SAATELLITE-CZECH-CTA-INS-V14.02

CLINICAL STUDY SITE AGREEMENT
PROTOCOL NUMBER CD-ID-MEDI4893-
1139

This AGREEMENT (“Agreement”) is effective
as of the date of last signature of the parties below
(“Effective Date”), is by and between:

MedImmune, LLC, a wholly owned subsidiary
of AstraZeneca, AB, with its principal place of
business at One MedImmune Way, Gaithersburg,
MD 20878, USA, represented by its authorized
agent PPD Czech Republic, s.r.o0., as described
below

Tax ID no: 52 1555759
(“MedImmune”);

and

University Medical Center Utrecht, whose
registered office is at Heidelberglaan 100 in
Utrecht

Tax ID no: NL004205315B01
(“Utrecht”)

and

Fakultni nemocnice v Motole,

with its registered address at V Uvalu 84, 150 06
Prague 5, Czech Republic, represented by JUDr.
Ing. Miloslav Ludvik, MBA, hospital director.

Company ID no.: 00064203
Tax ID no: CZ00064203
(“Institution”)

99 99

(each a “Party”, collectively “Parties”.”)

The Innovative Medicines Initiative (“IMI”) is a
public-private partnership between the
pharmaceutical Industry and represented by the
European Federation of Pharmaceutical Industries
and Associations (“EFPIA”) and the European
Union represented by the European Commission;

The COMBACTE Consortium is formed under
the IMI for the purpose of establishing the project
called “Combating Bacterial Resistance in
Europe” (IMI Grant Agreement No. 115523) (the
“COMBACTE Project”);

SMLOUVA § RESITELSKYM CENTREM
CISLO PROTOKOLU CD-ID-MEDI4893-
1139

Tato SMLOUVA (,,Smlouva®) je t¢inna od data
posledniho podpisu niZze uvedenych stran (,,Dne
ucinnosti*) mezi:

MedImmune, LLC, pIn¢ vlastnénou pobockou
spole¢nosti AstraZeneca, AB, s hlavnim mistem
podnikani na adrese One Medlmmune Way,
Gaithersburg, MD 20878, USA, zastoupenou
spole¢nosti PPD Czech Republic, s.r.o., nize
jmenovanym opravnénym zastupcem

DIC: 52 1555759
(“MedImmune”);

a

University Medical Center Utrecht se sidlem
Heidelberglaan 100 in Utrecht, Nizozemsko

DIC: NL004205315B01
(“Utrecht”)

Fakultni nemocnice v Motole,

se sidlem V Uvalu 84, 150 06 Praha 5, Ceska
republika, zastoupena JUDr. Ing. Miloslavem
Ludvikem, MBA, feditelem nemocnice.

IC: 00064203
DIC: CZ00064203
(,,Zdravotnické za¥izeni)

(uvadénou dale jednotlivé jako ,,Strana®, a
spole¢né ,,Strany*)

Iniciativa pro inovativni medicinu (,,IMI®) je
vefejno-soukromé partnerstvi mezi
farmaceutickym  primyslem a  zastoupené
Evropskou federaci farmaceutickych prumysli a
asociaci  (,,EFPIA®“) a  Evropskou unii
zastoupenou Evropskou komisi;

Konsorcium COMBACTE bylo vytvotfeno pod
IMI za ucelem zavedeni projektu nazvaného ,,Boj

s bakterialni rezistenci v Evropé“ (Grantova
smlouva IMI ¢. 115523) (dale ,Projekt
COMBACTE");
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MedImmune’s parent Company, AstraZeneca
AB, is a participant in the COMBACTE Project;

COMBACTE Project: Medlmmune is bound by
the conditions of the Grant Agreement with the
European Union and its Annexes, and is obligated
to impose certain of those obligations on the
Institution. Specifically Institution acknowledges
that (i) IMI JU may request access to the data
collected during and up to five (5) years
following the research carried out under the Grant
Agreement (“Research”) (ii) Institution may be
audited by IMI JU, the European Commission
(“EC”) or the Court of Auditors during and up to
five (5) years following the Research and
Institution will fully cooperate with such audit, if
any (iii) any publicity or promotional materials
must (a) specify that the project has
received support from EFPIA and the European
Union (IMI JU) but that neither EFPIA, IMI JU
nor the EC is liable for the information contained
therein and (b) display the IMI JU and EFPIA
logos and the European emblem which right of
use does not imply that Institution may use such
logo’s and emblem in any other manner (iv) the
data received from Institution may be processed
by the European institutions in accordance with
Regulation EC No 45/2001; and (v) this
Agreement provides Institution no rights vis-a-
vis IMI JU under the Grant Agreement.

MedImmune is sponsor of a multi-center clinical
study entitled “A Phase 2 Randomized, Double-
blind, Placebo-controlled, Single-dose, Dose-
ranging Study of the Efficacy and Safety of
MEDI4893, a Human Monoclonal Antibody
Against Staphylococcus Aureus Alpha Toxin
in Mechanically Ventilated Adult Subjects”
(the “Study”), in furtherance of the objects of the
COMBACTE Project;

MedImmune has selected PPD Global Limited,
having an office at Granta Park, Great Abington,
Cambridge, CB21 6GQ, United Kingdom and its
affiliate in Czech Republic, PPD Czech Republic,
s.r.o., with its principal place of business at
Budejovicka alej, Antala Staska 2027/79, 140 00
Praha 4, Czech Republic (together as "CRQO") to
act on its behalf of and on account of
MedImmune as its authorized representative and
agent to negotiate and execute contracts with
clinical sites participating in the Study;

Ucastnikem projektu COMBACTE je
AstraZeneca AB, matei'ska spole¢nost spole¢nosti
MedImmune;

Projekt COMBACTE:Medlmmune je vazan
podminkami Grantové smlouvy s Evropskou uniii
a jejimi pfilohami, a je povinna ulozit
zdravotnickému zafizeni nékteré z povinnsoti.
Piedevsim, Zdravotnické zafizeni bere na védomi
ze (1) IMI JU miZze pozadovat pfistup k datim
shromézdénym béhem doby trvani a az pét (5) let
po vyzkumu vedeném podle Grantové smlouvy
(,,vyzkum*) (ii) Zdravotnické zatizeni mtze byt
auditovano IMI JU, Evropskou komisi (,,EK*)
nebo Evropsky ucetni dviir behen trvani a az pét
(5) let nasledujicich po Vyzkumu a Zdravotnciké
zafizeni bude na takovém, auditu pln¢
spolupracovat, pokud nastane, (iii) jakékoliv
reklamni a propagacni materialy musi (a) uvadét,
ze projekt byl podporovan EFPIA a Evropskou
unii (IMI JU), ale EFPIA, IMI JU ani EK nejsou
odpovedni za informace vnich uvedené (b)
uvadét loga IMI JU a EFPIA a evropsky znak,
toto pravo neznamena, ze muze Zdravotnické
zafizeni pouzit tyto loga a znak jinym zplsobem
(iv) s daty obdrzenymi od Zdravotncikéhozatizeni
mize byt naklddano evropskymi institucemi
v souladu v nafizenim EC ¢. 45/2001; a Tato
smlouva neposkytuje Zdravotnickému zafizeni
zadna prava v souvislosti s Grantovou smlouvou

Medlmmune je zadavatel multicentrického
klinického hodnoceni s ndzvem: Randomizované
dvojité zaslepené placebem kontrolované
klinické hodnoceni faze 2 zkoumajici u¢innost
a bezpecnost jedné davky o rizné sile
pripravku  MEDI4893, lidské monoklonalni
protilatky proti alfa-toxinu stafylokokus
aureus u dospélych pacientii s umélou ventilaci
(dale ,Klinické hodnoceni*) s podporou cili
projektu COMBACTE;

Spolecnost MedIlmmune zvolila PPD Global
Limited se sidlem v Granta Park, Great Abington,
Cambridge, CB21 6GQ, Spojené kralovstvi a
poboc¢ku v Ceské republice smluvni vyzkumnou
organizaci (CRO) PPD Czech Republic, s.r.o. s
hlavnim mistem podnikani na adrese Bud¢&jovicka
alej, Antala Staska 2027/79, 140 00 Praha 4, Ceska
republika, (spolecné¢ ,,CRO®), k jednani jejim
jménem a pro spole¢nost Medlmmune jako svého
povéteného zastupce a jednatele pfi projednavani
a provadéni smluv s fesitelskymi centry, ktera se
ucastni tohoto Klinického hodnoceni;
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Utrecht is the Managing Entity of the
COMBACTE Project and oversee the financial
aspects of the COMBACTE Project
Medlmmune would like Institution and
Investigator to participate in the Study;

NARRARIRRERRRRAR AR RRRARRERARRRAVARIRA)
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participate in the Study;

In consideration of the mutual promises and other

good and valuable consideration, the Parties

hereto agree as follows:

Article I — Clinical Study

1.1 Conduct of the Study:

(a) Institution and Investigator will participate in
the conduct of the Study at Clinic of
Anesthesiology and Intensive Care Medicine of
2. LF UK and FN Motol of the Institution in
accordance  with  Protocol No. CD-ID-
MEDI4893-1139 (“Protocol”), incorporated to
this Agreement by reference, as it may be
amended from time to time by MedImmune,
subject to any approval that may be required by
the Institution relevant ethics committee.
Investigator will be responsible for conducting
the Study. Prior to the commencement of the
Study by the Institution and Investigator,
Institution and Investigator will review the
Protocol and notify Medlmmune if it/she/he
cannot comply with any of its terms. Institution
and Investigator may deviate from the Protocol,
except with respect to violations of the
inclusion/exclusion criteria for Study subjects
contained in the Protocol, only when necessary to
protect the safety, rights or welfare of the Study
Subjects. Medlmmune/CRO shall be informed in
writing of any and all deviations from the
Protocol. Any such deviations and their cause
shall be noted in the corresponding report as
required under the Protocol for the period in
which the deviation occurred and in any final
report. Medlmmune or its  designated
representatives shall be responsible for ensuring
that all necessary ethics committee approvals are
attained by Institution before commencement of
the Study.

subjektem  projektu
na finanéni stranku

Utrecht je  spravnim
COMBACTE a dohlizi
projektu COMBACTE

Spole¢nost Medlmmune si  pfeje  ucast
Zdravotnického zafizeni a ZkousSejiciho v tomto
Klinickém hodnoceni;

Zdravotnické zafizeni a delegovany zkousejici

JJeeeeccaxds i
ochotni se Ucastnit tohoto Klinického hodnoceni;
S ptihlédnutim ke vzajemnym umluvam a
vzajemnym piislibenym vyhoddm se zde uvedené
Strany dohodly takto:

Clanek I — Klinické hodnoceni

1.1 Provedeni klinického hodnoceni:

(a) Zdravotnické zatizeni a ZkousSejici se budou
ucastnit provadéni tohoto Klinického hodnoceni
na Klinice anesteziologie, resuscitace a intenzivni
mediciny 2. LF UK a FN Motol Zdravotnického
zatizeni v souladu s Protokolem ¢&. CD-ID-
MEDI4893-1139  (,,Protokol”), zaclenénym
odkazem do této Smlouvy, kterda mize byt ¢as od
¢asu upravena  spoleCnosti  MedImmune,
podléhajici schvaleni, jez muze byt pozadovano
pfislusnou  etickou komisi Zdravotnického
zafizeni. ZkouSejici bude odpovédny za
provadéni tohoto Klinického hodnoceni. Pted
zahdjenim  tohoto  Klinického  hodnoceni
Zdravotnickym zatizenim a ZkouSejicim posoudi
Zdravotnické zatizeni a ZkouSejici tento Protokol
a uvédomi spolecnosti Medlmmune, pokud
nemohou nékteré zjejich podminek vyhovet.
Zdravotnické zafizeni a ZkouSejici se mohou
odchylit od Protokolu, pokud se nejedna o
poruseni  vstupnich/vyluCujicich  kritérii  pro
Subjekty hodnoceni, obsazenymi v Protokolu,
pouze pokud je tfeba chranit bezpecnost, prava
nebo pohodu Subjektt hodnoceni.
MedImmune/CRO musi byt pisemn¢
informovany o vSech odchylkach od Protokolu.
Jakékoli tyto odchylky a jejich pficina bude
zaznamenana v odpovidajici  zpravé podle
pozadavkli Protokolu za urcité obdobi, ve kterém
k odchylce doslo a v jakékoli zavérecné zprave.
Spole¢nost MedImmune nebo jeji urceni zéstupci
budou odpovédni za zajisténi, ze Zdravotnické
zafizeni obdrzi vSechna nezbytna schvaleni etické
komise, nez zahji toto Klinické hodnoceni.

Page 3 of 36



SAATELLITE-CZECH-CTA-INS-V14.02

(b) Institution and Investigator shall perform the
Study in strict compliance with all Czech national
and local laws, guidance, rules and regulations
applicable to the Study as well as all other
applicable laws, guidance, rules and regulations,
all generally accepted professional, clinical and
research standards of care, and all Institution,
relevant  ethics committee and policies,
procedures and guidelines. Without limiting the
foregoing, Institution and Investigator shall
perform the Study in strict compliance with: (i)
the authorization of the Study issued by the State
Institute for Control of Drugs (SUKL) (the
“Regulatory Authority”), (ii) the terms and
conditions of the favorable opinion of the relevant
ethics committee; (iii) the relevant laws of the
EU if directly applicable or of direct effect; (iv)
applicable legal regulations of Czech Republic,
especially but not limited to Act no. 89/2012
Coll, Civil Code as amended, Act No. 378/2007
Coll., on Pharmaceuticals, as amended, Act No.
101/2000 Coll on Data Privacy as amended,
Decree No 226/2008 Coll., on good clinical
practice and detailed conditions of clinical trials
on medicinal products; (v) the Declaration of
Helsinki (2013); (vi) International Conference on
Harmonization (ICH), Good Clinical Practice
(GCP); (collectively, the “Regulations”).

(c) Medlmmune has retained CRO to act as
MedImmune's contract research organization to
perform certain duties and functions in relation to
this Study, including but not limited to
monitoring of the Study.  The Institution and
Investigator acknowledges Medlmmune’s right to
assign, delegate, or transfer, in whole or in part,
without the consent of the Institution and
Investigator, any of its rights or obligations under
this Agreement to CRO. The Institution and
Investigator shall permit CRO to perform any or
all of MedImmune’s rights under this Agreement.
The CRO may act for and on behalf of
Medlmmune in exercising certain rights and
obligations under the terms of this Agreement.

(d) Institution and Investigator may not
subcontract or otherwise engage or consult with
any other person or entity, other than Institution
representatives, the PI,  Utrecht, CRO,

(b) Zdravotnické zatizeni a Zkousejici budou toto
Klinické hodnoceni provadét v pfisném souladu
se vSemi Ceskymi ndrodnimi i mistnimi zékony,
pokyny, pravidly a pfedpisy platnymi pro toto
Klinické hodnoceni, a také dalSimi relevantnimi
zakony, pokyny, pravidly a pfedpisy, vSemi
obecné pfijatymi profesnimi, klinickymi a
vyzkumnymi standardy péce a podle vSech zésad,
postupi a pokynd etické komise prislusné
k Zdravotnickému zafizeni. Bez omezeni vySe
uvedenych ustanoveni budou Zdravotnické
zafizeni a ZkouSejici provadét toto Klinické
hodnoceni v pfisném souladu (i) s povolenim
Klinického hodnoceni vydanym Statnim ustavem
pro kontrolu 1é&iv (SUKL) (Regula¢ni organ, (ii)
s podminkami a nalezitostmi souhlasného
posudku prislusné etické komise, (iii) s
ptislusnymi zadkony EU, pokud maji pfimou
platnost nebo piimou uc¢innost; (iv) platnymi
pravnimi piedpisy Ceské republiky, predevsim,
nikoliv vSak vyluéné zadkonem ¢. 89/2012 Sb.,
obcansky zakonik, ve znéni pozdéjsich predpist,
zakonem ¢. 378/2007 Sb., o 1éCivech, ve znéni
pozdgjsich predpist, zakon ¢. 101/2000 Sb., o
ochrané¢ osobnich 1daji, ve znéni pozdéjsich
predpist, vyhlaskou ¢. 226/2008 Sb., o spravné
klinické praxi a blizSich podminkach klinického
hodnoceni  1é¢ivych  pfipravkd, ve znéni
pozdéjsich predpisit a; (v) Helsinskou dohodou
(2013); (vi) Mezinarodni konferenci pro
harmonizaci (ICH), Spravnou klinickou praxi;
(spole¢né ,,Piredpisy*)

(c) Medlmmune ma CRO, ktera pro spolecnosti
Medlmmune jednd jako smluvni vyzkumna
organizace pii provadéni urcitych povinnosti a
funkci ve vztahu ktomuto Klinickému
hodnoceni, mimo jiné monitorovani tohoto
Klinického hodnoceni. Zdravotnické zafizeni a
Zkousejici uznavaji pravo spolecnosti
Medlmmune ptidélit, delegovat nebo pievést bez
souhlasu Zdravotnického zafizeni a ZkousSejiciho
veSkera nebo CasteCna prava nebo povinnosti
podle této Smlouvy na CRO. Zdravotnické
zafizeni a ZkouSejici umozni CRO provadét
vSechna prava nebo ¢ast prav spolecnosti
Medlmmune podle této Smlouvy. CRO muze
jednat pro a za Medlmmune pfi provadéni
uréitych prav a povinnosti podle podminek této
Smlouvy.

(d) Zdravotnické zafizeni a ZkouSejici nesmi
uzavirat subdodavatelskou smlouvu ani jinak
zapojovat nebo vyuzivat poradenstvi jakékoli jiné
osoby nebo  subjekty kromé  zastupci
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MedImmune, or the Study subjects, to conduct
the Study, without the advance written consent of
MedImmune.

(e) MedImmune will be responsible for preparing
the Protocol and Investigator’s brochure, the
subject informed consent form template and Case
Report Forms (CRFs) which will be provided to
the Institution and Investigator.

® Medlmmune in cooperation with
COMBACTE will be responsible for final site-
selection for the multi-center Study.

1.2 Study Drug:
(a) The Protocol is to be performed with

MEDI4893 (“Study Drug”). Medlmmune will
make Study Drug available to Institution, as
further specified under item (d) below, at no cost
or expense to the Institution or Investigator.
Where applicable national laws exclude the
provision of any Study Materials by Medlmmune
to the Institution and Investigator free of charge,
the Parties shall consult to arrive at a suitable
arrangement as to the supply of the Study Drug
by Medlmmune to the Institution. After
Medlmmune has: (i) received a copy of the
approval of the Protocol from the relevant ethics
authority of Institution, including the approved
subject informed consent form; (ii) received a
copy of the authorization to disclose individually
identifiable health information, as applicable; (iii)
received a financial disclosure form which
complies with FDA regulations 21 CFR Parts 54
and 312; (iv) received other essential Study
documents as needed; and (v) Institution has been
qualified to conduct the Study by MedImmune
and or its designated representative; the Study
Drug will be shipped to the Institution /
Pharmacy, as defined in item (d) below and will
be managed by the Investigator and delegated
pharmacist, as defined in item (d) below, or their
qualified designee according to the Protocol.
Institution may not charge any Study Subject, nor
charge or seek reimbursement from any person or
entity, including insurance companies, any third
party payer (whether public or private) or
Institution representatives, for the Study Drug
(including comparator or placebo) provided by
MedImmune or the administration of such Study
Drug.

Zdravotnického zafizeni, PI, Utrecht, CRO,
Medlmmune nebo Subjektd hodnoceni do
provadéni tohoto Klinického hodnoceni bez
predchoziho pisemného souhlasu Medlmmune.

(e) Medlmmune bude odpovédnd za pfipravu
Protokolu a Souboru informaci pro zkousejiciho,
vzoru formuldfe informovaného  souhlasu
subjektu a zaznamu subjekti hodnoceni, které
budou poskytnuty Zdravotnickému zatizeni a
ZkousSejicimu.

() Medlmmune ve spolupraci s konsorciem
COMBACTE bude odpovédna za konecny vyber
teSitelskych center pro toto multicentrické
Klinické hodnoceni.

1.2 Hodnocené 1écivo:

(a) Tento Protokol bude provadén s ptipravkem
MEDI4893 (,,Hodnocené 1écivo). Medlmmune
poskytne hodnocené 1éCivo Zdravotnickému
zafizeni tak, jak je nize uvedeno v bod¢ (d), bez
jakychkoli poplatkii nebo vydaji ze strany
Zdravotnického zafizeni nebo Zkousejiciho.
Pokud platné néarodni zakony vylucuji poskytnuti
materiald  klinického hodnoceni spolecnosti
Medlmmune Zdravotnickému zafizeni nebo
Zkousejicimu bez poplatku, Strany se dohodnou
na vhodnych podminkdch pro dodavani
hodnoceného 1éCiva spole¢nosti MedImmune
Zdravotnickému zafizeni. Poté, co spole¢nost

Medlmmune: (i) obdrzela kopii schvaleni
Protokolu od pfislusného etického organu
Zdravotnického zafizeni, véetné schvaleného

formulafe informovaného souhlasu subjektu; (ii)
obdrzela kopii opravnéni ke zpfistupnéni
individualné identifikovatelnych  zdravotnich
informaci, podle potieby; (iii) obdrzela formulaf
finan¢niho  prohlaseni, ktery je v souladu
s predpisy FDA, 21 CFR, casti 54 a 312; (iv)
obdrzela dal$i potfebné dokumenty Klinického
hodnoceni; a (v) Zdravotnické zafizeni bylo
opravnéno  k provedeni  tohoto  Klinického
hodnoceni Medlmmune a/nebo urCenym
zastupcem; hodnocené 1é¢ivo bude dopraveno do
Zdravotnického  zafizeni/lékarny,  jak  je
definovano v ¢lanku (d) nize a bude spravovano
Zkousejicim a poveéfenym lékarnikem, jak je
uvedeno niZze v bodé (d) nebo jejich opravnénym
zastupcem podle tohoto Protokolu. Zdravotnické
zafizeni nebude Subjektu hodnoceni uctovat, ani
pozadovat poplatek nebo nahradu od Zadné osoby
nebo subjektu, vcetné pojistoven, jakéhokoli
platce tfeti strany (vetfejného nebo soukromého)
nebo zastupcli Zdravotnického zafizeni, za
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(b) Institution and Investigator will use the Study
Drug solely for the purpose of conducting the
Study in accordance with the Protocol. Upon
completion of the Study or at the request of
Medlmmune or its designated representative,
Institution and/or Investigator will promptly
destroy or return, at Medlmmune’s expense, all
unused Study Drug to Medlmmune and/or its
designated  representatives and  provide
documentation, upon request by Medlmmune
and/or its designated representatives, certifying
the destruction or return of such Study Drug.

(c) In the event that MedImmune determines that
the Study Drug must be recalled for safety,
identity, purity, strength, quality or other
concerns, MedIlmmune will issue a notice to the
Institution specifying that there is a recall. Such
notice will contain instructions for how to pack
and ship the Study Drug and instructions for
completing necessary paperwork including
accountability logs, dose preparation logs, and
other documentation.

(d) The Institution will authorize an employee
appropriately qualified to act as a delegated
pharmacist to secure proper handling of the Study
Drug in accordance with Protocol, Good
Pharmaceutical Practice and Decree no.
226/2008, Coll. and all other relevant local
regulations.

1.3 Enrollment: Institution/Investigator will
enroll eligible Study subjects in the Study in
accordance with the Protocol. Institution and
Investigator may not begin any Study activities
on a Study subject until Investigator obtains a
signed informed consent form from the Study
subject. Investigator will obtain a signed
informed consent form and a signed authorization
for disclosure of identifiable health information
from each Study subject entered into the Study.
Investigator will enroll eligible Study subjects in
accordance with the inclusion/exclusion criteria
of the Protocol on a competitive enrollment basis
until notified by MedIlmmune or its representative
that the required number of Study subjects has
been enrolled.  Institution and Investigator

hodnocené lé¢ivo (v€etné¢ komparatoru nebo
placeba) poskytované spole¢nosti Medlmmune
nebo podavani tohoto hodnoceného 1éCiva.

(b) Zdravotnické zafizeni a ZkouSejici budou
hodnocené 1écivo vyuzivat pouze pro ucely
provadéni tohoto Klinického hodnoceni

vsouladu stimto Protokolem. Po dokonceni
tohoto Klinického hodnoceni

nebo na zadost Medlmmune nebo jejiho
povéteného zastupce Zdravotnického zafizeni,
popt. Zkousejici urychlené¢ zni¢i nebo vrati na
naklady Medlmmune, popf. jejiho uréeného
zastupce, veskeré nepouzité hodnocené 1écivo
spole¢nosti Medlmmune, popf. jejim povefenym
zastupcum, a poskytne na zadost Medlmmune,
popi. jejiho wurceného zastupce dokumentaci
potvrzujici zniceni nebo vraceni hodnoceného
1éciva.

(c) Pokud spolecnost Medlmmune uréi, Ze je
tteba hodnocené 1é¢ivo stdhnout kvtli obavam o
bezpecnost, totoznost, Cistotu, silu, kvalitu nebo
jinym obavam. Preda MedImmune
Zdravotnickému zafizeni ozndmeni informujici o
stazeni. Toto oznameni bude obsahovat pokyny,
jak zabalit a pfepravit hodnocené 1é€ivo a pokyny
pro vyplnéni nezbytnych papirit véetné zaznamut
odpovédnosti, zaznamu pfipravy davek a dalsi
dokumentace.

(d) Zdravotnick¢ zafizeni poveéii vhodné
kvalifikovaného zaméstnance k jednani jako
poveteného  lékarnika  k zajisténi  fadného
naklddani s hodnocenym lécivem Zadavatele
v souladu s Protokolem, Spravnou
farmaceutickou praxi a Nafizenim ¢. 226/2008
Sb. a dal§imi platnymi mistnimi pfedpisy.

1.3 Zaiazovani: Zdravotnické
zatizeni/Zkousejici budou zatazovat zpuUsobilé
Subjekty hodnoceni do tohoto Klinického
hodnoceni v souladu stimto  Protokolem.
Zdravotnické zatizeni a Zkousejici nezahdji se
Subjektem hodnoceni zadné ¢innosti souvisejici
s timto Klinickym hodnocenim, dokud Zkousejici
neobdrzi od Subjektu hodnoceni podepsany
formulat informovaného souhlasu. Zkousejici
obdrzi od kazdého Subjektu hodnoceni,
zafazeného do tohoto Klinického hodnoceni,
podepsany formulaf informovaného souhlasu a
podepsané povoleni ke zptistupnéni
identifikovatelnych ~ zdravotnich  informaci.
ZkousSejici bude zafazovat zpusobilé Subjekty
hodnoceni v souladu se vstupnimi/vylucujicimi
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understands and agrees that MedImmune cannot
guarantee that Institution and Investigator will
enroll any Study subjects.

14 Electronic Case Report Forms and
Study Documentation:

(a) Institution and Investigator will submit data
using the electronic data capture system provided
by MedImmune or CRO. Electronic Case Report
Forms (“eCRFs”) will be used to record all of the
required clinical and laboratory data in a timely
manner in accordance with designated Study
procedures. Institution and Investigator will be
responsible for data entry. Data entry should
occur within three (3) days of a Study subject
visit. Site staff will be expected to respond to any
electronic data queries within five (5) days of
their creation. All eCRFs for each Study subject
will be signed by the Investigator, or
Investigator’s appropriate designee, within five
(5) days of being notified that the data for the last
completed Study subject visit has been locked.
Investigator shall be responsible for reviewing the
complete eCRFs to ensure their accuracy.
MedImmune and/or its designated representative
will provide training on the electronic data
capture system to Investigator and Institution’s
Study staff and will provide access to a twenty-
four (24) hour help desk during the course of the
Study to respond to questions regarding use of the
electronic data capture system.

(b) All pertinent data on subjects enrolled in the
Study will be maintained at the Institution by the
Investigator for at least the longest of (i) two (2)
years after the last grant of marketing
authorization for the Study Drug by a regulatory
authority for a country included in the Study and
until there are no further applications for
marketing authorization for the Study Drug
pending or contemplated by MedImmune, (ii)
five (5) years after Medlmmune or CRO has
notified Institution or Investigator that the Study
has been discontinued or completed, or (iii) the
minimum period required by applicable laws and
regulations. If Institution and Investigator intend
to destroy any such records, it shall first notify

kritérii Protokolu na kompetitivnim principu
zafazovani, dokud nedostane od MedImmune
nebo jejiho zastupce oznameni, Ze byl zarazen
pozadovany  pocet  Subjekti  hodnoceni.
Zdravotnické zafizeni a ZkousSejici chapou a
souhlasi, Ze Medlmmune nemuze zarulit, ze
Zdravotnické zatizeni a Zkousejici zaradi jakékoli
Subjekty hodnoceni.

1.4 Elektronické zdznamy subjektu hodnoceni
a dokumentace klinického hodnoceni:

(a) Zdravotnické zafizeni a ZkouSejici budou
poskytovat tdaje prostiednictvim systému pro
sbér dat zajisténého Medlmmune nebo CRO.
Elektronické Zaznamy subjektu  hodnoceni
(eCRF) budou pouzity k ¢asovému zaznamu
vSech pozadovanych klinickych a laboratornich
dat vsouladu snavrzenymi postupy tohoto
Klinického hodnoceni. Zdravotnické zafizeni a
Zkousejici budou odpovédni za vkladani dat.
Vlozeni dat je tfeba provést do tii (3) dnl od
navstévy Subjektu hodnoceni. Od personalu
tesitelského centra se bude ocekavat reakce na
jakékoli dotazy ohledn¢ elektronickych dat do
péti (5) dnd od jejich vytvotfeni. VSechny eCRF
kazdého Subjektu hodnoceni budou podepsany
Zkousejicim nebo jeho piislusnym zastupcem do
péti (5) dnlt od oznameni, Ze byla uzaviena data
zposledni  dokoncené  navstévy  Subjektu
hodnoceni. Zkousejici bude odpovédny za
posouzeni kompletnich eCRF kvuli zajisténi
jejich spravnosti. Medlmmune nebo jeji poveieny
zastupce zajisti Skoleni o elektronickém systému
shromazd'ovani dat pro Zkousejiciho a personal
Zdravotnického zafizeni a umozni pristup ke
Ctyfiadvacetihodinové (24-hod) pomocné lince
v prubéhu Klinického hodnoceni, ktera odpovi na
otazky tykajici se pouzivani elektronického
systému pro shromazd’ovani dat.

(b) VsSechny pripadné tudaje o subjektech
zatazenych do Klinického hodnoceni budou
uchovavany ve Zdravotnickém zafizeni
Zkousejicim po minimaln¢ nejdelsi dobu ze (i)
dvou (2) let po poslednim ud€leni registrace
hodnocenému 1é¢ivu regulacnim organem v zemi
zatfazené do Klinického hodnoceni, a dokud
nebézi nebo nejsou zvazovany dal§i zadosti o
registraci hodnoceného 1é¢iva, (i) péti (5) let
poté, co Medlmmune nebo CRO oznamili
Zdravotnickému zatizeni nebo Zkousejicimu, Ze
bylo Klinické hodnoceni ukon¢eno nebo
dokon¢eno, nebo (iii) minimalni  dobu
pozadovanou platnymi zakony a ptredpisy. Pokud
Zdravotnické zatizeni a ZkousSejici maji v umyslu
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MedIlmmune of such intention in writing.
MedImmune shall have the option, which must be
exercised in writing within sixty (60) days of
receipt of written notice, to have Institution and
Investigator either transfer all such records to
Medlmmune or, at the reasonable cost and
expense of Medlmmune, continue to store them
on MedImmune’s behalf.

(c) When the Study has been completed,
terminated or discontinued, MedIlmmune or its
designee will submit a notification of Study
closure to Institution or Investigator and the
relevant ethics committee(s).

1.5 Serious Adverse Events: All serious
adverse events, regardless of causality, will be
reported in writing and according to Study
procedures and the Protocol by the Investigator
to  Medlmmune and/or its  designated
representatives within twenty-four (24) hours
after the Investigator or the relevant sub
investigator has become aware of the serious
adverse event. Serious adverse events will also
be reported to the relevant ethics committee as
per the Regulations and relevant ethics committee
requirements. Institution and Investigator will
provide prompt assistance to Medlmmune and/or
its designated representatives as requested to
clarify the facts and circumstances of each
reported serious adverse event. CRO shall report
any adverse events to the regulatory authorities
and will prepare and submit the annual safety
report to the appropriate regulatory authorities.

1.6 Study Results and Data:

(a) Institution and Investigator will make the
results and all data and all “Study
Documentation” (meaning all eCRFs, records,
notes, reports and data relating to the Study in any
form, all recorded original observations and
notations of Study activities, and all reports and
records necessary for the evaluation of the Study
whether in written, electronic or other tangible
form) available to Medlmmune and/or its
designated representatives, and to the FDA, the
European Medicines Agency and similar
regulatory agencies in other countries, as
required. Medlmmune will own all data and
results and will have the right to use the results
and data for all purposes including but not limited
to seeking regulatory approval from the FDA and
other such agencies. Institution and Investigator

jakékoli tyto zaznamy zni¢it, musi nejprve o
tomto umyslu pisemné informovat Medlmmune.
MedIlmmune bude mit moznost, kterou musi
realizovat do 60 dni od piijeti pisemného
oznameni, nechat Zdravotnické =zafizeni a
Zkousejiciho bud’ prevést vSechny tyto zaznamy
do MedIlmmune nebo je nechat za rozumnou
uplatu spole¢nosti Medlmmune nadale uchovavat
jménem MedImmune.

(c) Jakmile je Klinické hodnoceni dokonceno,
ukonéeno nebo preruseno, doru¢i Medlmmune
nebo jeho zastupce oznameni o uzavieni
Klinického hodnoceni Zdravotnickému zatizeni
nebo Zkousejicimu a pfislusné Etické komisi
(Etickym komisim).

1.5 ZéavaZné neZzidouci prihody: VsSechny
zavazné nezadouci piihody, véetné Kkauzality,
budou ohlaseny Zkousejicim pisemné a v souladu
s postupy Klinického hodnoceni a Protokolu
spole¢nosti MedIlmmune, popf. jejim poveérenym
zastupctiim do ¢tyfiadvaceti (24) hodin poté, co se
Zkousejici nebo podiizeny zkousejici dozvi o
zavazné nezadouci piithod€. Zavazné nezadouci
ptihody budou rovnéz hlaSeny piisluSné etické
komisi v souladu sPredpisy a pozadavky
piislusné etické komise. Zdravotnické zafizeni a
Zkousejici zajisti podle potieby rychlou pomoc
MedImmune, popf. jejim povéfenym zastupciim
s cilem vyjasnit fakta a okolnosti kazdé ohlasené
zavazné nezadouci ptihody. CRO ohlasi jakékoli
nezadouci ptihody regula¢nimu organu a pfipravi
roéni zpravu o Dbezpecnosti a postoupi ji
regulacnim organim.

1.6 Vysledky a udaje Klinického hodnoceni:

(a) Zdravotnické zafizeni a ZkouSejici daji
k dispozici vysledky a veskeré udaje a veskerou
,Dokumentaci klinického hodnoceni“ (min¢no
vSechny eCRF, zaznamy, poznamky, zpravy a
data  souvisejici s Klinickym  hodnocenim
v jakékoli form¢, veskera zaznamenana sledovani
a zapisy o ¢innostech souvisejicich s Klinickym
hodnocenim v pisemné, elektronické nebo jiné
hmotné forme) spolecnosti Medlmmune nebo
jejim uréenym zastupcim a FDA, Evropské
lékové agentufe a podle pozadavkid podobnym
regula¢nim uradim v jinych zemich. MedImmune
bude vlastnit vSechna data a vysledky a bude mit
pravo pouzivat tyto vysledky a data pro vSechny
ucely, mimo jiné pfi zadosti o regulacni schvaleni
FDA nebo jinymi  podobnymi  tufady.
Zdravotnické zatizeni a Zkousejici zajisti spravné
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will ensure accurate and timely collection,
recording, and submission of Study Data.
MedIlmmune or its designated representatives
including CRO may request copies of Study
subject medical records, including but not limited
to medical chart information as needed to comply
with applicable laws and regulations. For the
avoidance of doubt, Study subject medical
records, including medical chart information and
any original source documents prepared by the
Institution or Investigator relating to the Study
remain the property of Institution.

(b) MedImmune, hereby grants Institution and
Investigator a non-exclusive, perpetual, royalty-
free license, without the right to grant sub-
licenses, to use the Study data generated by
Institution and Investigator in the performance of
this Agreement for its own non-commercial (i)
internal research and/or (ii) educational purposes
and/or (iii) subject care purposes, provided that
the restrictions with regards to Confidential
Information (as defined below) and publication as
set forth in Sections 1.10 and 1.11 are observed
and adhered to.

1.7 Study Monitoring and Audits:

(@) Medlmmune and/or its  designated
representatives including CRO will have the
right, upon advance notice, at MedImmune’s
expense, and during regular business hours and at
a mutually agreeable time, to: (i) audit all
facilities used in performance of the Study; (ii)
monitor the conduct of the Study; and (iii)
review, copy and audit all documents and records
pertaining to the Study or required to be kept
under this Agreement, all required licenses,
certificates and accreditation of Institution and
Investigator or any Subinvestigators.
MedImmune and/or its designated representatives
including CRO will monitor the Study in regard
to the adequacy of Protocol execution,
documentation, specimen and data collection and
receipt, storage, and utilization of the Study Drug
and expects to conduct the clinical monitoring
visits routinely during the course of the Study,
with the frequency to be determined by
MedImmune. Medlmmune and/or its designated
representatives including CRO will conduct other
visits to the site regarding site qualification and/or
Study initiation, and Study close-out. The
Institution and Investigator will provide direct
access to all Study documents and materials at

a vCasné shromdzdéni, zaznamenani a pfedani
udaju klinického hodnoceni. Medlmmune nebo
jeho povéteni zastupci, véetn¢ CRO, mohou
pozadovat kopie zdravotnich zdznaml Subjektu
hodnoceni, mimo jiné informaci ze zdravotni
karty podle potieby, pro vyhovéni platnym
zakonim a predpisim. Aby se piedeslo
pochybam,  zdravotni  zdznamy  Subjektu
hodnoceni, véetné informaci ze zdravotni karty a
puvodnich zdrojovych dokumentd vytvofenych
Zdravotnickym zafizenim nebo ZkouSejicim a
tykajicich se Klinického hodnoceni ziistanou
majetkem Zdravotnického zatizeni.

(b) Medlmmune timto udéluje Zdravotnickému
zafizeni a ZkouSejicimu nevyhradni, trvalou,
nezpoplatnénou licenci, bez prava ud¢lovat
sublicence, k pouzivani dat klinického hodnoceni
vytvofenych Zdravotnickym zafizenim nebo
Zkousejicim pii provadéni této Smlouvy pro
jejich vlastni nekomercni (i) interni vyzkum,
popt. (ii) edukacni ucely, popt. (iii) ucely péce o
subjekt za predpokladu, Zze jsou nasledovana a
dodrzovana omezeni sohledem na Duavérné
informace (vymezené nize v textu) a publikovani
podle kapitol 1.1 a 1.11.

1.7 Monitorovani klinického hodnoceni a
audity:

(a) MedImmune, popf. jeji povéfeni zastupci,
véetn¢ CRO budou mit pravo po pfredchozim
oznameni na naklady Medlmmune a béhem
normalni provozni doby a ve vzajemné
dohodnutém case: (i) provadét audity ve vsech
provozovnach  vyuzitych  pro  provadéni
Klinického hodnoceni; (ii) monitorovat provadéni
Klinického hodnoceni; (iii) posuzovat, kopirovat
a kontrolovat vSechny dokumenty a zdznamy
tykajici se Klinického hodnoceni nebo podle
pozadavkd uchovavani podle této Smlouvy,

vSechny pozadované licence, certifikaty a
akreditace Zdravotnického zatizeni a
Zkousejiciho nebo Podfizenych zkousejicich.

MedImmune, popf. jeji povefeni zastupci, véetné
CRO budou monitorovat Klinické hodnoceni
z hlediska adekvatnosti provadéni Protokolu,
dokumentace, sbéru a piijmu vzorkd a dat,
uchovavani a vyuzivani hodnoceného lécCiva a
ocekavaji provadéni klinickych monitorovacich
navstév rutinné v pribéhu Klinického hodnoceni
s frekvenci stanovenou MedImmune.
MedImmune, popf. jeji urceni zastupci vcetné
CRO uskutec¢ni dalsi navstévy fesitelského centra,
tykajici se kvalifikace fesitelského centra, popf.
zahajeni Klinického hodnoceni a uzavieni
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MedImmune and/or its designated
representatives’ request. The Institution and
Investigator will assist Medlmmune and/or its
designated representatives including CRO in
resolving any discrepancies or errors in Study
eCRFs and reports and in performing random
audits of the original eCRFs, laboratory results
and other source data relating to the Study.
Institution and Investigator hereby certifies that
any and all restrictions on any individuals
monitoring the Study have been provided to
Medlmmune prior to the execution of this
Agreement.

(b) In the event of suspected fraud or material
misconduct by the Institution, Medlmmune,
and/or its designated representatives including
CRO shall have the right to perform a for cause
audit of the Institution and Investigator upon prior
written notice.

1.8 Regulatory Inspections: If any
governmental or regulatory authority: (i) contacts
Institution or Investigator with respect to the
Study; (i1) conducts, or gives notice of its intent to
conduct, an inspection at Institution; or (iii) takes,
or gives notice of its intent to take, any other
regulatory action with respect to any activity of
Institution and Investigator, the relevant ethics
committee, or Institution or Investigator which
could reasonably be expected to impact any data
or clinical activity under the Study; Institution
and Investigator must promptly notify
MedImmune of the contact or notice.
MedImmune, and/or CRO will have the right to
be present at and to participate in any such
inspection or regulatory action with respect to the
Study. Institution and Investigator must provide
MedImmune with copies of all information and
documentation applicable to the Study issued by
any governmental or regulatory authority and any
proposed response. Medlmmune and CRO will
have the right to review and comment in advance
on any responses which pertain to the Study, but
acknowledge that Medlmmune shall only advise
Institution and Investigator in such responses. No
such response will contain any false or
misleading information with respect to the Study,
the Study Drug, CRO or Medlmmune. If the
Institution or Investigator is provided an
inspection report from the governmental or
regulatory authority, a copy of such report shall

Klinického hodnoceni. Zdravotnické zafizeni a
ZkousSejici poskytnou pifimy pfistup ke vSem
dokumentiim a materialim Klinického hodnoceni
na zadost MedImmune, popf. jejich povérenych
zastupcu. Zdravotnické zatizeni a ZkouSejici
poskytnou pomoc Medlmmune, popf. jejim
poveéfenym zastupcim vcéetné CRO pii feSeni
jakychkoli neshod nebo chyb v eCRF Klinického
hodnoceni a zpravach Klinického hodnoceni a pii
provadéni nahodnych auditd ptvodnich eCREF,
laboratornich vysledkd a dalSich zdrojovych dat
tykajicich se Klinického hodnoceni. Zdravotnické
zafizeni a ZkousSejici timto potvrzuji, ze jakakoli
omezeni o jakychkoli jedincich monitorujicich
Klinické hodnoceni byla spole¢nosti MedImmune
piedana pred provadénim této Smlouvy.

(b) V ptipad¢ podezieni na podvod nebo Spatné
zachazeni s materidlem ze strany Zdravotnického
zafizeni, bude mit Medlmmune, popf. jeji urceni
zastupci, vcetné CRO, pravo po predchozim
pisemném oznameni provést piipadovy audit
Zdravotnického zatizeni a Zkousejiciho.

1.8 Inspekce ze strany regula¢nich organii:
Pokud jakykoli statni nebo regulacni orgén: (i)
zkontaktuje =~ Zdravotnické  zafizeni  nebo
Zkousejiciho ve vé€ci tohoto  Klinického
hodnoceni; (ii) provede v Zdravotnickém zatizeni
kontrolu nebo ozndmi zamér ji provést; (iii)
uskutecni nebo oznami sviij zamér uskutecnit
jakoukoli jinou regulacni c¢innost tykajici se
jakékoli Cinnosti Zdravotnického zafizeni a
Zkousejiciho, pfislusné Etické komise nebo
Zdravotnického zafizeni nebo ZkousSejiciho, u
které lze rozumné ocekavat dopad na udaje nebo
klinickou ¢innost v ramci Klinického hodnoceni;
musi Zdravotnické zafizeni a ZkouSejici okamzité
informovat o tomto zkontaktovani nebo oznameni
spolecnost MedImmune. Medlmmune, popf.
CRO budou mit pravo ucastnit se jakékoli takové
kontroly nebo regulacniho postupu, ktery se tyka
Klinického hodnoceni. Zdravotnické zafizeni a
Zkousejici musi  spolecnosti  MedImmune
poskytnout kopie vSech informaci a dokumentace
platné pro Klinické hodnoceni, vydané statnim
nebo regulacnim organem, a jakoukoli navrzenou
odpovéd’. Medlmmune a CRO budou mit pravo
predem posoudit a pripominkovat odpovédi
tykajici se Klinického hodnoceni, ale berou na
védomi, Ze vtéchto odpovédich mohou
Zdravotnickému zafizeni a ZkouSejicimu pouze
radit. Zadna odpovéd’ nesmi obsahovat nespravné
nebo zavadégjici informace tykajici se Klinického
hodnoceni, hodnoceného 1é¢iva, CRO nebo
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be provided to Medlmmune within forty-eight
(48) hours of its receipt by the Institution and
Investigator. Institution and Investigator must
use best efforts to properly address and will cure
any and all non-compliance issues, and will
consult and inform MedImmune in all respects to
the actions taken and the responses provided to
any report or correspondence issued by any
governmental authority which could reasonably
be expected to impact the Study.

1.9 Study Funding:
(a) Payments to the Institution and Investigator

for the performance of Study shall be made by
MedImmune through Utrecht, in accordance with
Exhibit I, attached to this Agreement (the
“Budget and Payment Schedule”). The
Institution and Investigator hereby acknowledge
and agree that payments due under this
Agreement are pass-through payments and that
Utrecht shall have no payment obligations
hereunder until such time as said payments are
received by Utrecht. The compensation and
reimbursement described in the Budget will be
the only amounts due or payable to the Institution
or Investigator for services provided under this
Agreement. Each Study budget includes all direct
and indirect costs and expenses (including
reasonable pass-through costs (without mark-up)
as authorized by Medlmmune including any
applicable overhead of the Institution or
Investigator. ~ Each Study budget shall be
determined by the Parties through good faith and
arms-length bargaining to be the fair market value
of the Study in light of the rights granted to
Institution and Investigator hereunder and risks
and obligations of Medlmmune undertaken in
connection with the Study. The Study budget
shall not be determined in a manner that takes
into account the volume or value of any referrals
or other business otherwise conducted between
the Parties for which payment may be made under
any government health care program or
otherwise, nor shall it be determined, or any part
of the payments made thereunder, in exchange for
any explicit or implicit agreement that Institution
or Investigator or any other Institution
representatives purchase, recommend, prescribe
or otherwise arrange for the use of any product of
MedImmune or a Medlmmune “Affiliate” (which
means any business entity that is controlled by or

Medlmmune. Pokud Zdravotnické zafizeni a
ZkousSejici obdrzi od statniho nebo regula¢niho
organu zpravu o provedené kontrole, musi predat
kopii této zpravy spolecnosti Medlmmune do
osmactyficeti (48) hodin po jejim prijeti
Zdravotnickym zafizenim nebo Zkousejicim.
Zdravotnické zatizeni a ZkouSejici musi vynalozit
veSkerou snahu fadné€ prosettit a vytesit jakékoli
otazky neshody a bude se spole¢nosti
MedImmune konzultovat a informovat ji o vSem,
co se tykd pfijatych opatfeni a odpovédi na
jakoukoli zpravu nebo korespondenci vydanou
statnim Uradem, u které se da rozumné ocekavat
vliv na toto Klinické hodnoceni.

1.9 Financovani Klinického hodnoceni:

(a) Platby Zdravotnickému  zafizeni a
Zkousejicimu za provadéni Klinického hodnoceni
bude =zajistovat Medlmmune prostiednictvim
Utrecht v souladu s Prilohou I, pfipojenou k této
Smlouvé (,,Rozpocet a rozpis plateb®).
Zdravotnické zatizeni a Zkousejici timto uznavaji
a souhlasi stim, ze platby podléhajici této
Smlouveé prubézné platby a Utrecht nebude mit
zadné povinnosti a zavazky, dokud Utrecht
neobdrzi tyto uvedené platby. Nahrady a
proplaceni popsané v Rozpoctu budou jediné
¢astky povinné a splatné Zdravotnickému zafizeni
nebo ZkousSejicimu za sluzby poskytnuté v rdmci
této Smlouvy. Kazdy rozpocet Klinického
hodnoceni zahrnuje ptimé i nepfimé néklady a
vydaje (v€etné¢ odtvodnitelnych pribéznych
nakladi bez prirazky) schvalené spoleCnosti
Medlmmune, vcetné¢ piislusnych rezijnich
nakladu Zdravotnického zatfizeni a ZkouSejiciho.
Kazdy rozpocet Klinického hodnoceni bude
stanoven Stranami v dobré vife a po nezévislém
vyjednavani tak, aby zajiStoval poctivou trzni
hodnotu Klinického hodnoceni s ptihlédnutim
k praviim zde udélenym Zdravotnickému zatizeni
a Zkousejicimu a rizikim a zavazklim pfijatych
spole¢nosti MedImmune v souvislosti s timto
Klinickym hodnocenim. Rozpocet Klinického
hodnoceni nebude stanoven zplisobem, ktery bere
v tvahu objem nebo hodnotu v jakékoli jiné véci
nebo obchodni ¢innosti mezi Stranami, ktera
muize byt pfedmétem platby z n¢jakého vladniho
programu zdravotni péce nebo jiné platby, ani
nebude stanoven, vcetné jakychkoli jeho dil¢ich

plateb, vyménou za  vyslovnou nebo
predpokladanou dohodu, ze Zdravotnické zatizeni
nebo ZkouSejici nebo  jakykoli  zastupce
Zdravotnického  zafizeni  koupi, doporudi,

predepiSe nebo jinak zafidi uzivani jakéhokoli
pfipravku =~ Medlmmune nebo , Pobocky“
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under common control with MedImmune, LLC).

(b) If applicable, any equipment provided by
MedImmune or funded by Medlmmune will only
be used for purposes of the performance of the
Study by the Institution and Investigator. A
separate agreement on lending will be concluded
with Institution.

(c) Notwithstanding anything else in this
Agreement, to the extent disclosure is required by
law, each Party may disclose the existence of this
Agreement and payments made under this
Agreement without the prior written consent of
the other Parties. Institution acknowledges and
agrees that (i) MedImmune is subject to national,
state and local disclosure laws that require the
disclosure of certain types of information (e.g.,
amounts paid and other transfers of value to
health care practitioners); and (ii) Medlmmune
shall be entitled to disclose such information as is
required or deemed advisable pursuant to such
federal and state disclosure laws and
MedImmune’s standards as updated from time to
time.

(d) Taxes (and any penalties thereon) imposed on
any payment made by Utrecht to Institution
and/or Investigator under this Agreement shall be

the responsibility of Institution and/or
Investigator.
(e) As among the Parties, Institution and/or

Investigator shall pay any and all wages, salaries,
withholding taxes, unemployment taxes, workers’
compensation premiums, insurance premiums and
other amounts required by law to be paid to or on
behalf of the Institution representatives relating to
the activities conducted under this Agreement.

(f) Institution will not bill insurance companies or
other third parties payers (including government)
for Study Drug provided to Institution, as
specified under Section 1.2 herein, or for any
services provided under this Agreement or
procedures required by the Protocol.

(g) Medlmmune declares to have executed an
Agreement with the Investigator regarding this
Study, on the basis of which the Investigator and

Medlmmune (znamenajici jakoukoli obchodni
jednotku, ktera je fizena Medlmmune nebo ve
spole¢né spraveé s Medlmmune, LLC).

(b) Jakékoli vybaveni, které podle potieby
poskytne nebo bude financovat Medlmmune,
bude pouzito Zdravotnickym zafizenim nebo
ZkouSejicim  vyhradné¢ pro tcely tohoto
Klinického  hodnoceni. Se  zdravotnickym
zafizenim bude uzaviena separatni smlouva o
vypujcce.

(c) Nehled¢ na ostatni casti této Smlouvy
v rozsahu zptistupnéni pozadovaného zakonem
nesmi Zadnd Strana uvefejnit existenci této
Smlouvy a plateb vramci této Smlouvy bez
ptedchoziho pisemného souhlasu ostatnich Stran.
Zdravotnické zafizeni uznava a souhlasi s tim, Ze
(i) Medlmmune podléha narodnim, statnim a
mistnim zakonl o zvefejiiovani informaci, které
pozaduji zpfistupnéni urcitych typl informaci
(napf. o zaplacenych ¢astkach a jinych prevodech
hodnot poskytovatelim zdravotni péce); a (ii)
Medlmmune bude mit pravo zpfistupnit tyto
informace, pokud to bude nutné nebo povazovano
za vhodné vsouladu stémito federadlnimi a
statnimi  zdkony a standardy MedImmune,
podléhajicimi ob¢asné aktualizaci.

(d) Dané (a jiné sankce z nich vyplyvajici)
uvalené na jakoukoli platbu provedenou Utrecht
Zdravotnickému zafizeni, popf. Zkousejicimu
podle této Smlouvy budou v odpovédnosti
Zdravotnického zatizeni, popt. Zkousejiciho.

() V ramci Stran bude Zdravotnické zafizeni,
popt. Zkousejici platit jakékoli veskeré mzdy,
platy, srazky dané, dan¢ pro
pfipad nezaméstnanosti, prémie  pracovniku,
pojisténi a dalsi castky pozadované zakonem,
které  maji byt  zaplaceny  zastupcim
Zdravotnického zafizeni nebo jejich jménem
v souvislosti s Cinnostmi v rdmci této Smlouvy.

(f) Zdravotnické zafizeni nebude uctovat
pojistovnam ani jinym tfetim platcim (véetné
vlady) poplatek za hodnocené 1éCivo poskytnuté
Zdravotnickému zafizeni, jak je nize uvedeno
v odstavci 1.2, ani za jakékoli sluzby poskytnuté
vramci  této  Smlouvy nebo  procedury
pozadované Protokolem.

(g) Spolecnost Medlmmune prohlaSuje, ze byla

zkousejicim uzaviena smlouva o provedeni
Klinického hodnoceni, na jejimz zakladé¢ bude
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Study Team are remunerated for conducting this
Study.

(h) Utrecht’s sole obligation under this
Agreement is to ensure that payments are made in
accordance with section 1.9 (a) and because of
that payment obligation Utrecht also obtains
rights and obligations under the following general
clauses of the Agreement: 1.9.a, 1.9.c, 1.18.a,
1.19, 23, 24, 2.6, 3.1 and 3.3-3.10. For
avoidance of doubt, Utrecht shall not obtain any
other rights or other obligations under this
Agreement. The liability of Utrecht is excluded
for indirect damages (loss of profit, loss of
revenue and loss of business opportunities). The
total aggregate liability of Utrecht under this
Agreement is in all cases limited to the aggregate
amount of the payments due under this
Agreement to Institution or €500.000,- (Euro’s),
whichever is the lower.

1.10  Confidentiality: Institution and
Investigator agree that for a period of ten (10)
years following the termination of this
Agreement, Institution and Investigator will retain
in confidence any “Confidential Information”
(which means any data and information related to
the terms of this Agreement, the Study (including,
but not limited to, the Study Drug and Study
Documentation), any of  Medlmmune’s
Background Intellectual Property (as defined
below), Medlmmune IP (as defined below), and
Institution and Investigator IP (as defined below),
that is provided by Medlmmune or CRO or
otherwise developed or generated by Institution
and Investigator in connection with the
discussions and negotiations pertaining to, or in
the course of performing, this Agreement), and
Institution and Investigator will not, without the
written consent of Medlmmune, use the
Confidential Information except as permitted
under this Agreement. Without limiting the
foregoing, Institution and Investigator shall not
discuss the Study or the Study Drug with any
financial, securities or industry analyst or with the
press or media. These restrictions will not apply
to Confidential Information which:

(1) was known to Institution or Investigator
or generally known to the public prior to
disclosure, as shown by contemporaneous
evidence;

(i1) subsequently became known to the public

by some means other than by breach of
this  Agreement, as shown by

zkousejici a studijni tym odménén za provedeni
tohoto Klinického hodnoceni.

(h) Jedinou povinnosti Utrechtu podle této
smlouvy je zajiSténi plateb v souladu s ¢lankem
1.9 (a) a kvili této platebni povinnosti Utrecht
také ziskava prava a povinnosti podle zékladnich
¢lankt smlouvy: Clanek 1.9.a, 1.9.c, 1.18.a, 1.19,
23, 24, 26, 3.1 a 3.3-3.10. K vylouceni
pochybnosti, Utrecht nema zadna jind prava a
povinnosti podle této smlouvy. Odpovednost
Utrechtu je vyjmuta z nepfimych $kod (usly zisk,
ztrata piijmi, ztrata obchodnich piilezitosti).
Celkova odpovédnost Utrechtu podle této
smlouvy je ve vSech pfipadech omezena ¢éstkou
ve vysi celkové cCastky plateb Zdravotnickému
zafizeni podle této smlouvy nebo €500.000,-
(Euro), podle toho, ktera ¢astka je nizsi.

1.10 Utajeni: Zdravotnické zafizeni a ZkousSejici
souhlasi, Ze po dobu deseti (10) let po ukonceni
této Smlouvy Zdravotnické zatizeni i Zkousejici
udrzi v tajnosti jakékoli ,,Divérné informace*
(coz znamena jakékoli udaje a informace
souvisejici s podminkami  této  Smlouvy,
Klinického hodnoceni (mimo jiné hodnocenym
1é¢ivem a dokumentaci klinického hodnoceni) a
jakékoli stavajici DuSevni vlastnictvi spolecnosti
MedImmune (definované nize). Medlmmune IP
(definované nize) a Zdravotnického zafizeni a
Zkousejiciho, které jsou poskytnuty spole¢nosti
Medlmmune nebo CRO nebo jinak vytvofeny
nebo vyvinuty Zdravotnickym zafizenim nebo
ZkouSejicim  ve  spojitosti s diskuzemi a
jednénimi, které se tykaji této Smlouvy nebo
v pribéhu jejiho plnéni), a Zdravotnické zafizeni
ani ZkouSejici nebudou bez predchoziho
pisemného souhlasu spole¢nosti Medlmmune
pouzivat DGvérné informace nad ramec povoleny
touto Smlouvou. Bez omezeni jiz uvedeného
nebude Zdravotnické zafizeni ani ZkouSejici
hovotit o Klinickém hodnoceni ani hodnoceném
lé¢ivu s zadnym finan¢nim, bezpecnostnim nebo
primyslovym analytikem nebo tiskem ¢i médii.
Tato omezeni se nebudou tykat Duvérnych
informaci, které:

1) jiz byly znamy Zdravotnickému zafizeni
nebo Zkousejicimu nebo obecné znamy
vefejnosti pfed zpfistupnénim, jak
dokladaji soucasné dtkazy;

(i1) se nasledné¢ stanou znamé vetejnosti

jinymi zplisoby nez poruSenim této
Smlouvy, jak dokladaji souc¢asné dukazy;
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contemporaneous evidence;
(i)  is subsequently disclosed to Institution or
Investigator or third party having a lawful
right to make such disclosure and not
under an obligation to Medlmmune to
maintain its confidentiality;

(iv)  was independently developed by the
Institution or the Investigator prior to
disclosure under the terms of this
Agreement;

v) is required to be disclosed by federal,
state or local statutes, or by the order of a
court of competent jurisdiction; provided,
however, that Institution and/or
Investigator ~ shall, where legally
permissible, first provide MedImmune
with prompt written notice and sufficient
opportunity to object to such potential
disclosure or seek a protective order; or

(vi)

is published in accordance with Section
1.11 of this Agreement.

1.11 Publication and Presentation:

(a) Notwithstanding anything to the contrary in
this Section 1.11, Institution and Investigator
have the right to publish the results of a Study
conducted at Institution subject to the terms and
conditions of this Section 1.11.

(b) All publications must be submitted to
MedImmune for review in advance. Publications
must be submitted to MedImmune Medical and
Scientific Affairs via email at the following
address: publications@medimmune.com.

(iii) jsou nasledné zptistupnény
Zdravotnickému zatizeni nebo
ZkousSejicimu nebo tieti strané, ktera ma
zakonné pravo provést toto zpiistupnéni a
nema vici spolecnosti MedImmune
zavazek zachovat toto utajeni;

@iv) byly nezavisle vyvinuty Zdravotnickym
zafizenim nebo ZkouSejicim lékafem
pied zptistupnénim, a to podle podminek
této Smlouvy;

W) jsou  predmétem  pozadavku  na
zptistupnéni federalniho, statniho nebo
mistniho statusu nebo na piikaz soudu
s ptislusnou  jurisdikci; ovSem za
predpokladu, ze Zdravotnické zafizeni,
popt. ZkousSejici pokud mozno nejprve
pfedem neprodlené informuje spolecnost
Medlmmune a poskytne ji  tak
dostateCnou piilezitost podat namitku
proti tomuto piipadnému zpfistupnéni
nebo pozadat o ptikaz k ochrané; nebo
(vi) jsou zvefejnény v souladu s odstavcem
1.11 této Smlouvy.

1.11 Zvei‘ejnéni a prezentace:

(a) Nehledé na cokoli v rozporu s odstavcem 1.11
ma Zdravotnické zafizeni a ZkouSejici pravo
publikovat  vysledky Klinického hodnoceni
provadéné ve Zdravotnickém zafizeni, které
podléhaji podminkam tohoto odstavce 1.11.

(b) Veskeré publikace musi byt predem
postoupeny spole¢nosti MedImmune k posouzeni.
Publikace je tfeba poslat Lékarskému a
védeckému oddéleni Medlmmune na adresu:
publications@medimmune.com.

Medlmmune will have sixty (60) days from
receipt of each proposed publication by
Institution and/or Investigator to provide
comments and/or suggested changes to the
proposed publication. The Institution and
Investigator will take into account the comments
and/or suggested changes made by Medlmmune
on any publication and will designate
Medlmmune as co-author, if applicable, in
accordance with generally recognized standards
for academic publications, on any publication in
which Medlmmune has made contributions. If
Medlmmune reasonably determines that a
proposed publication would entail the public

Medlmmune bude mit Sedesat (60) dn od
obdrzeni kazdé publikace navrzené
Zdravotnickym zatfizenim, popf. ZkousSejicim na
pfipominky  k navrhované publikaci, popf.
navrzené zmény v navrhované  publikaci.
Zdravotnické zafizeni a ZkousSejici zohledni
pfipominky, popf. navrhované zmény ze strany
Medlmmune pro jakoukoli publikaci a uvedou
Medlmmune jako  spoluautora, v souladu
s obecn¢ uznavanymi standardy akademického
publikovani, a to u jakékoli publikace, k niz
spolecnost ~ Medlmmune  pfispéla.  Pokud
spole¢nost Medlmmune odivodnéné usoudi, Ze
by navrhovand publikace znamenala vetejné
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disclosure of any proprietary or patient
identifiable information and/or of an invention
upon which a patent application should be filed
prior to any such disclosure, then, at
MedImmune’s request, the information must be
deleted and/or the submission of the proposed
publication will be delayed for sixty (60) days
after MedImmune’s request. Notwithstanding the
preceding, in the event that MedImmune requires
any deletion of information, in no event will the
deletion compromise the objective medical or
scientific integrity of the manuscript (it being
understood and agreed that the results of the
Study will be published in a timely manner

regardless of Study outcome). Following
MedImmune review, Institution and/or
Investigator initiated publications may be

submitted upon the earlier of: the submission of
MedImmune’s publication of the results of the
multi-center Study; or two (2) years after
completion of the Study.

(c) Subject to this Section 1.11, the authorship
and final contents, including scientific
conclusions and professional judgments, of any
publication submitted by Institution and/or
Investigator will be determined by the Institution
and/or Investigator. Institution and Investigator
agree to disclose any contributions, including
financial disclosures, from MedIlmmune in all
such publications.

zptistupnéni jakychkoli chranénych informaci
nebo informaci identifikujicich pacienta, popf.
informaci o inovaci, u niz by méla byt pired
takovymto zpfistupnénim podana patentova
zadost, je tfeba na zadost Medlmmune tyto
informace smazat, popf. odlozit pifedani
navrhované publikace o Sedesat (60) dnl po
zadosti podané Medlmmune. Nehledé na
pfedchozi ustanoveni, v pfipad¢, ze Medlmmune
pozaduje jakékoli vymazani informaci, nenarusi
toto vymazani v zadném piipadé objektivni
lékatskou ani veédeckou integritu rukopisu (je
srozuméno a odsouhlaseno, Ze vysledky tohoto
Klinického hodnoceni budou vc¢as publikovany
bez ohledu na wvysledek tohoto Klinického
hodnoceni). Po posouzeni spole¢nosti
Medlmmune mohou byt publikace iniciované
Zdravotnickym zatizenim, popi. Zkousejicim dale
postoupeny po: piedani k publikovani vysledku
multicentrického Klinického hodnoceni
spolec¢nosti Medlmmune nebo po dvou (2) letech
po dokonceni Klinického hodnoceni, podle toho,
co nastane dfiv.

(c) S vyhradou odstavce 1.11 bude autorstvi a
kone¢ny obsah, vcetné védeckych zavéri a
odbornych usudku, jakékoli publikace predlozené
Zdravotnickym zafizenim, popf. ZkouSejicim,
stanoveno Zdravotnickym zafizenim, popf.
Zkousejicim. Zdravotnické zatizeni a Zkousejici
souhlasi suvefejnénim jakychkoli piispévkd,
véetné finan¢nich  uvefejnéni, ze strany
MedImmune ve vSech svych publikacich.
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(d) The Institution and Investigator agree that, if
it publishes any publication, Medlmmune is
hereby granted an irrevocable, royalty-free
license to the copyright of the publication with
the right to sublicense through multiple tiers, to
make and distribute copies of such publication
under any copyright privileges that the Institution
and/or Investigator may have. Medlmmune will
also have the right to publish or present
independently the results of any Study. The
Institution and Investigator will, in any agreement
with a journal or other publisher to publish the
results of a Study, use reasonable commercial
efforts to reserve expressly all copyright rights
necessary to grant Medlmmune the license and
rights contained herein.

(e) MedImmune will register the Study and
publish the results in public databases in
accordance with applicable law and the
requirements of Medlmmune’s internal policies.

(f) The author(s) of any publication submitted by
Institution and/or Investigator for publication in
accordance with Section 1.11(a), as applicable
(“Author”), shall fully comply with any
International Committee of Medical Journal
Editors (ICMIJE) criteria regarding authorship
and disclosure of any relationship with
Medlmmune and any potential conflicts of
interest, including any financial or personal
relationships that might be perceived to bias the
Authors’ work. Furthermore, Institution and
Investigator shall require each Author to (i)
disclose in any manuscript, journal submission or

elsewhere as appropriate or required, any
potential conflict of interest, including any
financial or  personal relationship  with

MedImmune, the names of any individuals who
have provided editorial support for any
manuscript or publication, and all funding sources
for the study or publication and (ii) provide any
additional disclosure required by any medical or
scientific institution, medical committee or other
medical or scientific organization with which
such Author is affiliated.

(2) Investigator’s activities may warrant
authorship on a Medlmmune sponsored multi-
center publication of the Study results, If
Investigator is an author or becomes a member of
any MedIlmmune sponsored multi-center Study

(d) Zdravotnické zatizeni a ZkouSejici souhlasi,
ze pokud uvefejni jakoukoli publikaci, bude timto
spole¢nosti Medlmmune udélena nezrusitelna
volna licence k autorskym pravim
prostfednictvim multiple tiers, k vytvafeni a
distribuci  kopii téchto publikaci v ramci
ptipadnych autorskych privilegii Zdravotnického
zafizeni, popf.  ZkouSejictho.  Spole¢nost
MedImmune bude mit také pravo publikovat nebo
prezentovat nezavisle na vysledcich jakéhokoliv
Klinického hodnoceni. Zdravotnické zafizeni a
ZkouSejici pri  jakékoli dohodé¢ s odbornym
¢asopisem nebo jinym vydavatelem o publikovani
vysledki  Klinického  hodnoceni  vynalozi
veSkerou divodnou obchodni snahu o vyluéné
vyhrazeni autorskych prav nezbytnych k zajisténi
zde obsazené licence a autorskych prav
poskytnutych spole¢nosti MedImmune.

(e) Medlmmune zaregistruje Klinické hodnoceni
a bude publikovat vysledky ve vefejnych

databazich vsouladu splatnymi zdkony a
pozadavky  vnitinich  postupti  spolecnosti
MedImmune.

(f) Autor/autofi jakékoli publikace predané

Zdravotnickym zafizenim, popf. ZkouSejicim
k vydani podle potteby v souladu s odstavcem
1.11(a), (,,Autor®) bude/budou plné¢ vyhovovat
kritériim Mezinarodniho vyboru pro
vydavatele lékaiského tisku (ICMJE), pokud jde
o autorstvi a uvefejnéni vztahu se spole¢nosti
Medlmmune a jakékoli konflikty zajmu, vcetné
jakychkoli pfipadnych financnich nebo osobnich
vztahti, které by mohly byt vnimdny jako
podjatost ve smyslu autorské prace. Kromé toho
bude Zdravotnické zafizeni a Zkousejici po
kazdém Autorovi pozadovat, aby (i) v jakémkoli
rukopisu, pfispévku do odborného casopisu ¢i
jinde podle moznosti a potfeby uvedl jakykoli
potencialni konflikt z&jmi, vcetné jakychkoli
pfipadnych finan¢nich nebo osobnich vztahl ke
spole¢nosti Medlmmune, jména jedinct, ktefi
poskytli editorskou pomoc u jakéhokoli rukopisu
nebo publikace a (ii) umoznil jakékoli dodate¢né
zptistupnéni pozadované jakoukoli 1ékaiskou
nebo védeckou instituci, 1ékafskou komisi nebo
jinou lékatskou ¢i védeckou organizaci, k niz
Autor patii.

(g) Cinnosti Zkousejiciho jej mohou opravnit k
autorstvi u  multicentrického  publikovani
vysledkd  Klinického hodnoceni  zadaného
Medlmmune, Pokud je Zkous$ejici autorem nebo
se stane Clenem multicentrického publikovani
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publication and analysis committee, the following vysledki ~ Klinického  hodnoceni  zadaného
terms shall apply:

(1)

(i)

The Investigator shall have access to data
from all Study sites including reports,
tables, figures, listings and analyses so
that the Investigator can effectively carry
out his duties as an author. The
guidelines of the International Committee
of Medical Journal Editors shall be used
to determine authorship. Investigator
shall work collaboratively with the
scientific/medical writers and all co-
authors, if any, to develop a draft of the
Medlmmune  sponsored multi-center
Study publication. All authors on
MedImmune sponsored multi-center
Study publications are expected to
provide a substantial contribution to the
conception and design of a study, and/or
acquisition of data, and/or analysis and
interpretation of data; provide direction
for the publication by providing
independent analyses and interpretation
of the available background literature and
pertinent clinical data, render conclusions
as appropriate, draft the publication
and/or review it critically for important
intellectual content, and approve the final
version that is submitted for publication
to a journal and/or conference for review,
and shall assist with responding to
queries from journal reviewers, as
appropriate. ~ MedImmune shall also
provide the Investigator with a copy of
the abstract and manuscript for any
MedIlmmune sponsored multi-center
Study  publication with  adequate
opportunity to review and have input into
such abstract and manuscript prior to
submission for publication. Investigator
shall, in all cases, at his sole discretion,
have the right to decline to be an author
and to have his name removed as an
author from any Medlmmune sponsored
multi-center Study publication and
Medlmmune may  complete  the
publication without Investigator’s
assistance or advice.

All materials, documents, data, software,
information and inventions supplied to
Investigator by or on behalf of

Medlmmune a analytické komise, budou platit
nasledujici podminky:
(1) Zkousejici bude mit pristup k udajim ze

vSech ftesitelskych center, vCetné zprav,
tabulek, obrazki, seznamt a analyz tak,
aby Zkousejici mohl fadné provadét své
povinnosti autora. Ke stanoveni autorstvi
budou pouzity pokyny Mezinarodniho
vyboru pro vydavatele lékaiského tisku
(ICMIJE). Zkousejici bude pracovat ve
spolupraci s odbornymi/lékarskymi
autory a spoluautory, pokud tito existuji,
na vytvoreni navrhu multicentrické
publikace zadané spolecnosti
MedImmune. Oc¢ekava se, Ze vSichni
autofi multicentrickych publikaci
zadanych  spolecnosti  MedImmune
velkou mérou prispéji ke koncepci a
navrhu klinického hodnoceni a/nebo
ziskavani dat a/nebo analyze a
interpretaci dat; udaji publikaci smér
zajisténim  nezavislych  analyz a
interpretaci dostupné stavajici literatury a
souvisejicich klinickych udaji,
poskytnou podle potieby zavéry, navrh
publikace, popt. kritické posouzeni
duSevniho obsahu a schvaleni zavérecné
verze, kterd je predana k publikovani
v odborném tisku, popf. k posouzeni
konferenci, a podle potieby poskytne
pomoc pii odpovidani na dotazy ze
strany recenzentil Casopisu. Medlmmune
rovnéz poskytne Zkousejicimu kopii
abstraktu a rukopisu u jakékoli
multicentrické  publikace  Klinického
hodnoceni zadané spolecnosti
MedImmune spolu s dostate¢nou
moznosti tento abstrakt a rukopis
pfipominkovat a pfidat k nému informace
pfed jeho piedanim k publikovani.
Zkousejici bude mit v kazdém piipadé a
dle svého uvazeni pravo odmitnout byt
autorem nebo nechat své jméno jako
autora odstranit z jakékoli multicentrické
publikace Klinického hodnoceni zadané
spolecnosti Medlmmune a spolecnost
Medlmmune mutze dokoncit publikaci
bez pomoci nebo rad ze strany
Zkousejiciho.

(i1)) Veskeré materidly, dokumenty, data,

software, informace a  vyndlezy
poskytnuté  ZkouSejicimu  spolecnosti
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MedImmune shall be and remain the sole
and exclusive property of MedImmune
(“MedImmune Property”). To the extent
that Investigator creates, develops,
conceives, makes or invents any
inventions, whether patentable or not,
which incorporate, derive from or arise
out of Medlmmune Property or his work
as an author on a publication of the
results of this Study (“Medlmmune
Derived Inventions™), such Medlmmune
Derived Inventions shall be the sole
property of Medlmmune. PI shall use the
MedImmune Property and MedImmune
Derived Inventions only as necessary to
write  the Medlmmune Sponsored
publication of the results of this Study,
and shall not use such property for any
other purpose or disseminate such
property to any third parties. PI shall
deliver all such property and all copies
thereof to Medlmmune promptly upon
demand or upon expiration or termination
of this Agreement; except that Institution
may retain one copy of such material to
demonstrate compliance with the terms of
this Agreement.

1.12 Indemnification:

(a) Medlmmune agrees to indemnify and
hold harmless Institution, its trustees, officers,
agents, and employees and the Investigator
(collectively, “Institution Indemnitees”), from
any and all liability, loss or damage they may
suffer as the result of claims, demands, costs
(including reasonable attorneys’ fees) or
judgments (collectively, “Liabilities”) against
them arising out of the use of the Study Drug in
strict compliance with the Protocol; provided,
however, that Medlmmune will not indemnify or
hold harmless the Institution Indemnities for any
Liabilities arising from any injuries or damages
that are a result of:

(i) the negligence or intentional
misconduct of any Institution
Indemnitee;

MedImmune nebo jejim jménem budou a
zistanou vyhradnim a exkluzivnim
vlastnictvim MedImmune (,,Vlastnictvim
Medlmmune®).  V rozsahu, v jakém
ZkousSejici vytvoii, vyvine, koncipuje,
provede nebo vymysli jakékoli inovace,
at’ patentovatelné ¢i ne, které zahrnuji,
vychazeji nebo jsou odvoditelné
z Vlastnictvi Medlmmune nebo jeho
prace jako autora publikace vysledkd
tohoto Klinického hodnoceni (,,Odvozené

inovace Medlmmune®), budou tyto
Odvozené inovace MedImmune
vyhradnim  vlastnictvim  spolecnosti
Medlmmune. PI vyuzije Vlastnictvi
Medlmmune a Odvozené inovace
Medlmmune pouze podle potieby

k napsani publikace zadané¢ MedIlmmune,
obsahujici vysledky tohoto Klinického
hodnoceni, a nepouzije toto vlastnictvi
k zadnému jinému ucelu ani predavani
tohoto vlastnictvi tfetim stranam. PI
pfeda veskeré toto vlastnictvi a jeho
neprodlené¢ vSechny kopie spolecnosti
Medlmmune na pozadani nebo po
ukonceni této Smlouvy; s vyjimkou toho,
7ze si Zdravotnické zafizeni ponecha
jednu kopii tohoto materialu k prokazani
souladu s podminkami této Smlouvy.

1.12 Odskodnéni: *

(a) Spolecnost Medlmmune souhlasi s tim, Ze
odskodni Zdravotnické zafizeni, jeji
zplnomocnénce, ufedniky,  jednatele a
zaméstnance a  ZkouSejictho  (souhrnné
»Subjekty odpovédné Zdravotnickému
zarizeni“) za jakékoli a veSkeré odpovédnosti,
ztraty a Skody, které mohou utrpét v disledku

stiznosti, pozadavkd, nakladt (vCetné
oduvodnitelnych poplatkdi pravnim zastupctim)
nebo soudnich rozhodnuti (spolecné

,»Odpovédnosti), které proti nim vyvstanou
v souvislosti s pouzivanim hodnoceného 1é¢iva
v pfisném souladu s Protokolem; avSak za
predpokladu, ze Medlmmune neodskodni nebo
nezajisti bez@honnost v pfipadé odskodnéni
Zdravotnického zafizeni za jakékoli
Odpovednosti vyplyvajici ze zranéni nebo Skod,
které jsou dasledkem:

(1) nedbalosti nebo umyslného
nespravného pocinani jakéhokoli
Subjektu odpovédného

Zdravotnickému zafizeni;
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(i1) any activities conducted contrary to
the provisions of the Protocol or
outside the scope of the Protocol;

(ii1) any violations of the Regulations or of

any  written instructions  from

Medlmmune and/or its designated

representatives; or

(iv) any unauthorized warranties relating

to the Study Drug made by any of the

Institution Indemnitees;

(each of the events or conduct described in clause
(i)-(iv) above, an “Institution Liability”).

(b) Institution and Investigator undertake to
indemnify and hold harmless Medlmmune, its
authorized representatives and their respective
directors, officers, agents, employees and
stockholders (collectively, the “MedImmune
Indemnitees”), from any and all Liabilities they
may suffer arising out of or resulting from an
Institution Liability.

(c) Notwithstanding any other provision of this
Section 1.12, no party will be obligated to
indemnify any person under this Agreement
unless the party or person wishing to be
indemnified (each, an “Indemnitee”) will:

(i)  promptly after receipt of notice of
any claim, complaint or other
commencement of any action, suit or
proceeding giving rise to the right of
indemnification, notify the Party
having an indemnification obligation
on the basis of this Section 1.12 (the
“Indemnifying Party”) thereof in
writing of all particulars known to
the Indemnitee and enclose a copy of
all papers served;

(ii) reasonably cooperate with the
Indemnifying Party and its legal
representatives in the defense of any

claim, demand, action or other

jakychkoli  ¢innosti provadénych
v rozporu s ustanovenimi Protokolu
nebo mimo rozsah Protokolu;

(i)

(iii)  jakychkoli poruSeni Pfedpisii nebo
jakychkoli pisemnych pokynil ze
strany Medlmmune, popf. jejich
povétenych zéastupcil; nebo

(iv)  jakychkoli neopravnénych zaruk
tykajicich se hodnoceného 1éciva,
ucinénych kterymkoli Subjektem
odpovédnym Zdravotnickému
zafizeni;

(kazdy zptipadl nebo jednani popsanych vysSe
v klauzulich ~ (i)-(iv) déale ,,Odpovédnost
Zdravotnického zai'izeni®)

(b) Zdravotnické zatizeni a Zkousejici se zavazuji
ke zbaveni odpovédnosti a  zachovani
bezthonnosti spolecnosti Medlmmune a jejich
opravnénych zastupci a jejich pfislusnych
fediteld, ufednikd, jednatel, zaméstnanci a
akcionari (souhrnné¢ ,,Subjekty odpovédné
MedImmune*) za veskeré Odpovédnosti, které
pro n¢ mohou vyplynout nebo nastat v disledku
Odpovédnosti Zdravotnického zatizeni.

(c) Nehled¢ na jakékoli ustanoveni odstavce 1.12
nebude mit zadna strana povinnost odskodnit
jakoukoli osobu podle této Smlouvy, pokud tato
strana nebo osoba, ktera si pieje odskodnéni (dale
,,Odskodnény*)

6))] okamzité po obdrzeni nebo oznameni
jakékoli stiznosti, reklamace nebo
jiného zahajeni jakékoli akce, zaloby
nebo fizeni, které dava vzniknout
pravu  na odskodnéni, okamzité
neuvédomi  Stranu, které ma
odskodnovaci povinnost na zakladé
tohoto odstavce 1.12 (,,OdSkodiujici
strana“),  pisemn¢ o  vsech
nalezitostech, které jsou
Odskodnénému  znamy,  vcetné
prilozeni kopie vsech poskytnutych
dokladu;

nebude rozumné  spolupracovat
s Odskodiyjici stranou a jejimi
pravnimi zastupci pii obrané proti
jakékoli stiznosti, pozadavku, akci ¢i

(i)
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proceeding covered by this Section

1.12; and
(i) permit the Indemnifying Party to
select and retain counsel to represent
the Indemnitee (but in the event that
representation of the Indemnitee by
the counsel retained by the
Indemnifying Party would be
inappropriate due to actual or
potential differing interests between
the Indemnitee and any other party
represented by such counsel, the
Indemnitee may select its own
counsel, the fees and costs of which
counsel will be borne by the
Indemnifying Party).

(f) The indemnification obligations of Sections
1.12(a)-(c) above will not apply to amounts paid
in settlement of any claim, demand, action or
other proceeding if the settlement is effected
without the consent of the Indemnifying Party.

(2) Notwithstanding the foregoing, the
Investigator and/or any other duly licensed co- or
Subinvestigators shall be liable for their own
negligence, willful misconduct, and other actions
or omissions under this Agreement.

(h) The Parties hereto acknowledge that CRO
does not provide indemnification of any kind to
any of the Institution Indemnitees. CRO expressly
disclaims any liability in connection with the
execution of the Study Protocol and the Study
Drug, including any liability for any product
claim arising out of a condition caused by or
allegedly caused by the administration of such
product.

1.13 Insurance: Institution must secure and
maintain in full force and effect sufficient
insurance coverage to fulfill its obligations
expressed in this Agreement. Medlmmune hetero
represents, that in accordance with § 52 of Act
No. 378/2007 Coll.,, on Pharmaceuticals as
amended, contract insurance of liability for
damage for the Investigator and the Medlmmune
has been ensured. This policy also duly covers
compansation for injury or death of a Study
subject resulting from and sustained in course of

jinému fizeni uvedenému v tomto
odstavci 1.12; a
(iii))  neumozni Odskodiujici strané vybrat
a ponechat si pravniho zastupce

k zastupovani OdSkodnéného (ale
v pripade, 7e zastupovani
Odskodnéného advokatem

Odskodnujici strany bude nevhodné
kvuli soucasnym nebo potencialnim
lisicim se zajmim Odskodnéného a
jakékoli dalsi strany zastoupené timto
pravnim  zastupcem, muze  si
Odskodnény vybrat vlastniho
pravniho zastupce, pricemz poplatky

a naklady na tohoto pravniho
zastupce  ponese Odskodnujici
strana).

(f) Odskodinovaci povinnosti vy$e uvedenych
odstavetl 1.12 (a)-(c) nebudou platit pro castky
zaplacené¢ pii urovnani jakychkoli stiznosti,
pozadavki, akci a jinych fizeni, pokud je jejich
vyfizeni provedeno bez souhlasu Odskodiujici
strany.

(g) Nehledé¢ na pitedchozi ustanoveni budou

Zkousejici, popf. jini fadné licencovani
spolupracujici  nebo  Podfizeni  zkouSejici
zodpovédni za vlastni nedbalost, Umyslné

nespravné jednani a jiné akce nebo opomenuti
v souladu s touto Smlouvou.

(h) Zde uvedené Strany timto uznavaji, ze CRO
neposkytne odskodnéni zadného druhu zadnému
ze Subjektdt odpovédnych Zdravotnickému
zatizeni. CRO se vyslovné ziika jakékoli
odpovédnosti v souvislosti s provadénim tohoto
Protokolu Klinického hodnoceni a pouzivani
hodnoceného 1éCiva, véetné odpovédnosti za
jakékoli stiznosti na pfipravek vyplyvajici ze
stavu zpasobené¢ho nebo udajné¢ zpluisobeného
podavanim tohoto ptipravku.

1.13 PojiSténi: Zdravotnické =zafizeni musi
zajistit a uchovavat v plné platnosti dostatec¢né
pojisténi aby byly naplnény jeho povinnosti podle
této smlouvy. Medlmmune timto prohlasuje, Ze
v souladu s ust. § 52 zakona ¢. 378/2007 Sb., o
1é¢ivech, v aktudlnim znéni, bylo zajisténo také
smluvni pojisténi odpovédnosti za Skodu pro
Zkousejiciho a spolecnost Medlmmune. Tyto
podminky také plné pokryvaji naroky na nahradu
za poskozeni zdravi ¢i usmrceni subjektu
hodnoceni v souvislosti s provadénim klinického
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performance of the Study. A copy of the
Certificate of Insurance is enclosedhereto as
Exhibit II. Institution shall provide Medlmmune
with evidence of its insurance upon request of
MedImmune.

1.14 Compensation for Study Subject Injury:
(a) Medlmmune shall reimburse the Institution
for the direct, reasonable and necessary medical
expenses incurred by the Institution and/or
Investigator for the treatment of any bodily or
personal injury that is a direct result of (a) the
administration of the Study Drug in accordance
with this Agreement, the Protocol and any other
written instructions of Medlmmune or its
designated representatives including CRO; or, (b)
any performance of any test or procedure that is
required by the Protocol to which the Study
subjects would not have been exposed but for
their participation in the Study if: (i) the
Institution has complied with this Agreement, the
Protocol, applicable laws and any written
instructions of Medlmmune or its designated
representatives including CRO concerning the
Study, (ii) all the requirements of informed
consent have been complied with, and (iii) there
is no negligence or willful misconduct on the part
of the Institution, or its representatives, in
fulfilling its requirements under this Agreement.
MedImmune will not provide compensation for
lost wages or for any other damages, expenses or
losses, or for medical expenses that have been
covered by a subject’s medical or other insurance.

(b) This Section 1.14 is not intended to and
does not create any contractual rights in
Study subjects participating in the Study but
is simply a statement of responsibilities
between Medlmmune, Institution and
Investigator.

1.15 Intellectual Property:
(a) For the purposes of this Agreement the
following terms shall be defined as follows:

(1) “Background Intellectual
Property” means any Intellectual
Property that was owned or
controlled, directly or indirectly,
by a party prior to the Effective

Date.

hodnoceni. Kopie pojistného certifikdtu je
soucasti této smlouvy jako jeji Pfiloha II.
Zdravotnické zafizeni poskytne spolecnosti
Medlmmune doklad o uzavieném pojisténi na
zadost spole¢nosti MedImmune.

1.14 OdSkodnéni za poSkozeni zdravi
subjektu hodnoceni: (a) Spolecnost MedImmune
odskodni Zdravotnické zafizeni za pfimé,
pfiméfené¢ a nutné naklady Zdravotnického
zatfizeni nebo Zkousejiciho vynalozené na 1écbu
poskozeni zdravi osoby v pfimém dusledku (a)
podani Hodnoceného 1é¢iva podle této smlouvy,
podle Protokolu klinického hodnoceni a dalSich
pisemnych pokyni spolecnosti MedImmune nebo
jejich uréenych zastupct véetné CRO; nebo, (b)
provedeni jakéhokoliv testu nebo procedury
pozadované¢ Protokolem, které by Subjekty
hodnoceni nemusely absolvovat, pokud by nebyly
do Klinického hodnoceni zatazeny, pokud: (i)
Zdravotnické zafizeni bude dodrzovat tuto
smlouvu, Protokol  klinického  hodnoceni,
prislusné zakony a veskeré pisemné pokyny
spolec¢nosti Medlmmune nebo jejich povétrenych
zastupct véetn¢ CRO pro Klinické hodnoceni, (i)
budou splnény veskeré pozadavky informovaného
souhlasu, a (iii) nedojde k nedbalému nebo
zamérn¢  nekalému  jedndni na  strané
Zdravotnického zafizeni nebo jejich zastupci pfi
plnéni pozadavkli této Smlouvy. Spolecnost
MedImmune nebude poskytovat odSkodnéni za
uslou mzdu nebo jiné Skody, vydaje ¢i ztraty, ¢i
za vydaje na zdravotni péci, které jsou pokryty
zdravotnim nebo jinym pojisténim subjektu
hodnoceni.

(b) Tento odstavec 1.14 neni zamyslen a
nevytvaii zadna smluvni prava pro Subjekty

hodnoceni, nybrz je pouhym konstatovanim
odpovédnosti ve vztahu mezi spolecnosti
Medlmmune, Zdravotnickym  zafizenim a
Zkousejicim.

1.15 DusSevni vlastnictvi:
(a) Pro ucely této Smlouvy budou nasledujici
pojmy definovany, jak je uvedeno nize:

(1) “Vychozi duSevni vlastnictvi”
znamena duSevni  vlastnictvi,
které néktera ze stran vlastnila
nebo piimo ¢i nepfimo ovladala

pred Datem ucinnosti.
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(i)

(iii)

(iv)

v)

“Institution IP” means all
Intellectual Property other than
the Medlmmune I[P that is
conceived, generated or
otherwise made exclusively by
the Institution and any of its
representatives under or in
connection with the Study.

“Intellectual Property” means
any and all rights in and to ideas,
formula, inventions and
discoveries (whether patentable
or not), 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.

“MedIlmmune IP” means Study
Documentation and all
Intellectual Property in and to
any Medlmmune Study Drug
Invention.

“MedIlmmune Study Drug
Invention” means all inventions
relating to or derived from the
Study Drug including, without
limitation, new indications or
uses thereof, that are conceived,
generated or otherwise made by
the Institution, or any of its
representatives, or the
Investigator whether solely or
jointly with others, under or in
connection with the Study. For
the avoidance of  doubt,
MedImmune Study Drug
Inventions also include any
inventions relating (a) to the

(i)

(iii)

(iv)

™)

“DuSevni vlastnictvi
Zdravotnického zarizeni”
znamena veskeré dusevni
vlastnictvi nenalezejici
spole¢nosti MedImmune
vytvorené vyhradné

Zdravotnickym zafizenim nebo
jejimi  predstaviteli v  ramci
Klinického hodnoceni nebo v
souvislosti s nim.

“Dusevni vlastnictvi”’ znamena
veskera prava k mySlenkam,
vzorcim, vynalezim a objeviim
(at’ uz jsou ¢i nejsou predmétem
patentové ochrany), know-how,
datim, databazim, dokumentaci,
zpravam, materialim, spisiim,
designtim, pocitacovému
softwaru, procesim, zasadam,
metodam, technikam a dalSim
informacim, vcetn¢  patentl,
ochrannych znamek, servisnich
znacek, obchodnich  nazvi,
pramyslovych vzordi, prav na
vzory, autorskych prav a dalsich
podobnych prav ¢i vlastnictvi
kdekoliv na svété, registrovanych
1 neregistrovanych, spole¢né s
pravem pozadat o registraci
téchto prav.

“DuSevni vlastnictvi
MedImmune” znamena
Dokumentaci klinického
hodnoceni a veskera prava k
hodnocenému 1é¢ivu
MedImmune.

“Hodnocené 1écivo
MedImmune” znamena veSkeré
vynalezy souvisejici s

Hodnocenym lé¢ivem nebo od
néj odvozené, véetné zejména
novych indikaci nebo pouziti

Hodnoceného 1é¢iva
uvazovanych nebo vytvofenych
Zdravotnickym  zafizenim  Ci

jejimi zastupci nebo Zkousejicim,
at’ uz samostatné nebo spolecné s
jinymi, v ramci Klinického
hodnoceni nebo v souvislosti s
nim. Aby nebylo pochyb,
Hodnocené 1é¢ivo MedImmune
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Study Drug metabolic activity,
pharmacological activity, side
effects, drug metabolism,
mechanism of action, safety, or
drug interactions, or (b) to
biomarkers, assays, diagnostic
methods or diagnostic products,
which may be used to predict
patient response or resistance to
the Medlmmune Study Drug or
be used in any way to select
patients for treatment with the
MedImmune Study Drug.

(b) Institution shall, and shall cause its
representatives and Investigator to, make prompt
and full disclosure to Medlmmune of all
Medlmmune IP. Institution and Investigator
agree that Medlmmune shall own all rights and
title in and to all MedImmune IP. Institution and
Investigator hereby assign and transfer, and shall
cause their representatives to assign and transfer,
without additional consideration, to MedIlmmune
(or its nominated designee) all their rights and
title in and to the Medlmmune IP throughout the
world.

(c) Upon the request and at the sole expense and
exclusive control of Medlmmune, Institution
shall, and shall cause its representatives and
Investigator to, apply for or to join with
MedImmune (or its designee) in executing and
delivering any and all instruments necessary or
reasonably useful to enable Medlmmune (or its
designee) to apply for patents (and to obtain any
patent term extension, supplementary protection
certificate,  divisional,  validation, reissue,
continuance or renewal), like privilege or any
other protection on any of the Medlmmune IP
anywhere in the world, as Medlmmune (or its
designee) may in its discretion determine.
Institution  shall, and shall cause its
representatives and Investigator to, execute or
cause to be executed, all papers necessary to
affect the foregoing, including assignments to
MedIlmmune (or its designee) as necessary or
useful to vest all rights in and to the MedImmune
IP in Medlmmune, without additional
consideration.

zahrnuje rovnéz veskeré vyndlezy
souvisejici (a) s metabolickou
aktivitou Hodnoceného 1éciva,
jeho farmakologickou aktivitou,
vedlej$imi ucinky, metabolismem

IéCiva, mechanismem ucinku,
bezpeCnosti  nebo  1ékovymi
interakcemi, nebo (b) s
biomarkery, kvantitativnimi
analyzami, diagnostickymi

metodami nebo produkty, které
se pouzivaji pro  zjisténi
pacientovy  odpovédi  nebo
rezistence na Hodnocené 1éCivo
Medlmmune nebo jinak pro
vybér pacientd indikovanych k
lécbe¢  hodnocenym  lécivem
MedImmune.

(b) Zdravotnické zafizeni a jeji zastupci vcetné
Zkousejiciho budou povinni ihned a v Uplnosti
spolecnost MedImmune informovat o veskerém
dusevnim vlastnictvi Medlmmune. Zdravotnické
zafizeni a ZkousSejici se dohodli, Ze spolecnost
Medlmmune bude vlastnikem veskerych prav
véetné  vlastnickych na  veSkeré  duSevni
vlastnictvi Medlmmune. Zdravotnické zafizeni a
ZkouSejici  vCetné  jejich  zastupcl  timto
bezuplatné pievadéji na spolecnost Medlmmune
(nebo jejiho jmenovaného zastupce) veskera
prava vcetné vlastnickych na dusSevni vlastnictvi
MedImmune pro cely svét.

(c) Na Zadost a na ucet a pod vyhradnim vedenim
Medlmmune jsou Zdravotnické zafizeni, jeji
zastupci a Zkousejici povinni samostatné nebo v
soucinnosti se spole¢nosti Medlmmune (nebo
jejim povétenym zastupcem) podepsat a predlozit
veSkeré dokumenty potiebné nebo uZite¢né k
tomu, aby spolecnost Medlmmune (nebo jeji
povereny zastupce) mohli podat zadost o patent
(prodlouzeni platnosti patentu, potvrzeni o
roz§ifené patentové ochrané, rozdéleni, potvrzeni,
opakované vydani, pokracovani nebo obnovu
patentu), podobnou vysadu nebo jinou ochranu
duSevniho vlastnictvi Medlmmune v kterékoliv
zemi svéta, jak podle svého vyhradniho uvazeni
uréi Medlmmune (nebo jeji povéieny zastupce).
Zdravotnické zatizeni, jeji zastupci a ZkousSejici
budou povinni podepisovat veskeré dokumenty,
které budou pro vySe uvedené¢ pozadovany,
véetné bezaplatného prevodu veskerych prav
dusevniho vlastnictvi Medlmmune na spolecnost
Medlmmune (nebo jejiho povereného zastupce).
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(d)  Institution shall, and shall cause its
representatives and Investigator to, make prompt
and full disclosure to Medlmmune of all
Institution IP. Institution and Investigator shall
own all rights and title in and to all Institution IP.
Institution and Investigator hereby grants to
Medlmmune a non-exclusive, world-wide,
perpetual, royalty-free license, with the right to
grant sub-licenses, to use the Institution IP for

any purpose.

(e) Each party shall retain all rights in its
respective Background Intellectual Property. This
Agreement is not intended to and shall not infer

any license grant or assignment, whether
expressed or implied, with regard to such
Background Intellectual Property.

Notwithstanding the foregoing, the Institution and
Investigator hereby grants to Medlmmune a
perpetual, worldwide, non-exclusive, royalty-free
license, with the right to grant sub-license, to use
the Institution’s Background Intellectual Property
to the extent required to use and exploit the Study
Drug and the MedImmune IP.

(f) Institution and Investigator represent and
warrant that each individual conducting work
under this Study is legally bound, either by virtue
of their employment at the Institution or by
executing an agreement in writing, to maintain
the confidentiality of all Confidential Information
and to assign all Intellectual Property rights to
Institution, or MedImmune as necessary to permit
Institution to comply with, and for Medlmmune
to attain the full benefits of, the provisions of
Sections 1.10 and 1.15.

1.16 Disclosure Requirements/Debarment: In
connection with the Study:

(a) The Investigator will deliver to CRO a duly
completed and signed financial disclosure form.

(b) Institution and Investigator will cooperate with
MedImmune and its designated representatives
including CRO and Utrecht to meet the financial
disclosure requirements of the Regulations.

(d) Zdravotnické zafizeni, jeji zastupci a
Zkousejici budou povinni ihned a v uplnosti
sdélovat spolecnosti Medlmmune informace o
veskerém dusevnim vlastnictvi Zdravotnického

zafizeni. Zdravotnické zafizeni a Zkousejici
budou  vlastnit  veSkera  prava, vcetné
vlastnickych, na dusevni vlastnictvi

Zdravotnického zatfizeni. Zdravotnické zafizeni a
Zkousejici timto udéluji spolecnosti MedImmune
nevyhradni celosvétovou trvalou a bezuplatnou
licenci, vCetné prava udélovat podlicence, na
uzivani dusevniho vlastnictvi Zdravotnického
zatizeni pro jakykoliv ucel.

(e) Kazda strana si ponecha prava ke svému
Vychozimu dusevnimu vlastnictvi. Tato smlouva
nebude povazovana za licenéni a neobsahuje
udéleni licence, ani vyslovné ani automatické, na
toto Vychozi duSevni vlastnictvi jednotlivych
stran. Bez ohledu na vySe uvedené, Zdravotnické
zafizeni a ZkouSejici timto ud€luji spolecnosti
MedImmune nevyhradni celosvétovou trvalou a
bezuplatnou licenci, vcetné prava udé€lovat
podlicence, na uzivani Vychoziho duSevniho
vlastnictvi Zdravotnického zafizeni v rozsahu
potfebném pro zkoumani Hodnoceného léciva a
vyuzivani duSevniho vlastnictvi MedImmune IP.

(f) Zdravotnické zatizeni a Zkousejici prohlasuji a
zarucuji, ze kazda jednotliva osoba vykonavajici
¢innosti v ramci Klinického hodnoceni je pravné
vazana, at’ uZ v ramci svého pracovniho poméru
ve Zdravotnickém zafizeni nebo podpisem
pisemné dohody o dvérnosti, zachovavat
davérnost veskerych Divérnych informaci a
udélovat prava na své duSevni vlastnictvi
Zdravotnickému  zafizeni nebo  spolecnosti
Medlmmune podle potieby, aby Zdravotnické
zafizeni mohlo dodrzovat ustanoveni odstavcl
1.10 a 1.15 a spolecnost Medlmmune mohla
vyuzivat pln¢ vyhod udélenych ji odstavei 1.10 a
1.15 vyse.

finan¢ni
souvislosti s

1.16 Pozadavky na
vykazy/vylouceni: V
Klinickym hodnocenim:

(a) Zkousejici se dale zavazuje predat CRO

fadné vyplnény a podepsany formular “financial

disclosure form”.

(b) Zdravotnické zafizeni a ZkouSejici budou
spolupracovat se spole¢nosti Medlmmune a
jejimi  povéfenymi zastupci véetné CRO a
Utrecht na splnéni pozadavki tohoto Nafizeni na
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(c) Institution and Investigator will cause any
individual conducting the Study under the
Investigator and whose responsibility it is to
record, evaluate and assess a Study Subject's
response to the administration of Study Drug and
whose assessment it is used by Medlmmune to
establish efficacy and safety of Study Drug (each
a “Subinvestigator”), to submit the duly
completed and signed form financial disclosure
form. prior to the commencement of the Study,
and at the Study Close-out Visit, and at any time
during the Study upon the reasonable request of
MedImmune.

(d) Institution and Investigator agree that, if at any
time from the beginning of the Study (Study
Initiation Visit), until one (1) year from the end of
the Study (Study Close-out Visit), Institution
and/or Investigator should become aware of any
changes in the financial disclosure form of any
Subinvestigator participating in the Study,
Institution and/or Investigator will immediately
notify Medlmmune and cooperate with
Medlmmune in providing a revised financial
disclosure statement reflecting all required
changes.

(e) Furthermore, Institution and/or Investigator
will immediately notify Medlmmune if, at any
time prior to the commencement of the Study, or
at any time during the Study, any
Subinvestigator(s) should be deleted, added or
substituted.

(f) Institution and/or Investigator will not charge
any subject, nor seek reimbursement from any
third party payor, for the Study Drug provided by
MedImmune pursuant to this Agreement.

(g) Institution and/or Investigator will not employ,
contract with or retain any person directly or
indirectly to perform the Study under this
Agreement if such a person is debarred under the
laws of any country. Upon written request from
MedImmune and/or its designated
representatives, Institution and/or Investigator
will, within ten (10) days, provide written
confirmation that it has complied with the
foregoing obligation.

finan¢ni vykazy.

(c) Zdravotnické zafizeni a ZkouSejici zajisti,
aby kazda jednotliva osoba provadéjici ¢innosti v
ramci  Klinického hodnoceni pod vedenim
Zkousejiciho, jejiz povinnosti je zaznamenavat,
hodnotit a posuzovat odpovéd  Subjektd
hodnoceni na podani Hodnoceného 1éCiva a jejiz
hodnoceni bude vyuzivat spole¢nost Medimmune
pro stanoveni uCinnosti a  bezpecnosti
Hodnoceného é¢iva (jednotlivé “Podiizeny
zkouSejici”), predala CRO fadné vyplnény a
podepsany formular “financial disclosure form”,
a to pred zahajenim Klinického hodnoceni a na
jeho konci, a také kdykoliv v prabéhu Klinického
hodnoceni, pokud o to spole¢nost Medlmmune
opravnéné pozada.

(d) Zdravotnické zafizeni a ZkouSejici se
zavazuji, ze pokud se kdykoliv od zahajeni
Klinického hodnoceni (zahajovaci navstévy v
ramci Klinického hodnoceni) do jednoho (1) roku
od ukonceni Klinického hodnoceni (od
ukoncovaci navstévy v ramci Klinického
hodnoceni), dozvi o jakékoliv zméné ve ,,
financial  disclosure = form”  Podfizeného
zkousejiciho, pak Zdravotnické zatfizeni nebo
Zkousejici nebo oba ihned uvédomi spole¢nost
Medlmmune a pomohou ji provést patiicné
upravy v jejich finan¢nich vykazech, které by
tuto zménu odrazely.

(e) Navic jsou Zdravotnické zafizeni a
Zkousejici povinni ihned uvédomit spolecnost
Medlmmune v piipadé, Zze kdykoliv pied
zahdjenim Klinického hodnoceni nebo v jeho
pribéhu dojde k propusténi, novému naboru nebo
nahrad¢ kteréhokoliv Podtizeného zkousejiciho.

(f) Zdravotnické zafizeni ani  Zkousejici
nebudou Zzadnému subjektu ani treti stran¢
uctovat za Hodnocené 1é¢ivo, které jim poskytne
spole¢nost MedImmune na zakladé této smlouvy.

(g) Zdravotnické zafizeni ani ZkouSejici
nebudou zaméstnavat zadnou osobu, ani
neuzaviou smlouvu o pfimé ¢i nepfimé

spolupraci na realizaci Klinického hodnoceni s
zadnou osobou, kterd z takové ¢innosti vyloucena
podle zakona jakékoliv zemé&. Na pisemnou
zadost spolecnosti Medlmmune nebo jejich
povéfenych zastupci predlozi Zdravotnické
zafizeni nebo ZkouSejici nebo oba do deseti (10)
dni pisemné potvrzeni o tom, Ze vyse uvedena
povinnost byla dodrzena.
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1.17 Conflicts of Interests and Anti-Bribery:
(a) The Institution shall procure appropriately
qualified medical, technical, laboratory, clerical
and other personnel necessary and desirable to
support their obligations under this Agreement.
The Institution shall ensure that such personnel
are not under any contractual or other obligations
or restrictions which are inconsistent with the
Institution’s obligations under this Agreement
and that such personnel do not have a financial or
other interest in Medlmmune, any of
MedImmune's Affiliates, or in any company that
could objectively be considered to compete with
MedImmune in a directly related sector, or in the
outcome of the Study, which might interfere with
their independent judgment. At MedImmune’s
request, Institution shall cause each and every
Subinvestigator for the Study to promptly execute
and deliver to Medlmmune or its designated
representatives a financial disclosure statement in
the form and having the content required by
MedImmune. Prior to the Study commencement
and at the completion of the Study and for one (1)
year after the close-out of the Study at Institution,
Institution shall cause each and every
Subinvestigator for the Study to, promptly notify
MedIlmmune of any changes to such financial
information in the form required by MedImmune.

(b) The Institution and Investigator shall not
itself or through any individual or entity acting on
its behalf, directly or indirectly, offer or pay, or
authorise an offer or payment of, any money or
anything of value to any officer or employee of a
government, public international organisation or
any department or agency thereof, or to any
person acting in an official capacity including
acting for a public agency, public enterprise, any
political party or party official, or any candidate
for public office ("Public Official") or public
entity with the knowledge or intent that the
payment, promise or gift, in whole or in part, will
be made in order to influence an official act or
decision that may assist, Medlmmune, CRO
Investigator or the Institution in securing an
improper advantage, obtaining or retaining
business, or directing business to any person or
entity ("Official Act"). The Institution represents
and warrants that neither itself nor any individual
or entity acting on its behalf is a Public Official
with the ability to influence an Official Act. The
Institution will notify Medlmmune promptly in

1.17 Konflikt zajmu a boj proti korupci:

(a) Zdravotnické zatizeni poskytne kvalifikovany
1ékatsky, technicky, laboratorni, administrativni a
jiny personal nutny nebo Zadouci pro splnéni
jejich  povinnosti  podle této  smlouvy.
Zdravotnické zatfizeni zajisti, aby tento personal
nebyl smluvné ani jinak vadzan ¢&i omezen v
rozporu s povinnostmi Zdravotnického zatizeni
podle této smlouvy a aby nemé¢l finan¢ni ani jiny
zajem ve spolecnosti Medlmmune, kterékoliv z
jejich ptidruzenych spolecnosti nebo v jakékoliv
jiné spole¢nosti, ktera by mohla byt objektivné
povazovana  za  konkurenta  spolecnosti
Medlmmune v pfimo souvisejicim sektoru nebo
ve vztahu k vysledkim Klinického hodnoceni,
ktery by mohl ovlivnit jeho objektivni tsudek. Na
zadost spolecnosti MedImmune Zdravotnické
zafizeni zajisti, aby kazdy Podfizeny zkouSejici
neprodlené ptedlozil spole¢nosti MedImmune
nebo jejim poveéfenym zastupcim finanéni
vykazy ve formé a s obsahem, jaké budou
spole¢nosti  Medlmmune pozadovany. Pred
zahdjenim Klinického hodnoceni a po dobu
jednoho (1) roku po jeho wukonceni ve
Zdravotnickém zafizeni zajisti Zdravotnické
zafizeni, aby kazdy Podfizeny zkouSejici
neprodlené informoval spole¢nost Medlmmune o
veSkerych zménach téchto financnich informaci
ve formé, jakou bude spolecnost Medlmmune
pozadovat.

(b) Zdravotnické zatizeni a Zkousejici ani osobné
ani prostfednictvim zadného jednotlivee ¢i
spole¢nosti  jednajici jejich jménem nebudou
pfimo ani nepifimo nabizet nebo vyplacet c¢i
povetovat vyplacenim jakékoliv penézni Castky i
pfedanim hodnotného daru Zadnému statnimu
zaméstnanci, zastupci mezinarodni organizace ¢i
jejiho oddéleni nebo agentury ani jiné osob¢
jednajici oficidlné za vefejnou organizaci, statni
podnik, politickou stranu, zastupce nebo
kandidata politické strany ("Statni
zaméstnanec") nebo jinou vefejnou organizaci s
umyslem nebo s védomim, Ze by tato platba,
piislib nebo dar mohly ovlivnit rozhodnuti tohoto
statntho zaméstnance, které by mohlo pro
MedImmune, CRO, Zkousejiciho nebo
Zdravotnické zafizeni zajistit neopravnénou
vyhodu, ziskat nebo si udrzet zakazku nebo
zajistit zakazku jakékoliv jiné osobé mnebo
spolecnosti  ("UFedni ukon"). Zdravotnické
zafizeni prohlasuje a zarucuje, Ze ani ono ani
zadny jednotlivec nebo organizace jednajici jeho
jménem neni Statni zaméstnanec schopny ovlivnit
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writing if any person or entity acting on the
Institution’s behalf becomes a Public Official
with the ability to influence an Official Act.

1.18  Personal
Materials:

(a) Each Party shall be responsible for its own
processing of any information and data that is
directly or indirectly referable to a human being
(“Personal Data”) and shall ensure that any
Personal Data relating to a subject, the
Investigator and/or the Institution representatives,
is collected, stored, wused, disclosed and
transferred in accordance with all applicable
national, federal, state, or local privacy laws and
with the informed consent forms (as defined in
GCP) that are or will be obtained from Study
subjects. For any Institution representatives who
wish to participate in the conduct of the Study
Institution shall be responsible for obtaining and
providing Medlmmune or its designated
representatives with documentation of the written
consent from each Institution representative for
the collection, use and disclosure of their Personal
Data in accordance with Sections 1.18(d)-(f).

Data and Biological

(b) Each Party shall ensure that any collection,
handling, transportation and retention by such
party of any human tissue or biological materials,
including any portion of an organ, any tissue,
skin, bone, muscle, connective tissue, blood,
cerebrospinal fluid, cells, gametes, or sub-cellular
structures such as DNA, or any derivative of such
human biological material such as stem cells or
cell lines; and any human biological material
including any bacterial strain recovered from
human sample (“Human Samples”), is carried out
in accordance with the Protocol, informed
consent and all applicable laws. Institution agrees
and acknowledges that Medlmmune may use the
Human Samples to conduct research that exceeds
or differs from the research specified in the
Protocol, including genetic research (“Secondary
Research”), subject to the informed consent and
in accordance with applicable laws and Ethics
Committee approval.

(c) Institution and Investigator shall ensure that
the security, integrity and quality of the Human
Samples is maintained at all times. Institution

Utedni tikon. Pokud se kterdkoliv osoba nebo
instituce  spolupracujici se  Zdravotnickym
zatizenim timto Stitnim zaméstnancem se
schopnosti ovlivnit Ufedni ukon stane, zavazuje
se Zdravotnické zafizeni o tom neprodlené
uvédomit spolecnost Medlmmune.

1.18 Osobni udaje a biologické materialy:

(a) Kazda ze stran bude odpovédna za zpracovani
vlastnich udaji a formaci pfimo nebo nepiimo se
vztahujicich k osobam (“Osobni udaje”) a
zajisténi, aby veskeré Osobni Uidaje souvisejici se
subjekty hodnoceni, ZkousSejicim nebo zastupci
Zdravotnického =zatizeni byly shromazdovany,
ukladany, vyuzivany, sdélovany a pienaSeny v
souladu s platnymi narodnimi, federalnimi,
staitnimi nebo mistnimi zdkony o ochrané
soukromi a s podepsanym informovanym
souhlasem (podle definice v GCP) ziskanym od
Subjektd hodnoceni. Pro kazdého zastupce
Zdravotnického zafizeni, ktery se bude chtit
podilet na realizaci Klinického hodnoceni, bude
Zdravotnické zafizeni povinno zajistit a
poskytnout spolec¢nosti Medlmmune nebo jejim
uréenym zastupcim dokumentaci pisemného
souhlasu tohoto zastupce se shromazd’ovanim,
pouzivanim a sdélovanim jeho Osobnich udaju
podle paragrafti 1.18(d)-(%).

(b) Kazda ze stran bude povinna zajistit, aby
odbér, manipulace, pieprava a uchovavani
lidskych tkani nebo jinych biologickych materiald
véetné Casti télesnych organt, tkani, klize, kosti,
svaloviny, vaziva, krve, mozkomiS$niho moku,
bunek, gamet nebo bunécnych struktur jako je
DNA, nebo derivatd lidského biologického
materialu jako jsou kmenové buiiky nebo bunécné
linie; a lidského biologického materialu
obsahujiciho bakterialni fetézce ziskané ze
vzorku lidského biologického materidlu (“Vzorky
lidského materialu™) byly provadény v souladu s
Protokolem, informovanym souhlasem a platnymi
zakony. Zdravotnické zafizeni bere na védomi a
souhlasi s tim, Ze spole¢nost Medlmmune muze
vyuzivat Vzorkli lidského materialu pro
provadéni vyzkumu, ktery ptekracuje ramec
Protokolu nebo se od Protokolu 1i8i, vcetné
genetického vyzkumu (“Sekundarni vyzkum”),
v souladu s informovanym souhlasem, platnymi
zakony a schvalenim Etické komise.

(c) Zdravotnické zafizeni a ZkouSejici zajisti, aby

byla trvale zachovavana bezpecnost,
neporusenost a jakost Vzorkt lidského materialu.
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and Medlmmune shall be responsible for
maintaining its own chain of custody to allow
traceability and management of the Human
Samples.

(d) The Institution and the Investigator shall be
jointly responsible for the processing of Personal
Data relating to Study Subjects and shall:

(i) process Personal Data relating to Study
Subjects in accordance with and solely
for the purposes of the performance of
this Agreement;

(i1) except when required for the purposes of
Sections 1.4, 1.5, 1.7, and satisfying legal
and regulatory requirements, provide to
MedImmune or its designated
representatives all data relating to Study
subjects solely in encoded form so as to
exclude re-identification of the Study
subjects and implement technical
measures to exclude possible re-
identification; and

(iii) except when required for the purposes of
Sections 1.4, 1.5, 1.7, and satisfying legal
and regulatory requirements, ensure that
personally  identifiable  information
relating to Study subjects is removed
from Study reports or other data before
these are transferred or otherwise made
available to Medlmmune or its

designated representatives.

(e) Prior to and during the course of the Study,
the Institution and the PI may provide Personal
Data relating to the Institution representatives, or
other personnel involved in conducting the Study,
the processing of which may be subject to
applicable data protection and privacy laws. The
Institution shall ensure that the Institution
representatives and other personnel involved in
conduct of the Study are aware that their Personal
Data will be used, processed and stored by
MedImmune, and/or CRO for the following
specific purposes:

(i) ensuring proper conduct of the Study;

Zdravotnické zafizeni a spole¢nost MedImmune
ponesou odpovédnost za vlastni postupy pro
zajisténi sledovatelnosti a spravy Vzorkt lidského
materialu.

(d) Zdravotnické zafizeni a ZkousSejici budou
spole¢né¢ odpovédni za zpracovani Osobnich
udajit Subjektt hodnoceni a zavazuji se:

(i) Zpracovavat Osobni udaje Subjektt
hodnoceni podle této smlouvy a vyhradné
pro ucely jeji realizace;

Krom¢  pozadavki  pro  ulely
ustanoveni 1.4, 1.5, 1.7, a pfi dodrzeni
zakonnych a jinych ufednich pozadavki
poskytovat spolecnosti MedImmune nebo
jejim  povéfenym zastupcum veskeré
udaje tykajici se Subjektd hodnoceni
vyhradn¢ v zaSifrované podobé a se
znemoznénim zpétné identifikace
konkrétniho Subjektu hodnoceni a zavést
technické prostfedky anonymizace téchto
udajii; a

(i)

(iv) Krom¢ pozadavki pro ucely
ustanoveni 1.4, 1.5, 1.7, a pii dodrzeni
zakonnych a  jinych  tufednich
pozadavkil zajistit, aby byly ze zprav o
prabé¢hu Klinického hodnoceni a
dalSich daji odstranény informace,
které by mohly vést k identifikaci
konkrétniho Subjektu hodnoceni, pted

jejich predanim spole¢nosti
Medlmmune nebo jejim povéienym
zastupctm.

(e) Pfed zahajenim Klinického hodnoceni a v jeho
pribéhu mize Zdravotnické zatizeni a PI
poskytnout osobni udaje tykajici se zastupci
Zdravotnického zafizeni nebo jiného personalu
zapojeného do realizace Klinického hodnoceni,
jejichz zpracovani bude podléhat ptislusSnym
zakontim o ochran¢ osobnich tdaji a soukromi.
Zdravotnické zafizeni je povinno zajistit, aby
zastupci Zdravotnického zafizeni a dal$i osoby
zapojené¢ do realizace Klinického hodnoceni
veédeli, ze spole¢nost Medlmmune, anebo CRO
budou zpracovavat a pouzivat jejich osobni udaje
pro tyto konkrétni ucely:

(1) Zajisténi fadného pribéhu Klinického
hodnoceni;
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(i) review by a Regulatory Authority,

MedImmune, or MedImmune
representatives, or CRO;
(ii1) satisfying legal or regulatory

requirements; and

(iv) maintaining databases for use in
selecting sites in future clinical trials.

The Institution shall or shall ensure the
Investigator provides documentation of the
written consent of their representatives and other
personnel who wish to be involved in conduct of
the Study to the use, processing and storage of
their Personal Data for those specific purposes.

(f) The Institution acknowledges that Investigator
obtains the consent of its representatives and
other personnel involved in conduct of the Study
to the transfer of their Personal Data to other
countries including to MedImmune’s
headquarters in the U.S.A. where a different data
protection regime applies.

(g) The Institution and Investigator shall comply
with all applicable laws and regulations including
the Data Protection Directive 95/46/EC and in the
Act No. 101/2000 Coll., on the Protection of
Personal Data and on Amendment to Some Acts,
as amended with respect to the collection, use,
storage, transfer, deletion, disclosure or other
forms of processing of personal data, as defined
by applicable data protection and privacy laws.

1.19  Publicity: No Party may use in
advertising, publicity or otherwise, the name,
trademark, logo or other symbol of one of the
other parties, IMI, or COMBACTE without the
written consent of such Party. Medlmmune will
register participating Institutional information on
required Public Registrat-ion Systems, such as the
www.clinicaltrial.gov and/or any other legally
required disclosure site.

1.20 Media Contacts: Institution shall not,
and shall ensure that Study personnel, including
Investigator do not, engage in interviews or other
contacts with the media, including but not limited
to newspapers, radio, television and the Internet

(ii)) Kontroly regulacnimi  organy,
spole¢nosti Medlmmune nebo jejimi
zastupci nebo CRO;

(iii) SpInéni zékonnych pozadavki a
nafizeni; a

(iv) Vedeni databazi pro pouziti na
vybranych  pracovistich v ramci pristich
klinickych hodnoceni.

Zdravotnické zafizeni zajisti nebo zafidi u
Zkousejiciho zajisténi dokumentace pisemného
souhlasu zastupcti Zdravotnického zafizeni nebo
Zkousejiciho a dalsiho personalu, ktery se bude
chtit podilet na realizaci Klinického hodnoceni, se
zpracovanim, pouzivanim a ukladanim jejich
osobnich udaji pro tyto konkrétni tcely.

(f) Zdravotnické zafizeni bere na védomi, Ze
Zkousejici souhlas zastupci Zdravotnického
zatizeni nebo Zkousejiciho a dalSiho persondlu,
ktery se bude podilet na realizaci Klinického
hodnoceni, s pfenosem jejich osobnich tdaji do
jinych  zemi véetné Ustfedi  spoleCnosti
MedImmune v USA, kde plati jiny rezim ochrany
osobnich udaja.

(g) Zdravotnické =zafizeni a ZkouSejici bude
dodrzovat veSkeré platné zakony a predpisy
vcetné ale nejen Smérnice o ochrané osobnich
udaji 95/46/EC a zakona ¢. 101/2000 Sb., o
ochran¢ osobnich udajui a uprave nékterych
souvisejicich zdkonl v platném znéni, vztahujici
se ke sbéru, pouziti, uchovavani, piepravy,
vymazavani, poskytovani nebo jiné zpisoby
nakladani s odobnimi udaji jak je definovano
ptislusnymi zadkony na ochranu osobnich tdaji

1.19  Publicita: Zadna ze stran nesmi pro ucely
své propagace, reklamy ani jinak pouzivat nazev,
ochrannou znamku, logo ¢i jiné symboly
kterékoliv jiné smluvni strany, IMI nebo
COMBACTE bez pisemného souhlasu pfislusné
strany. Spole¢nost Medlmmune bude registrovat
informace o UCastnicich se Institucich v
pozadovanych vetejnych registranich systémech
jako je www.clinicaltrial.gov nebo jina zakonem
poZzadovana zvefejiilovani mista.

1.20 Média: Zdravotnické zafizeni nesmi a je
povinno zajistit, aby se ani personal Klinického
hodnoceni ani ZkouSejici neucastnili interview
ani jinych kontaktdl s médii, vcetné novin,
rozhlasu, televize a Internetu, které by souvisely s
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related to this Agreement, including without
limitation, the Study, the Study Drug,
Confidential Information or Study data without
MedImmune’s prior written consent. This
provision doesn’t prohibit any public disclosure
made pursuant to Section 1.11.

Article II - Termination

2.1 By Institution: The Study may be
terminated at any time by Institution after
consultation with Medlmmune if Institution
reasonably believes that such termination is
required to protect subject safety. Such
termination will be effective upon receipt by
CRO of written notice thereof from Institution.

2.2 By Medlmmune: This Agreement may be
terminated for any reason by Medlmmune (a)
upon thirty (30) days prior written notice or (b)
immediately in the event that Medlmmune
reasonably believes that termination is required to
protect subject safety, or if Institution is declared
insolvent or has an administrator or receiver
appointed over all or parts of its assets or cease or
threatens to cease to carry on its business.

2.3 Breach: In the event of breach of this
Agreement, the breaching party will be given
written notice of the breach and fifteen (15) days
to correct the breach. In the event the breach is
not cured within such fifteen (15) days, the non-
breaching party(ies) may terminate this
Agreement effective immediately upon receipt of
written notice.

2.4 Force Majeure: (a) In the event a Party shall
be delayed or hindered in or prevented from the
performance of any act required hereunder by
reasons of strike, lockouts, labor troubles,
restrictive government or judicial orders, or
decrees riots, insurrection, war, Acts of God,
inclement weather or other similar reason or a
cause beyond such Party’s control, then
performance of such act shall be excused for the
period of such delay. Notice of the start and stop
of any such force majeure shall be provided to the
other parties. To the extent a Party is delayed for

touto  smlouvou, Klinickym  hodnocenim,
Hodnocenym 1é¢ivem, Duvérnymi informacemi
nebo udaji  Klinického  hodnoceni, bez
predchoziho pisemného souhlasu spolecnosti
Medlmmune. Toto ustanoveni nezakazuje
zvetejnéni podle ¢lanku 1.11.

Clanek II - Ukon&eni

2.1 Zdravotnickym zatizenim: Klinické
hodnoceni mize byt Zdravotnickym zatizeni
kdykoliv po poradé se spole¢nosti MedImmune
ukonceno, pokud se Zdravotnické zafizeni bude
divodné domnivat, Ze je to nutné pro bezpecnost
subjekti hodnoceni. Toto ukonceni bude t¢inné
po obdrzeni pisemného oznameni o ukonéeni
Klinického hodnoceni zastupcem CRO.

2.2 Spoleénosti MedIlmmune: Tato smlouva
mize byt kdykoliv a z jakéhokoliv divodu
ukoncena spolecnosti Medlmmune (a) s
tficetidenni (30) vypovédni lhitou nebo (b) s
okamzitou platnosti, pokud se bude spolecnost
Medlmmune divodné domnivat, Ze je to nutné
pro bezpecnost subjekt hodnoceni, nebo pokud
Zdravotnické zatizeni vyhlasi upadek nebo bude
jmenovan spravce jejiho majetku nebo jeho Casti
nebo pokud bude hrozit ukonceni Cinnosti
Zdravotnického zatizeni.

2.3 Pii poruSeni: V pfipad¢ poruSeni této
smlouvy obdrzi porusSujici strana pisemné
upozomeéni s patnactidenni (15) lhitou na
napravu. Pokud toto poruseni nebude ve
stanovené lhaté patnacti (15) dni napraveno,
muze neporusSujici strana ukoncit tuto smlouvu s
okamzitym ucinkem, ktery nastane po obdrzeni
jejiho pisemného oznameni o ukonceni smlouvy
porusujici stranou.

2.4 Vys$§i moc: (a) Pokud se nektera strana zpozdi
s plnénim svych smluvnich zavazkt ¢i ukont
pozadovanych touto smlouvou nebo ji bude v
jejich plnéni zabranéno z divodu stavky, vyluky,
zaméstnaneckych sport, restriktivnich vladnich
nebo soudnich ptikazi, vyhlasek, nepokojd,
povstani, valky, zasahd shiry, nepfizné pocasi
nebo z jinych podobnych diivodii nebo pficin,
které dotCend strana nemohla ovlivnit, pak bude
neplnéni po dobu uCinkl téchto udalosti
omluveno. Postizena strana je vSak povinna
oznamit ostatnim smluvnim strandm okamzik
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reasons as set forth above or for other reasons
beyond the control of the affected Party, any
timeline or milestone obligations of said party
shall be extended for a period of time equal to the
number of days of the delay.

(b) In the event a Party is delayed for reason as
set forth above or for other reasons beyond the
control of the affected party for more than thirty
(30) days, the unaffected Parties shall have the
right to terminate this Agreement after thirty (30)
days written notification. In case of such
termination due to breach by MedImmune or the
Institution, the Agreement will also terminate
between Utrecht and the other remaining party to
the Agreement.

2.5 Duties upon Termination: Immediately
upon notification of termination by a Party
pursuant to Sections 2.1 and/or 2.2 above, the
Institution and Investigator will stop screening
subjects for and enrolling subjects in the Study.
The Institution and Investigator will cooperate
with Medlmmune and/or CRO to continue
monitoring Study subjects enrolled prior to the
termination date. If the Study is terminated for
any reason other than those in the above Sections
2.1 and/or 2.2, Institution and Investigator will
ensure that Study subjects receive appropriate
access to medical treatment in accordance with all
applicable policies, standards of care, and all laws
and regulations.

2.6 Survival of Termination: In the event of
termination of this Agreement, the requirements
in Sections 1.2b, 1.4, 1.5, 1.6, 1.7, 1.8, 1.9, 1.10,
1.11,1.12, 1.13, 1.14, 1.15, 1.16, 1.17, 1.18, 1.19,
1.20, 2.5, 2.6,, 3.3, 3.4, 3.7, 3.9, 3.10, and any
other provision required for the interpretation
thereof will survive and remain in effect.

Article ITI- Miscellaneous

3.1 Assignment: Any assignment of this
Agreement, and/or any of the rights or obligations
hereunder, by one Party shall be void, unless prior
written consent to the assignment is obtained from
the other Parties, except that (i) Medlmmune may
otherwise assign its respective rights and transfer its

zaCatku a konce plisobeni udélosti vyssi moci, na
kterou se odvolava. Pokud dojde ke zdrzeni
plnéni  kterékoliv smluvni strany 2z vyse
uvedenych divodi vy$si moci nebo z jinych
duvodu, které dotéena strana nemohla ovlivnit,
pak budou o dobu tohoto zdrzeni (ve dnech)
prodlouzeny veskeré terminy a milniky, kterymi
je dotcena strana povinovana.

(b) Pokud dojde ke zdrzeni plnéni kterékoliv
smluvni strany z vySe uvedenych divodi vyssi
moci nebo z jinych divodu, které dotéena strana
nemohla ovlivnit, na dobu delsi nez tficet (30)
dni, bude mit druha strana pravo na ukonceni této
smlouvy pisemnou vypovédi se tficetidenni (30)
vypovédni lhiitou. V piipadé takového ukonceni
smlouvy porusenim smlouvy za  strany
MedIlmmune nebo Zdravotnického zafizeni,
smlouva je ukonfena 1 mezi Utrechtem a
ostatnimi smluvnimi stranami.

2.5 Povinnosti pii ukonceni: Thned po oznameni
o ukonceni smlouvy nékterou ze stran podle
¢lankd 2.1 nebo 2.2 vySe zastavi Zdravotnické
zafizeni a ZkousSejici vstupni prohlidky subjektt
pfed zafazenim do Klinického hodnoceni.
Zdravotnické zatizeni a ZkouSejici budou ve
spolupraci se spole¢nosti Medlmmune nebo CRO
nebo obéma pokracovat ve sledovani subjektd
zatazenych do Klinického hodnoceni pied datem
jeho ukonceni. Pokud bude Klinické hodnoceni
ukonéeno z jinych davodl, nez jsou duvody
uvedené v Clancich 2.1 a 2.2 vySe, zajisti
Zdravotnické zafizeni a ZkousSejici pro Subjekty
hodnoceni pfistup k odpovidajici Iékarské péci
podle platnych strategii, norem lékarské péce a
souvisejicich zakont a natizeni.

2.6 Platnost smluvnich ustanoveni po ukonceni
smlouvy: V piipadé ukonceni této smlouvy
zlstanou v platnosti jeji ustanoveni ¢lankt 1.2b,
14,1.5,1.6,1.7,1.8,19, 1.10, 1.11, 1.12, 1.13,
1.14, 1.15, 1.16, 1.17, 1.18, 1.19, 1.20, 2.5, 2.6,
33, 34, 3.7, 3.9, 3.10, a dalsi ustanoveni
pottebna pro jejich vyklad.

Clanek ITI- Dalsi ustanoveni

3.1 Pirevod: Veskeré prevody této smlouvy
nebo smluvnich prav a povinnosti kterékoliv ze
stran na tfeti stranu budou neplatné bez
predchoziho  pisemného  souhlasu  ostatnich
smluvnich stran s timto pfevodem, s vyjimkou, Ze
(i) spole¢nost MedImmune miiZe pievést sva prava
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respective duties to any of its Affiliates or any
assignee of all or substantially all of its business (or
that portion thereof to which this Agreement
relates) or in the event of its merger or
consolidation or similar transaction. Within a
reasonable period following such assignment,
Medlmmune shall notify Institution of the
assignment in writing and (ii) CRO may assign all
its rights and responsibilities under the Agreement
to MedImmune. Upon assignment of CRO’s rights
and responsibilities to Medlmmune, CRO shall be
relieved of any further rights or obligations under
the terms of this Agreement.

3.2 Independent Contractor: Institution
and Investigator are an independent contractor
and nothing in this Agreement is to be construed
as creating a joint venture, partnership or any
relationship other than that of an independent
contractor.

33 Notices: Any notices given pursuant to
this Agreement will be in writing and will be
deemed delivered two (2) business days after
being sent by overnight courier service, charges
prepaid, or upon receipt after being delivered
personally or sent by fax, properly addressed as
follows:
To: MedImmune, LLC

One Medlmmune Way
Gaithersburg, MD 20878
Attn: Sr. Vice President,
Biologics

Clinical

With a copy to:

Vice President

Clinical Development

Infectious Disease/Vaccines

MedImmune, LLC

One Medlmmune Way

Gaithersburg, MD 20878
To: Center

University Medical Utrecht,

Heidelberglaan 100,
3584 CX Utrecht,

The Netherlands
To: Institution (if of an administrative nature)

Fakultni nemocnice v Motole
V Uvalu 84

a povinnosti na svou pridruzenou spolec¢nost nebo
nabyvatele svého podniku nebo jeho podstatné ¢asti
(Ci té casti, na kterou se vztahuje tato smlouva)
nebo v pfipadé slouceni, konsolidace nebo jiné
transakce. V piiméfené 1hité po takovém prevodu
uvédomi spolecnost Medlmmune Zdravotnické
zafizeni o této transakci pisemné. A dale (ii) CRO
muze prevést sva prava a povinnosti podle této
smlouvy na spole¢nost Medlmmune. Po prevodu
préav a povinnosti CRO na Medlmmune bude CRO
zbaven vSech dalSich prav a povinnosti plynoucich
z podminek této smlouvy.

3.2 Nezavisly dodavatel:  Zdravotnické
zafizeni a ZkousSejici jsou nezavislymi dodavateli
a nic v této smlouvé nesmi byt povazovano za
vytvoreni spole¢ného podniku, partnerstvi nebo
jiného vztahu mezi smluvnimi stranami kromé
nezavislého dodavatelsko-odbératelského vztahu.

33 Oznameni: Veskera ozndmeni podle této
smlouvy budou ucinéna pisemné a budou
povazovana za dorucena dva (2) pracovni dny po
odeslani expresnim kuryrem se zaplacenym
postovnym nebo ihned po obdrzeni v piipadé
osobniho doruceni nebo zaslani faxem s fadnou
adresaci takto:

Pro:  Medlmmune, LLC

One Medlmmune Way
Gaithersburg, MD 20878
K rukam: Vrchniho
oddéleni klinické biologie

vicepresidenta

V kopii:

Vicepresident oddéleni klinického vyvoje
vakcin proti infekénim chorobam
MedImmune, LLC

One Medlmmune Way

Gaithersburg, MD 20878

Pro:  University Medical Center Utrecht,
Heidelberglaan 100,
3584 CX Utrecht
Nizozemsko
Pro:  Zdravotnické =zafizeni (administrativni
sdéleni)
Fakultni nemocnice v Motole

V Uvalu 84
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150 06 Prague 5
Czech Republic

To: Investigator

Department of Anesthesiology and
Intensive Care Medicine

Fakultni nemocnice v Motole

V Uvalu 84

150 06 Prague 5

Czech Republic

34 Severability: If any one or more
provisions of this Agreement is held invalid,
illegal or unenforceable in any respect by a court
having competent jurisdiction, the validity,
legality and enforceability of this Agreement and
the remaining provisions contained herein shall
not in any way be affected or impaired thereby,
unless the absence of the invalidated provision(s)
adversely affects the substantive rights of the
parties. The Parties shall in such instance use
their best efforts to replace the invalid, illegal or
unenforceable provision(s) with valid, legal and
enforceable provision(s) which, in so far as

practical, implement the purposes of this
Agreement.
3.5 Further Assurance: The Parties will

duly execute and deliver, or cause to be duly
executed and delivered, such further instruments
and do and cause to be done such further acts and
things, including the execution, delivery and
filing of such assignments, agreements,
documents and instruments as may be necessary
or as another party may reasonably request in
connection with the fulfilment of the parties’
respective obligations under this Agreement or to
carry out more effectively its provisions and
purposes, or to better assure and confirm unto
such other party its rights and remedies under this
Agreement.

3.6 No Conflicts: The Parties hereby certify
that the execution, delivery and performance of
this Agreement does not and will not conflict with
or result in breach of any term, condition,
obligation or restriction of any other agreement of
such Party with any third party.

3.7 Entire Agreement: This Agreement,
including its recitals and Exhibits, represents the

150 06 Praha 5
Czech Republic

Pro:  Zkousejiciho

E EE HEEE FHE EE FFEE

Klinika anesteziologie, resuscitace a
intenzivni mediciny

Fakultni nemocnice v Motole

V Uvalu 84

150 06 Praha 5

Czech Republic

3.4 QOddélitelnost: Pokud se kterékoliv
ustanoveni této smlouvy stane neplatnym,
nezakonnym nebo nevymahatelnym nebo bude za
takové prohldSeno v  jakémkoliv  ohledu
kompetentnim soudem, nebude tim ovlivnéna
platnost, zakonnost ani vymahatelnost ostatnich
ustanoveni a smlouvy jako celku, pokud by
ovSem vypusteéni neplatného ustanoveni negativné
neovlivnilo hmotna prava smluvnich stran. V
takovém ptipad¢ strany vyvinou veskeré potiebné
usili pro nahrazeni neplatného, nezakonného nebo
nevymahatelného ustanoveni  ustanovenim
platnym, zdkonnym a vymahatelnym, které by
podle moznosti odpovidalo t¢elu této smlouvy.

3.5 DalSi ujiSténi: Strany tadné podepisi a
poskytnout nebo zajisti fadné podepsani a
poskytnuti takovych dalSich dokumenti, ukont a
jinych véci, vcetné podpisu, predlozeni a podani
povereni, dokument, dohod a nastroji
pottebnych nebo pfimétené pozadovanych druhou
stranou v souvislosti s plnénim smluvnich
zavazkl stran podle této smlouvy nebo ucinngjsi
realizaci jejich ustanoveni a jejiho ucelu, nebo
lepSiho zajisténi a potvrzeni prav a nahrad
smluvnich stran podle smlouvy.

3.6 Neexistence konfliktu: Strany potvrzuji,
ze podpis, uzavieni a realizace této smlouvy
nebudou v konfliktu ani nebudou ptedstavovat
poruseni podminek, zavazkli ¢i omezeni podle
jiné smlouvy pfislusné strany s jakoukoliv tfeti
stranou.

3.7 Cela dohoda: Tato smlouva vcetné jeji
preambule a piiloh ptedstavuje celou a uplnou
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complete and entire understanding between the
Parties regarding the subject matter hercof and
supersedes all prior negotiations, representations
or Agreements, either written or oral, regarding
this subject matter. It may not be amended, nor
will any waiver, change, modification, consent or
discharge be effected except by an instrument in
writing executed by or on behalf of the party
against whom enforcement of any amendment,
waiver, change, modification, consent or
discharge is sought.

3.8 Counterparts: This Agreement may be
executed in four or more counterparts, each of
which shall be deemed an original and all of
which shall together be deemed to constitute one
agreement.

3.9 Governing Law: Notwithstanding
clause 1.9.(g) of this Agreement, this Agreement
is construed and in compliance with the laws of
Czech Republic, without reference to its rules of
conflicts of laws. All disputes arising from or
related to this Agreement shall be resolved by
factual and local competent court of Czech
Republic.

3.10 Prevailing Language Version: This
Agreement has been executed in the English and
in the Czech language. In the event of
discrepancies between the two language versions,
the Czech one shall prevail. All other documents
related to the conduct of the Study to be provided
or communications to be given shall be in the
English language except for legal documents
which will be bilingual in Czech and English. The
Czech version of any notice or other
communication shall be the governing version of
that notice or communication between the Parties.

[Remainder of page intentionally left blank.]

dohodu mezi stranami ohledné jejiho pfedmétu a
nahrazuje veskera ptedchozi ujednani, prohlaseni
¢i dohody, pisemné i ustni, tykajici se tohoto
predmétu. Tuto smlouvy lze menit, rusit,
upravovat, schvalovat a odvolavat pouze
pisemnymi dodatky podepsanymi stranou nebo
zastupcem strany, proti které je zmeéna namiiena.

3.8 Vyhotoveni: Tato smlouva bude
podepsana ve ctyfech, které budou spole¢né
predstavovat jediny smluvni dokument

3.9 Rozhodné pravo: Nehled¢ na ¢lanek 1.9
(g) této smlouvy byla tato smlouva byla
vyhotovena a ¥idi se v souladu s pravem Ceské
republiky bez uplatnéni ustanoveni o konfliktu
prava. Vsechny spory vyplyvajici z této smlouvy
a s touto smlouvou souvisejici se budou fesit u

vécné a mistné piislusného soudu Ceské
republiky.
3.10 Rozhodna _jazykova verze: Tato

smlouva byla podepsana v anglickém a ¢eském
znéni. V ptipad€ rozporu mezi obéma jazykovymi
verzemi bude rozhodujici znéni Ceské. Veskeré
dalsi dokumenty tykajici se provadéni Klinického
hodnoceni a veskera sdéleni budou v anglickém
jazyce krom¢ pravnich dokumentt, které budou
dvojjazyénév Geském a anglickém znéni. Ceska
verze vesSkerych oznameni a jiné komunikace
mezi stranami bude rozhodujici.

[Zbytek strany je zamérné ponechan prazdny.|
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IN WITNESS THEREOF, this NA DUKAZ CEHOZ byly tato smlouva
Agreement and its budget have been executed by a piilozeny rozpocet stranami podepsany
the Parties hereto through their duly authorized prostfednictvim jejich fadn€ povéienych zastupcii
officers as of the Effective Date. k uvedenému datu u¢innosti.

MedImmune, LL.C - Represented by its authorized agent, PPD Czech Republic, s.r.o. / MedImmune,
LLC - Zastoupena svym povétenym jednatelem, PPD Czech Republic, s.r.o.

By/Podpis:

Name/Jméno:
Title/Funkce:
Date/Datum:

University Medical Center Utrecht

By/Podpis:

Name/Jméno:
Title/Funkce:
Date/Datum:

Fakultni nemocnice v Motole

By/Podpis:
Name/Jméno: JUDr. Ing. Miloslav Ludvik, MBA

Title/Funkce: feditel nemocnice/hospital director

Date/Datum:
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Investigator

un g aaiana
Investigator of this Study, hereby declare that I
have read and understood the Protocol and all other
documents submitted by Sponsor for the conduct of
the Study. Likewise, I hereby declare that I have
read and understood the terms and conditions of
this Agreement and will follow my obligations as
the Investigator set forth in the Agreement and
comply with Act no. 378/2009 Coll. On
Pharmaceuticals as amended and other legal
regulations. I further declare and agree that in I will
reimburse the Study Staff by the agreed amounts
according to this Agreement and separate
agreement concluded between me and Medlmmune
and Utrecht and I will be fully responsible for it./

By/Podpis:
4 44 444 4444 11 00 UGGy Gai au G
Title/Funkce: Zkousejici
Date/Datum:

List of exhibits to this Agreement, which are
attached hereto and made part of this
Agreement:

Exhibit I: Budget & Payment Schedule

Exhibit II: Insurance Certificate

Exhibit III: A copy of an extract from the
Commercial Register of MedImmune

Exhibit IV: A copy of an extract from the
Commercial Register of Utrecht

Exhibit V: A copy of an extract from the
Commercial Register/Registration/Incorporation
Deed of Institution

Exhibit VI: Special Power of Attorney (“POA”)
Exhibit VII: A copy of the approval from the
State Institute for Control of Drugs

Exhibit VIII: A copy of the opinion from the
relevant ethics committee

Investigator

i W Wain
klinického hodnoceni, timto potvrzuji, Ze jsem se
seznamil(a) s protokolem a vSemi dokumenty
pfedanymi zadavatelem k provedeni klinického
hodnoceni. Byl(a) jsem seznamen(a) s touto
smlouvou, budu dodrZzovat povinnosti v ni
stanovené zkousejicimu a postupovat v souladu se
zakonem ¢. 378/2007 Sb., o 1éCivech, v platném
znéni a dal§imi pravnimi predpisy. Dale
prohlasuji a zavazuji se, ze v souladu s touto
smlouvou a vsouladu se separatni smlouvou
uzavienou mezi mnou a Medlmmune a Utrecht,
budu z prostfedkii mnou obdrzenych vyplacet
sjednané odmény spoluzkousSejicim a dalSim
osobam spolupracujicim na provadéni tohoto
klinického hodnoceni a budu za to pIn¢
zodpovedny(a).

Seznam priiloh, které tvoii soucast této

smlouvy:

Ptiloha I: Rozpocet a rozpis plateb
Ptiloha II: Pojistny certifikat

Ptiloha III: Vypis z obchodniho
MedImmune

Ptiloha IV: Vypis z obchodniho rejstiiku Utrecht

rejstiiku

Ptiloha V: Vypis z obchodniho rejstiiku/jiné
registrace/zakladaci  listina  Zdravotnického
zatizeni

Ptiloha VI: Zvlastni plna moc (“ZPM”)

Ptiloha VII: Kopie souhlasu Statniho tstavu pro
kontrolu 1é¢iv. s provedenim  klinického
hodnoceni

Ptiloha VIII: Kopie postoje pfislusné etické
komise
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