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CIINICALSIUDY AG REEMENT

This clinical study agreement (“Agreement”),
effective as of date of publishing in contract registry
in accordance with Clause 10.8 hereto (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
Clinical Trial Manager, with his
permanent residential address at
and

Fakultni nemocnice Hradec Kralove a clinical
research site with its principal office and place of
business at Sokolovska 581, 500 05 Hradec Kralove,
Czech Republic (“Provider”), represented by prof.
Vladimir Palicka, M.D., CSc, dr.h.c., Director

_ of the I. Internal cardio-

angiology clinic of the Fakultni nemocnice Hradec
Kralove (“Principal Investigator”).

Medpace, Provider, and Principal Investigator are
sometimes collectively referred to herein as parties
(the “Parties”).

WHEREAS, MEDIMMUNE, LLC, having an
address at One Medlmmune Way, Gaithersburg,
Maryland, 20878, USA and EU Legal representative
MedImmune Limited having an address at Milstein
Building, Granta Park, Cambridge, CB21 6GH,
England United Kingdom (“Sponsor”) is sponsoring a
clinical study on the compound MEDI6012 (the
“Study Drug”), in accordance with Protocol No.
D5780C00007 titled “A Randomized, Placebo-
controlled Phase 2b Study to Evaluate the Safety and
Efficacy of MEDI6012 in Acute ST Elevation
Myocardial Infarction”, and Provider possesses
expertise in the conduct and performance of clinical
studies. The performance of the Protocol shall be
referred to herein as the “Study”’; and

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

SMIO UVA O KIINIC KESTUDII

Tato smlouva o klinické studii (dédle jen ,,smlouva®),
ucinnd uvetejnéni smlouvy v registru smluv v souladu s
ustanovenim 10.8 této smlouvy (ddle jen ,,datum
ducinnosti®), se wuzavird mezi spolecnosti Medpace
Clinical Research, LLC, se sidlem a mistem podnikani
na adrese 5375 Medpace Way, Cincinnati, Ohio 45227
(dale jen ,,Medpace®), zastoupenou

manazerem  klinického

hodnoceni s adresou trvalého bydliSté _

Fakultni nemocnici Hradec Kralové, centrem
klinického vyvoje se sidlem a mistem podnikdni na
adrese Sokolskd 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, IC: 00179906, DIC: CZ00179906
(ddle jen ,poskytovatel zdravotnich sluzeb®),
zastoupenou prof. MUDr. Vladimirem Palickou, CSc,
dr. h. c., feditelem; a

I [ interni

kardioangiologickd klinika Fakultni nemocnice Hradec
Krélové (déle jen ,,zkouSejici®).

Spole¢nost Medpace, poskytovatel zdravotnich sluzeb a
zkousejici jsou v nékterych piipadech spolecné
oznacovani jako smluvni strany (déle jen ,,smluvni
strany*).

VZHLEDEM K TOMU, ZE spolecnost
MEDIMMUNE, LLC, se sidlem a mistem podnikani
na adrese One Medlmmune Way, Gaithersburg,
Maryland, 20878, USA a zastupcem pro EU spolecnost
MedImmune Limited se sidlem a mistem podnikani na
adrese Milstein Building, Granta Park, Cambridge,
CB21 6GH, Spojené Kralovstvi (ddle jen ,,zadavatel®)
financuje klinickou studii slouc¢eniny (vloZte hodnoceny
1écivy ptipravek) (ddle jen ,hodnoceny 1éCivy
piipravek®) v souladu s protokolem ¢. D5780C00007, s
niazvem ,Randomizované, placebem kontrolované
klinické hodnoceni fdze 2b, hodnotici bezpecnost a
ucinnost ptipravku MEDI6012 u subjektd s akutnim
infarktem myokardu s elevaci ST useku“ (dile jen
»protokol*) a poskytovatel zdravotnich sluZeb ma
odborné znalosti tykajici se provadéni a vykonu
klinickych studii. Provddéni protokolu bude v této
smlouvé uvadéno jako ,,studie*; a

VZHLEDEM K TOMU, ZE spole¢nost Medpace je
smluvni vyzkumnou organizaci, kterd byla zadavatelem
najata pro fizenf a spravu této studie, mimo jiné vcetné
vyjedndni a uzavieni této smlouvy; a
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WHEREAS, Medpace desires that Provider and
Principal Investigator participate in the conduct of the
Study in accordance with the Protocol and the terms
and conditions of this Agreement, and Provider 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 and the mutual covenants and promises set
forth herein and other good and valuable
consideration, the receipt and adequacy of which are
hereby acknowledged, the Parties agree as follows:

1 SCOPEOFWORK

1.1 Provider and Principal Investigator shall perform the
Study at Provider in strict compliance with the terms
and conditions of this Agreement, any written
instructions from Sponsor and/or Medpace, all
generally accepted standards of Good Clinical
Practice, the Protocol, and with all applicable local
laws and regulations governing the performance of
clinical investigations including but is not limited to
Act n. 378/2007 Coll. on Pharmaceuticals, Act n.
372/2011 Coll. on Health Care Services, Decree n.
226/2008 Coll., the International Conference on
Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use
Good Clinical Practice: Consolidated Guideline and
others commonly known principles of Good Clinical
Practice, any amendments thereto and Directive of
European parliament n 2016/679 (GDPR)
(“Applicable Laws”).. The Study location will not
be changed without Medpace’s prior written
consent.

1.2 Prior to the start of Study, Medpace/Sponsor will
obtain any and all necessary approvals of the
applicable regulatory authorities (SUKL) and central

Ethics Committee.

VZHLEDEM K TOMU, ZE si spole¢nost Medpace
preje, aby se v souladu s protokolem a podminkami této
smlouvy na provddéni studie podileli i poskytovatel
zdravotnich sluzeb a zkouSejici, a poskytovatel
zdravotnich sluzeb a zkouSejici si pfeji podilet se na
provadeéni studie v souladu s protokolem a podminkami

této smlouvy.

PROTO, s ohledem na vySe uvedené skutecnosti,
vzdjemnd ujedndni a piisliby vyjadfené v této smlouvé
a fddnou a hodnotnou odménou, jejiz pfijeti a
pfiméfenost se timto potvrzuje, bylo smluvnimi
stranami ujedndno ndsledujici:

1 ROZSAHPRACI

1.1 Poskytovatel zdravotnich sluZeb a zkousejici budou
provadét studii na pracoviStich poskytovatele
zdravotnich sluZeb v piisném souladu s podminkami
této smlouvy, jakymikoliv pisemnymi pokyny
zadavatele a/nebo spolecnosti Medpace, v§emi obecné
pfijimanymi standardy sprdvné klinické praxe,
protokolem a vSemi platnymi mistnimi zdkony a
predpisy  upravujicimi  provddéni  klinického
hodnoceni, tedy vSemi pfisluSnymi pradvnimi predpisy
Ceské republiky, zejména zékonem &. 378/2007 Sb., o
Ié¢ivech a o zméndch né&kterych souvisejicich zakonl
(zdkon o lécivech) (ddle jen ,Zakon IléCivech®),
zakonem €. 372/2011 Sb., o zdravotnich sluzbach v
platném znéni, véetné¢ provadécich predpisti k témto
zakonum (zejména vyhlaskou ¢. 226/2008 Sb., kterou
se stanovi spravnd klinickd praxe a bliz§i podminky
klinického hodnoceni 1é¢iv), Mezinarodni konferenci
o harmonizaci technickych pozadavkll na registraci
humannich 1é¢ivych pifpravkt Spravnd klinicka
praxe: Konsolidovand smérnice (the International
Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for
Human Use Good Clinical Practice: Consolidated
Guideline) a dal§imi obecné akceptovanymi zdsadami
spravné klinické praxe véetné vSech soucasnych i v
budoucnu vzniklych dodatki a novelizaci a dile
Nafizeni evropského parlamentu a rady ¢. 2016/679
(GDPR) (déle jen ,,platné zdkony*). Misto provadéni
studie nebude ménéno bez pfedchoziho pisemného
souhlasu spole¢nosti Medpace.

1.2 Pfed zahdjenim studie zajisti spolecnost Medpace /
zadavatel od piislusnych regula¢nich organt (SUKL)
a etické komise pro multicentrickd hodnoceni veskera

nezbytnd povoleni.
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1.3 Provider agrees to provide the Principal Investigator | 1.3 Poskytovatel zdravotnich sluZeb se zavazuje, Ze
with free access to the Provider’s applicable subject zkouSejicimu poskytne volny pfistup k piislusné
population to recruit the number of subjects set forth populaci subjekti  hodnoceni  poskytovatele
in the Principal Investigator Responsibilities Section zdravotnich sluZzeb, mezi nimiZ provede nébor
below to participate in the Study, and will facilitate stanoveného poctu subjekti hodnoceni, které se
the proper performance of the Study. zucCastni studie a jejichZz pocet je uveden v niZe

uvedeném oddilu Povinnosti zkou$ejictho, a umoZni
f4ddné provedeni studie.

1.4 Spopspr or 1ts q§s1gnee will provide Prov1de¥ with 1.4 Zadavatel nebo jim urcend osoba dodd poskytovateli
sufficient quantities of Study Drug for use in the dravotnich sluzeb bezplatné hodnoceny  16&ivy
Study at no cost to Provider. Provider and Principal 2 K sstvi d p tatecné Y » Y
Investigator agree that the Study Drug and all pripfave< v mnozstvl dostatechem pro pouzid ve

. . studii. Poskytovatel zdravotnich sluzeb, zkouSejici
equipment provided by the Sponsor may only be hlasi s tim. e hodnoceny 1&&ive pifpravek a
used for the purposes of the Study, and shall only be SOlvlk < wb - Kynuté y d tylp prave byt
used in accordance with the Protocol and any written VESKELe vyDaverl p0§vyl - te dza agl a de em sm by
instructions of the Sponsor. pouzivino pouze pro ticely studie a bude vyuZivino v

souladu s protokolem a jakymikoliv pisemnymi
pokyny zadavatele.

1.5 Provider and Principal Investigator represent that | 1.5 Poskytovatel —zdravotnich sluzeb a zkouSejici
neither Principal Investigator nor Provider are a prohlasuji, Ze ani zkouSejici, ani poskytovatel
citizen or resident of the United States, or a zdravotnich sluZeb nejsou obcany ani rezidenty
corporation or partnership that is and has been Spojenych statd americkych, ani korporaci nebo
treated as a U.S. corporation or U.S. partnership, and partnerskym subjektem, které jsou a byly povazovany
that all payments Provider received under this za americkou korporaci nebo partnersky subjekt, a Ze
Agreement will be for services rendered outside the vSechny platby, které poskytovatel zdravotnich sluZeb
United States. obdrzi na zdkladé této smlouvy, budou za sluzby

poskytované mimo Spojené staty americké.

1.6 Provider and Principal Investigator agree that | 1.6 Poskytovatel zdravotnich sluZeb a zkousejici berou na
Sponsor is the owner of the Study Drug and any védomi, Ze hodnoceny 1éCivy piipravek a placebo
placebo and/or comparator drug provided for the a/nebo srovndvaci 16¢ivy pifpravek poskytované ve
Study. Sponsor/Medpace or their designee will studii jsou majetkem zadavatele. Zadavatel/spole¢nost
provide the Study Drug at no cost to Provider and Medpace nebo jimi povéfené osoby poskytnou
Principal Investigator. Study Drug must remain with hodnoceny 1é¢ivy piipravek poskytovateli zdravotnich
the custody and control of Principal Investigator at sluZzeb a zkouSejicimu zdarma. Po celou dobu trvani
all times during the Study. Study Drug may only be studie musi hodnoceny 16¢ivy piipravek zlstat v
used by Principal Investigator as described in the tschové a pod dohledem zkouSejicitho. ZkouSejici smi
Protocol. hodnoceny 1éCivy piipravek pouZivat vyluéné v

souladu s protokolem.

1.7 Provider and Principal Investigator acknowledge | 1.7 Poskytovatel zdravotnich sluZeb a zkouSejici berou na
that the Study 1s part of a multi-center Study and that védomi, Ze studie je soucasti multicentrické studie a
when the enrollment goal for the multi-center Study Ze jakmile bude naplnén cilovy pocet zafazenych
as a whole is reached, enrollment will be closed at subjekt hodnoceni stanoveny pro multicentrickou
all sites, including at the Provider, regard]ess of studii, bude dal$i nabor ve vSech centrech vcetné
whether the Provider or any other site has reached pOSkytOV&tClC zdravotnich sluzeb ukoncéen bez ohledu
its individual enrollment goal. na to, zda poskytovatel zdravotnich sluZeb nebo jiné

centrum naplnilo individudlni cilovy pocet zafazenych
subjekti hodnoceni.

1.8 Provider on behalf of itself and Principal | 1.8 Poskytovatel zdravotnich sluZzeb jménem svym a
Investigator warrants and represents that they shall zkousejictho zaruCuje a prohlaSuje, Ze nevyuZije
not use the services of any person who is debarred, sluZeb Zadné osoby, které by byla zakdzdna Cinnost,
proposed for debarment or otherwise under byl pro ni navrZen zdkaz ¢innosti nebo je jeji vykon
restrictions,  disqualified or suspended from pti provadeéni klinické studie omezen, vyloucen nebo
performing a clinical study by the FDA or any other pozastaven ze strany FDA (Utadu pro kontrolu
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ethics
to as

regulatory authority and/or independent
committee (hereinafter jointly referred
“Regulatory Authorities”).

1.9 Provider and the Principal Investigator must have, at
all times during the course of the Study, the
appropriate licenses, approvals and certifications
necessary to safely, adequately and lawfully perform
the Study in accordance with Good Clinical Practice,
Regulatory  Authority requirements and all
applicable laws, and have no notice of any
investigations that would jeopardize such licenses,

approvals or certifications.

1.10 Provider warrants and represents that if during the
term of the Agreement or within two (2) years of the
termination of the Agreement, Principal Investigator
is or becomes a member of a committee that sets
formularies or develops clinical guidelines, Provider
shall, or ensures that Principal Investigator shall,
disclose to such committee the existence and nature
of this Agreement and will follow the procedures set
forth by the committee. Principal Investigator shall
fully comply with all applicable disclosure
obligations relating to Principal Investigator’s
relationship with Sponsor that may be externally
imposed on Principal Investigator based on the
requirements of any Provider, medical committee or
other medical or scientific organization with which
Principal Investigator is affiliated.

1.11 None of the Provider, the Principal Investigator, or
any Study Personnel (as defined below) has (a) any
conflicting obligations, financial interest or other
interest in the outcome of the Study, or (b) entered
into any contract that might interfere with the
performance of the Study or that might impair the
acceptance of the resulting data by the Regulatory
Authority, or create a conflict of interest.

1.12 None of the Provider, the Principal Investigator or
Study Personnel is restricted or prohibited by any
ethics or other law or regulation from entering into
or otherwise receiving any benefit under this
Agreement because of his or her role as a
government employee or service provider.

1.13 Provider =~ and the  Principal Investigator
acknowledge that they have been selected to conduct
the Study because of their experience, expertise and
resources and not, in any way, as an inducement to,
or in return for, past, present or future prescribing,
purchasing, recommending, using, obtaining
preferential formulary status for or dispensing any
Sponsor product.

potravin a 1é¢iv) nebo jiného kontrolniho tfadu
a/nebo nezavislé etické komise (ddle spolecné jen
,.kontrolni arady*).

1.9 Poskytovatel zdravotnich sluZzeb a zkousejici jsou po
celou dobu trvani studie povinni vlastnit pfislusné
licence, povoleni a osvéd€eni potiebné k bezpe¢nému,
pfiméfenému a zdkonnému provadéni studie v
souladu se sprdvnou klinickou praxi, poZadavky
kontrolniho tfadu a v§emi platnymi ptfedpisy, a nesmi
si byt védomi Zadného vySetfovani, které by tyto
licence, povoleni nebo osvéd¢eni mohlo negativné
ovlivnit.

1.10Poskytovatel ~ zdravotnich  sluzeb zaruCuje a
prohlaSuje, Ze pokud béhem trvani platnosti smlouvy
nebo dvou (2) let po jejim ukonceni zkousejici je nebo
se stane Clenem vyboru, ktery stanovi pravidla nebo
vyviji klinickd doporuceni, poskytovatel zdravotnich
sluZeb tomuto vyboru sdéli existenci a povahu této
smlouvy a dodrZi postupy stanovené vyborem, nebo
zajist, aby tak ucinil zkousSejici. ZkousSejici se
zavazuje v celém rozsahu splnit vSechny piislusné
oznamovaci povinnosti v souvislosti se vztahem
zkousejictho se zadavatelem, které se mohou na
zkouSejictho vztahovat dle poZadavkl jakéhokoliv
poskytovatele zdravotnich sluZeb, 1ékatského vyboru
nebo jiné zdravotni nebo védecké organizace, do
nichz je zkousejici zapojen.

1.11 Poskytovatel zdravotnich sluzeb, zkouSejici ani
pracovnici studie (definovani niZe) (a) nemaji Zadné
neslucitelné zdvazky, finan¢ni z4jmy nebo jiné zajmy
na vysledku studie, ani (b) neuzavieli Zadnou
smlouvu, kterd by mohla naruSit provadéni studie
nebo poskodit pfijeti vyslednych tdaji kontrolni
uradem, ¢i dat vzniknout stietu zajmul.

1.12 Poskytovateli zdravotnich sluzeb, zkouSejicimu ani
pracovnikiim studie neni omezeno nebo zakdzdno v
souladu s etickym kodexem nebo jinymi zdkony C¢i
pfedpisy uzaviit tuto smlouvu nebo mit z této
smlouvy prospéch, a sice v dasledku jejich pasobeni
na pozici stitntho zaméstnance nebo poskytovatele
sluZeb statu.

1.13 Poskytovatel zdravotnich sluzeb a zkouSejici berou
na védomi, Ze byli k provddéni studie vybrani na
zakladé zkuSenosti, odbornosti a zdroju, a nikoliv za
ucelem vytvoreni pobidky nebo vyménou za minulé,
soucasné ¢i budouci ptfedepsdni, ndkup, doporuceni,
pouziti, ud€leni preferencniho statutu nebo vydej
jakéhokoliv piipravku zadavatele.
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1.14Provider and the Principal Investigator will not take
any action that will cause any of Sponsor group
company and/or Medpace to be in breach of any
applicable laws for the prevention of fraud,
corruption, racketeering, money laundering or
terrorism.

1.15 Provider and the Principal Investigator shall not
directly or indirectly pay or promise to pay, or
authorize the payment of any money, or give,
promise to give or authorize the giving of anything
of value to any person or entity, including any
government official, healthcare professional or
person affiliated with a healthcare organization, to
obtain or retain business or secure improper
advantage for any Sponsor group company. Provider
and Principal Investigator also agree that they shall
not directly or indirectly receive or solicit any
money or anything of value from any person or
entity in order for any of us to secure an improper
advantage to such person or entity in connection
with any business dealing.

1.16 Provider and Principal Investigator agree to assist
Sponsor and/or Medpace with any required
regulatory submissions, if needed. Provider and and
Principal  Investigator will be reasonably
compensated for its time with any such assistance.

1.17 Provider and Principal Investigator shall permit
Medpace to perform any and all of Sponsor’s
obligations as a sponsor, as delegated to Medpace,
and to exercise any and all rights of Sponsor, as
delegated to Medpace.

1.18 Equipment required for the Study may be provided
to Provider and Principal Investigator if approved by
Sponsor/Medpace. Provider = and  Principal
Investigator must return any provided equipment to
Medpace at the end of the Study. Such equipment
may only be accessed and used by the Provider and
Principal Investigator, Principal Investigator and/or
Study Personnel to the extent required for the
conduct of the Study and only for the purposes
described in the Protocol. If Provider and Principal
Investigator do not return the equipment, the fair
market value of the equipment will be deducted
from the final payment.

1.19 Study Drug and any comparator, if applicable, will
be shipped to Provider’s pharmacy, always properly
labeled in compliance with paragraph 19 section 1
letter e) Decree n. 226/2008 Coll. on GCP, and any
amendments thereto.

1.14Poskytovatel zdravotnich sluZeb a zkousSejici neucini
nic, co by pro kteroukoliv spole¢nost ve skuping
zadavatele a/nebo spolecnost Medpace znamenalo
poruseni platnych ptedpisii upravujicich zabranéni
vzniku podvodu, korupci, vydirdni, prani Spinavych
penéz nebo terorismu.

1.15 Poskytovatel zdravotnich sluZzeb a zkouSejici piimo
ani nepiimo nezaplati, nepfislibi zaplatit ¢i schvalit
platbu financ¢nich prostiedkii nebo neposkytnou,
nepfislibi  poskytnout ¢i neschvéli poskytnuti
¢ehokoliv hodnotného fyzické nebo pravnické osobg,
véetné statniho ufednika, zdravotnického odbornika
nebo osoby pracujici pro zdravotni organizaci,
vyménou za ziskdni nebo udrZeni obchodni
spoluprdce nebo =zajisténi nepatiicné vyhody pro
kteroukoliv  spolecnost ze skupiny zadavatele.
Poskytovatel zdravotnich sluZeb a zkouSejici se
rovnéZ zavazuji, Ze piimo ani nepiimo nepfijmou &i
nebudou poZadovat finan¢ni prostfedky nebo cokoliv
hodnotného od fyzické ¢i pravnické osoby, aby této
fyzické nebo pravnické osobé v souvislosti s
jakoukoliv ~ podnikatelskou  aktivitou  zajistili
nepatfi¢nou vyhodu.

1.16 Poskytovatel zdravotnich sluZeb a zkouSejici se v
ptipad¢ potieby zavazuji poskytnout zadavateli a/nebo
spole¢nosti Medpace soucinnost pfi poddvani zZadosti
ke kontrolnim tfadim. Poskytovatel zdravotnich
sluzeb a zkousSejici budou za Cas vénovany takové
soucinnosti pfiméfen¢ odmeénéni.

1.17 Poskytovatel zdravotnich sluZeb a zkousejici umozni
spolecnosti Medpace za zadavatele vykondvat veskeré
jeho povinnosti, které byly na spole¢nost Medpace
delegovény, a uplatiiovat vSechna prdva zadavatele,
jak byla na spole¢nost Medpace delegovana.

1.18 Zafizeni potiebné pro ucely studie, miZe byt
poskytnuto poskytovateli zdravotnich sluZzeb na
zaklad¢é schvéleni zadavatele/spolecnosti Medpace.
Poskytovatel zdravotnich sluzeb a zkousSejici musi na
konci studie poskytnuté zafizeni vratit spoleCnosti
Medpace. Toto zafizeni miZe byt pfistupné a
pouzivano pouze poskytovatelem zdravotnich sluZeb,
zkouSejicim a/nebo pracovniky studie v rozsahu
potiebném pro provadéni studie a jen pro ucely
popsané v protokolu. Pokud poskytovatel zdravotnich
sluZeb a zkouSejici zafizeni nevrati, bude ze zivérecné
platby odectena pifimétend trzni hodnota zafizeni.

1.19Hodnoceny 1é¢ivy piipravek a kompardtor bude
doddvdan do nemocni¢ni lékdrny, vzdy v fadné
zabalenych obalech urcenych pro hodnoceny léCivy
pfipravek a oznaCeny v souladu s ustanovenim
paragrafu 19 odst 1 pism e) vyhlasky ¢.226/2008 Sb.,
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1.20 Shipment of the Study Drug shall be scheduled
thought a third vendor to provide it to Pharmacy
during the business days from 7.00 a.m. to 2.00 p.m.

1.21The Study is expected to be conducted
approximately between _ an

2 PRINCIPALINVESIIG ATO RRESPO NSIBITIES

2.1 Provider hereby accepts Principal Investigator to act
as the Principal Investigator of the Study at
Provider. Investigator will be responsible for the
direction of the Study in accordance with applicable
laws and Provider’s policies, which Provider
warrants and represents are not inconsistent with
the terms of this Agreement and the Protocol. If, for
any reason, he/she is unable to continue to serve as
investigator and a successor acceptable to Provider,
Medpace, and Sponsor is not available, this
Agreement shall be terminated as provided in the
Term and Termination section.  Principal
Investigator shall continue to be bound by all
obligations and conditions of this Agreement until a
new investigator is approved by Sponsor and any
applicable regulatory or ethics committee approvals
of the new investigator have been obtained.

2.2 Principal Investigator confirms that he/she is fully
qualified to conduct the Study and to serve in the

capacity of principal investigator.

2.3 Principal Investigator and all cooperating persons or
entities who perform any portion of the Study
(“Study Personnel”) shall be qualified physicians
and medical personnel who have not been debarred
from working on clinical studies and who are
employees or subcontractors of Provider and
Provider shall be responsible for their compliance
with the terms of this Agreement. Provider shall
notify Medpace in writing if it becomes aware of
any Study Personnel member has been debarred or
proceedings have been initiated with respect to
debarment. Provider and Principal Investigator
certify that all Study Personnel are adequately
trained, and compliance, monitoring, and
escalation processes are in place at Provider.

o spravné klinické praxi.

1.20Dodédvky hodnoceného 1é¢ivého piipravku se budou
uskutecniovat prostfednictvim tfeti strany, kterd doda
1é¢ivy ptipravek do nemocnicni 1ékdrny v Po-Pa od
7.00 h do 14.00 h.

1.210¢ek4va se, Ze studie bude probihat ptiblizné od

I - I

2 PO VINNOSIZKD USEJIC HO

2.1 Poskytovatel zdravotnich sluZeb timto souhlasi, Ze
zkousSejici je oprdvnén vykondvat funkci zkousejictho
pro studii provadénou u poskytovatele zdravotnich
sluzeb. ZkouSejici ponese odpovédnost za fizeni
studie v souladu s platnymi zdkony a pfisluSnymi
predpisy poskytovatele zdravotnich sluzeb, u nichz
poskytovatel  zdravotnich  sluzeb zaruCuje a
prohlasuje, Ze tyto nejsou v rozporu s podminkami
této smlouvy a s protokolem. Pokud zkousejici
z jakéhokoliv davodu jiz ddle nebude schopen
vykonévat funkci zkouSejictho a nebude k dispozici
ndstupce piijatelny pro poskytovatele zdravotnich
sluzeb, spolecnost Medpace a zadavatele, bude tato
smlouva ukoncena, jak je uvedeno v oddilu Platnost
smlouvy a Ukonceni. Zkousejici bude nadéle vdzin
veskerymi povinnostmi a podminkami této smlouvy,
dokud zadavatel neschvéli nového zkousejictho a
nedojde k zajisténi veSkerych souhlasi regulacnich
orgéani ¢i etickych komisi s novym zkousejicim.

2.2 ZkouSejici potvrzuje, Ze je pln¢ kvalifikovan k

provadéni studie a vykonu funkce zkousejiciho.

2.3 ZkousSejici a spolupracujici osoby ¢i subjekty
provadéjici kteroukoli z Casti studie (dale jen
,persondl studie”) budou kvalifikovani 1€kafi a
zdravotnicky persondl, kterym nikdy nebyla zakdzana
prace na klinickych studiich, pficemZ se jednd o
zaméstnance nebo subdodavatele poskytovatele
zdravotnich sluZeb, a poskytovatel zdravotnich sluzeb
ponese odpovédnost za dodrzovani podminek této
smlouvy témito subjekty. Pokud poskytovatel
zdravotnich sluzeb dospéje ke zjisténi, Ze kterémukoli
z pracovnikd studie byla tato cCinnost zakdzdna,
pfipadné bylo v souvislosti se zdkazem zahdjeno
fizeni, bude poskytovatel zdravotnich sluZeb pisemné
informovat  spolecnost Medpace. Poskytovatel
zdravotnich sluZeb a zkousSejici potvrzuji, Ze vSichni
pracovnici studie maji vhodnou kvalifikaci, a Ze v
organizaci poskytovatele zdravotnich sluZeb jsou
zavedeny procesy k dodrZovéani pfedpisti, monitoringu
a eskalaci.
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2.4

2.5

2.6

2.7

3

Principal Investigator shall enroll in the Study
approximately 8 (eight) to 10 (ten) evaluable
subjects who meet the inclusion criteria of the
Protocol during the enrollment period of
approximately June 2018 to February 2021The
actual enrollment period may be extended or
shortened upon written notice by Medpace or
Sponsor. As enrollment will be competitive across
all sites participating in the Study, Medpace reserves
the right to instruct the Principal Investigator to
enroll fewer or more subjects than the number
agreed at the time of the signature of this
Agreement.

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

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

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

CONHDENTALINFORMATION

3.1 Confidential Information” means (i) the terms of

this Agreement; and (ii) any business, employee,
patient or customer information or data in any form
which is disclosed or otherwise comes into
possession of a Party, directly or indirectly, as a
result of this Agreement and which is of a
confidential or proprietary nature (including,
without limitation, the Study Documentation, any
information relating to business affairs, operations,
products, processes, methodologies, formulae,
plans, intentions,  projections,  know-how,
Intellectual  Property, trade secrets, market
opportunities, suppliers, customers, marketing
activities, sales, software, computer and

2.4

2.5

2.6

2.7

3

3.1

ZkouSejici zafadi do studie pfiblizn¢ 8 (osm) aZz 10
(deset) subjektd hodnoceni, které v priabéhu obdobi
pro zafazovani, tj. pfiblizn€ od ¢ervna 2018 do tinora
2021, spliuji kritéria protokolu pro zafazeni. Samotné
obdobi pro =zafazovani miiZe byt na zdkladé
pisemného ozndmeni spolecnosti Medpace i
zadavatele prodlouZeno ¢i zkriceno. JelikoZ bude
zafazovadni probihat kompetitivni formou napii¢
vSemi centry, kterd se studie uc€astni, vyhrazuje si
spole¢nost Medpace prdvo dat zkouSejicimu pokyn,
aby zaradil niZz8i ¢i vyS$si pocet subjekti hodnocent,
neZ bylo ujednéno v okamZiku podpisu této smlouvy.

Pred provedenim jakychkoli tkonl souvisejicich se
studii ziska zkouSejici od kaZdého ze subjekti
hodnoceni potiebny informovany souhlas v pisemné
podobé. Zkousejici bude pfi ziskdvani informovaného
souhlasu jednotlivych subjektti hodnoceni dodrZovat
veskeré platné etické zdsady a sprdvnou klinickou
praxi.

ZkousSejici na vyzadani poskytne spole¢nosti Medpace
jakékoliv poZadované aktualizace a/nebo informace
tykajici se studie, a to pro ucely poddni k piislusné
etické komisi pro multicentrickd hodnoceni a
regulacnim orgdniim ze strany spolec¢nosti Medpace.
Spolecnost Medpace ponese odpovédnost za jakdkoli
jednani pfislusnou centrdlni etickou komisi a
regulaénimi orgdny a predkladani zprav a informaci
této komisi a regulacnim orgdntim.

ZkousSejici bude informovat spolecnost Medpace o
nezddoucich pithoddch a zdvaZnych nezadoucich
ptihodach v Casovych lhitach a v souladu s postupem
stanovenym v protokolu a/nebo v jinych pisemnych
pokynech spolecnosti Medpace a/nebo zadavatele.

DUVERNEINFORMACE

»Duvérnymi informacemi* se rozumi (i) podminky
této smlouvy a (ii) veSkeré informace o obchodu,
zaméstnancich, pacientech nebo zdkaznicich nebo
udaje v jakékoliv podobg, které budou sdéleny nebo
jinak se dostanou do drZen{ strany, at’ uZ pfimo nebo
nepiimo, v disledku této smlouvy a které jsou
divérné nebo  chranéné povahy (zejména
dokumentace ke studii, informace o obchodnich
zaleZitostech, provozu, piipravcich, procesech,
metodikdch, recepturdch, pldnech, zdmcérech,
projekcich, know-how, duSevnim vlastnictvi,
obchodnich tajemstvich, trZznich piileZitostech,
dodavatelich, zédkaznicich, marketingovych
¢innostech, prodejich, software, pocitacovych a
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3.2

telecommunications systems, costs and prices,
wage rates, records, finances and personnel).

Provider and Principal Investigator agree not to use
Confidential Information for any purposes other
than to conduct the Study. Provider and Principal
Investigator agree not to disclose Confidential
Information to third parties except as necessary to
conduct the Study and under an agreement by the
third party to be bound by the obligations of this
section. Provider and Principal Investigator shall

3.2

telekomunikacnich systémech, ndkladech a cenéch,
vy$i mezd, zdznamech, financich a persondlu).

Poskytovatel zdravotnich sluzeb a zkouSejici se
zavazuji, Ze nebudou divérné informace pouzivat
pro jakékoliv jiné ucely nez k provedeni studie.
Poskytovatel zdravotnich sluzeb a zkouSejici se
zavazuji, ze daveérné informace nesdeli zadné treti
strané¢ vyjma piipadd, kdy je to nezbytné pro
provedeni studie, a to na zdkladé¢ dohody s tfeti
stranou, Ze bude vdzdna povinnostmi v tomto oddilu.

safeguard Confidential Information with the same Poskytovatel zdravotnich sluZzeb a zkouSejici
standard of care that is used with Provider’s zabezpeci divérné informace se stejnym standardem
Confidential Information, but in no event less than péce jako v piipad¢ davérnych informaci

reasonable care. Confidential Information cannot
be disclosed by Provider or Principal Investigator
for a period of not less than ten (10) years after
termination or expiration of this Agreement.

poskytovatele zdravotnich sluZeb; standard péce
viak v Z4adném piipadé nesmi byt niZ$i nez
pfiméfeny. Poskytovatel zdravotnich sluzeb nebo
zkousejici nesmi zvefejnit divérné informace po
dobu nejméné deseti (10) let po ukonceni nebo fadné
dokonceni této smlouvy.

3.3 The term Confidential Information shall not be P o .
. . . 3.3 Vyraz didvérné informace nebude zahrnovat
deemed to include information that: . ‘.
informace, které:
3.3.1  jsou nebo se stanou vefejné dostupnymi bez

3.3.1  Is or becomes publicly available through no zavinéni ze strany poskytovatele zdravotnich
fault of Provider or Investigator or breach of sluzeb ¢i zkouSejictho nebo aniz by byla
relevant confidentiality clauses; porusSena piislusna ustanoveni o mlcenlivosti;

3.3.2  Provider or Principal Investigator can 3.3.2  méli poskytovatel zdravotnich sluZeb nebo
demonstrate, through written records, it zkousejici prokazateln€ v drZeni jiz pted
possessed  prior to, or developed jejich poskytnutim ¢i zptistupnénim v rdmci
independently  from, disclosure  or této smlouvy, nebo je vyvinuli nezdvisle na
development under this Agreement; této skuteCnosti, coZ mohou prokdzat

pisemnymi podklady;

3.3.3  Provider or Principal Investigator receives 3.3.3 pOSk}jt(,)/W}tel Zvc%ravotm(.:h sluzeb ni’b(f
from a third party which is not legally zkousSejici obdrzi tyto informace od tfeti
prohibited from disclosing such strany, které nebylo poskytnuti takovych
information: informaci z pravniho hlediska zakdzano;

3.3.4  Provider or Principal Investigator is 3.3.4  poskytovatel zdravotnich sluZeb nebo

required by law to disclose, provided that
Medpace and Sponsor are notified of any
such requirement with sufficient time to
seek a protective order or other
modifications to the requirement. If
disclosure is mandated, Provider and

zkousSejici musi poskytnout ze zdkona, a to za
predpokladu, Ze o jakémkoliv takovém
pozadavku budou spole¢nost Medpace a
zadavatele s  dostateCnym  pfedstihem
informovani, aby mohli usilovat o ochranny
piikaz nebo jinou udpravu poZadavku. V

Principal Investigator shall comply with pipadé nanzeneho, ZV(frCJnem VJS,?H,
Medpace’s and  Sponsor’s reasonable poskytovatel zdravotnich sluZzeb a zkouSejici
directions for resisting or narrowing povinni  postupovat podle  pfiméfenych

disclosure, and restrict the disclosure to
only those parts of the Confidential
Information lawfully required to be
disclosed

pokyntl spolecnosti Medpace a zadavatele,
jejichz zadmérem je branit zvefejnéni nebo
zvefejnéni omezit na pouze ty Cdsti
divérnych informaci, které musi byt ze
zakona zvefejnény.
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3.3.5  Is appropriate to include in a publication
pursuant to the Publications and Publicity
section;

3.3.6 Confidential Information disclosed in a
clinical trial registry or clinical results
database by Sponsor does not release
Provider and Principal Investigator from
confidentiality obligations as to all other
Confidential Information not posted; or

3.3.7 Provider and Principal Investigator shall not
discuss the Study or Study Drug with any
financial, industry, or security analyst or
with the media.

3.4 Provider agrees that Medpace may compile a

database of information from Provider and its
personnel (including Principal Investigator), and
Study 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 from Investigator) and/or may use this
information for purposes related to its business.
Provider shall have secured any necessary consents
from its personnel to allow for this sharing of
information. Such information is used solely in
connection with the initiation of studies and
feasibility studies and is accessible only to the
sponsor of the respective study and personnel
assigned to study management and for whom the
information is needed in the performance of their
duties  (further described as  "Authorized
Personnel"). As some Medpace studies are being
conducted worldwide, the personal information
collected is available to Authorized Personnel who
may be located in countries outside the 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,

3.3.5  je mozné je zafadit do publikace v souladu s
oddilem nazvanym Zvefejnéni a propagace.

3.3.6 Duvérné informace zveiejnéné zadavatelem
v registru klinickych hodnoceni nebo
databazi klinickych vysledkd nezbavuji
poskytovatele  zdravotnich  sluzeb a
zkousejictho zdvazkli zachovani mléenlivosti
ve vztahu ke vSem dalSim neuvedenym
dvérnym informacim; nebo

3.3.7 poskytovatel zdravotnich sluzeb a zkousejici
nesmi hovofit o studii nebo hodnoceném
1éCivém piipravku s Zadnym financnim,
sektorovym nebo bezpecnostnim analytikem
nebo s médii.

3.4 Poskytovatel zdravotnich sluZeb souhlasi s tim, Ze

spolecnost Medpace muze sestavit databazi
informaci ziskanych od poskytovatele zdravotnich
sluzeb ajeho pracovnikii (v€etné zkousejiciho) a
pracovnikll studie pro ucely pouZiti v souvislosti se
studii  (zejména  dotazniky  proveditelnosti,
Zivotopisy, licence, lékatské odbornosti, tcast na
klinickych hodnocenich, formuldfe o finan¢nich
udajich zkousejictho) a/nebo miiZze tyto informace
pouZzit pro ucely souvisejici se svym podnikdnim.
Poskytovatel zdravotnich sluzeb zajisti veSkeré
nezbytné souhlasy od svych pracovnikli, aby bylo
umoznéno sdileni téchto informaci. Tyto informace
se pouzivaji vyhradné v souvislosti se zahdjenim
studii a se studiemi proveditelnosti a jsou ptistupné
pouze zadavateli pfislusné studie a pracovnikiim
pfifazenym do vedeni studie, ktefi tyto informace
potfebuji pfi plnéni svych povinnosti (déle
popisovani jako ,,opravnéni pracovnici®). JelikoZ se
nékteré studie spoleCnosti Medpace provadi
celosvétove, jsou shromdzdéné osobni tdaje
k dispozici opravnénym pracovnikiim, ktefi mohou
sidlit v zemich mimo Evropskou unii. Aby bylo
mozné zajistit ochranu osobnich tudaji, zavedla
spolecnost Medpace zédsady a postupy upravujici
zabezpeCeni aomezeny pfistup k témto udajim,
které jsou jednotné v celé spolecnosti Medpace
ajejich  sesterskych  spolecnostech  a spliuji
standardy ochrany osobnich tdaja platné v Evropské
unii. Je-li to zapotiebi, uzavira spolecnost Medpace
se zadavateli smlouvy o zpracovani tdaji v souladu
splatnymi  prdvnimi pfedpisy Evropské unie
o ochrané udaji. V souladu se zdkony upravujicimi
ochranu osobnich tdaji maji osoby, jejichz tdaje
jsou shromazd’ovany, pravo piistupu k nim, k jejich
Upravdam, opravdm nebo jejich vymazu na zdkladé
Zadosti zaslané pracovnikovi spole¢nosti Medpace
pro ochranu tdaji na adresu privacy @ Medpace.com,
pfipadné na nasledujici adresu: Medpace Privacy
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3.5

3.6

USA.

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
Provider 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 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 in informed
consent also consent to having their data transferred
outside the European Union.

Each Party to this Agreement agrees to comply
with any data protection, privacy or similar laws
that apply (the “Data Protection Laws”), including,
but not limited to Directive 95/46/CE, and the
General Data Protection Regulation (the “GDPR”),
which takes effect May 25, 2018.

4. PERSONALDATA & BIOTIO GICALMATERIATS

4.1 For the purposes of this section:

4.1.1.  “Biological Materials” means
any human biological
materials, including but not
limited to blood, body tissue,
plasma and any other material

containing human cells;

4.1.2. “Personal Data” means any
information and data that is
directly or indirectly referable

to a natural person who is

3.5

3.6

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

Smluvni strany se zavazuji, Ze budou ve vztahu k
subjektim hodnoceni, které se studie ucastni,
dodrZovat zésady lékatského tajemstvi.
Poskytovateli zdravotnich sluzeb ani spolecnosti
Medpace nebudou osobni tudaje poskytovatelem
zdravotnich sluZeb ani zkouSejicim poskytnuty,
vyjma piipadd, kdy je to nezbytné za ticelem splnéni
poZadavkill protokolu, pro potieby monitorovani
nebo hldseni zdvazné nezddouci pithody nebo ve
vztahu k uplatnéni ndroku ¢i fizeni iniciovaného
subjektem studie v souvislosti se studii. Zadavatel
ani spolecnost Medpace nesdé€li totoZnost subjektl
hodnoceni tfetim strandm bez pfedchoziho
pisemného souhlasu subjektu hodnoceni vyjma
pfipadii, kdy je tato skuteCnost v souladu s
ustanovenimi  piislusnych zdkonii na ochranu
osobnich ddajti, a pokud k této skutecnosti nedochazi
ve vztahu k uplatnéni ndroku ¢&i fizeni iniciovaného
subjektem hodnoceni v souvislosti se studii. Smluvn{
strany a zadavatel timto berou na védomi a souhlasi s
tim, Ze jakékoli osobni udaje shromdzdéné v
souvislosti se studii budou pfevedeny mimo tzemi
Evropské unie. Je-li to zapottebi, zavddéji se mezi
smluvnimi stranami smlouvy o zpracovani udaji pro
pfenos takovych udaji atyto smlouvy zahrnuji
ochranu tddaji subjektd hodnoceni, jak vyZzaduje
Evropskd unie. Subjekty studie, v informovaném
souhlasu také souhlasi s tim, Ze nechaji své udaje
prenaset mimo Evropskou unii.

Smluvni strany se zavazuji, Ze budou postupovat v
souladu se vSemi platnymi a dc¢innymi pravnimi
predpisy tykajici se ochrany dat a soukromi
(souhrnn¢ ,,zdkony o ochrané¢ dat), predevsim,
nikoliv  v§ak vyluéné Nafizenim Evropského
parlamentu a rady EU ¢. 2016/679 (Obecné natizeni
o ochrané osobnich ddaji “GDPR”), které vstoupi v
ucinnost 25. kvétna 2018.

4. OSOBNIUDAJEA BOIOGICKEMATERALY

4.1 Pro ucely tohoto oddilu:

4.1.1. ,Biologickymi materialy* se
rozumi veskeré lidské
biologické materidly, zejména
krev, télni tkdn¢, plazma a jiné
materidly  obsahujici  lidské
buriky;

,»Osobnimi ddaji“ se rozumi
veskeré informace nebo tudaje,
které jsou pifimo nebo nepiimo
pfifaditelné Zijici fyzické osobé,
a

4.1.2.
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4.2

4.3

5.1

5.2

5.3

alive; and

4.1.3.  “Secondary Research” means
research that exceeds or
differs from the research
specified in the Protocol,

including genetic research.

Each Party shall be responsible for its own
processing of Personal Data and Medpace shall
ensure that any Personal Data relating to a subject,
Principal Investigator and/or Study Personnel, is
collected, stored, used, disclosed and transferred in
accordance with all applicable supranational and
national privacy laws and with the informed
consents that are or will be obtained from subjects.
Principal Investigator shall be responsible for
obtaining and providing Medpace with written
consent (in the form agreed with Medpace) from
each Study Personnel for the collection, use and
disclosure of their Personal Data.

Medpace shall ensure that any collection, handling,
transportation and retention of Biological Materials,
is carried out in accordance with the Protocol,
informed consent and all applicable laws and
requirements. Provider and Principal Investigator
agree and acknowledge that Sponsor may use the
Biological Materials to conduct Secondary
Research, subject to the informed consent and in
accordance with applicable laws and requirements.

RECORDKEFPING

Principal Investigator shall complete all case report
forms (“CRFs”) only in English, verify the data
contained in the CRFs against pertinent subject
records, and ensure that all CRFs are accurate,
complete, and legible.

Provider and Principal Investigator shall maintain all
such records for the Study for fifteen (15) years after
the completion or early termination of the Study.

Institution shall maintain all Study records for five
(5) years free of charge, in accordance with the
applicable law 378/2007 Coll. For the following ten
(10) years Study record shall be archived based on
the fees and under the conditions included in the
Schedule A.

4.2

4.3

5.1

5.2

5.3

4.1.3. ,Sekundarnim vyzkumem* se
rozumi vyzkum, ktery
ptekracuje rozsah nebo se lisi
od vyzkumu popsaného v
protokolu vcetné¢ genetického

vyzkumu.

Kazd4 strana bude odpovédnd za vlastni zpracovani
osobnich udaji a spole¢nost Medpace zajisti, aby
vSechny osobni ddaje tykajici se subjektu,
zkousejictho a/nebo  pracovniki  studie  byly
shromaZd'ovany, uchovaviny, pouZzivény,
zvefejiovdny a prevddény v souladu se vSemi
platnymi nadndrodnimi i ndrodnimi zédkony o ochrané
osobnich udajt a informovanymi souhlasy, které jsou
nebo budou ziskdny od subjekti hodnoceni.
ZkouSejici je povinen ziskat a spole¢nosti Medpace
poskytnout pisemny souhlas (ve formé odsouhlasené
se spolecnosti Medpace) se sbérem, pouzivinim a
zvefejiiovanim osobnich udaji od kazdého pracovnika
studie.

Spolecnost Medpace zajisti, aby sbér, naklddéni,
pfeprava a uchovavani biologickych materidli byly
provadény v souladu s protokolem, informovanym
souhlasem a vSemi platnymi zdkony a pfedpisy.
Poskytovatel zdravotnich sluzeb a zkousejici souhlasi
a berou na védomi, Ze zadavatel miZe pouZivat
biologické materidly k provadéni sekundédrniho
vyzkumu za predpokladu, Zze ziskd informovany
souhlas a Ze bude provddén v souladu s platnymi
zakony a predpisy.

VEDENIZAZNAMU
Zkousejici bude vypliovat vSechny zdznamy
subjekti hodnoceni (ddle jen ,,CRF“) pouze v
anglicting, ovéfovat tdaje obsazené v CRF oproti
prislusnym zdznamim subjektu a zajisti, aby vSechny
CREF byly pfesné, tiplné a Citelné.

Poskytovatel zdravotnich sluZzeb a zkouSejici budou
uchovdvat vSechny tyto zdznamy ke studii po dobu
patnacti (15) let od ftadného dokonceni nebo
pred€asného ukoncenf studie.

Poskytovatel provede bezplatnou archivaci 5 let
v souladu se zdkonem ¢. 378/2007 Sb. a na dalsich 10
let provede zpoplatnénou archivaci v souladu s
podminkami stanovenymi v Pfiloze A.
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5.4

5.5

6.1

Sponsor will request for an extension of archiving in
advance or to ship Study records to a location
communicated by the Sponsor, if necessary, at
Sponsor’s expenses. If Sponsor does not request for
an extension of archiving in advance or to ship
Study records to a location communicated by the
Sponsor, all Study records will be automatically
destroyed after 15 years of their archiving

Subject to the requirements of the Confidential
Information section, , Provider and Principal
Investigator may retain in their 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.

ACCESSIO RECORDSAND AUDIIS

Medpace and/or Sponsor shall have the right to
inspect progress of the Study on the premises of
Provider 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 shall promptly provide such
data. Provider will notify Medpace and/or Sponsor
by telephone and subsequently in written form, of
any significant changes, including, but not limited
to, changes in Study Personnel, Principal
Investigator, or physical location, that occur during
the Study.

6.1.1 Within twenty-four (24) hours after
learning of any governmental or
regulatory body regulatory inspections
of which it becomes aware relating to
the Study, Provider or Principal
Investigator shall provide written
notification to Medpace and Sponsor.
Medpace and Sponsor shall have the
right to be present at any such
inspections and shall have the
opportunity to provide, review, and
comment on any responses that may be
required. Further, Provider or Principal

5.4

5.5

6.1

Na konci tohoto obdobi, miize zadavatel poZadat o
dalsi archivaci zaznamu, piipadné poZadovat, aby
zdznamy byly odesldny na ndklady zadavatele na
urcité misto. V piipad¢, Ze zadavatel neprojevi zdjem
o pokrac¢ovani v archivaci ¢i odeslani zaznamti, budou
veskeré studijni zdznamy skartovdny poskytovatelem.

S vyhradou poZadavkill oddilu tykajiciho se diivérnych
informaci si poskytovatel zdravotnich sluzeb a
zkouSejici mohou ponechat v drZeni archivni kopii
divérnych informaci, které sestdvaji z veSkerych
udaji, dokumenti nebo informaci souvisejicich
s plnénim této smlouvy, a to pouze Vv rozsahu
nezbytném pro kontrolni, pravni ¢i pojistné tucely.

PRSIUPKZAZNAMUM A AUDIIY

Spolecnost Medpace a/nebo zadavatel bude mit pravo
kontrolovat pribéh studie, a to v prostorach
poskytovatele zdravotnich sluzeb a v pfiméfenych
terminech po dobu platnosti této smlouvy. Pred
jakoukoli inspekci bude zkouSejici informovan
spole¢nosti Medpace a/nebo zadavatelem o datu a
Case inspekce. Predstavitelé spole¢nosti Medpace
a/nebo zadavatele mohou v kontrolovat a/nebo si
vyzadat kopie udaji odvozené z této studie a
zkousejici takové Udaje okamZit€¢ poskytne.
Poskytovatel zdravotnich sluZeb bude spole¢nost
Medpace a/nebo zadavatele telefonicky a néasledné i
pisemné informovat o jakychkoliv vyznamnych
zménach, ke kterym v pribéhu studie dojde, a to
mimo jiné o zménéch personélu studie a zkousejiciho
nebo ve fyzické lokalité studie.

Poskytovatel zdravotnich sluZeb nebo
zkouSejici musi do dvaceti Ctyt (24)

6.1.1

hodin od obdrzeni informace o
jakychkoliv  inspekcich  statnich  ¢i
kontrolnich dfadu, o nichZz se v
souvislosti se studii dozvi, poskytnout
spolecnosti  Medpace a zadavateli

pisemné ozndmeni. Spole¢nost Medpace
a zadavatel maji prdvo zhcastnit se
jakychkoli takovych inspekci a dostanou
pfilezitost  poskytnout, posoudit a
pfipominkovat jakékoli odpovédi, které

Investigator will provide in writing to mohou byt nezbytné. Poskytovatel
Medpace and Sponsor copies of all zdravotnich sluZzeb nebo zkousejici dale
materials, correspondence, statements, spoleCnosti  Medpace a zadavateli
forms and records which Provider poskytnou kopie vSech materidld,
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and/or Principal Investigator receives or
obtains pursuant to this inspection.

7 COSBSAND PAYMENTSCHEDUE

In consideration of the proper performance of the
Study by the Provider and the Principal Investigator
under the terms of this Agreement and upon approval
of Sponsor, payment will be made by Medpace or its
designee to the payee (‘“Payee”) designated in
Schedule A appended hereto and incorporated herein
by reference. Payee will accept payment from
Medpace, or its designee, to the Payee as full
consideration for services rendered. All costs outlined
on Schedule A constitutes fair market value for
services rendered and shall remain firm for the
duration of the Study, unless otherwise agreed to in
writing by the Parties. Except as set forth on Schedule
A, no other payments or inducements will be made to
Provider and/or Principal Investigator to conduct the
Study. It is wunderstood and agreed that no
reimbursement will be provided by Medpace or
Sponsor for subjects who are randomized into the
Study in violation of the Protocol, or who do not
conform to the Protocol’s inclusion and exclusion
criteria or for whom serious deviations from the
Protocol are made. The budget contained in Schedule
A is inclusive of all applicable taxes. VAT is not
applicable because Medpace is a U.S. based company.
Should any changes to VAT law occur during the term
of this Agreement, or other tax laws requiring
withholding, the party legally responsible shall be
liable for VAT or withholdings. Medpace, as
Sponsor’s payment agent, shall make payment to Payee
under this Agreement from funds escrowed by Sponsor.
Notwithstanding the foregoing, Medpace may issue a
written amendment, signed only by Medpace, for the
purpose of increasing the Study costs as described in
the Schedule A.

Provider and Principal Investigator agrees not to bill
insurance companies or other third party payors
(including government) for costs paid to Provider and
Principal Investigator (for services provided or
procedures required by the Protocol).

korespondence, prohlaseni, formulait a
zaznami, které poskytovatel zdravotnich
sluZeb a/nebo zkousSejici v souvislosti s
takovou inspekci obdrZi nebo ziskaji.

7 NAKIADY A ROZVRHPIATEB

Jako odména za fddné provadéni studie poskytovatelem
zdravotnich sluZeb a zkouSejicim podle podminek této
smlouvy a po schvéleni zadavatelem bude spolecnosti
Medpace nebo jejim povéfenym zastupcem provedena
uhrada pfijemci platby (ddle jen ,pfijemce platby*)
ozna¢enému v Piiloze A pfipojené k této smlouvé a
zaClenéné do ni odkazem. Pfijemce platby od
spolecnosti Medpace ¢i ji povéfené osoby piijme
thradu ve prospéch pfijemce platby jako plnou
kompenzaci za poskytnuté sluzby. Vsechny ndklady
uvedené v Piiloze A jsou ucétovany v pfiméfené trZni
hodnoté poskytnutych sluzeb a zistanou neménné po
celou dobu trvani studie, pokud se smluvni strany
pisemné nedohodnou jinak. Vyjma plateb uvedenych v
Piiloze A nebudou poskytovateli zdravotnich sluZeb
a/nebo zkouSejicimu za provadéni studie vyplaceny
7adné dalsi platby nebo pobidky. Smluvni strany jsou si
védomy a souhlasi s tim, Ze za subjekty, které byly
randomizovany do studie v rozporu s protokolem, které
nesplnuji kritéria protokolu pro zafazeni a vytazeni
nebo u nich dojde v jejich piipadé¢ k zdvaZznym
odchylkdm od protokolu, nebude spolec¢nosti Medpace
ani zadavatelem poskytnuta 7Zadnd dhrada. Rozpocet
uvedeny v Pfiloze A zahrnuje vSechny platné dang.
DPH se neuplatiiuje, protoze spolecnost Medpace ma
sidlo vUSA. V piipadé, Ze bcéhem platnosti této
smlouvy dojde k jakymkoli zméndm v zdkoné o DPH
nebo budou vyZzadovadny srdzky podle jinych zdkoni,
DPH nebo tyto srdzky budou hrazeny stranou, kterd za
to ze zdkona nese odpovédnost. Dle této smlouvy
provede spolecnost Medpace, jakoZto platce zastupujici
zadavatele, uhradu pfijemci platby z vdzaného tctu
poskytnutého zadavatelem. Bez ohledu na vySe uvedené
muze spolecnost Medpace vydat pisemny dodatek
podepsany pouze spole¢nosti Medpace za ucelem
zvySeni ndkladi studie tak, jak je to popsdno v Piiloze
A.

Poskytovatel zdravotnich sluZeb a zkousejici souhlasi,
Ze nebudou uctovat pojistovnadm nebo jinym platctim
(v€etné¢  vlddnich  instituci), platby  uhrazené
poskytovateli zdravotnich sluzeb a zkouSejicimu (za
poskytované sluzby nebo prostupy poZadované
protokolem).
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8.1

8.2

8.3

8.4

8.5

TERM AND TERMINATION

This Agreement become valid after last party sign
the contract and shall commence upon the Effective
and, unless terminated earlier as provided for in this
section, shall continue until the completion of the
Study.

Any Party may terminate this Agreement if another
Party materially breaches this Agreement and the
breaching Party fails to cure the breach within thirty
(30) days after receipt of written notice from another
Party specifying in detail the nature of the breach.
Any Party may terminate this Agreement
immediately upon written notices for safety
concerns or as otherwise required by applicable laws

Medpace may also terminate this Agreement at any
time upon giving thirty (30) days’ advance written
notice to Provider and Principal Investigator. Except
in the event of termination for Provider’s material
breach, Medpace shall be obligated to pay Payee
solely for those items set forth in the Schedule A
that have been incurred prior to the date of
termination. Provider shall promptly refund to
Medpace or shall cause Payee to promptly refund all
unearned advance payments made by Medpace
under the Schedule A. The Parties agree that in the
event of a breach of this Agreement, the non-
breaching Party shall be entitled to seek its expenses
and attorney fees.

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

Upon completion or termination of this Agreement,
Provider and Principal Investigator shall, upon
Medpace’s request, return or destroy all documents,
information, and/or supplies, including, but not
limited to, Study Drug and related devices, Study
data, equipment, and any biological samples or other
materials provided by Medpace or Sponsor for the
conduct of the Study, to Sponsor or Medpace within
thirty (30) days. If Medpace requests that such
documents, information or supplies be destroyed,
Provider or Principal Investigator, as applicable,
agrees to destroy same and provide Medpace with
written certification of such destruction. Unused
Study Drug must not be used or sold by the Provider
and or Principal Investigator. The Confidential

8.1

8.2

8.3

8.4

8.5

PIATINO STSMIO UVY A JEJ UKONCENI

Tato smlouva vstoupi v platnost uzavienim a v
ucinnost k datu tdcinnosti, a pokud nedojde k jejimu
pfed€asnému ukonceni dle tohoto oddilu, bude v
platnosti aZ do dokoncen{ studie.

Kterdkoli ze smluvnich stran miize tuto smlouvu
ukonCit v pifipadé, Ze ji druhd strana zdvaZznym
zpisobem porusi a nezajisti ndpravu do tficeti (30)
dnti po obdrzeni pisemného ozndmeni druhé strany, v
némZ tato podrobn€¢ uvede povahu poruseni.
Kterdkoliv ze stran miZe tuto smlouvu ukoncit s
okamZitou platnosti na zdkladé pisemného oznidmeni
problému s bezpec¢nosti nebo v piipadech popsanych
v platnych zakonech.

Spole¢nost Medpace muze tuto smlouvu kdykoliv
ukoncit na zaklad¢ tficetidenni (30) pisemné vypovédi
pfedané  poskytovateli zdravotnich sluzeb a
zkouSejicimu. Kromé piipadu ukonceni z davodu
zdvazného poruseni ze strany poskytovatele
zdravotnich sluZeb bude spolecnost Medpace povinna
uhradit pfijemci platby vyhradné ty polozky, které
jsou stanoveny v Piiloze A které vznikly pfed datem
ukonceni. Poskytovatel zdravotnich sluzeb je povinen
spolecnosti Medpace vratit nebo zajistit, aby piijemce
plateb vrétil, vSechny nevydélané zdlohy vyplacené
spolecnosti Medpace dle Piiloze A. Strany se
dohodly, ze v ptipadé poruseni této smlouvy bude
strana, kterd se poruseni nedopustila, oprdvnéna
domahat se souvisejicich vydaji a ndkladi na pravni
sluzby.

Po splnéni ¢i ukonceni této smlouvy nebude
spole€nost Medpace v Zadném piipadé povinna
uhradit jakékoli faktury piedloZzené po uplynuti
obdobi pro ptedloZzeni zavéreCnych faktur, jak je
stanoveno v Ptiloze A.

Po ukonceni nebo vypovédi této smlouvy
poskytovatel zdravotnich sluzeb a zkouSejici na
Z4dost spolecnosti Medpace vriti zadavateli nebo
spolecnosti Medpace veskeré dokumenty, informace
a/nebo materidly, mezi néZ mimo jiné patii hodnocené
1écivé piipravky a souvisejici zafizeni, ddaje ze
studie, vybaveni a jakékoli biologické vzorky ¢i jiné
materidly poskytnuté spoleCnosti Medpace nebo
zadavatelem pro provadén{ studie, piipadné tyto znici,
a to do triceti (30) dnd. VyZzada-li si spolecnost
Medpace zniceni takovych dokumentil, informaci ci
materiald, poskytovatel zdravotnich sluzeb nebo
zkouSejici budou souhlasit s jejich zniCenim a
spole¢nosti Medpace o zni¢eni poskytnou pisemné
osvédCeni. Poskytovatel zdravotnich sluZeb nebo
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9

Information, Recordkeeping, Access to Records and
Audits, Costs and Payment Schedule, Term and
Termination, Intellectual Property, Publications and
Publicity, Indemnification and Insurance, Anti-
Bribery/Anti-Corruption and Miscellaneous as well
as Sections 1.1 and 1.2 shall survive the termination
or expiration of this Agreement.

INTHIHC TUA LPRO PERIY

9.1 For purposes of this Agreement:

9.1.1 “Designee” means any  person
designated by the Sponsor in writing
who undertakes activities on behalf of
the Sponsor in relation to the Study,
which may include an Affiliate or

Medpace.

9.1.2 “Developed Technology” means any
inventions, discoveries, improvements
or developments made by the Provider,
the Principal Investigator or any Study
site personnel (whether solely or jointly
with others) in the course of or as a
result of the Study and that are directly
related to the Study Drug, or the use

thereof.

9.1.3 “Intellectual Property” means any and
all rights in and to ideas, formulae,
inventions, discoveries, know-how,
data, databases, documentation, reports,
materials, writings, designs, computer
software, processes, principles,
methods,  techniques and  other
information, including patents,
trademarks, service marks, trade names,
registered designs, design rights,
copyrights and any rights or property
similar to any of the foregoing in any
part of the world, whether registered or
not, together with the right to apply for
the registration of any such rights.”

9.1.4 “Study Documentation” means all
records, accounts, notes, reports, data
and ethics communications
(submission, approval and progress
reports), collected, generated or used in
connection with the Study and/or Study
Drug, whether in written, electronic,

optical or other form, including all

9

zkousejici nesmi pouZzivat nebo prodat
nespotfebovany hodnoceny 1éCivy piipravek. Oddily
tykajici se davérnych informaci, uchovavani
zaznamu, pifstupu k zdznamim a auditim, ndkladl a
rozvrthu plateb, platnosti a ukonceni, duSevniho
vlastnictvi, zvefejnéni a propagace, odskodnéni a
pojisténi, ustanoveni proti uplatkim a korupci,
ustanoveni rizné i oddily 1.1 a 1.2 zlstanou v
platnosti i po ukonceni ¢i vyprSeni platnosti této
smlouvy.

DUSEVNIVIASINIC'IVI

9.1 Pro tcely této smlouvy:

,Povélenou osobou* se rozumi kazda
osoba pisemné povérend zadavatelem k
provadéni ¢innosti souvisejicich se studii
jménem zadavatele. Povéfenou osobou
miZe byt pridruZend spolecnost nebo
spole¢nost Medpace.

9.1.1

»Vyvinutou technologii“ se rozumi
veskeré vyndlezy, objevy, zlepSeni nebo
vysledky vyvoje u€inéné poskytovatelem
zdravotnich sluZeb, zkouSejicim nebo
pracovniky studie (at’ uzZ samostatn¢ nebo
ve spoluprdci s ostatnimi) v prubéhu
studie nebo jako jeji vysledek, které
pfimo souvisi s hodnocenym 1éCivym
ptipravkem nebo jeho pouzivanim.

9.1.2

9.1.3 ,DuSevnim vlastnictvim*“ se rozumi
veskerd prdva k ndpadim, recepturdm,
vynéleziim, objeviim, know-how,
udajum, databazim, dokumentaci,
zpravam, materidltim, pisemnym
podkladim, ndvrhtim, pocitaovému
software, procestm, zdsadam, metodam,
technikdm a dal$im informacim, vcetné
patentll, obchodnich zndmek, sluZebnich
znamek, obchodnim jméntim,
registrovanym navrhtim, prav k ndvrhtim,
autorskych prav a dalSich prav nebo
majetku podobnych vySe uvedenym
kdekoliv na svété, s registraci ¢i bez
registrace, spole¢né¢ s pravem pozadat o
registraci téchto prav.

,Dokumentaci ke studii“ se rozumi
vSechny zdznamy, ucty, pozndmky,
zpravy, uUdaje a komunikace s etickou
komisi (poddni, schvdleni a zprdvy o
pokroku), shromdzdéné, vytvofené nebo
pouzivané v souvislosti se studii a/nebo
hodnocenym 1é¢ivym piipravkem, at’ uz
v pisemné, elektronické, optické nebo

9.1.4
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9.2

9.3

9.4

9.5

10

recorded original observations and
notations of clinical activities such as
(e)CRFs Electronic Case Report Forms
or Case Report Forms and all other
reports and records necessary for the
evaluation and reconstruction of the
Study.

Except as expressly set out in this Agreement, no
Party nor the Sponsor shall acquire any right, title or
interest in or to the Intellectual Property of any of
the other Party or that of the Sponsor.

The Sponsor shall own all rights and title in any
Intellectual Property arising from the Study or
relating to the Study Drug, any Developed
Technology and the Study Documentation, except to
the extent that the Provider and Investigator are
required to retain any Study Documentation in
accordance with the Applicable Laws. The Provider
and the Investigator shall promptly disclose any
such Intellectual Property to the Sponsor and
Medpace in writing or in such other format as the
parties may agree.

To the extent capable of prospective assignment, the
Provider and Principal Investigator shall assign all
rights, title and interest in and to the Intellectual
Property falling within clause 9.3 above to the
Sponsor (or its Designee). To the extent that any
such Intellectual Property cannot be assigned
prospectively, the Provider and Investigator shall
(and shall procure that the Study site personnel
shall) assign such Intellectual Property to the
Sponsor (or its Designee) upon creation, and shall
take all steps as are reasonably required in order for
the Sponsor to enjoy the full benefit of the rights
assigned under this Section.

The Provider and Principal Investigator shall agree
that their activities under the CSA fall outside the
scope of any activities that they have agreed to
perform for, or which are funded by, any relevant
regulatory authority.

PUBIICATONSAND PUHICIIY
10.1 The Provider and the Principal Investigator shall be
entitled to publish the results of, or make

presentations related to, the Study, as indicated in
this Section 10. Before proceeding with the
publication, the Institution or Principal Investigator
will submit to the Sponsor a publication concept,
summarizing the intended content and high-level

9.2

9.3

9.4

9.5

10

jiné formé, wvcéetn€ vSech zapsanych
pivodnich pozorovdni a pozndmek ke
klinickym aktivitdim, jak jsou (e)CRF
elektronické formulédfe zdznamu subjektu
hodnoceni nebo formuldfe zdznamu
subjektu hodnoceni a vSechny dalsi
zprdvy a zdznamy potfebné pro
vyhodnoceni a rekonstrukci studie.

Vyjma situaci vyslovné uvedenych v této smlouvé,
7adnd strana ani zadavatel nenabydou pravo, podil ¢i
zdjem k duSevnimu vlastnictvi jiné strany nebo
zadavatele.

Zadavatel je vlastnikem vSech prav a naroki k
veskerému duSevnimu vlastnictvi vzniklych ze studie
nebo souvisejici s hodnocenym 1éCivym piipravkem,
vyvinuté technologii a dokumentaci ke studii, vyjma
rozsahu, v jakém jsou poskytovatel zdravotnich
sluZzeb a zkousSejici povinni uchovat dokumentaci ke
studii v souladu s platnymi zdkony. Poskytovatel
zdravotnich sluZeb a zkousejici bez odkladu existenci
tohoto duSevniho vlastnictvi ozndmi zadavateli a
spole¢nosti Medpace, a to pisemné¢ nebo v jiném
formadtu, ktery si strany dohodnou.

V rozsahu mozného budoucitho postoupeni se
poskytovatel zdravotnich sluzeb a zkouSejici zavazuji
postoupit vSechna prava, niroky a zdjmy k duSevnimu
vlastnictvi popsanému v odstavci 9.3 na zadavatele
(nebo jim povéfenou osobu). V rozsahu, v jakém
takové dusSevni vlastnictvi nelze prospektivné
postoupit, poskytovatel zdravotnich sluzeb a
zkouSejici se zavazuji postoupit (a zajistit, Ze
pracovnici studie postoupi) takové duSevni vlastnictvi
na zadavatele (nebo jim povérenou osobu) po jeho
vytvofeni, a pfijmou vSechny pfiméfené nutné kroky,
aby zajistili, Ze =zadavatel smi poZivat prava
postoupend dle tohoto oddilu v plném rozsahu.

Poskytovatel zdravotnich sluZeb a zkousejici souhlasi,
Ze jejich Cinnosti upravené touto smlouvou o klinické
studii nejsou zahrnuty v rozsahu cinnosti, které se
zavdazali provadét pro pfislusny kontrolni ufad nebo
které tento dfad financuje.

ZVEREINENIA PROPAGACE

10.1 Poskytovatel zdravotnich sluZzeb a zkousSejici jsou

opravnéni zvefejnit nebo prezentovat vysledky studie
v souladu s timto oddilem 10. Poskytovatel
zdravotnich sluzeb nebo zkousejici je povinen, pied
provedenim publikace, ptedloZit zadavateli ptfehled,
ve kterém bude uveden zamySleny obsah a védeckd
zprava, kterou publikace bude obsahovat. Zadavateli
bude také predlozena findlni verze publikace za
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scientific message that will be included in the
publication and will also submit to the Sponsor the
final version of said publication for courtesy review.
If this Study is part of a multi-center clinical trial,
Provider and Investigator agree not to independently
publish the results of the Study until first occurrence
of one of the following: (i) multi-center primary
Publication is published; (ii) no multi-center primary
publication is submitted within two years after
conclusion, abandonment, or termination of the
Study at all sites; or (iii) Sponsor confirms in writing
there will be no multi-center primary Publication.
All such publications or presentations shall (i) be
consistent with academic standards and International
Committee of Medical Journal Editors (ICMIJE)
guidelines, (ii) comply with all Regulations, (iii) not
be made for any commercial purpose.

10.2 The Provider and/or the Principal Investigator shall

provide the Sponsor with copies of any materials
relating to the Study, or the Developed Technologies
that either intends to publish (or submit for
publication) or make any presentations relating to, at
least thirty (30) days in advance of publication,
submission or presentation.

10.3 At the request of the Sponsor and/or Medpace, the

Provider and/or the Principal Investigator:

10.3.1  shall not include in or shall remove
from any proposed publication any
Confidential Information, errors or
inaccuracies; and

10.3.2 shall withhold publication, submission
for publication or presentation for a
period of ninety (90) days from the date
on which the Sponsor receives the
material to allow the Sponsor to take
such measures as the Sponsor considers
necessary to preserve its proprietary
rights and/or protect its Confidential
Information.

10.4 The Provider and the Principal Investigator shall

include the following acknowledgement in all
publications and presentations relating to the Study,
the Study Documentation or the Developed
Technologies, as well as in any financial disclosure
information relating to the Study: “MEDIMMUNE
SPONSORED THIS STUDY.” A copy of any
publications and presentations relating to the Study,
the Study Documentation and/or the Developed
Technologies shall be provided to the Sponsor on

ucelem zdvoftilostntho pfezkoumadni. Je-li tato studie
soucdsti multicentrického klinického hodnoceni,
poskytovatel zdravotnich sluzeb a zkouSejici se
zavazuji nezvefejnit nezdvislé vysledky studie az do
okamZiku, kdy nastane prvni z nésledujicich: (i)
vydani multicentrické primdrni publikace, (ii) Zadna
multicentrickd primdrni publikace neni poddna k
vydani b&hem dvou let po dokonceni, pferuseni nebo
ukonceni studie ve vSech centrech, nebo (iii)
zadavatel pisemné potvrdi, Ze nebude vydana
multicentrickd primdrni publikace. VSechny takové
publikace nebo prezentace (i) musi byt v souladu s
akademickymi standardy a pokyny Mezindrodniho
vyboru redaktori 1ékafskych Casopisti (International
Committee of Medical Journal Editors, ICMIJE), (ii)
musi byt v souladu se vSemi pfedpisy a (iii) nesmi byt
vydany pro komerc¢ni dcely.

10.2 Poskytovatel zdravotnich sluZeb a/nebo zkousSejici

predaji zadavateli vSechny kopie vSech materidld
souvisejici se studii nebo vyvinutymi technologiemi,
které bud’ zamysli publikovat (nebo predloZit k
publikaci) nebo uvést v souvisejicich prezentacich, a
to nejméné tficet (30) dni pred publikaci,
predloZenim k publikaci nebo prezentaci.

10.3 Na zadost zadavatele a/nebo spolecnosti Medpace

poskytovatel zdravotnich sluzeb a/nebo zkousejici:

10.3.1 v navrhované publikaci neuvede nebo z
publikace odstrani vSechny duvérné
informace, chyby ¢i neptfesnosti a

10.3.2 pozdrzi publikaci, pfedloZeni k publikaci
nebo prezentaci o devadesat (90) dnt od
data, kdy zadavatel materidly obdrZzel,
aby umoznili zadavateli pfijmout takova
opatfeni, kterd zadavatel povaZuje za
nutnd k ochrané svych chranénych prav
a/nebo  ochran¢ svych  davérnych
informaci.

10.4 Poskytovatel zdravotnich sluzeb a zkouSejici do

vSech publikaci a prezentaci souvisejicich se studif,
do dokumentace ke studii nebo k vyvinutym
technologiim i finanénim sdélenim v souvislosti se
studif uvedou ndsledujici prohlasent:
. ZADAVATELEM TETO STUDIE BYLA
SPOLECNOST MEDIMMUNE* P#i publikaci nebo
prezentaci bude zadavateli pteddna kopie publikace a
prezentace souvisejicich se studif, dokumentaci ke
studii a/nebo vyvinuté technologii, pfiCemz zadavatel
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publication or presentation, and the Sponsor shall be
entitled to make copies of and distribute the
publication or presentation as it considers necessary.

10.5The Sponsor has a long-standing commitment to

transparency, and the Provider and the Principal
Investigator acknowledge that the Sponsor shall post
the Study on clinical trial registries and publish the
results on clinical trial results databases in such
format (including
www.astrazenecaclinicaltrials.com), and/or provide
such results to the Regulatory Authorities.

10.6If the Sponsor invites the Investigator to be an

author of a Sponsor-managed publication,
Investigator shall agree to comply with ICMJE
authorship criteria. Investigator shall direct, draft
and/or review the proposed publication, approve the
final version of the publication to be published, and
retain full responsibility for its content. MedImmune
financial support for this research, any other
financial relationship with Medlmmune, as well as
any other relevant financial relationships as required
by the journal or congress shall be disclosed in the
publication. Any authorship, medical writing,
editorial or logistical support provided to
Provider/Investigator by Sponsor in respect of
publication shall also be disclosed subject to the
Sponsor’s publications policy, details of which are
available at WWwWw.astrazeneca.com/our-
company/sustainability.html. No compensation shall
be provided in respect of any such authorship.

10.7No Party shall use another Party’s name, nor issue

any public statement about this Agreement, or
publish any information about the Study, without the
prior written permission of the other Parties except
as required by law. Such prior permission shall not

10.5

10.6

10.7

bude oprdvnén potidit si dalsi kopie publikace nebo
prezentace a distribuovat je dle svého uvéazeni.

Zadavatel dlouhodobé dodrzuje pravidla
transparentnosti a poskytovatel zdravotnich sluZeb a
zkousSejici berou na védomi, Ze zadavatel uvede studii
v registrech klinickych hodnoceni a zvefejni vysledky
v databazich vysledkt klinickych studii (vcetné
www.astrazenecaclinicaltrials.com) a/nebo pfedloZi
tyto vysledky kontrolnim dradtm.

Jestlize zadavatel vyzve zkouSejiciho, aby se stal
autorem publikace vydané zadavatelem, zkousSejici se
zavazuje dodrZovat kritéria autorstvi ICMIJE.
Zkousejici bude dohliZzet nad touto navrhovanou
publikaci, vytvotii jeji ndvrh a/nebo ji reviduje, schvali
konec¢nou verzi publikace k vyddni a ponese plnou
odpovédnost za jeji obsah. V publikaci budou
zvefejnény informace o finanéni podpoie tohoto
vyzkumu spole¢nosti Medlmmune, jinych finan¢nich
vztazich se spole¢nosti Medlmmune i dalsi relevantni
finan¢ni vztahy, jak to poZaduje Casopis nebo
kongres. RovnéZ je nutné zvefejnit informace o
autorstvi, sepsani lékafského ¢lanku, redakéni nebo
logistické podpofe poskytnuté zadavatelem v
souvislosti s publikaci poskytovateli zdravotnich
sluZzeb/zkouSejicimu, a to v soulad