani
duveérnosti téchto davérnych informaci.
Zdravotnické zafizeni a hlavni zkousejici
navic poskytnou pfiméfenou soucinnost
zadavateli, pokud bude zadavatel usilovat
0 ochranné opatieni nebo jinou ochranu

treatment for such Sponsor Confidential davérnosti davérnych informaci
Information by appropriate legal means. zadavatele piiméfenymi pravnimi
prostiedky.

For the avoidance of doubt, the Study
results  generated by  Principal
Investigator at the Institution that are
published pursuant to Section 10 hereof
shall not be deemed to be “Confidential
Information” of the Sponsor.

Institution and Principal Investigator
agree that Medpace may compile a
database of information from Principal
Investigator, Institution and Institution’s
personnel for use in connection with the
Study (including but not limited to
feasibility questionnaires, 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 and
Principal Investigator hereby consents to
such sharing of his/her 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

3.4

Ve snaze vyhnout se pochybnostem se
vysledky studie vytvofené hlavnim
zkouSejicim ve zdravotnickém zafizeni,
které budou zvefejnény v souladu s
oddilem 10 této smlouvy, nepovazuji za
,,daveérné informace* zadavatele.

Zdravotnické zatizeni a hlavni zkouSejici
souhlasi s tim, aby spole¢nost Medpace
sestavila databazi informaci od hlavniho
zkousSejiciho, zdravotnického =zafizeni a
jeho personalu, a to pro ucely vyuziti v
souvislosti se studii (zejména dotazniky o
proveditelnosti,  Zzivotopisy, licence,
lékarské odbornosti, Gcasti na klinickych
hodnocenich a formulafe o financnich
udajich), a/nebo takové informace pouzila
pro ucely tykajici se jejiho podnikani.
Zdravotnické zatizeni je povinno opatfit si
veskeré potfebné souhlasy svého personalu
se sdilenim téchto informaci a hlavni
zkousejici timto souhlasi, Ze své informace
preda. Tyto informace se pouzivaji
vyhradné v souvislosti se zahajenim studii
ase studiemi proveditelnosti ajsou
pristupné pouze zadavateli pfislusné studie
a pracovnikim pfifazenym do vedeni
studie, ktefi tyto informace potfebuji pii
plnéni svych povinnosti (dale popisovani
jako ,,opravnéni pracovnici®). Jelikoz se
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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, Inc., 5375 Medpace
Way, Cincinnati, Ohio, 45227.

STUDY CONDUCT

4.1.1 Before the Study is initiated,

Sponsor or Medpace on behalf of
the Sponsor will obtain any and all
necessary  approvals of the
applicable regulatory authorities
and central ethics committee.
Institution and Principal
Investigator will ensure that both
the Study and the ICF (defined
below) are submitted and
approved by an IRB that complies
with all  Applicable Laws.
Institution and Principal
Investigator will further ensure
that the Study is subject to
oversight by the IRB throughout
its conduct.

4.1.2 Prior to a qualified subject

entering the Study, Principal

PROVADENI STUDIE

411 Pied zahijenim studie zajisti

4.1.2 Dtive nez kvalifikovany subjekt

nékteré studie spoleCnosti Medpace
provadi celosvétoveé, jsou shromazdéné
osobni udaje k dispozici opravnénym
pracovniktim, ktefi mohou sidlit v zemich
mimo Evropskou unii. Aby bylo mozné
zajistit ochranu osobnich tdaji, zavedla
spoleCnost Medpace zasady a postupy
upravujici zabezpeceni a omezeny piistup
k témto udajim, které jsou jednotné v celé
spoleCnosti Medpace a jejich sesterskych
spolecnostech a spliuji standardy ochrany
osobnich udajt platné v Evropské unii. Je-
li to =zapotiebi, uzavird spolecnost
Medpace se zadavateli smlouvy
o zpracovani udaji v souladu s platnymi
pravnimi  pfedpisy  Evropské  unie
o ochran¢ udaji. V souladu se zakony
upravujicimi ochranu osobnich tdajt maji
osoby, jejichz udaje jsou shromazd’ovany,
pravo pfistupu k nim, k jejich Gpravam,
opravam nebo jejich vymazu na zakladé
zadosti zaslané pracovnikovi spolecnosti
Medpace pro ochranu udaji na adresu
privacy@Medpace.com, piipadn¢ na
nasledujici adresu: Medpace Privacy
Officer, Medpace, Inc., 5375 Medpace
Way, Cincinnati, Ohio, 45227, USA.

zadavatel nebo spolecnost Medpace
jménem zadavatele od prislusnych
kontrolnich organti a centralni
etické komise veSkera nezbytna
povoleni. Zdravotnické zafizeni a
hlavni zkousSejici zajisti, aby studie i
formuldf informovaného souhlasu
(definovany nize) byly ptedlozeny a
schvaleny etickou komisi v souladu
s platnymi ptedpisy. Zdravotnické
zatizeni a hlavni zkouSejici dale
zajisti, Ze studie bude podléhat
dohledu etické komise po celou
dobu jejiho provadéni.

zahdji studii je hlavni zkouSejici
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4.1.3

4.1.4

Investigator shall: (i) review all
details and requirements of the
Protocol and a written informed
consent form (“ICF”) with the
qualified subject; (ii) obtain a
signed ICF for each Study subject
prior to such subject’s
participation in the Study; and (iii)
maintain the signed original of that
ICF in the Study subject’s record.
Institution and Principal
Investigator will submit any
modifications  it’/he/she  may
propose to the ICF (including
revisions made during the course
of the Study) to Sponsor for
review and written approval
before submitting the ICF for IRB
approval. Principal Investigator
shall use the most recent ICF
approved by the Sponsor and the
IRB. Institution and Principal
Investigator will allow Sponsor or
its designee to inspect signed ICFs
during monitoring visits or audits.
When required, the approved ICF
will be modified to reflect
amendments to the Protocol.

Institution and Principal
Investigator agree to comply with
all data protection laws in
processing the personal data and
with their respective obligations
set forth in the Data Processing
Appendix (“DPA”) as set out in
Schedule B to this Agreement.

The Parties agree to adhere to the
principles of 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
Principal 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

4.1.3

4.1.4

povinen ucinit nasledujici: (i)
prezkoumé vSechny informace a
pozadavky obsazené v protokolu a
pisemném formulafi informovaného
souhlasu (dale jen ,,ICF*) spolecné s
kvalifikovanym subjektem; (ii) od
kazdého subjektu studie pied jeho
ucasti ve studii ziska podepsany ICF
a (iii) uchova podepsany original
ICF v zaznamech subjektu studie.
Zdravotnické zafizeni a hlavni
zkouSejici ptedlozi veskeré upravy
ICF, které navrhnou (véetn¢ revizi
pfijatych v prabéhu studie),
zadavateli ke kontrole a pied
predlozenim ICF ke schvaleni etické
komisi  ziskaji jeho pisemny
souhlas. Hlavni zkouSejici pouzije
nejaktualngjsi verzi ICF schvalenou
zadavatelem a etickou komisi.
Zdravotnické zafizeni a hlavni
zkouSejici umozni zadavateli nebo
jeho zastupci behem
monitorovacich ndvstév ¢i auditi
provést kontrolu podepsanych ICF.
V pfipad€¢ nutnosti bude schvalené
ICF upraveno v reakci na dodatky k
protokolu.

Zdravotnické zafizeni a hlavni
zkousejici se zavazuji, ze budou
dodrzovat vSechny zdkony o
ochran¢ tidajii upravujici zpracovani
osobnich udajii a z nich vyplyvajici
povinnosti stanovené v pfiloze o
zpracovani udaji (Data Processing
Appendix, DPA), tj. ptfiloze B této
smlouvy.

Smluvni strany se zavazuji, Ze
budou ve vztahu k subjektim studie,
které se studie ucastni, dodrzovat
zasady 1ékatského tajemstvi.
Zadavateli ani spole¢nosti Medpace
nebudou osobni udaje
zdravotnickym  zafizenim  ani
hlavnim zkouSejicim poskytnuty,
vyjma piipadui, kdy je to nezbytné za

ucelem splnéni pozadavku
protokolu, pro potieby
monitorovani nebo hlaseni

zévaznych nezadoucich ptihod nebo
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4.1.5 Institution and Principal 41.5 Zdravotnické zafizeni a hlavni
Investigator will ensure that only zkousejici  zajisti, Ze do studie
qualified subjects are enrolled into budou zatazeny pouze
the Study in accordance with the kvalifikované subjekty v souladu s
Protocol. A qualified subject is protokolem. Kvalifikovany subjekt
one whose entry into the Study je subjekt, jehoz zafazeni do studie
meets all of the Protocol inclusion spliiuje vSechna kritéria protokolu
criteria and none of the Protocol pro zafazeni a Zadné kritérium
exclusion  criteria. If  this protokolu pro vylouceni. V pfipadéf
Agreement is suspended or ze bude smlouva pozastavena Ci
terminated, Institution and ukonCena,  jsou  zdravotnické
Principal Investigator shall cease zafizepi a hlavni Zkouéejici pov@nni
enrolling subjects into the Study, ukoncit nabor subjektt do studie a
and shall discontinue conduct of pferusit provadéni studie v rozsahu,
the Study, as soon as is medically v jakém je to z lékatrského hlediska
practicable. mozné.

4.1.6 Sponsor or its designee will 4.1.6 Zadavatel nebo jim povéfend osoba

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.

provide Institution with sufficient
quantities of Study Drug, and as
applicable, any placebos,
comparators, for use in the Study
at no cost to Institution. Institution
and Principal Investigator shall

ve vztahu k uplatnéni naroku ci
fizeni  iniciovaného  subjektem
studie v souvislosti se studii.
Zadavatel ani spole¢nost Medpace
nesd€li totoznost subjektli studie
tfetim stranam bez piedchoziho
pisemného souhlasu subjektu studie
vyjma pfipadi, kdy je tato
skutec¢nost v souladu s ustanovenimi
prislusnych zakoni na ochranu
osobnich udaji, a pokud k této
skute¢nosti nedochazi ve vztahu k
uplatnéni  naroku  ¢i  fizeni
iniciovaného subjektem studie 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,
zavadéji se mezi smluvnimi
stranami  smlouvy o zpracovani
udaji pro ptenos takovych udaji
atyto smlouvy zahrnuji ochranu
udaja subjektt studie, jak vyzaduje
Evropska unie. Subjekty studie také
souhlasi s tim, Ze nechaji své tidaje
prenaset mimo Evropskou unii.

dodd  zdravotnickému  zafizeni
bezplatné hodnoceny ptipravek a
piipadné i placebo a komparatory v
mnozstvi dostate¢ném pro pouziti
ve studii. Zdravotnické zafizeni a
hlavni zkousejici pouziji hodnoceny
piipravek, placebo, komparitory,
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Sponsor’s instructions, at
Sponsor’s expense.

4.1.7 Institution and Principal 4.1.7 Zdravotnické zafizeni a hlavni
Investigator shall complete all zkousejici jsou povinni vypliovat
CRFs only in English, verify the CRF pouze v angli¢ting, ové&fovat
data contained in the CRFs against vSechny udaje obsazené v CRF
pertinent subject records, resolve oproti  pfisluSnym  zdznamim
all data queries from Sponsor and subjektu, vyfeSit vSechny dotazy
Medpace, and shall deliver to zadavatele a spole¢nosti Medpace
Sponsor and Medpace complete souvisejici s udaji a v prubchu
and accurate CRFs throughout the studie predavat zadavateli nebo
Study, with final delivery of CRFs spole¢nosti Medpace kompletni a
promptly after Study completion pfesné CRF a posledni dodat
or termination, and any other obratem po  ukonfeni  nebo
Study-related deliverables dokon¢eni studie. RovnéZz jsou
identified in the Protocol or povinni piedavat dal$i materialy
reasonably requested in writing by souvisejici se studii stanovené v
Sponsor or Medpace. protokolu nebo pfiméfené pisemné

pozadované zadavatelem nebo
o Lo spole¢nosti Medpace.

4.1.8 Institution and Principal
Investigator will report adverse 41.8 Zdravotnické zafizeni a hlavni
events experienced by Study zkouSejici budou hlasit nezadouci
subjects in accordance with piihody subjektt studie v souladu s
instructions in the Protocol and pokyny uvedenymi v protokolu a
Applicable Laws. platnymi piedpisy.

4.1.9 Medpace and/or Sponsor shall 4.1.9 Spolecnost Medpace a/nebo

use the Study Drug, and any
placebos, comparators, related
devices, equipment or other
materials provided by or on behalf
of Sponsor solely to conduct the
Study in accordance with the
Protocol and for no other purpose.
Upon completion of the Study or
termination of this Agreement,
Institution and Principal
Investigator shall return or destroy
Study Drug and any provided
materials in accordance with

conduct monitoring of Study sites
on a periodic basis throughout the
Study. Sponsor will promptly
notify Principal Investigator of: (i)
new and unexpected serious

souvisejici pfistroje, zafizeni nebo
jiné materialy poskytnuté
zadavatelem nebo jeho jménem
vyluéné¢ k provadéni studie v
souladu s protokolem a k zddnému
jinému ucelu. Po ukonceni studie
nebo ukonceni této smlouvy
zdravotnické zafizeni a hlavni
zkousejici hodnoceny pftipravek a
dalsi poskytnuté materialy vrati
nebo zni¢i v souladu s pokyny
zadavatele na naklady zadavatele.

zadavatel jsou pravidelné v priibéhu
studie povinni provadet
monitorovani  pracovist  studie.
Zadavatel bez odkladu informuje
hlavniho zkousejiciho o: (i) novych

adverse safety events arising from a  neoCekdvanych  zavaznych
Sponsor’s monitoring of the nezadoucich bezpecnostnich
overall Study that could adversely ptihodach zjisténych z
affect the safety of Study subjects, monitorovani cele studie
and (ii) unexpected trends or zadavatelem, kter¢ by mohly
patterns  of  non-serious  or negativn¢  ovlivnit  bezpecnost
expected adverse events that occur subjektt studie a (ii) neocekavanych
Clinical Study Agreement | //Version #// H
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at a specificity or severity that is
inconsistent with Sponsor’s prior
observations.

41.10 Medpace and/or Sponsor may
suspend the Study at Institution at
any time for any reason, which
suspension shall not be deemed a
breach of this Agreement.
Institution and/or Principal
Investigator may suspend the
Study if, using good medical
judgment, they have a legitimate
concern for the immediate health
and safety of the Study subjects by
reason of their  continued
participation in the Study. Any
such suspension of the Study shall
not be deemed a breach of this
Agreement, provided that
Institution or Principal
Investigator promptly provides
Medpace and Sponsor with a
written statement explaining the
reason for the suspension.

5 RECORDKEEPING 5

5.1 Instititution and/or Principal Investigator
shall maintain all records, data,
documents and other information related
to the performance of the Study until the
later of:

5.1

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

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

5.1.3 As required by by Applicable
Laws.

5.2 At the end of such required retention 5.2
period, neither Institution nor Principal )

4.1.10

UCHOVAVANIi ZAINAMU

Zdravotnické zafizeni a/nebo hlavni
zkouSejici budou uchovavat veskeré
zédznamy, data, dokumenty nebo dalsi
informace souvisejici s provadénim studie
do doby, kdy nastane pozdéjsi z téchto
situaci:

5.1.1

51.2

513

Na konci takového pozadovaného obdobi
uchovavani zdravotnické zafizeni ani

trendech nebo vzorcich
nezavaznych nebo ocekavanych
nezadoucich ptihod, k nimz dochazi
se specificitou nebo zavaznosti,
kter¢ nejsou v  souladu s
predchozimi zjisténimi zadavatele.

Spolecnost Medpace a/nebo
zadavatel mohou kdykoliv a z
jakéhokoliv  divodu pozastavit
studii ve zdravotnickém zafizeni,
pficemz takové pozastaveni se
nebude povazovat za poruseni této
smlouvy. Zdravotnické zafizeni
a/nebo hlavni zkouSejici mohou
pozastavit studii, pokud maji na
zékladé¢  spravného  lékatského
usudku legitimni  bezprostfedni
obavy o zdravi a bezpecnost
subjekti studie pifi pokracovani
jejich tucasti ve studii. Takové
pozastaveni studie se nebude
povazovat za poruseni této smlouvy
za predpokladu, ze zdravotnické
zafizeni nebo zkouSejici bez
odkladu poskytnou spole¢nosti
Medpace a zadavateli pisemné
prohldseni s vysvétlenim divodu
pozastaveni.

uplynou dva (2) roky po datu
schvéaleni zadosti o registraci
nového léCivého pripravku v
pfipadé hodnocené¢ho pftipravku,
ktery je pfedmétem této studie;

uplynou dva (2) roky po ukonceni ¢i
stazeni zadosti o registraci nového
lé¢ivého  pripravku v  pfipade
takového hodnoceného pfipravku;
nebo

podle pozadavku platnych zakont.
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Investigator shall destroy any such
records until they have obtained
Medpace’s prior written permission to do
so. Medpace will respond promptly to
Institution’s or Principal Investigator’s
requests to dispose of records.

53 Subject to the requirements of the 5.3
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.

6 ACCESS TO RECORDS AND
AUDITS 6

6.1 Medpace and/or Sponsor shall have the 6.1
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
Principal Investigator 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 Principal
Investigator or Institution shall promptly
provide such data. Further, upon request,
Medpace, Sponsor, its representatives,
and/or authorized FDA representatives,
may: (i) examine Study records; (ii)
examine and inspect facilities where
Study activities are being conducted; and
(iii) observe the conduct of the Study.
Institution and Principal Investigator will
ensure the full cooperation of Study
Personnel and IRB members with any
such inspection, audit and/ or monitoring
visits, and will ensure timely access to
Study records. Institution and Principal
Investigator will promptly resolve any
discrepancies that are identified between
the Study data and the Study subject’s
medical records. Principal Investigator
and/or Institution will notify Medpace

hlavni  zkouSejici  jakékoliv  takové
zédznamy nezni¢i, dokud k tomu pfedem
neziskaji pisemné svoleni spolecnosti
Medpace. Na pozadavek zdravotnického
zatizeni nebo hlavniho zkouSejiciho na
likvidaci zdznam@ bude spoleCnost
Medpace reagovat okamzite.

S vyhradou pozadavki oddilu tykajiciho se
duvérnych informaci si zdravotnické
zafizeni mize po skonceni pozadované
doby uchovavani ponechat v drzeni
archivni kopii divérnych informaci, ktera
sestava z veskerych udajt, dokumentl
nebo informaci souvisejicich s plnénim
této smlouvy, a to pouze v rozsahu
nezbytném pro regulacni, pravni C¢i
pojistné ucely.

PRISTUP K ZAZNAMUM A AUDITY

Spolecnost Medpace a/nebo zadavatel
bude mit pravo kontrolovat prab¢h studie,
a to v prostordch zdravotnického zatizeni a
v pfiméfenych terminech po dobu platnosti
této smlouvy. Pfed jakoukoli inspekci
bude hlavni zkouSejici informovan
spoleCnosti Medpace a/nebo zadavatelem
o datu a case inspekce. Predstavitelé
spolecnosti Medpace a/nebo zadavatele
mohou kontrolovat a/nebo pozadovat
kopie udaji odvozenych z této studie a
hlavni  zkouSejici nebo zdravotnické
zatizeni takové udaje okamzité poskytnou.
Spole¢nost Medpace, zadavatel, jejich
zastupci a/nebo opravnéni zastupci FDA
mohou dale na Zzadost: (i) kontrolovat
zaznamy studie, (ii) kontrolovat a provést
inspekci v zafizenich, kde se provadi
studie a (iii) dohlizet na provadénim
studie. Zdravotnické zafizeni a hlavni
zkousejici  zajisti  plnou  soucinnost
personalu studie a ¢leni EK pfi takové
inspekci, auditu a/nebo monitorovacich
navstévach a zajisti vCasny pfistup k
zaznamum ze studie. Zdravotnické
zatizeni a hlavni zkousejici obratem vyftesi
jakékoliv neshody, které budou zjistény
mezi udaji ze studie a 1ékaiskymi zaznamy
subjektu studie. Hlavni zkousSejici a/nebo
zdravotnické zatrizeni budou spolecnost
Medpace a/nebo zadavatele telefonicky a
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and/or Sponsor by telephone and
subsequently in written form, of any
significant changes that occur during the
Study, including, but not limited to,
changes in Study Personnel, including
Principal Investigator, or physical
location.

6.1.1 Within twenty-four (24) hours
after learning of any FDA or other
governmental or regulatory body
inspections relating to the Study,
Principal  Investigator  and/or
Institution 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, Principal Investigator
and/or Institution will timely
provide to Medpace and Sponsor
copies of all materials,
correspondence, statements, forms
and records that Principal
Investigator or Institution receives
or obtains relating to any
inspection.

7 COSTS AND PAYMENT
SCHEDULE

In consideration of the proper performance of the
Study by the Institution and the Principal
Investigator under the terms of this Agreement and
upon approval of Sponsor, payment will be made by
Medpace or its designee as identified in Schedule A
(appended hereto and incorporated herein by
reference) to the Institution payee (“Payee”).
Institution and Principal Investigator will accept
such payment to the Payee as full consideration for
the performance of the Study activities rendered and
costs incurred hereunder. All costs outlined on
Schedule A shall remain firm for the duration of the
Study, unless otherwise agreed to in writing by the
Institution and Medpace. It is understood and agreed
that no reimbursement will be provided by Medpace
or Sponsor for (i) subjects who are randomized into

nasledné 1 pisemné¢ informovat o
jakychkoli vyznamnych zménach, ke
kterym v prabéhu studie dojde, a to mimo
jiné o zménach personalu studie, hlavniho

zkouSejiciho nebo skute¢ného mista
provadeéni studie.

6.1.1 Hlavni zkousejici a/nebo

zdravotnické zafizeni musi do

dvaceti Ctyf (24) hodin od obdrZeni
informace o jakychkoliv inspekcich
FDA nebo jinych statnich ¢i
kontrolnich organti, o nichz se v
souvislosti  se  studii  dozvi,
poskytnout spolecnosti Medpace a
zadavateli  pisemné  oznameni.
Spole¢nost Medpace a zadavatel
maji pravo zucastnit se jakychkoli
takovych inspekci a dostanou
prilezitost poskytnout, posoudit a
pripominkovat jakékoli odpovédi,
které¢ mohou byt nezbytné. Hlavni
zkousejici  a/nebo  zdravotnické
zatizen dale vcas poskytnou
spolecnosti Medpace a zadavateli
kopie vSech materialq,
korespondence, prohlasenti,
formulaift a  zdznamu,  které
zdravotnické zatizeni a/nebo hlavni
zkousSejici obdrzi nebo ziskaji ve
vztahu k inspekci.

7 NAKLADY A ROZVRH PLATEB

Jako odména v souvislosti s fadnym provadénim
studie ze strany zdravotnického zatizeni a hlavniho
zkousejiciho podle podminek této smlouvy a po
schvaleni zadavatelem bude spoleCnosti Medpace
nebo jejim povéfenym zastupcem provedena Uhrada
piijemci platby zdravotnického zafizeni (dale jen
,Hpiijemce platby*) oznaCenému v pfiloze A
(ptipojené k této smlouvé a zaclenéné do ni
odkazem). Zdravotnické zatizeni a hlavni zkousejici
pfijmou takovou platbu piijemci platby jako uplnou
odménu za provadéni Cinnosti studie a k thradé
vzniklych nakladt. Vsechny naklady uvedené v
priloze A ziistanou neménné po celou dobu trvani
studie, pokud se zdravotnické zafizeni a spolecnost
Medpace pisemn¢ nedohodnou jinak. Smluvni strany
jsou si védomy a souhlasi s tim, ze za (i) subjekty,
které¢ byly randomizovany do studie v rozporu s
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the Study in violation of the Protocol, (ii) included
in the Study but who should have been excluded
because they did not meet to the Protocol’s
inclusion criteria and did meet Protocol’s exclusion
criteria, or (iii) 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
require withholding, the party legally responsible
shall be liable for VAT or withholdings.
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.

8 TERM AND TERMINATION

8.1 This Agreement shall commence upon
the date it is published in the Contracts
Registry (as defined in Section 9.2

below)and shall remain in force until the

completion of the Study, unless
terminated earlier as provided for in this
section.

8.2 Medpace may terminate this Agreement,
at any time and without cause, upon
thirty (30) days written notice to
Institution and Principal Investigator.
Medpace may terminate this Agreement
immediately upon written notice to
Institution and Principal Investigator if
Institution or Principal Investigator
materially breaches this Agreement and
fails to cure the breach within thirty (30)
days after receipt of written notice from
Medpace specifying in detail the nature
of the breach. Further, Medpace may
terminate this Agreement immediately
upon written notice to Institution and
Principal Investigator for good cause,
including, without limitation, if: (i) the
Principal Investigator is wunable or
unwilling to continue to serve in his/her
capacity for the Study and Institution’s
efforts to replace the Principal
Investigator have continued without

protokolem, (ii) které byly zatazeny do studie, ale
mély byt vylouceny, protoze nespliuji kritéria
protokolu pro zatazeni a spliuji kritéria pro vylouceni
(ii1) nebo u nich dojde k zavaznym odchylkdm od
protokolu, nebude spoleCnosti Medpace ani
zadavatelem poskytnuta zadnd uhrada. Rozpocet
uvedeny v pfiloze A zahrnuje vSechny platné dane.
DPH se neuplatiiuje, jelikoz Medpace je spolecnost se
sidlem v USA. V pfipad¢, ze béhem platnosti této
smlouvy dojde k jakymkoli zméndm v zakon¢ o DPH
nebo budou vyzadovany srazky podle jinych zakonti,
DPH nebo tyto srazky budou hrazeny stranou, ktera
za to ze zakona nese odpovédnost. Bez ohledu na vyse
uvedené muze spolecnost Medpace vydat pisemny
dodatek podepsany pouze spoleCnosti Medpace za
ucelem zvyseni naklada studie tak, jak je to popsano
v ptiloze A.

8 PLATNOST SMLOUVY A JEJI
UKONCENI

Tato smlouva vstoupi v platnost k datu,
kdy je zvefejnéna v registru smluv (jak je
definovano v oddilu 9.2 nize), a pokud
nedojde k jejimu pfed¢asnému ukonceni
dle tohoto oddilu, bude v platnosti az do
dokonceni studie.

8.1

8.2 Spole¢nost Medpace muze tuto smlouvu
kdykoliv a bez udani divodu ukoncit na
zakladé  tficetidenni  (30) pisemné
vypoveédi zdravotnickému =zafizeni a
hlavnimu  zkousSejicimu. Spole¢nost
Medpace muze tuto smlouvu okamzité

ukonCit na zékladé pisemné vypovédi

zaslané  zdravotnickému  zafizeni a
hlavnimu zkouSejicimu v pfipade, ze
zdravotnické  zafizeni nebo  hlavni

zkousSejici podstatné porusuji tuto smlouvu
a toto poruSeni nenapravi do tficeti (30)
dni po pfijeti pisemného oznameni od
spole¢nosti Medpace, v némz je podrobné
popsana povaha poruSeni. Spole¢nost
Medpace je dale opravnéna okamzité
ukoncCit tuto smlouvu na zaklad¢ pisemné
fadné oduvodnéné vypovédi predané
zdravotnickému zafizeni a hlavniho
zkousejicimu, a to v téchto ptfipadech: (i)
hlavni zkousejici neni schopen ¢i ochoten
i nadale vykonavat svou funkci ve studii a

finding such replacement for more than snaha zdravotnického zafizeni nahradit
thirty (30) days from the date that hlavniho  zkouSejiciho  probihd bez
Clinical Study Agreement | //Version #// H
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or (vi) the Institution or Principal hodnocenym piipravkem nebo  (vi)

Investigator breaches any zdravotnické  zafizeni nebo  hlavni

representations herein. zkouSejici porusi sva prohlaSeni zde
obsazena.

8.3 Institution and Principal Investigator 8.3 Zdravotnické zatizeni a hlavni zkouSejici
may terminate this Agreement if mohou tuto smlouvu okamzité ukoncit v
Medpace or Sponsor materially breaches pfipadé, Ze spolecnost Medpace nebo
this Agreement and Medpace or Sponsor zadavatel podstatné porusuji tuto sm'louvu
fails to cure the breach within thirty (30) a toto poruseni nenapravi do tficeti (30)
days after receipt of written notice from dnit po pfijeti pisemného oznameni od
Institution specifying in detail the nature zdravotnick¢ho  zafizeni, v némz je
of the breach. Further, Institution may podrobné popsana povaha  poruseni.
terminate this Agreement immediately Zdravotnické zafizeni muze dale okamzité
upon written notice to Medpace if: (i) the ukoncit tuto smlouvu na zaklad¢ pisemné
Study has been suspended for more than vypovédi piedané spole¢nosti Medpace, a
thirty (30) days due to an immediate and to v téchto pripadech: (i) studie byla na
continuing health and safety risk to the obdobi  prekraCujici tficet (30) dnd
Study subjects in the good medical pozastavena z dﬁ.V(.)du bezprostfedniho a
judgment of the Principal Investigator pokracujiciho  rizika  pro  zdravi = a
and Institution; (ii) Institution receives bezpecnost subjektil studie na zaklade
notice from the regulatory authority spravného lékafského usudku hlavniho
terminating the Study; or (iii) Principal zkousejiciho a zdravotnického zafizeni;
Investigator is unable or unwilling to (i) zdravotnické zafizeni obdrzi oznameni
continue to serve in his/her capacity for od kontrolniho ufadu o ukonceni studie
the Study and Institution’s efforts to nebo (iii) hlavni zkousejici neni schopen ¢i
replace the Principal Investigator have ochoten i nadéale vykonavat svou funkci ve
continued without finding a replacement studii a snaha zdravotnického zatizeni
for more than thirty (30) days from the nahradit hlavniho zkousejiciho probiha
date that Institution so notified Medpace bez vysledku déle nez tficet (30) dnt od
and Sponsor in writing of such inability data,  kdy  zdravotnick¢  zafizeni
or unwillingness. informovalo  spole¢nost Medpace a

zadavatele o této neschopnosti ¢i neochoté.

8.4 Medpace shall be obligated to pay Payee
solely for those items set forth in the 8.4 Spole¢nost Medpace bude povinna zaplatit

Institution so notified Medpace and
Sponsor of such inability or
unwillingness; (ii) there is a failure to
enroll Study subjects at a rate sufficient
to achieve Study performance goals; (iii)
there are any material unauthorized
deviations from the Protocol or reporting
requirements; (iv) circumstances arise
that in Sponsor’s opinion pose risks to
the health or wellbeing of Study subjects;
(v) regulatory agency actions are taken
relating to the Study or the Study Drug;

Schedule A that have been incurred by
Institution and Principal Investigator
prior to the date of notice of termination.
Institution shall promptly refund to
Medpace or shall cause Payee to
promptly refund all unearned advance

vysledku déle nez tficet (30) dnil od data,
kdy =zdravotnické zatizeni informovalo
spoleCnost Medpace a zadavatele o této
neschopnosti ¢i neochoté; (ii) nedafi se
zatazovat subjekty studie rychlosti nutnou
k dosazeni cili studie; (iii) dochazi k
podstatnym neschvalenym odchylkam od
protokolu ¢i pozadavka vykazovani; (iv)
objevily se skutecnosti, které podle nazoru
zadavatele predstavuji rizika pro zdravi a
pohodu subjektii studie; (v) kontrolni urad
pfijme opatifeni v souvislosti se studii nebo

prijemci plateb pouze ty polozky z ptilohy
A, u nichz vznikly zdravotnickému
zatizeni a hlavnimu zkousejicimu néklady
pted datem vypovedi. Veskeré
nezaslouzené zalohy, které spolecnost
Medpace dle ptilohy A uhradila, budou
zdravotnickym zafizenim ihned vriceny,
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payments made by Medpace under the pfipadné zdravotnické zatizeni zajisti, aby
Schedule A. byly ihned vraceny pfijemcem platby
spole¢nosti Medpace.

8.5 Upon completion or termination of this 8.5 Po uplynuti platnosti nebo ukonceni této
Agreement, Medpace shall be obligated smlouvy bude spolecnost ~Medpace
to pay only those invoices timely povinna uhradit pouze ty faktury, které
submitted by Institution or Principal byly v¢as piedlozeny zdravotnickym
Investigator in accordance with Schedule zatizenim nebo hlavnim zkousejicim v
Al souladu s ptilohou A.

8.6  Upon completion or termination of this 8.6 Po uplynuti platnosti nebo ukonceni této
Agreement, and in accordance with smlouvy a v souladu s pisemnymi pokyny
Sponsor’s written instructions and upon zadavatele a na Zzadost spolecnosti
Medapce’s request, Institution and Medpace jsou zdravotnické zafizeni a
Principal Investigator shall either, (i) hlavni zkouSejici povinni bud’ (i) ve lhité
return within thirty (30) days or (ii) or tficeti (30) dnt vratit zadavateli nebo
destroy or otherwise properly dispose of spolecnosti  Medpace nebo (ii) znicit
all Study supplies, including, but not vSechny materialy ze studie, zejmena
limited to, Study Drugand related hodnoceny  pfipravek —a  souvisejici
devices, equipment, and any biological pristroje, zafizeni a biologické vzorky ¢i
samples or other materials provided by jiné  materidly poskytnuté spolecnosti
Medpace or on behalf of Sponsor for the Medpace nebo jménem zadavatelem k
conduct of the Study, to Sponsor or provadéni studie, nebo s nimi jinak fadné
Medpace. If  Medpace  requests nalozit. V ptipadé, ze spolecnost Medpace
destruction, Institution or Principal bude pozadovat zni¢eni materiald, pak
Investigator, as applicable, shall provide zdravotnické  zafizeni mnebo  pfipadné
Medpace with written certification of hlavni zkouSejici pfedlozi spolecnosti
such destruction or proper disposal. Medpace pisemné potvrzeni o tomto

o ) ] ) zniceni nebo fadném naloZeni s materialy.

8.7 The Principal Investigator, Confidential
Information, Recordkeeping, Access to 8.7 Oddily tykajici se hlavniho zkouSejiciho,
Records and Audits, Costs and Payment davérnych informaci, uchovavani
Schedule, Term and Termination, zaznam{, piistupu k zdznamim a auditim,
Intellectual Property, Publications and nakladi a rozvrhu plateb, platnosti a
Publicity, Liability and Insurance, Anti- ukonceni, dusevniho vlastnictvi,
Bribery/Anti-Corruption and zvefejnéni a propagace, odpovédnosti a
Miscellaneous sections shall survive the pojisténi, ustanoveni proti Gplatkim a
termination or expiration of this korupci a rGzna ustanoveni zlstanou v
Agreement. platnosti i po ukonceni ¢i vyprSeni

platnosti této smlouvy.
9 INTELLECTUAL PROPERTY 7  DUSEVNIVLASTNICTVI

9.1 It is agreed that neither Sponsor, 9.1 Zadavatel, M.edp,ace:’ hla}vni Zkou§§ji?i
Medpace, Principal Investigator, nor neb9'zdravotrvl,lckeozar’lzem se zavazuji, Ze
Institution transfers to any other by S Vy,Jlmkou prlpvadu vy Slqvne stE}ngvc'eny’ch
operation of this Agreement any patent v teto smlo?ve v ramel pr.ovadem t,e tf?
right, copyright, trademark right, or other SmIOUV}” nepr,evedou ]’akakoh patentova’ “
proprietary right of Sponsor, Medpace, aut’orsk’a prava, prava k .oc’h raniym
Principal Investigator, or Institution, zndmkam  ani Jma viastnickd p rava
except as expressly set forth herein, zadavatele, spolecnosti Medpace, hlavniho
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9.1.1 “Invention” means any discovery,
invention, creation, technology,
result, data, material,

improvement, or idea, whether or
not patentable, that is conceived,
developed, made, resulting from
or reduced to practice in the
performance of the Study, or with
the use of the Study Drug or
Confidential Information.

9.2 Institution and Principal Investigator will
notify Sponsor, promptly and in writing,
of any Invention made by Institution,
Principal Investigator, and Study
Personnel. Institution and Principal
Investigator hereby assign, and shall
cause Principal Investigaor and all other
Study Personnel to assign, to Sponsor, all
interest in any such Invention(s),
together with all intellectual property
rights therein, free of any obligation or
consideration beyond that provided for in
this Agreement.

9.3 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. Upon Sponsor’s
request, Principal Investigator and
Institution 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 or its designated
Payee for the time devoted to such
activities and will reimburse Institution,
Principal Investigator or their designated
Payee for associated reasonable and
necessary expenses incurred.

10 PUBLICATIONS AND PUBLICITY

10.1 It is understood that the Sponsor may
coordinate a publication or presentation

10

9.2

9.3

10.1

9.1.1 »Vynalezem* se rozumi jakykoliv

ZVEREJNENi A PROPAGACE

zkousSejiciho nebo zdravotnického zatizeni
na kohokoli jiného.

objev, vynalez, vytvor, technologie,
vysledek, udaje, materialy, zlepSeni
nebo napad, at’ uz patentovatelné ¢i
nikoliv,  které  vznikly, byly
vyvinuty, vytvoieny, jsou
vysledkem nebo byly pievedeny do
praxe pii provadéni studie nebo s
vyuzitim hodnoceného pfipravku
nebo duvérnych informaci.

Zdravotnické zafizeni a hlavni zkousejici
budou =zadavatele okamzit€¢ pisemné
informovat o jakémkoliv  vynalezu
uc¢inéném  zdravotnickym  zafizenim,
hlavnim zkousSejicim a personalem studie.
Zdravotnické zatizeni a hlavni zkouSejici
timto postupuji a zajisti, aby hlavni
zkousejici a vSichni c¢lenové personalu
studie postoupili na zadavatele vSechna
prava k takovému vynalezu (takovym
vynaleztim) spole¢né se vSemi pravy k
duSevnimu vlastnictvi, a to bez zavazku
nebo uplaty nad rdmec této smlouvy.

Zadavatel bude drzitelem veskerych prav,
titultl a narokt 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. Na vyzadani zadavatele
zdravotnické zafizeni a hlavni zkousejici
vyhotovi a zajisti, ze persondl studie
vyhotovi, jakoukoliv zadost, pievod ¢i
nastroj nebo podaji svédectvi, jak bude
zadavatel povazovat za nezbytné, aby
zadavatel mohl ziskat patenty ¢i jinou
ochranu pro svlj narok na vynalez.
Zadavatel zdravotnickému zafizeni nebo
uréenému pfijemci platby piiméfené
vynahradi Cas vénovany témto tkoniim a
nahradi zdravotnickému zafizeni,
hlavnimu  zkouSejicimu nebo jejich
uréenému pfijemci platby souvisejici
pfimétené a nutné naklady.

M4 se za to, ze zadavatel je opravnén
koordinovat zvetfejnéni nebo prezentaci
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10.2

of Study results from all Study sites (a
“Multicenter Publication”). Institution
and Principal Investigator may publish
the Study results generated by Principal
Investigator at Institution after: (a) the
publication of  the Multicenter
Publication; or (b) eighteen (18) months
after completion of the Study at all
participating Study sites (with all
completed CRFs delivered to Sponsor),
whichever occurs first, and in
compliance with the terms of this Section
10.1 and with the Confidential
Information section above. Institution

vysledkt studie ze vSech pracovist studie
(dale jen ,multicentricka publikace®).
Zdravotnické zafizeni a hlavni zkousejici
mohou zveiejnit vysledky studie vytvotfené
hlavnim zkouSejicim ve zdravotnickém
zafizeni po: (a) zvefejnéni multicentrické
publikace nebo (b) osmnact (18) mésicti po
ukonCeni studie ve vSech =zapojenych
pracovistich studie (pfi doruceni vSech
vyplnénych zaznamii hodnoceni subjektu
zadavateli), podle toho, co nastane jako
prvni, pfiCemz zvefejnéni musi byt v
souladu s ustanovenimi tohoto ¢lanku 10.1
a Clanku o divérnych informacich vyse.

and/or Principal Investigator shall Zdravotnické zafizeni a/nebo hlavni
provide Sponsor and Medpace with an zkousSejici  poskytnou zadavateli a
advance copy of any proposed spoleCnosti Medpace predem signalni
publication or oral presentation at least vytisk navrhované publikace ¢i tUstni

sixty (60) days prior to the planned date
of publication submission or oral
presentation and Sponsor shall have sixty
(60) days to review the proposed
publication for the purposes described

prezentace, a to nejmén¢ Sedesat (60) dni
pfed planovanym datem odevzdani
publikace ¢i ustni prezentace, a pro ucely
popsané nize bude mit zadavatel Sedesat
(60) dnii na posouzeni navrhované

below. Upon Medpace’s request in publikace. Na zakladé¢ pisemné zadosti
writing, Institution and Principal spolecnosti Medpace jsou zdravotnické
Investigator shall (a) delete any zafizeni a hlavni zkouSejici povinni: (a)
Confidential Information, (b) make any odstranit jakékoliv divérné informace, (b)
reasonable changes requested by Sponsor provést  jakékoli prfiméfené  zmény
or Medpace, or (c) delay the submission pozadované zadavatelem ¢i spolecnosti
of such proposed publication or oral Medpace nebo (c) odlozit takové

presentation for an additional period, not
to exceed ninety (90) days, in order to
protect Sponsor’s intellectual property
rights including any patentability of
Inventions. Sponsor, at its election, shall
be entitled to receive in any such
publication or oral presentation an
acknowledgement of its sponsorship of
the Study.

No Party shall use another party’s or
Sponsor’s name (or their employees’
names), symbols, or trademarks in any
commercial advertising, sales
promotional material, or press release
(other than a press release announcing
the initiation of the Study at Institution)
without prior written permission of the
other party, except to the extent such
disclosure is reasonably necessary for:
(a) regulatory filings, including filings
with the U.S. Securities and Exchange

10.2

navrhované odevzdani publikace nebo
podani tstni prezentace za icelem ochrany
prav k dusevnimu vlastnictvi zadavatele
vCetné patentovatelnosti vynalez, a to po
dodatecné obdobi v maximalni délce
devadesati (90) dni. Zadavatel je dle své
volby oprdvnén zadat, aby jeho
financovani studie bylo zminéno v
jakychkoli takové publikaci nebo tstni
prezentaci.

Z4dnd ze stran neni opravnéna pouzit
jméno druhé strany nebo zadavatele (nebo
jména zaméstnancli), symboly nebo
obchodni zndmky v obchodni propagaci,
marketingovych materidlech nebo tiskové
zprave (jiné nez tiskové zpravé oznamujici
zahajeni studie ve zdravotnickém zafizeni)
bez predchoziho pisemného souhlasu
druhé strany, vyjma pfipada, kdy je takové
pouziti pfiméfené nutné z nasledujicich
dtvodii: (a) podani ke kontrolnim ufadim
véetné podani ke Komisi pro cenné papiry
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10.3

Commission or the FDA (or any
equivalent oversight body in a country
other than the United States); (b)
prosecuting or defending litigation; or (c)
complying with Applicable Law. The

a burzy ve Spojenych statech nebo FDA
(nebo jinému podobnému utfadu dohledu v
zemi jiné nez Spojené staty); (b) zaloba
nebo obhajoba v soudnim fizeni nebo (c)
dodrzovani platnych pfedpisti. Strany se

Parties agree that in order for Institution zavazaly, Zze s cilem  umoZnit
and Principal Investigator to satisfy their zdravotnickému zafizeni a hlavnimu
reporting obligations, they may identify zkousejicimu dodrzet oznamovaci
Medpace or Sponsor and the amount of povinnosti, mohou uvést spolecnost
aggregate funding received from Medpace nebo zadavatele a castku

Medpace for the Study, but will not
include in such report any information
identifying the name of the Study Drug
or the therapeutic areas of the Study.

Medpace shall submit this Agreement for
publication in the registry of contracts
administered by the Ministry of Interior

kumulativni vySe zdroji =ziskanych od
spolecnosti Medpace na studii, avSak v
takové zpraveé nebudou uvedeny informace
uvadéjici nazev hodnoceného piipravku
nebo terapeutickou oblast studie.

Spolecnost  Medpace predlozi tuto
smlouvu ke zvefejnéni v registru smluv

Affairs, located at the website vedeném ministerstvem vnitra a
https://smlouvy.gov.cz/ (“Contracts umisténém na webovych strankach
Registry”), in  accordance  with https://smlouvy.gov.cz/ (déle jen ,registr
applicable laws and regulations. smluv®), v souladu s piislusnymi zakony a
Schedule A constitutes proprietary ptedpisy. Priloha A predstavuje chranéné

information of Medpace and it will not be
published in the Contracts Registry.
Estimated total possible amount to be
paid under the Agreement is
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

10.3

informace spolec¢nosti Medpace a nebude v
registru smluv zvetejnéna. Predpokladana
celkovd mozné Castka k vyplaceni v ramci
smlouvy je , a to za predpokladu, Ze
bude dosazen cil zatazovani pacientii do
studie. Spolecnost Medpace ponese
odpovédnost za redigovani smlouvy pied
jejim  zvefejnénim v registru smluv.
Zdravotnické zafizeni nesmi zvefejnit
jakékoli nerevidované verze na jakychkoli
webovych strankach nebo jinych médiich
bez pfedchoziho pisemného souhlasu
spolecnosti Medpace. Podepsané strany
této smlouvy se dohodly a souhlasi se
zvefejnénim  svych  osobnich udaju,
zejména jmen a pozic, v registru smluv.

Bez ohledu na vySe uvedené skutecnosti
nebude zadna z casti obsahu této smlouvy
branit v registraci studie na portalu

with - www.clinicaltrials.gov, or any www.clinicaltrials.gov ani v  jiném
equivalent  registry, including all obdobném  registru, véetné  vSech
1nforrpat10n required by.the Unlform informaci  vyzadovanych  jednotnymi
Requlre.rnents' for Manuscripts Submitted pozadavky Mezinarodniho vyboru
to  Biomedical ~Journals —of the séfredaktord Iékarskych cCasopisi na

International Committee of Medical
Journal Editors in effect as of the date of
initiation  of  the Study  (see
WWwWw.icmje.org).

prispévky uréené pro zvefejnéni v
biomedicinskych ¢asopisech platnymi v
den zahajeni studie (viz www.icmje.org).
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1 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 and Principal Investigator will
communicate to Medpace in writing (email is
considered a writing for the purposes of this
section), any changes to (i) the Payee name, address,
tax identification number, corporate address, or
corporate name, and (ii) the Payee’s name or
address. Any such notification shall originate from
an Institution official having the same or greater
authority as the Institution official who signs this
Agreement on behalf of the Institution or in the case
of changes to Principal Investigator Payee
information, the notification shall originate from
Principal Investigator. Notices must be addressed to
the Party’s respective contacts set forth below:

11 OINAMENI

Jakékoli oznameni vyzadované ¢i dovolené dle této
smlouvy musi byt ucinéno pisemné a bude
povazovano za dorucené tii (3) dny po odeslani,
pokud bude zaslano doporu¢enou postou nebo postou
s potvrzenym dorucenim, s pfedplacenym postovnym
nebo postovni doruc¢enkou, nebo (1) den po odeslani,
pokud bude odeslano expresni kuryrni sluzbou c¢i
faxem/elektronickym  pfenosem. Zdravotnické
zatizeni a hlavni zkouSejici budou dale pisemné
(email je pro ucely tohoto oddilu povazovan za
pisemnou formu) informovat spole¢nost Medpace o
jakychkoliv zménach (i) jména, adresy, DIC, sidla &i
obchodniho nazvu ptijemce platby a (ii) jména/nazvu
nebo adresy piijemce. Jakékoliv takové oznameni
bude ucinéno zastupcem zdravotnického zafizeni,
ktery ma stejnou ¢i ve€tsi pravomoc nez predstavitel
zdravotnického =zafizeni, ktery jeho jménem tuto
smlouvu podepisuje jménem zdravotnického zafizeni.
V ptfipad¢ zmén informaci pfijemce platby, kterym je
hlavni zkousSejici, takové ozndmeni poda hlavni
zkous$ejici. Oznameni musi byt adresovana na
piislusné kontakty strany uvedené nize:

IF TO MEDPACE:

Medpace Clinical Research LLC
Attention General Counsel

5375 Medpace Way

Cincinnati, OH 45227

PRO SPOLECNOST MEDPACE:
Medpace Clinical Research LLC
Attention General Counsel

5375 Medpace Way

Cincinnati, OH 45227

IF TO INSTITUTION:
Nemocnice Jihlava
Vrchlického 59

586 33 Jihlava
Czech Republic

PRO ZDRAVOTNICKE ZARIZENi:
Nemocnice Jihlava
Vrchlického 59

586 33 Jihlava

Czech Republic

IF TO PRINCIPAL INVESTIGATOR:
Nemocnice Jihlava
Kardiologické oddéleni
Vrchlického 59

586 33 Jihlava

Czech Republic

PRO HLAVNiHO ZKOUSEJICiHO:
Nemocnice Jihlava
Kardiologické oddéleni
Vrchlického 59

586 33 Jihlava

Ceskd republika

IF TO SPONSOR:

Faraday Pharmaceuticals, Inc.

1616 Eastlake Ave E, Suite 560, Seattle, WA 98102
Attn: General Counsel

Email: [l

PRO ZADAVATELE:

Faraday Pharmaceuticals, Inc.

1616 Eastlake Ave E, Suite 560, Seattle, WA 98102
Attn: General Counsel

Email: [l
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12 ELECTRONIC SIGNATURES

Institution and Principal Investigator consent to
electronic communication and electronic signatures
being equal to signatures inked on paper. Institution
and Principal Investigator acknowledge and agree
that electronic communication is an acceptable
method of communicating information from
Medpace to Institution and Principal 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 Principal Investigator in electronic
form will be provided either: (1) via e-mail by
requesting Institution or Principal Investigator
download a PDF or DOC file containing the
communication; or (2) immediately prior to the log-
in screen for ClinTrak EDC or other Medpace
system. Institution and Principal Investigator can
obtain a paper copy of an electronic communication
by printing it or by requesting that Medpace mail a
paper copy, provided that such request is made
within a reasonable time after Medpace, or from
other vendor companies contracted by Medpace or
Sponsor that are providing electronic materials
specific for the Study to Institution first provided
the electronic communication.

13 LIABILITY AND INSURANCE

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

13.1

ELEKTRONICKE PODPISY

Zdravotnické zatizeni a hlavni zkouSejici souhlasi s
tim, Ze -elektronickda komunikace a elektronické
podpisy maji stejnou platnost jako vlastnoruéni
podpisy na dokumentech v tisténé podobé.
Zdravotnické zatizeni a hlavni zkouSejici berou na
védomi a souhlasi s tim, Ze elektronicka komunikace
je prijatelnym zpasobem, kterym mize spoleénost
Medpace nebo jini smluvni dodavatelé spolecnosti
Medpace nebo  zadavatele, ktefi  poskytuji
elektronické  materialy pro  potfeby  studie
zdravotnickému zafizeni a hlavnimu zkouSejicimu,
sdélovat informace zdravotnickému zafizeni, aniz
by bylo nutné o obsahu sdéleni informovat v ti§téné
podobé. Jakakoli sdéleni a nasledny elektronicky
podpis, ke kterym mezi smluvnimi stranami doslo v
minulosti, dochazi v soucasnosti ¢i dojde v
budoucnosti, budou mit stejnou platnost a ucinnost
jako dokumenty vlastnoru¢né podepsané v tisténé
podobé. Elektronicky podpis mimo jiné zahrnuje
naskenovanou kopii podpisu, podpis strojopisem nebo
pozadavek kliknuti mys$i na ikonu ¢&i tlacitko
»Souhlasim®. Veskera sdéleni poskytnuta spole¢nosti
Medpace zdravotnickému =zafizeni a hlavnimu
zkouSejicimu v elektronické podobé budou
poskytnuta jednim z nasledujicich zptsobi: (1)
prostiednictvim e-mailové zpravy se zadosti
zdravotnickému zatizeni a hlavnimu zkousejicimu o
stahnuti souboru ve formatu PDF ¢i DOC, ktery
sdéleni obsahuje, nebo (2) bezprostiedné pred
pfihlasovaci obrazovkou aplikace ClinTrak EDC nebo
jiného systému spolecnosti Medpace. Zdravotnické
zafizeni a hlavni zkousSejici maji moZnost ziskat
elektronickou komunikaci v ti§téné podobé tim, zZe si
ji sami vytisknou, pfipadné pozadaji spoleCnost
Medpace o jeji zaslani poStou, a to za predpokladu, Ze
k takovému pozadavku dojde v pfimétené dobé po
prvnim odeslani elektronické komunikace spole¢nosti
Medpace nebo jinym dodavatelem spolecnosti
Medpace nebo zadavatelem, ktery poskytuje
elektronické materidly pro studii zdravotnickému
zatizeni.

12

ODPOVEDNOST A POJISTENI

Spole¢nost Medpace a zadavatel nebudou
pravné odpovédni za nédhodné, zvlastni,
nepfimé ani nasledné Skody vzniklé
osobam ¢i na majetku, mezi néz mimo jiné
patfi pravo na uhradu ztracené¢ho casu,
ztraty sluzeb, ztraty vyroby, uslého zisku,
ztracenych obchodnich prilezitosti a ispor

13

13.1
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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.

13.2  Sponsor represents it has taken out third
party liability insurance for the Principal
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.

Institution shall maintain insurance as
required by applicable law, with limits
consistent with statutory minimum
amounts. Institution and Principal
Investigator  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.

13.3

14 DEBARMENT/DISQUALIFICATIO

N/EXCLUSION

Each of Institution and Principal Investigator
represents that neither of them, nor any of Study
Personnel, their management or any other employees
or independent contractors or agents with any
involvement in the Study, have been debarred,
disqualified or excluded by any regulatory authority.

Institution and/or Principal Investigator shall
immediately notify Medpace in writing upon
becoming aware of any such debarment,

disqualification, exclusion or other matter that could
lead to debarment, disqualification or exclusion.
Medpace may, upon its receipt of such notice or

nebo jinych ekonomickych a obchodnich
ztrat ¢i  narokd  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 Skod informovani.

13.2  Zadavatel prohlasuje, Ze pro hlavniho
zkousejiciho, personal studie a sebe sama
uzaviel pojisténi odpovédnosti za Skodu
vzniklou tfeti strané v souvislosti s
provadénim dotéené studie v souladu s
prislusnymi zdkony, pficemz takové
pojisténi bude kryt zejména naklady na
lécbu subjektd studie, ktera souvisi s
jakoukoliv ujmou na zdravi zplUsobenou
subjektim studie v souvislosti s jejich
ucasti ve studii. Zadavatel bude udrzovat
zminéné pojisténi v platnosti po dobu
trvani smlouvy, a je-li to pozadovano
ptislusnymi zakony, pak i v pribéhu
pfislusného obdobi nasledujiciho po
dokonceni studie.

Zdravotnické zafizeni musi udrZovat
pojisténi, jak je pozadovano podle
platnych pravnich ptedpisi, s limity
stanovenymi minimalnimi  zakonnymi
¢astkami. Zdravotnické zafizeni a hlavni
zkouSejici jsou povinni udrZovat toto
pojistné kryti po celou dobu trvani této
smlouvy a jesté dalsi dva roky poté.
Doklad o zminéném pojisténi je tieba na
vyzadani ptedlozit spole¢nosti Medpace.

13.3

14 ZAKAZ CINNOSTI / ZTRATA

ZPUSOBILOSTI / VYLOUCENI

Zdravotnické zafizeni i hlavni zkouSejici samostatné
prohlasuji, ze zadnému z nich, ani zddnému jinému
personalu studie, ¢lenovi vedeni nebo zaméstnanci nebo
nezavislym dodavatelim ¢i zastupcim, ktefi budou

jakkoli zapojeni do studie, nebyla Zadnym kontrolnim

ufadem zakdzéna Cinnost, neztratili zpUsobilost ani
nebyli vylou€eni. Zdravotnické zafizeni a/nebo hlavni
zkousejici bez odkladu pisemné informuji spole¢nost
Medpace, jakmile se dozvi o takovém zakazu Cinnosti,
ztraté zpusobilosti ¢i vylouceni nebo jiné zalezitosti,
ktera by mohla vést k =zakazu cinnosti, ztraté
zpusobilosti nebo vylouceni. Spolecnost Medpace mize
po pfijeti takového oznameni, nebo pokud se jinak dozvi

OFhGTWI.S? l?ecommg aware of any debarment, | o jakémkoli zdkazu ¢innosti, ztrat€é zpusobilosti,
disqualification, exclusion or other matter that could vyloudeni ¢&i jiné zaleZitosti, jejichz disledkem by
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result in such actions, terminate this Agreement in
accordance with the Term and Termination Section.

15 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,
(i1) 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.

16 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 Principal
Investigator without the prior express written
consent of Medpace. Any attempt made by
Institution or Principal Investigator to assign or
delegate this Agreement in violation of this section
shall be of no force or effect. Institution and
Principal Investigator acknowledge that Medpace
shall have the right to assign or delegate this

mohly byt takové ukony, ukoncit tuto smlouvu
v souladu s oddilem platnost smlouvy a jeji ukonceni.

USTANOVENI PROTI UPLATKUM
A KORUPCI

Pii plnéni svych povinnosti podle této smlouvy zadna
strana ani Zzadny ze =zastupcl stran nezaplati,
nenabidne ani neslibi, ze zaplati, ani neschvali
zaplaceni jakékoli penézni Castky, ani neposkytne
nebo neslibi, Zze poskytne, ani neschvali poskytnuti
jakékoli sluzby nebo ¢ehokoli jiného hodnotného, a to
ani pfimo, ani prostfednictvim tfeti strany, zddnému
zastupci nebo zameéstnanci jakéhokoli organu stétni
spravy nebo vykonného organu nebo vefejné
mezinarodni organizace nebo jakéhokoli ufadu c¢i
jejich oddéleni za ticelem uplaceni a nemistného (i)
ovlivilovani jednani nebo rozhodovani takové osoby
v jeji ufedni funkci, véetn¢ rozhodnuti, ze bude
chybné vykondvat své funkce pro takovy vladni uiad
nebo vykonny organ nebo vefejnou mezinarodni
organizaci nebo politickou stranu, (ii) zplsobeni, ze
tato osoba vyuzije svého vlivu ve vladnim ufadu nebo
vykonném organu nebo ve veiejné mezinarodni
organizaci nebo v politické stran¢ k ovlivnéni jejich
jednani nebo rozhodovéani, nebo (iii) zajisténi jakékoli
nepatficné vyhody; avSak =za pfedpokladu, ze
predchazejici prohlaSeni se nebude vztahovat na
jakoukoli usnadnujici nebo urychlovaci platbu pro
ciziho ufednika, politickou stranu nebo funkcionare
strany, jejimz ucelem je wurychlit nebo zajistit
provedeni bézné ufedni Cinnosti cizim ufednikem,
politickou stranou nebo funkcionarem strany.

15

16 POSTOUPENIi A DELEGOVANI

Tato smlouva bude z4dvazna pro smluvni strany této
smlouvy, jejich ndstupce a povolené nabyvatele
a v jejich prospéch. Tato smlouva a vSechna prava,
povinnosti a zavazky z ni vyplyvajici nesmi byt
zdravotnickym zafizenim ani hlavnim zkouSejicim
postoupeny ani delegovany bez ptedchoziho
vyslovného  pisemného  souhlasu  spole¢nosti
Medpace. Jakykoli pokus zdravotnického zafizeni ¢i
hlavniho zkousejiciho postoupit nebo delegovat tuto
smlouvu v rozporu s timto oddilem nebude platny ani
ucinny. Zdravotnické zafizeni a hlavni zkousSejici
berou na védomi, Ze spoleCnost Medpace je
opravnéna postoupit nebo delegovat tuto smlouvu
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Agreement or any portion thereof without the
consent of Institution or Principal Investigator.

17 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 or between Sponsor and any Study
Personnel, including Principal Investigator. Neither
Medpace nor Sponsor shall be responsible for any
employee benefits, pensions, workers’
compensation, or withholding or employment-
related taxes relating to Institution, or any Study
Personnel, including Principal Investigator.

18 CHANGES TO THE PROTOCOL

The Protocol may be amended only at the direction
of Sponsor, subject to subsequent approval of the
IRB and any applicable regulatory authorities. No
financial adjustments shall be made because of such
modifications unless the Parties hereto amend this
Agreement accordingly.

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

19.1

nebo jakoukoli jeji ¢ast bez souhlasu zdravotnického
zatizeni ¢i hlavniho zkousejiciho.

NEZAVISLY SMLUVNi PARTNER

Vztah smluvnich stran je vztahem nezavislych
smluvnich partnerti a nebude vykladan jako jakykoli
zamestnanecky ¢i  zastupitelsky vztah mezi
smluvnimi stranami nebo mezi zadavatelem a
personalem studie vcetn¢ hlavniho zkousSejiciho.
Spolecnost Medpace ani zadavatel neponesou
odpovédnost za jakékoli zaméstnanecké vyhody,
penze, odmény pracovnikim, srazky z platu ¢i
zamestnanecké dan¢ tykajici se zdravotnického

17

zafizeni ¢i personalu studie vcéetné hlavniho
zkousejiciho.
18 IZIMENY PROTOKOLU

Protokol muze byt doplnén pouze 2z nafizeni
zadavatele a zména podléha naslednému schvéaleni
etické komise a jakychkoli ptislusnych kontrolnich
organd. Finan¢ni podminky se z divodu takovych
uprav meénit nebudou, pokud smluvni strany tuto
smlouvu pfislusnym zptisobem nedoplni.

DALSi USTANOVENI

Tato smlouva ptedstavuje uplnou dohodu
smluvnich stran a nahrazuje veskera
predchozi jedndni mezi smluvnimi stranami,
dohody nebo umluvy (ustni ¢i pisemné)
tykajici se pfedmétu této smlouvy. V piipadé
jakychkoli rozporli mezi touto smlouvou a
protokolem  rozhoduji  podminky této
smlouvy. Jestlize nékteré ustanoveni této
smlouvy je nebo se stane (i) nezakonnym
podle jakéhokoli platného zakona ¢i piredpisu,
(i1) neplatnym nebo (iii) jinak
nevymahatelnym, takova  nezakonnost,
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 pisemné¢. Nevymahani
dodrzovani kterékoli z podminek této
smlouvy nepiedstavuje vSeobecné upusténi
od nebo zieknuti se jakychkoli takovych
podminek; tyto naopak vzdy zistavaji plné
platné a uc¢inné.

19
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19.2  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.

19.3  This Agreement, and any amendment, 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 amendment signed
by a Party’s duly authorized representative
shall be legal and binding on all Parties.

20 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 Partie’s duly
authorized representatives hereto have executed this
Agreement effective as of the Effective Date.

19.2  Tato smlouva se bude fidit a vykladat v souladu
s pravnimi predpisy Ceské republiky. V piipadé
rozporu mezi Ceskou a anglickou jazykovou
verzi rozhoduje Ceska verze.

19.3  Tato smlouva a jakykoli jeji dodatek mohou
byt vyhotoveny ve stejnopisech a tyto
stejnopisy spolecné tvoii jedinou smlouvu a
stanou se zavaznymi v okamziku, kdy
kterykoli nebo vice z téchto stejnopisi této
smlouvy, jednotlivé nebo dohromady, budou
opatteny podpisem kazdé ze smluvnich stran.
Faxova nebo elektronickd PDF verze této
smlouvy nebo jakéhokoli jejiho dodatku
podepsand fadn¢ opravnénym zastupcem
smluvnich stran bude legélni a pro vSechny
smluvni strany zadvazna.

20 ZADAVATEL JAKO OBMYSLENA
TRETI STRANA

Smluvni strany uznavaji a souhlasi, ze zadavateli
nalezi prospéch z této smlouvy jakozto obmyslené
tfeti stran¢, a souhlasi, ze zadavatel je opravnén
vymahat tato prava sam piimo nebo nepiimo
prostiednictvim spolecnosti Medpace.

NA DUKAZ CEHOZ strany timto k datu Gginnosti

uzaviely tuto smlouvu prostfednictvim svych fadné
opravnénych zastupcil.

For Medpace, on its own

behalf and as payment agent of
Sponsor / Za spolecnost Medpace
jejim jménem a jakozito platce
zastupujici zadavatele

Institution / Zdravotnické zafizeni

Principal Investigator / Hlavni zkousejici

By (signature) / Podepsal/a (podpis)

Name (print or type) / Jméno
(hUlkovym pismem nebo strojopisem)

Title / Funkce

By (signature) / Podepsal/a (podpis)

MUDr. Lukds Velev
Name (print or type) / Jméno
(hUlkovym pismem nebo strojopisem)

Director / Reditel
Title / Funkce

By (signature) / Podepsal/a (podpis)

Name (print or type) / Jméno
(hUlkovym pismem nebo strojopisem)

Principal Investigator / Hlavni zkousejici
Title / Funkce

Clinical Study Agreement | //Version #//
Faraday Pharmaceuticals, Inc. | FDY-5301-302

dd-MON-yyyy | Page 25 of 34

CONFIDENTIAL



SCHEDULE B

Data Processing Appendix

This Data Processing Appendix (“DPA”) and
attachments hereto are incorporated into and form part
of the Agreement. Capitalized terms used but not
defined herein shall have the meaning given in the
Agreement. This DPA consists of (a) the main body of
the DPA; and (b) the Data Processing Details
Addendum at Attachment 1.

1 Definitions

The following terms have the following
meanings when used in this DPA:

Adequacy Decision means a decision made by
the European Commission in accordance with
Article 45(1) of the GDPR that has deemed a
country or territory outside the FEuropean
Economic Area to provide an adequate level of
protection for personal data.

Data Protection Laws means all laws and
regulations applicable to the processing of
personal data under the Agreement, including
the Czech Act No. 110/2019 Coll. on Personal
Data Processing and Regulation (EU) 2016/679
of the European Parliament and of the Council of
27 April 2016 (the “GDPR”). For the avoidance
of doubt, Data Protection Laws include other
laws and regulations of the European Union, the
European Economic Area (“EEA”) and their
member states relating to data protection.

Data Subject Request means a data subject's
request to exercise that person’s rights under
applicable law in respect of that person’s
personal data, including, without limitation, the
right to access, correct, amend, transfer, obtain a
copy of, object to the processing of, restrict the
processing of or delete such personal data.

Regulator means any regulatory, governmental
or supervisory authority, including, without
limitation, any European supervisory authority,
with authority over all or any part of (a) the
provision or receipt of the Services, (b) the
processing of personal data in connection with
the Services or (c) Institution’s business or
personnel relating to the Services.

PRILOHA B

Priloha o zpracovani udaju

Tato priloha o zpracovani tdajii (Data Processing
Appendix, DPA) a jeji pfilohy jsou do této smlouvy
zaclenény a tvoii jeji nedilnou soucast. Vyrazy psané s
velkym pocatenim pismenem zde pouzité, ale
nedefinované, budou mit stejny vyznam jako ve
smlouve. Tato DPA obsahuje (a) hlavni ¢ast DPA a (b)
dodatek ke zpracovani tidaju jako ptilohu 1.

1 Definice

V této DPA maji
nasledujici vyznam:

nize uvedené¢ vyrazy

Rozhodnutim o odpovidajici ochrané se
rozumi rozhodnuti pfijaté Evropskou komisi v
souladu s ¢lankem 45 odst. 1 obecného natizeni
0 ochrané Udajl, na zékladé né¢hoz zemé nebo
teritorium mimo Evropsky hospodaisky prostor
poskytuje pfimétenou Uroven ochrany osobnich

udaju.
Piedpisy pro ochranu wudaji se rozumi
vSechny zakony a predpisy upravujici

zpracovani osobnich daji podle této smlouvy,
véetn€ Ceského zakona ¢. 110/2019 Sb., o
zpracovani osobnich udajii, a nafizeni (EU)
2016/679 Evropského parlamentu a Rady ze dne
27. dubna 2016 (dale jen GDPR). Ve snaze
vyhnout se pochybnostem ptedpisy pro ochranu
udajt zahrnuji jiné zékony a predpisy upravujici
ochranu udaji vydané v Evropské unii,
Evropském hospodaiském prostoru (EHP) a
jejich ¢lenskych statech.

ZAdosti subjektu idaji se rozumi zadost, jimz
subjekt udaji uplatiiuje sva prava dle platnych
prepisti v souvislosti se svymi osobnimi udaji,
zejména pravo na pristup, opravu, zménu,
pfevod, ziskéani kopie, moznosti namitky proti
zpracovani, omezeni zpracovani nebo vymaz
osobnich udaja.

Regulatorem se rozumi regulacni, statni nebo
dohledovy organ, zejména evropsky organ
dohledu s pravomoci dohlizet nad veskerym (a)
poskytovanim nebo prfijimanim sluzeb, (b)
zpracovanim osobnich udajii v souvislosti se
sluzbami nebo (c¢) podnikdnim zdravotnického
zafizeni nebo personalem ve vztahu ke sluzbam,
nebo nad jejich castmi.
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Services means the services to be provided by Sluzbami se rozumi sluzby, které bude
Institution and Principal Investigator to Sponsor poskytovat zdravotnické zafizeni a hlavni
under the Agreement. zkousejici zadavateli podle této smlouvy.
Subcontractor means a third-party Subdodavatelem se rozumi subdodavatel tfeti
subcontractor engaged by or on behalf of strany zapojeny zdravotnickym zafizenim nebo
Institution that will process personal data as part jménem zdravotnického zafizeni, ktery bude
of the performance of the Services. zpracovavat osobni udaje v ramci provadeéni
The terms “data subject”, “controller”, “personal sluzeb.

data”, “personal data breach”, “processing”, Vyrazy ,subjekt udaju“, ,spravce”, ,,0sobni
“processor” and “supervisory authority” as used udaje, ,,poruSeni zabezpeceni osobnich udaju®,
in this DPA have the meanings given in the »Zpracovani‘, ,.zpracovatel“ a ,,dozorovy uiad“
GDPR. pouzité v této DPA budou mit vyznam popsany

v GDPR.

2 Relationship with the Agreement 2 Vztah ke smlouve
Institution’s obligations under this DPA are in Zévazky zdravotn’ického zafizeqi plynoyci z'této
addition to and not in lieu of its obligations under D,PA Jsou nad ramec a kalvl,V namisto J ehq
other provisions of the Agreement. In the event zavazki - p lyfl,ouCIVC h z dalswh ustanovle n
of a conflict between the terms of the Agreement smlouvy. V pfipade rozporu mezl ustanoven}ml
and the terms of this DPA, the terms most smlourvy a ustan9ven1m1 Fet(,) D.PA se up }atn} ty
protective of personal data shall govern. IZ)(()ldmka’k}{ter%, osc;bmb u(;laj . tchkram l;/ 1ec.
Institution shall have no ownership rights or , drgov otnicke zaflzeni nebu del e osol nm
interests in personal data processed under the udajum  zpracovavanym podie (o sm ouvy
Agreement. zadny.vla’stmclfy vztah ani na nich nebude mit

vlastnicky podil.

3 Processing of Personal Data 3 Zpracovani osobnich ddaji

3.1 ;Fel;ilrgar:éespgfsli)r;l(;\ivlzi%; 2?1((11 alt%lreeep;};is\;;ﬁz 3.1  Strany berou na Véd’om.ioa souhl.gsi s tim, Ze ve
described in Attachment 1 of this DPA, Sponsor vztahu ,k OSObnfl,n udajun? a JeJICh. zpracovant
is the controller and Institution shall be a popsanemu v pfiloze 1 této DPA Je Zad"i‘,va@
processor. The types of personal data, processing spraveem a zdravotn}cke ., atizent
purposes, categories of data subjects processed .zpfacovatelem.l I,)ruhy OS(.)meh. udiuu,’ uielu
and other processing details related to this DPA Jene h _ zpracovani, kategm:lel Sub]?kt.q }Jdaju a
are further specified in Attachment 1 (Data dalsi 1pf0rmace 0 zpracovani souvisejici s touto
Processing Details Addendum), DPA jsou podrobné specifikovany v piiloze 1

(Dodatek ke zpracovani udajit).

3.2 With respect to the Agreement, Instltut’lon shall 32 Ve vztahu ke smlouvé bude zdravotnické
process personal data only on Sponsor’s behalf v ; A
and in accordance with Sponsor’s instructions zaflzent — zp racovdvat - pouze ~osobni udaje
(including those issued through Medpace) unless jmeneri zad.avevltel'e a v osou ladu S p.oky{ly
otherwise required by applicable law, in which zadanl tele. (i t€mi vydanymi Vpros-t’re.d mctvm}
case Institution shall inform Sponsor prior to SPOICC.HOSU M?dlv)ace), nevyzad’u]l-h Blatn?
such processing unless applicable law prohibits pfedp Y f)dhvs’n © .V ta.k overmn - prip a}de
such information on important grounds of public zdravc?tnlcke zatizent informuje zada\v/atelre pr’ed
interest. Sponsor’s instructions shall be set forth ylastmm Zpracovanim, pokud sc}selemo teto
in the Agreement or otherwise documented in 1n'fvor1[nace pvlajm§ predplsy nezakazuji z divodu
writing. vazného veiejného zdjmu. Pokyr.l'y zad'flvatel?

budou uvedeny ve smlouvé nebo jinak pisemné
zdokumentovany.

3.3 Institution shall only process personal data in | 3.3  Zdravotnické zafizeni bude zpracovavat osobni
compliance with Data Protection Laws. udaje vylucné v souladu s pfedpisy pro ochranu
Institution shall immediately inform Sponsor if, udaju. Zdravotnické zafizeni je povinno bez
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in its opinion, an instruction from Sponsor odkladu informovat zadavatele, pokud se
infringes upon Data Protection Laws or if any of domniva, Ze pokyn zadavatele porusuje piedpisy
Institution’s processing reasonably violates such pro ochranu udaji nebo zpracovani ze strany
Data Protection Laws. Institution shall notify zdravotnického  zafizeni nebo piimérené
Sponsor in writing immediately if Institution porusuje  predpisy pro ochranu udaju.
cannot comply with this DPA. Zdravotnické zafizeni bez odkladu pisemné
informuje  zadavatele, pokud zdravotnické
zafizeni nemuze tuto DPA dodrzet.
o 3.4  Zdravotnické zafizeni bude se vSemi osobnimi
3.4 Institution shall treat all personal data as L , . o . .
. udaji nakladat jako s divémymi a vyjma
confidential and, other than as expressly tivadi. kdv to vUslovnd umosiuic smlouva
ermitted by the A t ired by | pripact, 2cy Jo v ;
p y the Agreement or required by law, nebo pozaduji zakon { o ke
o . y, nesmi zdravotnické
Institution shall not disclose personal data to any o ;g o " ,
third ot ithout S , d zafizeni osobni udaje sdélovat tfetim stranam
er q P ? 1(e S . Wi ouS P o’n S%rli 1 andor bez ptedchoziho pisemného souhlasu zadavatele
edpace s {acting on Sponsor s beha ) ‘prior a/nebo spolec¢nosti Medpace (jednajici jménem
written consent. Institution shall ensure that all e
. zadavatele). Zdravotnické zafizeni zajisti, ze
persons authorized to process the personal data N AN .
i h ited  th ) ¢ vSechny osoby opravnéné ke zpracovani
cither — have - commitie cmselves 1o osobnich udajii se bud zavazaly dodrzovat v
confidentiality in respect of the personal data or souvislosti s osobnimi udaji ml¢enlivost nebo
are under an appropriate statutory obligation of podléhaji zékonné povinnosti zachovévat
confidentiality. milcenlivost
4 Data Subject Rights 4 Prava subjektu udaji
Institution shgll, to the extent p ermit.ted by law, V rozsahu plynoucim ze zdkona je zdravotnické
promptly notify Sponsor upon (and in no event zafizeni povinno obratem informovat zadavatele
later than.two business days after) receipt of a o obdrseni Zadosti subjektu udajii nebo jiné
Data Sgb]ect Request or any ot.her request or zadosti nebo stiznosti subjektu udajii souvisejici
(cloinpllamtt.tot;a da;a lslubjetct relatlggtto P ersonzﬁ s osobnimi udaji, nejpozdéji vSak dva pracovni
ata. mstitution shalf not respond to afy suc dny poté. Zdravotnické zafizeni neni opravnéno
Data Subject Request without Sponsor and/or g . o
S . . : o na takovou Zzadost subjektu Udaji  bez
Medpace’s prior written instructions. Institution tedchozich ; och v d 1
hall tlv and without undue del i ptedchozich pisemnych pokynii zadavatele
sha 1 promptly ah@ without undue de ay provide a/nebo  spolecnosti Medpace odpovédet.
suqh cooperation and assistance and take such Zdravotnické zafizeni je povinno obratem a bez
action  as  Sponsor .and/o'r Medpace may dalsiho prodleni poskytnout sou¢innost a pomoc
reasonal?ly request. (including assmta.mce? by a pfijmout takové kroky, jaké mohou zadavatel
appropriate  technical and organizational amebo  spoletnost ~Medpace  primdfens
measures) to allow Sponsor to fulfil its pozadovat (vietn® pomoci s pHsludnymi
obligations to clients or under Data Protection S e SO
. : technickymi a organiza¢nimi opatfenimi), aby
Laws n requct of sugh r.eql.lests or complamts, umoznilo zadavateli naplnit jeho zavazky vici
including, without limitation, meeting any Klientd 1 VR hr
deadlines i db h oblieati ienttim nebo plynouci z piedpist pro ochranu
caciines Imposed by such oblgations. udaji ve vztahu k takovym Zzadostem nebo
stiznostem, zejména dodrzet terminy plynouci z
téchto zavazki.
5 Subcontractors
5.1 Institution may engage Subcontractors in S Subdodavatelé
connection with the provision of the Services | 5.1  Zdravotnické zafizeni mlze v souvislosti s
provided that, prior to permitting a poskytovanim sluzeb zapojit i subdodavatele,
Subcontractor to process the personal data, pficemz dfive, nez umozni subdodavateli
Institution enters into a contract with the zpracovavat osobni udaje, zdravotnické zatizeni
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Subcontractor that imposes on the Subcontractor s nim uzavie smlouvu, ktera subdodavateli
the substantially equivalent obligations as those ukladd v podstaté stejné povinnosti, jaké ma
to which Participating Organisation is subject zapojend organizace dle této DPA. Za jednani a
under this DPA. Institution shall be responsible opomenuti subdodavatelii pfi plnéni povinnosti
for the acts and omissions of its Subcontractors dle této smlouvy ponese odpovédnost
in the performance of obligations under the zdravotnické zafizeni, jako by to byla jednéni a
Agreement as if they were Institution’s own acts opomenuti zdravotnického zatizeni.

OT OMISSIONS. 5.2 U subdodavatelii, které pfed datem ucinnosti

5.2 As to any Subcontractors not identified by zdravotnické zafizeni zadavateli nejmenuje, je
Institution to Sponsor prior to the effective date zdravotnické zafizeni povinno zadavatele
of the Agreement, Institution shall provide prior predem informovat a dat zadavateli moznost
notice to Sponsor of any additional predlozit namitku. V ptipad¢€, ze zadavatel poda
Subcontractors and provide Sponsor an pisemnou namitku zdravotnickému zafizeni v
opportunity to object. If Sponsor objects in souvislosti s vyuzitim nového subdodavatele,
writing to Institution’s proposed use of a new zdravotnické zafizeni uplatni maximalni usili,
Subcontractor, Institution will use reasonable aby se zdrzelo dani souhlasu tomuto novému
efforts to refrain from permitting such proposed subdodavateli zpracovavat osobni udaje, aniz by
Subcontractor to process personal data without to mélo negativni dopad na sluzby nebo
adversely impacting the Services or Sponsor. zadavatele.

6 Security 6 Zabezpeceni
Taking into account the state of the art, the costs Pti zohlednéni nejnovéjSich postupti, naklada
of implementation and the nature, scope, context implementace a povahy, rozsahu, kontextu a
and purposes of processing as well as the risk of uceltt zpracovani, stejn¢ jako rizika razné
varying likelihood and severity for the rights and pravdépodobnosti ¢i zavaznosti pro prava a
freedoms of natural persons, the Institution shall svobody fyzickych osob je zdravotnické zatizeni
implement appropriate technical and povinno zavést vhodna technicka a organizacni
organisational measures to ensure a level of opatieni k zajisténi urovné ochrany osobnich
security for personal data appropriate to the risk, udaji odpovidajici riziku, zejména vhodna
including without limitation, appropriate technicka a organiza¢ni opatfeni k ochrané proti
technical and organizational measures to protect nahodnému, neopravnénému nebo
against the accidental, unauthorized or unlawful nezakonnému zniCeni, ztrat€, zméne, kodovani,
destruction, loss, alteration, encryption of, zvetejnéni nebo pfistupu k osobnim udajtim,
disclosure of or access to personal data které jsou prevadény, uchovavany nebo jinak
transmitted, stored or otherwise processed. zpracovavany. Zdravotnické zafizeni je povinno
Institution shall assist Sponsor in ensuring poskytnout zadavateli souCinnost pii zajisténi
compliance with the obligations set forth in dodrzovani zavazkl uvedenych v ¢lancich 32-36
Articles 32-36 of the GDPR. GDPR.

7 Personal Data Breach 7 Poruseni zabezpeceni osobnich udaju
Institution agrees to notify Sponsor by phone call Zdravotnické zatizeni se zavazuje, ze bude
to +1  206-492-5310 and email to informovat zadavatele na telefonnim cisle +1
dataprotectionofficer@faradaypharma.com no 206-492-5310 a e-mailové adrese
later than 24 hours after becoming aware of a dataprotectionofficer@faradaypharma.com
personal data breach. Such notification shall nejpozdeji 24 hodin poté, co se dozvi o poruseni
include, at a minimum (a) a description of the zabezpeceni osobnich tdaji. Takové oznameni
personal data breach including impact and likely musi zejména obsahovat (a) popis poruseni
consequences thereof, (b) the expected zabezpeCeni osobnich udaji, (b) ocekavanou
resolution time (if it has not already been dobu do vyreSeni zélezitosti (pokud jiz nebyla

dd-MON-yyyy | Page 29 of 34

Clinical Study Agreement | //Version #//
Faraday Pharmaceuticals, Inc. | FDY-5301-302
CONFIDENTIAL



resolved), (c) corrective measures to be taken,
evaluation of alternatives, and next steps, and (d)
the name and phone number of the Institution
representative that Sponsor and/or Medpace may
contact to obtain further information and
updates. Promptly, upon Sponsor and/or
Medpace’s request, Institution shall provide
Sponsor and/or Medpace with all details relating
to the personal data breach as reasonably
requested. Institution shall not provide notice to
data subjects affected by a personal data breach
or Regulators of such personal data breach,
unless Institution is required to provide such
notice under Data Protection Laws applicable to
Institution.

Audits

At Institution’s expense, Institution shall make
available to Sponsor and/or Medpace all
information and records that Sponsor and/or
Medpace or the applicable supervisory authority
or other Regulator requests with respect to its
processing, or compliance with this DPA or Data
Protection Laws, and Institution shall otherwise
contribute to and cooperate with audits,
including inspections, conducted by Sponsor its
supervisory authority, or their designated
auditor. If Sponsor, Sponsor’s supervisory
authority, Medpace, or other Regulator identifies
any instance of noncompliance with this DPA or
Data Protection Laws, then Institution shall
promptly remedy such noncompliance at its
expense.

Transfers Outside of the European Economic
Area

Institution represents and warrants that any
processing that may involve the transfer of
personal data by or on behalf of Institution to
countries outside of the EEA that have not
received an Adequacy Decision, shall be notified
to Sponsor in writing in advance and be subject
to any terms Sponsor and/or Medpace (acting on
behalf of Sponsor) may impose on such transfer
as Sponsor and/or Medpace (acting on behalf of
Sponsor) deems necessary to satisfy the
requirements of Data Protection Laws.

vyfeSena), (c) napravnd opatfeni, ktera budou
pfijata, posouzeni alternativ a dalsi kroky a (d)
jméno a telefonni Cislo zastupce zdravotnického
zafizeni, na kterého se muzZe zadavatel a/nebo
spolecnost Medpace obratit k ziskani dalSich
informaci a aktualizaci. Na Zadost zadavatele
a/nebo spolecnosti Medpace je zdravotnické
zafizeni obratem zadavateli a/spoleCnosti
Medpace povinno sdélit vSechny podrobnosti o
poruseni zabezpeceni osobnich udaji, jak mize
byt pfiméfen¢ pozadovano. Zdravotnické
zafizeni nebude o tomto poruseni zabezpecCeni
osobnich udaji informovat subjekty udaji
postizené poruSenim zabezpeCeni osobnich
udajt ani regulatory, neni-li povinno poskytnout
takové oznameni v souladu se zakony pro
ochranu daji vztahujicimi se na zdravotnické
zatizeni.

Audity

Na své vlastni naklady zdravotnické zafizeni
zptistupni  zadavateli a/nebo  spoleCnosti
Medpace veskeré informace a zaznamy, které si
zadavatel a/mebo spole¢nost Medpace nebo
prislusny organ dozoru ¢i jiny regulator vyzada
v souvislosti s jejich zpracovanim nebo k
dolozeni dodrzovani této DPA ¢i zékont pro
ochranu udajt, ptfi¢emz zdravotnické zatizeni
bude i jinak pfispivat ¢i spolupracovat pii
auditech 1 inspekcich provadénych zadavatelem,
jeho orgénem dohledu nebo povéfenym
auditorem. V pfipad¢, ze zadavatel, dozorovy
orgén zadavatele, spoleCnost Medpace nebo jiny
regulator identifikuje poruseni této DPA nebo
zakoni pro ochranu udajii, je zdravotnické
zafizeni obratem povinno toto poruSeni na
vlastni naklady napravit.

Pfevody mimo Evropsky hospodarsky
prostor

Zdravotnické zatizeni prohlasuje a zarucuje, ze
jakékoliv zpracovani, které miize zahrnovat
prevod osobnich udaji zdravotnickym zafizenim
nebo jeho jménem do zemi mimo EHP, na n¢z
se nevztahuje rozhodnuti o odpovidajici
ochran¢, oznami pfedem pisemn¢ zadavateli a
bude podléhat podminkam  stanovenym
zadavatelem a/nebo spole¢nosti Medpace
(jednajici jménem zadavatele), jaké bude
zadavatel a/nebo spole¢nost Medpace povazovat
za potiebné ke splnéni pozadavkid zakont pro
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10

11

Institution further represents and warrants that,
in relation to any such transfer, it is and shall
remain in compliance with, data transfer
requirements under applicable laws. To the
extent Sponsor determines that Data Protection
Laws impose restrictions on cross-border
transfers of personal data, and a transfer is
approved by Sponsor and/or Medpace (acting on
behalf of Sponsor) or is otherwise contemplated
under the Agreement, Institution shall cooperate
with Sponsor to establish a legal basis for such
transfer pursuant to Data Protection Laws
applicable to the transfer.

Co-operation with Regulators and Conduct of
Claims

Institution shall, to the extent permitted by law,
promptly notify Sponsor upon receipt of any
inquiry or request from a Regulator which relates
to the processing of personal data, the Services,
or either party's obligations under this DPA. If
Sponsor and/or Medpace receives such an
inquiry or request from a Regulator, Institution
shall promptly provide Sponsor and/or Medpace
with such information as Sponsor and/or
Medpace may reasonably request to satisfy such
inquiry or request, and otherwise assist and
cooperate with Sponsor and/or Medpace’s
response to such inquiry or request.

Non-Study Processing

The parties acknowledge and agree that this
DPA does not apply to Institution’s processing
of personal data on its own behalf or on behalf
of other controllers for the purpose of medical
treatment or other purposes unrelated to the
clinical trial, even where such personal data
pertains to Clinical Trial Subjects. Institution
agrees that as between the parties, Institution is
solely responsible for and Sponsor and Medpace
shall have no liability for such non-study
processing.

10

11

ochranu 1udajii. Zdravotnické zafizeni dale
prohlasuje a zarucuje, ze ve vztahu k takovému
prevodu dodrzuje a bude dodrzovat pozadavky
na prevod udajii vyplyvajici z platnych ptedpisti.
V rozsahu, v jakém zadavatel stanovi, ze
predpisy pro ochranu tdajii omezuji preshrani¢ni
prevody osobnich udajt, piicemz pievod bude
zadavatelem a/nebo spoleCnosti Medpace
(jednajici jménem zadavatele) schvalen nebo
bude dle smlouvy zamyslen, je zdravotnické
zafizeni povinno poskytnout zadavateli
soucinnost pii vytvafeni pravniho ramce
takového prevodu v souladu s piedpisy pro
ochranu udajti upravujicimi jejich pievod.

Spoluprace s regulatory a ieSeni naroki

Zdravotnické zafizeni je povinno v rozsahu
stanoveném zékony obratem informovat
zadavatele o pfijeti jakéhokoliv dotazu ¢i zZadosti
ze strany regulatora, které se tykaji zpracovani
osobnich dajt, sluzeb nebo zavazka kterékoliv
strany vyplyvajicich z této DPA. V piipadé, ze
zadavatel a/nebo spolecnost Medpace takovy
dotaz nebo zadost ze strany regulatora obdrzi, je
zdravotnické  zafizeni povinno  obratem
poskytnout zadavateli a/nebo  spolecnosti
Medpace takové informace, které bude zadavatel
a/nebo  spoleCnost Medpace  piimérend
pozadovat k reakci na tento dotaz ¢i zadost, a
poskytnout pomoc a soucinnost zadavateli
a/nebo spole¢nosti Medpace s jejich odpovédi na
tento dotaz Ci zadost.

Zpracovani nesouvisejici se studii

Strany berou na védomi a souhlasi s tim, Ze tato
DPA se nevztahuje na zpracovani osobnich
udaju zdravotnickym zatfizeni vlastnim jménem
nebo jménem jinych spravci pro ucely zdravotni
péce nebo jiné ucely nesouvisejici s klinickym
hodnocenti, a to i v ptipad¢, Ze osobni tidaje patii
subjektiim klinického hodnoceni. Zdravotnické
zafizeni souhlasi s tim, ze ve vztahu ke
smluvnim strandm je za zpracovani nesouvisejici
se studii vyluéné odpoveédné zdravotnické
zafizeni a zadavatel a spoleCnost Medpace
neponesou zadnou odpovédnost.
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12
12.1

12.2

General

Termination. This DPA will terminate when
Institution ceases to process personal data in
connection with the Services, or as otherwise
agreed by the parties. Upon termination,
Institution shall, at Sponsor’s choice, return or
securely delete or destroy all personal data in
Institution’s possession unless Institution is
required to retain such personal data pursuant to
applicable law.

Governing Law. This DPA shall be governed
by the laws of the jurisdiction specified in the
Agreement. Notwithstanding the foregoing and
anything to the contrary in the Agreement, if
Data Protection Laws require application of the
laws of another jurisdiction to this DPA, such
laws shall govern.

12
12.1

12.2

Vseobecna ustanoveni

Ukonceni platnosti Platnost této DPA skonci v
okamziku, kdy zdravotnické zafizeni ukonci
zpracovavani osobnich tdajii v souvislosti se
sluzbami, nebo v jinych pfipadech po dohodé
stran. Po ukonceni platnosti zdravotnické
zafizeni dle uvazeni zadavatele vrati nebo
bezpecné vymaze nebo zni¢i vSechny osobni
udaje v drzeni zdravotnického zafizeni, neni-li
zdravotnické zafizeni povinno uchovat takové
osobni udaje dle platnych pravnich piedpist.

Rozhodné pravo Tato DPA se fidi zdkony zem¢é
uvedené ve smlouveé. Nehledé na vyse uvedené
¢i odlisSnou upravu ve smlouve, vyzaduji-li
platné pfedpisy pro ochranu udaji pro tuto
ptilohu uplatnéni zdkond z jiné jurisdikce,
pouziji se tyto zakony.
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ATTACHMENT 1
Data Processing Details Addendum

PRILOHA 1

Dodatek ke zpracovani udaja

Subject Matter: The Institution’s provision of
Services to the Sponsor and/or Medpace, and the
processing related to the Services and the
performance of the Institution’s obligations under
the Agreement.

Predmét: Poskytovani sluzeb zdravotnického
zafizeni zadavateli a/nebo spole¢nosti Medpace a
zpracovavani souvisejici se sluzbami a plnénim
zavazkl zdravotnického zatizeni podle smlouvy.

Duration of the Processing: The duration of the
data processing under this DPA is until the
termination of the Agreement plus the period from
the expiration of the Agreement until deletion of
all personal data by Institution in accordance with
the terms of the DPA.

Casové obdobi zpracovavani: Casové obdobi
zpracovavani udaju dle této DPA bude trvat do
ukonceni platnosti smlouvy a zahrne i obdobi od
uplynuti platnosti smlouvy do vymazu vSech
osobnich 1udaji zdravotnickym zafizenim v
souladu s DPA.

Nature and Purpose of the Processing: The
purpose of the processing under this DPA is the
provision of the Services to Sponsor and/or
Medpace and the performance of the Institution’s
obligations under the Agreement (including this
DPA) or as otherwise agreed by the parties.

Povaha a tuéel zpracovani: Ulelem zpracovani
podle této DPA je poskytovani sluzeb zadavateli
a/nebo spolecnosti Medpace a plnéni zavazkl
zdravotnického zatizeni podle smlouvy (vcetné
této DPA) nebo ¢innosti vyplyvajici z dohody
stran.

Categories of Data:

Personal data processed differs based on Services to be
provided to Sponsor and/or Medpace, but may
include information provided to Sponsor and/or
Medpace through its service, including date of birth
(where  applicable), demographic information,
emergency contact information, contact information,
financial disclosure/transparency requirements, or other
details regarding the individual’s relationship with the
Institution, the Sponsor or Medpace.

Kategorie udaju:

Osobni udaje ke zpracovani se lisi podle sluzeb
poskytovanych zadavateli a/nebo spolecnosti Medpace.
Mohou vsak zahrnovat informace poskytnuté zadavateli
a/nebo spole¢nosti Medpace prostiednictvim sluzby,
jako je datum narozeni (v relevantnich ptfipadech),
demografické udaje, kontaktni informace pro akutni
pripady, kontaktni informace, pozadavky na zveiejnéni
finan¢nich skuteCnosti / na transparentnost ¢i jiné
informace tykajici se vztahu jednotlivce se
zdravotnickym  zafizenim,  zadavatelem  nebo
spolec¢nosti Medpace.

Categories of Data Subjects:

Individuals who have a relationship with Sponsor
and may include the personal data of Clinical Trial
Subjects, the aforementioned individuals’
representatives and agents, or others.

Kategorie subjektt udaja:

Osoby se vztahem k zadavateli, které mohou
poskytovat osobni data subjektt klinickych
hodnoceni, jejich zastupci a zmocnénci €i jini.

Special Categories of Data:

Special categories of data processed differ based
on Services to be provided to Sponsor and/or
Medpace. Sponsor determines the collection and
processing of personal data, including data
concerning health or other special categories of
data, and may elect Services that include the
collection, processing and storing of special
categories of data as required and permitted by
applicable laws.

Specialni kategorie udaji:

Specialni kategorie zpracovavanych udaji se lisi
podle sluzeb poskytovanych zadavateli a/nebo
spolecnosti Medpace. Zadavatel urci zptsob
shromazd’ovani a zpracovavani osobnich udajt,
véetné udaji o zdravotnim stavu nebo jinych
specidlnich kategoriich udaji, a miize vybrat
sluzby, které zahrnuji sbér, zpracovavani a
uchovavani specialnich kategorii udaju, jak je
pozadovano a dovoleno platnymi piedpisy.
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Processing Operations:

The personal data processed will be subject to the
processing activities (including for clinical trial
management and analysis) described in the Agreement.

Transakce zpracovani:

Zpracovavané osobni udaje budou predmétem cinnosti
zpracovani (véetn¢ fizeni a analyzy klinického
hodnoceni) popsanych ve smlouve.
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