EVADE

AMENDMENT #1
TO CLINICAL STUDY SITE AGREEMENT

This Amendment #1 (the “Amendment”), effective
at the date of the publication in contract register (the
“Effective Date”), modifies and amends the Clinical
Study Site Agreement for Protocol Number

, effective as of 26™ August 2016 (the
“Agreement”), by and between,

University Medical Center Utrecht, with its
principal office at Heidelberglaan 100 in Utrecht,
Netherlands (“Utrecht”);

and

Krajska zdravotni, a.s.

registered address at Socialni pece 3316/12A, 401 13
Usti nad Labem, Czech Republic, with place of
business: Nemocnice Decin, 0.z., U Nemocnice 1,
405 99 Decin II, Czech Republic, represented by Ing.
Petr Fiala, general director

Company ID no.: 254 88 627
Tax ID no: CZ25488627
(“Institution”),

and

MedImmune, LLC, a wholly owned subsidiary of

AstraZeneca, AB, with offices located at One
Medlmmune Way, Gaithersburg, MD 20878
(“MedImmune”).

RECITALS

WHEREAS, Medlmmune, Utrecht and
Institution entered into the Agreement for the
conduct of a study in accordance with Protocol
Number i under the direction of -

I (thc “Investigator”);

WHEREAS, Medlmmune, Utrecht and
Institution desire to amend the Agreement in order
to modify the specific terms of the Agreement;

NOW, THEREFORE, in consideration of
the promises and of the mutual covenants and
agreements herein set forth, the parties hereto agree
as follows:

1. Exhibit I (Budget & Payment
Schedule): Exhibit I of the Agreement is hereby
deleted in its entirety and replaced with the revised
Exhibit I, attached hereto as Exhibit 1.

DODATEK C.1 ]
KE SMLOUVE O RESITELSKEM CENTRU
KLINICKEHO HODNOCENI

Tento dodatek ¢. 1 (,,dodatek), nabyvajici uc¢innosti
dnem zvefejnéni v registru smluv (,,datum
ufinnosti), upravuje a dopliiuje smlouvu o
tesitelském centru klinického hodnoceni k protokolu
¢islo , uéinnou k datu 26. 08. 2016
smlouva‘), uzavienou mezi

University Medical Center Utrecht se sidlem na
adrese Heidelberglaan 100 v Utrechtu, Nizozemsku
(,,Utrecht”),

a

Krajska zdravotni, a.s.

se sidlem Socialni pé¢e 3316/12A, 401 13 Usti nad
Labem, Ceskd republika, od§tépny  zavod:
Nemocnice Dé¢in, o0.z., U Nemocnice 1, 405 99
Dé&gin 11, Ceska republika zastoupena Ing. Petrem
Fialou, generalnim feditelem,

IC: 254 88 627
DIC: CZ25488627
(,,Zdravotnické zatizeni )

a
MedImmune, LLC, plné¢ vlastnénou dcefinou
spole¢nosti AstraZeneca, AB se sidlem na adrese
One Medlmmune Way, Gaithersburg, MD 20878
(,MedIlmmune”).

UVODNIi USTANOVENI

VZHLEDEM K TOMU, ZE
MedImmune, Utrecht a Zdravotnické zarFizeni

uzaviely tuto smlouvu za ucelem provedeni
klinického hodnoceni s protokolem Cislo
' pod vedenim

(,,zkousejici”),

VZHLEDEM K TOMU, ZE

MedImmune, Utrecht a Zdravotnické zarizeni si
pteji smlouvu doplnit a upravit tak jeji specifické
podminky,

SE TUDIZ se zfetelem na prisliby a
vzajemné zavazky a dohody zde uvedené smluvni
strany této smlouvy dohodly takto:

1. Piiloha 1 (Rozpodet a rozpis
plateb): Priloha 1 smlouvy se timto celd Skrta a
nahrazuje se upravenou pfilohou I, kterd je k tomuto
dodatku pfipojena jako ptiloha I.
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2. All other terms and conditions of the
Agreement shall remain in full force and effect.

This Amendment, along with its Exhibits, and the
Agreement set forth the entire agreement and
understanding between the parties as to the subject
matter thereof and supersedes all prior agreements
and understandings in this respect. There shall be no
amendments or modifications to this Amendment or
the Agreement, except by a written document, which
is signed by both parties.

[Signatures begin on next page.]

2. Veskeré ostatni podminky smlouvy
zustavaji pln€ platné a ucinné.

Tento dodatek, spolu s jeho ptilohami a smlouvou,
predstavuje Uplnou smlouvu a ujednani smluvnich
stran tykajici se jejiho pfedmétu a nahrazuje veskeré
ptedchozi smlouvy a ujednani, které se jej tykaji.
Tento dodatek nebo smlouvu nelze doplnit ¢i upravit
jinak nez na zakladé pisemného dokumentu
podepsaného obéma smluvnimi stranami.

[Podpisova ¢ast zacina na dalSi strané.]
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IN WITNESS WHEREOF, the parties NA DUKAZ VYSE UVEDENEHO zajistila
have each caused this Amendment to be signed and kazda ze smluvnich stran podpis a vyhotoveni tohoto
delivered by its duly authorized officer or dodatku svym fadné opravnénym jednatelem nebo
representative as of the Effective Date. zéstupcem k datu G€¢innosti.

MedImmune, LLC - Represented by its authorized agent, PPD Czech Republic, s.r.o. / Medlmmune,
LLC - Zastoupena svym povetenym zastupcem, 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:

By/Podpis:

Name/Jméno:

Title/Funkee: | NN

Date/Datum:

Krajska zdravotni, a.s.

By/Podpis: |
Name/Jméno: Ing. Petr Fiala

Title/Funkce:  general director/generalni feditel

Date/Datum:

READ AND ACKNOWLEDGED: / S DODATKEM SE SEZNAMIL A BERE JEJ NA VEDOMI:
Principal Investigator / Hlavni zkousSejici

By/Podpis: [
Name/Jméno: [ RS
Title/Funkce:  Investigator/zkousejici

Date/Datum:
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EXHIBIT I
BUDGET & PAYMENT SCHEDULE

Payments under this Agreement will reference this
Agreement, be paid in Czech Crowns, and be made
payable to:

Name: Kral'ska zdravotni, a.s.

Address: Socialni pece 3316/12A, 401 13 Usti nad
Labem, Czech Republic
Tax [.D.: Number CZ25488627

Wire Transfer Information

Bank Name: Ceskoslovenska obchodni banka, a.s.
Account Holder: Krajska zdravotni, a.s.

Address account Holder: Socialni pece 3316/12A,
401 13 Usti nad Labem, Czech Republic

(“Payee”)

Screen Failure Payments: Reimbursement for
screening visits completed for Study Subjects who
were not enrolled into the Study due to failure to
meet eligibility criteria as follows:
Institution/Investigator will complete Screen Failure
Electronic Case Report Forms (eCRF) on a regular
basis throughout the Study, as defined by Study
procedures. Medlmmune and/or its designated
representatives will review the Study Subject’s
signed informed consent form for participation in
the Study and verify that screening visit procedures
have been performed; Upon verification, Payee will
be reimbursed for completed screening visit(s), for
for a maximum of 12 screen failed subjects as
itemized in the budget. Upon site request,
Medlmmune may Payment increase above the
maximum of 12 screen failures may be performed
and will be upon Medlmmune’s discretion paid
based on site’s enrollment history and study
performance.

PCR Screen Failure Payments: Reimbursement
for PCR screening visits completed for subjects who
were not enrolled into the Study due to failure to

PRILOHA I
ROZPOCET A ROZPIS PLATEB

Platby podle této smlouvy budou ve svych
identifika¢nich udajich obsahovat odkaz na Ccislo
této smlouvy a budou hrazeny v ceskych korunach
pro piijemce:

Nazev: Kral'ské zdravotni, a.s.

Adresa: Socialni péée 3316/12A, 401 13 Usti nad
Labem, Ceska republika
DIC: CZ25488627

Informace pro bezhotovostni platby

Nazev banky: Ceskoslovenskd obchodni banka,
a.s.

Majitel uétu: Krajska zdravotni, a.s.

Adresa majitele uctu: Socialni péce 3316/12A,
401 13 Usti nad Labem, Ceska republika

(“Prijemce platby”)

Platby za subjekty hodnoceni, které absolvovaly
uvodni prohlidku, ale na jejim zédkladé nebyly do
klinického hodnoceni zafazeny: Uhrada za Givodni
prohlidky Subjekti hodnoceni, které nakonec
nebyly zatazeny do Klinického hodnoceni z diivodu
nesplnéni kritérii pro =zafazeni do Klinického
hodnoceni, bude provedena takto: Zdravotnické
zatizeni/ZkouSejici vyplni elektronicky zaznam
subjektu hodnoceni (eCRF) béznym zpisobem

podle stanoveného postupu. Spolecnost
Medlmmune nebo jeji povéfeny  zastupce
zkontroluje  podepsany  informovany  souhlas

subjektu se zarazenim do Klinického hodnoceni a
ovéfi, zda byla vstupni prohlidka fadné provedena;
po tomto ovéfeni budou piijemci platby uhrazeny
naklady na provedenou tuvodni prohlidku pred
zafazenim do Klinického hodnoceni pro maximalné
12 nevhodnych subjektd, jak je uvedeno v tabulce
plateb nize. Na Zzadost feSitelského centra muze
MedIlmmune proplatit vice nez vySe uvedené
maximum 12 neaspéSnych skriningl, coz bude
ucinéno podle uvazeni spole¢nosti Medlmmune na
zaklad¢ historie naboru feSitelského centra a
provadéni klinického hodnoceni.

Platby za PCR netspéSna zarazeni: thrada plateb

za navstevy PCR skrininku, které absolvovali
subjekty hodnoceni, které do klinického hodnoceni
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meet eligibility criteria as follows: Institution will
complete Screen Failure Electronic Case Report
Forms (eCRF) on a regular basis throughout the
Study, as defined by Study procedures. MedImmune
and/or its designated representatives will review the
subject’s signed informed consent form for
participation in the Study and verify that screening
visit procedures have been performed; Upon
verification, Institution will be reimbursed for
completed screening visit(s), for a maximum of 12
total screen failed subjects (inclusive of both full
screen failure and PCR screen failure) as itemized in
the PCR screening table indicated on the
budget. This PCR screen failure payment is
separate from the standard screening failure
payment, and will only be paid per procedure
completed and invoiced.

Enrolled/Randomized Subject Payments:

nebyly zarazené¢ zdGvodd nesplnéni kritérii
vhodnosti pro klinické hodnoceni budou probihat
nasledovné: zdravotnické zafizeni bude pravidelné
beéhem klinického hodnoceni vyplitovat elektronicky
zaznamovy formuléf klinického hodnoceni (eCRF)
pro nelspeésné zarazeni, jak se uvadi v postupech
klinického hodnoceni. Medlmmune a/nebo jeji
jmenovany zastupci budou kontrolovat podepsané
informované  souhlasy  subjektd  klinického
hodnoceni s ucasti na klinickém hodnoceni a ovéfi,
zda byly provedeny navstévy skrininku. Po ovétfeni
dostane  zdravotnické  zafizeni  platbu  za
dokonéenou(é) navstévu(y) skrininku, a to za
maximalné 12 neGspéSnych zatazeni, (véetné plného
neuspesného zarazeni a PCR netspésného zatazeni)
jak je uvedeno v PCR tabulce nize. Tato platba za
PCR neuspésné zatazeni je rozdilnd od platby za
standardni neuspés$né zatazeni a budou proplacené
jen provedené a vyfakturované vysSetieni.

Platby za subjekty zaiazené do Klinického

Reimbursement of  Study Subjects, who were
enrolled according to the Protocol with a properly
executed informed consent form and who meet
Protocol eligibility criteria, will be calculated based
on Medlmmune’s and/or its  designated
representative’s timely receipt of eCRF wisit
modules (a module being all completed eCRF pages
for a visit). The eCRF visit modules must be
completed in a satisfactory manner for each enrolled
subject. Upon receipt and verification of the eCRF
visit modules by Medlmmune and/or its designated
representatives, reimbursement will be calculated at
90% for each completed subject visit/eCRF module.

1. Reimbursement will not be given for Study
Subjects enrolled who do not meet all inclusion
and exclusion criteria unless otherwise approved
by Medlmmune and/or its  designated
representatives. Payee will not be compensated
for any Protocol violations, unless otherwise
approved by Medlmmune and/or its designated
representatives.

2. 10% of the reimbursement due for each
completed subject visit/eCRF module will be
withheld until completion of the Study as
defined under Final Study Payment below.

hodnoceni_a_randomizované: Uhrady za subjekty
zatfazené do Klinického hodnoceni podle Protokolu
s fadn¢ podepsanym informovanym souhlasem na
zaklad¢é splnéni kritérii pro zarazeni do klinického
hodnoceni podle Protokolu budou vypocteny na
zaklad¢ eCRF podle rozvrhu kontrol v ramci
klinického hodnoceni (tzn. vyplnéného formulare
eCRF pro kazdou navstévu subjektu v fesitelském
centru) véas obdrzeného spolecnosti Medlmmune
nebo jejim povéfenym zastupcem. eCRF pro
kazdou kontrolu subjektu v ramci klinického
hodnoceni musi byt vyplnény uspokojivym
zpusobem pro kazdy zafazeny subjekt. Po obdrzeni
a kontrole eCRF pro jednotlivé navstévy subjektd v
tfeSitelském centru spolecnosti Medlmmune nebo
jejim  povéfenym  zastupcem bude odmeéna
vypoctena jako 90 % pro kazdou provedenou
kontrolu subjektu hodnoceni/vyplnény formulat
eCRF.

1. Uhrada nebude provedena pro Subjekty
hodnoceni, které nebudou spliovat vSechna
kritéria pro zatfazeni/vylouceni, pokud nebude

dohodnuto jinak a schvaleno spolecnosti
Medlmmune  nebo  jejim  povéfenym
zastupcem. Ptijemce platby neobdrzi thradu v
pfipadé  poruseni  Protokolu  klinického

hodnoceni, pokud nebude dohodnuto jinak a
schvaleno spole¢nosti MedImmune nebo jejim
poveéfenym zastupcem.

2. 10% odmeény za kazdou provedenou kontrolu
subjektu hodnoceni/vyplnény formulai eCRF
bude zadrzeno do konce Klinického hodnoceni
podle definice Koneéné platby v rémci
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3. Medlmmune and/or its designated
representatives retains the option to re-evaluate
an Institution’s participation in the Study should

the enrollment rate be unsatisfactory, as defined
bi an average enrollment rate h

Flat Pharmacy Fee: The Payee will receive
reimbursement of a Flat Pharmacy Fee for every six
(6) month period of provision of pharmacy related
services, payable for the duration of the Clinical
Study (or pro-rated for shorter time period),
beginning with the enrollment of the first Study
Subject, in the amount listed in the Tables of
Payments below, regardless of the number of
enrolled Study Subjects. Payment will be made
upon receipt of a correct and itemized invoice.

Mechanism of Pavments for Screen Failure

Klinického hodnoceni uvedené nize.

3. Spolecnost Medlmmune nebo jeji povéereni

zéstupci maji pravo piehodnotit uCast
Zdravotnického  zafizeni v Klinickém
hodnoceni, pokud Zdravotnické zafizeni

nezatradi uspokojivy pocet subjektd, ktery je
definovan jako primérny pocet zatazeni do
klinického hodnoceni,

PauSalni__poplatek lékarné: Prijemce platby
dostane proplacen pauSalni poplatek Iékarn¢ za
kazdych Sest (6) mesicl poskytovani
farmaceutickych sluzeb. Tento poplatek bude
splatny po dobu trvani Klinického hodnoceni (nebo
v pomérné vysi za obdobi kratsi 6 mésicit) pocinaje
dnem zatazeni prvniho Subjektu hodnoceni ve vysi
uvedené v tabulkach nize, a to bez ohledu na pocet
subjektd zafazenych do Klinického hodnoceni.
Platby budou realizovany na zakladé tadné
vystavené polozkové faktury.

Mechanismus plateb za vySetfené nezarazené a

Subjects and Enrolled / Randomized Subjects:

zarazené/randomizované subjekty: Utrecht

Utrecht will initiate payment to Payee in accordance
with the invoicing process detailed below.

Final Study Payment: A final Study payment,
defined as ten (10) % of the reimbursement due for
each completed Study Subject Visit/eCRF module
will be withheld until completion of the Study as
defined by submission of all required eCRFs and
Study documentation to Medlmmune and/or its
designated representatives, resolution of all data
queries, and submission of final study report to IRB
and/or other Institution required review committee
as required.

Mechanism of Payment for Final Study

provede platbu Pfijemci podle faktura¢niho procesu
uvedeného niZe.

Konec¢na platba v ramci Klinického hodnoceni:
Konecna platba v ramci Klinického hodnoceni

definovana jako deset (10) % uhrady za kazdou
provedenou navstévu a kontrolu subjektu v ramci
Klinického hodnoceni/vyplnény formulai eCRF
bude zadrZena do konce Klinického hodnoceni, jak
je definovano pro predkladani pozadovanych eCRF
a dalsi dokumentace Klinického hodnoceni
spolecnosti  Medlmmune a jejim povéfenym
zastupctim, a bude vyplacena po vyfeSeni veskerych
dotazl tykajicich se udaji z Klinického hodnoceni a
po predloZzeni zavérecné zprdvy o Klinickém
hodnoceni IRB a dal$im poZzadovanym organim
kontroly Zdravotnického zafizeni.

Mechanismus realizace Konecné platby v ramci

Payment: Utrecht will initiate payment to Payee
and payment will be executed after all criteria listed
above have been satisfied.

VAT: The amounts listed in the payment schedule
excludes VAT. Utrecht will settle the VAT in the
country where it is registered on the basis of Article
44 of VAT Directive 2006/112/EC and this fact has
to be clearly listed on all the invoices issued by the
Payee.

Invoicing process: In the months of January, April,
July and October of each year, CRO will provide
the Payee with an overview summarizing the

Klinického hodnoceni: Utrecht provede platbu
Piijemci po spInéni vSech vyse uvedenych kritérii.

DPH: Castky uvedené v rozpise plateb nezahrnuji
DPH. Utrecht vyporada DPH v zemi svého sidla
podle ¢lanku 44 smérnice o DPH 2006/112/ES coz
musi byt jasné uvedeno na vsSech fakturach
vydanych piijemcem plateb

Fakturaéni_proces: V lednu, dubnu, Cervenci a
fijnu kazdého roku predlozi CRO Piijemci platby
pfehled se souhrnem castek, které ma Piijemce
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amount to be invoiced by the Payee for all fees and
payments further to this Exhibit I, which amount is
based on actual completed Study Subject
Visit/eCRF module (except IRB and Advertising
Fees, which will be invoiced as incurred). CRO’s
CRA shall request an invoice from Institution.
Where Payee queries with the payments amount,
CRA endeavours to liaise with Payee in order to
resolve and a new report is generated by CRO and
sent to Payee and Utrecht. After reconciliation with
actual completed subject Visits/eCRF for the
applicable quarterly period, within one month after
receipt by Payee thereof, the Payee will invoice
Utrecht in accordance with the most recent payment
report received and provided by CRO.

All invoices for Study payments as outlined above
must be submitted to Utrecht and/or its designated
representatives within ninety (90) days of the
Institution’s study close-out visit. Invoices received
after this time will not be reimbursed.

All invoices under this Agreement must reference
the Agreement number, the Study Protocol number,
and the Purchase Order number and be addressed
and submitted to:

To:

Utrecht and MedImmune require submission of
electronic invoices. Electronic invoices should be

sent to the followinﬁ e-mail address:

Invoice due date is 50 days from the day the invoice
is issued.

Additional Terms: Institution and Investigator
understand and agree that Medlmmune shall not
provide compensation for any costs incurred by
Investigators and/or Study staff for i) time spent on
travel to and from investigator meetings; and ii) any
other compensation sought by the Institution,
Investigator and/or Study Staff, except as agreed
upon and set forth in the budget.

If the Study is terminated prior to completion as

fakturovat podle této Ptilohy I. Tento souhrn bude
zalozen na skute¢né¢ realizovanych navstévach
subjektd v ramci klinického hodnoceni/skutecném
poctu vyplnénych a predanych formulaiti eCRF pro
jednotlivé navstévy (krom& IRB a poplatku za
propagaci klinického hodnoceni, které budou
fakturovany po vynalozeni). Monitor CRO si od
Zdravotnického zatfizeni vyzada fakturu. Pokud
bude mit pfijemce plateb dotazy k placenym
¢astkam, monitor se bue snazit situaci s prijemcem
plateb vyftesit aby mohl byt CRO vytvofen novy
report a zaslan piijemci plateb a do Utrecht. Po
porovnani  zaznamu se  skutenymi  pocty
navstév/formulait eCRF pro piislusné ctvrtleti
Piijemce platby do jednoho mésice od obdrzeni
tohoto prehledu vystavi prislusnou fakturu pro
Utrecht v souladu s nejaktudlnéjsim reportem plateb
poskytnutym CRO.

Veskeré faktury v ramci Klinického hodnoceni, jako
jsou uvedeny vySe, musi byt piedloZzeny Utrecht
nebo poveérenému zastupei do devadesati (90) dni od
ukonéeni Klinického hodnoceni Zdravotnickym
zafizenim. Faktury predlozené pozdéji nebudou
proplaceny.

Ve veskerych fakturach podle této smlouvy musi
byt uvedeno c¢islo smlouvy, jméno Zkousejiciho ,
¢islo Protokolu Klinického hodnoceni a ¢islo
nakupni objednavky a faktura musi byt vystavena a
zaslana na adresu:

Komu:

Utrecht a Medlmmune poZaduji zasilani faktur
elektronickou cestou. Elektronické faktury se

zasﬂai'l' na tuto adresu:

Splatnost faktury je 50 dni ode dne vystaveni
faktury.

DalSi podminky: Zdravotnické zatizeni a zkousejici
berou na védomi a souhlasi s tim, Ze spolecnost
MedImmune nebude hradit i) naklady vynaloZené
Zkousejicimi a persondlem Klinického hodnoceni
na dobu strdvenou na cesté na jednani zkousejicich
Klinického hodnoceni a zpét; ani ii) jiné uhrady
pozadované Zdravotnickym zatfizenim, Zkousejicim

nebo persondlem Klinického hodnoceni, které
nejsou dohodnuty a uvedeny v rozpoctu.
Pokud bude Klinické hodnoceni ukonceno
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defined in Section 2 of this Agreement, the Payee
will be compensated only for Study related work
actually performed and for expenses actually and
reasonably incurred through the effective date of
termination in accordance with the budget.

Equipment
If applicable, any equipment provided by the

Sponsor or funded by the Sponsor will only be used
for purposes of the performance of the Study by the
Institution and Investigator. The Institution is liable
for loss, theft, or damage (beyond normal wear and
tear) of any equipment in its possession during the
Study. Upon completion or termination of the
Study, the equipment will be promptly returned to
the Sponsor (or its designee) or the Institution will
reimburse the Sponsor for the fair market value of
the equipment at the time of termination or
completion, as determined by the Sponsor. The
Institution will return the equipment at Sponsor’s
OWn expenses.

pfedCasné pred dokoncenim, jak je uvedeno v
¢lanku 2 této smlouvy, budou Pfijemci platby
uhrazeny pouze prace souvisejici s Klinickym
hodnocenim, které skutecné vykonal, a vydaje, které
skutecné a pfiméfené vynalozil do data ucinnosti
ukonceni Klinického hodnoceni podle rozpoctu.

Vybaveni
Pokud je to potieba, jakékoliv vybaveni poskytnuté

nebo hrazené Zadavatelem bude pouzito pouze pro
provadéni Klinického hodnoceni Zdravotnickym
zafizenim a ZkouSejicim. Zdravotnické zafizeni je
odpovédné za stratu, ukradeni nebo Skodu (kromé
bézného opotiebeni) jakéhokoliv vybaveni v jeho
drzeni b&hem Klinického hodnoceni. Po dokonceni
nebo ukonceni Klinického hodnoceni bude vybaveni
ihned navraceno Zadavateli (nebo jeho zdstupci)
nebo Zdravotnické zafizeni proplati béznou trzni
hodnotu vybaveni v dob¢ ukonceni nebo dokoncenti,
jak bude ur¢ena Zadavatelem. Zdravotnické zafizeni
vrati vybaveni na vlastni ndklady Zadavatele.
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Total/Celkem 24269 21841 2428

| | |
| | |
| | |
I I 1
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CLINICAL STUDY SITE AGREEMENT

pROTOCOL NUMBER [ IIGGEE

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 Medlmmune Way, Gaithersburg,
MD 20878, USA, represented by its authorized
agent PPD Czech Republic, s.r.o0., as described
below

Tax ID no: 52 1555759
(“MedIlmmune”);

and

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

Tax ID no: NL004205315B01
(“Utrecht”)

and

Krajska zdravotni, a.s.

registered address at Socialni pece 3316/12A,
401 13 Usti nad Labem, Czech Republic, with
place of business: Nemocnice Decin, o0.z., U
Nemocnice 1, 405 99 Decin II, Czech Republic,
represented by Ing. Petr Fiala, general director

Company ID no.: 254 88 627
Tax ID no: CZ25488627
(“Institution”)

(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

SMLOUVA S RESITELSKYM CENTREM

¢isLo proTOKOLU G

Tato SMOUVA (,,Smlouva®) je ucinna od data
posledniho podpisu nize uvedenych stran (,,Dne
platnosti*) mezi:

MedImmune, LLC, pln¢ vlastnénou pobockou
spolecnosti 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
(“MedIlmmune”);

a

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

DIC: NL004205315B01
(“Utrecht”)

Krajska zdravotni, a.s.

se sidlem Socialni péte 3316/12A, 401 13 Usti
nad Labem, Ceska republika, od§tépny zavod :
Nemocnice DéCin, 0.z., U Nemocnice 1, 405 99
Dé&¢in 11, Ceska republika zastoupena Ing. Petrem
Fialou, generalnim feditelem,

IC: 254 88 627
DIC: CZ25488627
(,,Zdravotnické zarizeni®)

(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 pramysld a

asociaci  (L,EFPIA“) a  Evropskou unii
zastoupenou Evropskou komisi;
Konsorcium COMBACTE bylo vytvotfeno pod

IMI za Gcelem zavedeni projektu nazvaného ,,
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Medlmmune’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
related to below listed Study collected during and
up to five (5) years following the research carried
out under the Grant Agreement (“Research”) (ii)
Institution may be audited in relation to below
listed Study 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 Commission, Court of
Auditors, IMI JU and EFPIA 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

(the “Study”), in furtherance of the
objects of the ;

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 "CRO") to
act on its behalf of and on account of
MedImmune as its authorized representative and

Ugastnikem projektu COMBACTE je
AstraZeneca AB, matefska spole¢nost spole¢nosti
MedImmune;

Projekt COMBACTE:Medlmmune je vazana
podminkami Grantové smlouvy s Evropskou unii
a jejimi prilohami, a je povinna ulozit
zdravotnickému zafizeni nékteré z povinnosti.
Piedev§im, Zdravotnické zafizeni bere na védomi
ze (1) IMI JU miZze pozadovat pfistup k datim
tykajicich se nize wuvedeného klinického
hodnoceni shromazdénym béhem doby trvani a az
pet (5) let po vyzkumu vedeném podle Grantové
smlouvy (,,vyzkum®) (ii) Zdravotnické zafizeni
muze byt v zalezitostech souvisejicich s nize
uvedenym klinickym hodnocenim auditovano
IMI JU, Evropskou komisi (,EK*“) nebo
Evropskym ucetnim dvorem béhem trvani a az
pet (5) let nasledujicich po Vyzkumu a
Zdravotnciké zafizeni bude na takovém, auditu
plné€ 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
odpovédni za informace v nich uvedené (b)
uvadét loga IMI JU a EFPIA a evropsky znak,
toto pravo neznamena, ze muze Zdravotnické
zafizeni pouzit tyto loga a znak jinym zplisobem
(iv) s daty obdrzenymi od Zdravotnického
zatizeni mize byt nakladano Evropskou komisi,
Evropskym ucetnim dvorem, IMI JU a EFPIA
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 nazvem:

(dadle ,Klinické hodnoceni)

B

s podporou cilt

Spole¢nost Medlmmune zvolila PPD Global
Limited se sidlem v Granta Park, Great Abington,
Cambridge, CB21 6GQ, Spojené kralovstvi a
pobocku 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, (spole¢né ,,CRO*), k jednani jejim
jménem a pro spole¢nost Medlmmune jako svého
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agent to negotiate and execute contracts with
clinical sites participating in the Study;

Utrecht is the Managing Entity of the

_ Project and oversee the financial
aspects of the _ Project

Medlmmune would like Institution
Investigator to participate in the Study;

and

Institution and delegated investigator [
(“Investigator”) are willing to
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 Institution in
accordance with Protocol No.

(“Protocol”), incorporated to this Agreement by
reference, as it may be amended from time to
time by MedIlmmune, 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. MedImmune/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. The Study shall be performed
approximately from h until the -

and it is expected to enroll

povéteného zastupce a jednatele pii projednavani
a provadéni smluv s feSitelskymi centry, ktera se
ucastni tohoto Klinického hodnoceni;

Utrecht je spravnim
a dohlizi
projektu

Spole¢nost Medlmmune si  pfeje  ucast
Zdravotnického zatizeni a Zkousejiciho v tomto
Klinickém hodnoceni;

subjektem  projektu
na finanéni stranku

Zdravotnické zafizeni a delegovany zkousejici
(,,ZKkouSejici) jsou
ochotni se Ucastnit tohoto Klinického hodnoceni;

S ptihlédnutim ke vzajemnym uGmluvam a
vzéajemnym pfislibenym vyhodam se zde uvedené

Strany dohodly takto:

Clinek I — Klinické hodnoceni

1.1 Provedeni klinického hodnoceni:

(a) Zdravotnické zatizeni a Zkousejici se budou
ucastnit provadéni tohoto Klinického hodnoceni

ve Zdravotnickém zafizeni v souladu
s Protokolem ¢. (,,Protokol”),
zaClenénym odkazem do této Smlouvy, ktera
mize byt ¢as od Casu upravena spolecnosti
MedImmune, podléhajici schvaleni, jez mize byt
pozadovano ptislusnou etickou  komisi
Zdravotnického  zafizeni.  ZkouSejici  bude
odpovédny za provadéni tohoto Klinického
hodnoceni. Pfed zahajenim tohoto Klinického
hodnoceni Zdravotnickym zafizenim a
ZkouSejicim posoudi Zdravotnické zafizeni a
Zkousejici tento Protokol a uvédomi spolecnosti
MedImmune, pokud nemohou nékteré z jejich
podminek vyhovét. Zdravotnické zafizeni a
Zkousejici se mohou odchylit od Protokolu,
pokud se nejedna 0 poruseni
vstupnich/vylu¢ujicich  kritérii pro Subjekty
hodnoceni, obsazenymi v Protokolu, pouze pokud
je tfeba chranit bezpecnost, prava nebo pohodu
Subjektt hodnoceni. Medlmmune/CRO musi byt
pisemné informovany o vSech odchylkach od
Protokolu. Jakékoli tyto odchylky a jejich pficina
bude zaznamenana v odpovidajici zpravé podle
pozadavki Protokolu za urcité obdobi, ve kterém
k odchylce doslo a v jakékoli zavérecné zprave.
Spole¢nost Medlmmune nebo jeji ureni zastupci
budou odpoveédni za zajiSténi, Zze Zdravotnické
zafizeni obdrzi vSechna nezbytna schvaleni etické
komise, nez zahaji toto Klinické hodnoceni.
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approximatelly ] Study subjects.

(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)
all the applicable laws and regulations of Czech
Republic; (v) the Declaration of Helsinki (1996
version) ; (vi) International Conference on
Harmonization (ICH), Good Clinical Practice
(GCP); (collectively, the “Regulations”).

(¢) 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 Ilimited 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,
MedIlmmune, or the Study subjects, to conduct
the Study, without the advance written consent of
MedImmune.

Klinické hodnoceni bude provedeno piiblizné
v abidobi od # p
do n¢&j planovano zaradit pfiblizné subjektt
hodnoceni.

(b) Zdravotnické zatfizeni a Zkousejici budou toto
Klinické hodnoceni provadét v piisném souladu
se vSemi Ceskymi ndrodnimi i mistnimi zakony,
pokyny, pravidly a piedpisy platnymi pro toto
Klinické hodnoceni, a také dal§imi relevantnimi
zakony, pokyny, pravidly a pfedpisy, vSemi
obecné pfijatymi profesnimi, klinickymi a
vyzkumnymi standardy péce a podle vSech zasad,
postupi a pokynt etické komise pfislusné
k Zdravotnickému zafizeni. Bez omezeni vyse
uvedenych ustanoveni budou Zdravotnické
zatizeni a ZkouSejici provadét toto Klinické
hodnoceni v pfisném souladu (i) s povolenim
Klinického hodnoceni vydanym Statnim tstavem
pro kontrolu 1é¢iv (SUKL) (Regulaéni organ, (ii)
s podminkami a nalezitostmi souhlasného
posudku pfislusné etické komise, (iii)) s
prislusSnymi zdkony EU, pokud maji pfimou
platnost nebo pfimou ucinnost; (iv) se vSemi
platnymi zakony a nafizenimi Ceské republiky (v)
Helsinskou dohodou (1996); (vi) Mezinarodni
konferenci pro harmonizaci (ICH), Spravnou
klinickou praxi; (spolecné ,,Predpisy*)

(¢) Medlmmune ma CRO, kterd pro spolecnosti
Medlmmune jedna jako smluvni vyzkumna
organizace pii provadeéni urcitych povinnosti a
funkci ve vztahu ktomuto Klinickému
hodnoceni, mimo jiné monitorovani tohoto
Klinického hodnoceni. Zdravotnické zafizeni a
Zkousejici uznavaji pravo spolecnosti
MedImmune pfidélit, delegovat nebo pievést bez
souhlasu Zdravotnického zatizeni a Zkousejiciho
veskerd nebo CasteCna prava nebo povinnosti
podle této Smlouvy na CRO. Zdravotnické
zatizeni a ZkouSejici umozni CRO provadeét
vSechna prava nebo c¢ast prav spolecnosti
Medlmmune podle této Smlouvy. CRO miize
jednat pro a za Medlmmune pii provadéni
urcitych prav a povinnosti podle podminek této
Smlouvy.

(d) Zdravotnické zafizeni a ZkousSejici nesmi
uzavirat subdodavatelskou smlouvu ani jinak
zapojovat nebo vyuzivat poradenstvi jakékoli jiné
osoby nebo  subjekty kromé  zastupctl
Zdravotnického zafizeni, PI, Utrecht, CRO,
Medlmmune nebo Subjekti hodnoceni do
provadéni tohoto Klinického hodnoceni bez
predchoziho pisemného souhlasu MedImmune.
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(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.

cooperation  with

MedImmune in
will be responsible for final site-

selection for the multi-center Study.

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

_ (“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 (iv) received
other essential Study documents as needed; and
(v) Institution has been qualified to conduct the
Study by Medlmmune 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 Medlmmune or the administration of
such Study Drug.

(b) Institution and Investigator will use the Study

(e) Medlmmune bude odpovédna za piipravu
Protokolu a Souboru informaci pro zkousejiciho,
vzoru formulafe informovaného  souhlasu
subjektu a zaznamil subjektd hodnoceni, které
budou poskytnuty Zdravotnickému zafizeni a
Zkousejicimu.

Medlmmune ve spolupraci s konsorciem
h bude odpovédna za kone¢ny vybér
tesitelskych center pro toto multicentrické
Klinické hodnoceni.

1.2 Hodnocené lécivo:

(a) Tento Protokol bude provadén s pripravkem
_ (,,Hodnocené 1écivo*). Medlmmune
poskytne hodnocené 1é¢ivo Zdravotnickému
zatizeni tak, jak je niZze uvedeno v bod¢ (d), bez
jakychkoli poplatkii nebo vydaji ze strany
Zdravotnického zafizeni nebo Zkousejiciho.
Pokud platné narodni zakony vylucuji poskytnuti
materialii  klinického hodnoceni spolecnosti
Medlmmune Zdravotnickému zafizeni nebo
Zkousejicimu bez poplatku, Strany se dohodnou
na vhodnych podminkdch pro dodavani
hodnoceného 1éCiva spole¢nosti Medlmmune
Zdravotnickému zafizeni. Poté, co spolecnost

MedIlmmune: (i) obdrzela kopii schvaleni
Protokolu od piislusného etického organu
Zdravotnického zafizeni, vcetné schvaleného

formulafe informovaného souhlasu subjektu; (ii)
obdrzela kopii opravnéni ke zpfistupnéni
individualné identifikovatelnych  zdravotnich
informaci, podle potfeby; (iii) obdrzela formulaf
finanéniho prohlaseni; (iv) obdrzela dalsi
potifebné dokumenty Klinického hodnoceni; a (v)

Zdravotnické zafizeni bylo opravnéno
k provedeni  tohoto  Klinického  hodnoceni
Medlmmune a/mnebo urenym  zastupcem;
hodnocené 1é¢ivo  bude  dopraveno do
Zdravotnického  zafizeni/lékarny,  jak  je

definovano v ¢lanku (d) nize a bude spravovano
Zkousejicim a povéienym Iékarnikem, jak je
uvedeno nize v bodé (d) nebo jejich opravnénym
zastupcem podle tohoto Protokolu. Zdravotnické
zafizeni nebude Subjektu hodnoceni uctovat, ani
pozadovat poplatek nebo nadhradu od zadné osoby
nebo subjektu, vcetné pojistoven, jakéhokoli
platce tteti strany (verejného nebo soukromého)
nebo zastupcti Zdravotnického =zafizeni, za
hodnocené I[éCivo (véetné¢ komparatoru nebo
placeba) poskytované spolecnosti Medlmmune
nebo podavani tohoto hodnoceného 1é¢iva.

(b) Zdravotnické zatizeni a Zkousejici budou
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Drug solely for the purpose of conducting the
Study in accordance with the Protocol. Upon
completion of the Study or at the request of
MedImmune 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, MedImmune 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
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
understands and agrees that Medlmmune cannot
guarantee that Institution and Investigator will
enroll any Study subjects.

hodnocené 1é¢ivo vyuzivat pouze pro ucely
provadeéni tohoto Klinického hodnoceni

v souladu stimto Protokolem. Po dokonceni
tohoto Klinického hodnoceni

nebo na zadost Medlmmune nebo jejiho
poveéteného zastupce Zdravotnického zafizeni,
popf. Zkousejici urychlené zni¢i nebo vrati na
naklady Medlmmune, popf. jejiho urcené¢ho
zastupce, veSkeré nepouzit¢é hodnocené 1écivo
spolec¢nosti Medlmmune, popf. jejim povéfenym
zastupclim, a poskytne na zadost Medlmmune,
popt. jejiho wurCeného zastupce dokumentaci
potvrzujici zniCeni nebo vraceni hodnoceného
léciva.

(c) Pokud spole¢nost Medlmmune urci, Ze je
tteba hodnocené 1éCivo stahnout kvili 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 1écivo a pokyny
pro vyplnéni nezbytnych formuldii vcetné
zaznami odpovédnosti, zdznamu piipravy davek
a dalsi dokumentace.

(d) Zdravotnické zatizeni povéii kvalifikovaného
zaméstnance k jednani jako povétreného lékarnika
k zajisténi fadného naklddani s hodnocenym
lé¢ivem Zadavatele v souladu s Protokolem,
spravnou farmaceutickou praxi a zakonem ¢.

226/2008 Sb. a dalSimi platnymi mistnimi
predpisy.
1.3 Zarazovani: Zdravotnické

zafizeni/Zkousejici budou =zatazovat zpusobilé
Subjekty hodnoceni do tohoto Klinického
hodnoceni  vsouladu stimto  Protokolem.
Zdravotnické zafizeni a ZkouSejici nezahdji se
Subjektem hodnoceni zadné Cinnosti souvisejici
s timto Klinickym hodnocenim, dokud Zkousejici
neobdrzi od Subjektu hodnoceni podepsany
formulaf informovaného souhlasu. ZkouSejici
obdrzi od kazdého Subjektu hodnoceni,
zafazeného do tohoto Klinického hodnoceni,
podepsany formuldi informovaného souhlasu a
podepsané povoleni ke zptistupnéni
identifikovatelnych ~ zdravotnich  informaci.
Zkousejici bude zarazovat zpilisobilé Subjekty
hodnoceni v souladu se vstupnimi/vylucujicimi
kritérii Protokolu na kompetitivnim principu
zatazovani, dokud nedostane od Medlmmune
nebo jejiho zastupce ozndmeni, ze byl zarazen
pozadovany  pocet  Subjekti  hodnoceni.
Zdravotnické zatizeni a ZkouSejici chapou a
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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
Medlmmune 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

souhlasi, Ze Medlmmune nemuZe zarulit, Zze
Zdravotnické zatizeni a Zkousejici zaradi jakékoli
Subjekty hodnoceni.

1.4 Elektronické zdznamy subjektu hodnoceni
a dokumentace klinického hodnoceni:

(a) Zdravotnické zafizeni a ZkousSejici budou
poskytovat tidaje 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 odpoveédni za vkladani dat.
Vlozeni dat je tfeba provést do tfi (3) dnt od
navstévy Subjektu hodnoceni. Od personalu
fesitelského centra se bude ocCekavat reakce na
jakékoli dotazy ohledné elektronickych dat do
péti (5) dnd od jejich vytvofeni. VSechny eCRF
kazdého Subjektu hodnoceni budou podepsany
Zkousejicim nebo jeho prislusnym zastupcem do
péti (5) dnli od oznameni, ze byla uzaviena data
zposledni  dokoncené  navstévy  Subjektu
hodnoceni. Zkousejici bude odpovédny za
posouzeni kompletnich eCRF kvili zajisténi
jejich spravnosti. Medlmmune nebo jeji povéieny
zastupce zajisti Skoleni o elektronickém systému
shromazd’ovani dat pro ZkousSejicitho a personal
Zdravotnického zatizeni a umozni pfistup ke
¢tytiadvacetihodinové (24-hod) pomocné lince
v prubéhu Klinického hodnoceni, ktera odpovi na
otazky tykajici se pouzivani -elektronického
systému pro shromazd’ovani dat.

(b) VSechny pfipadné udaje o subjektech
zatazenych do Klinického hodnoceni budou
Zkousejicim  uchovavany  ve Zdravotnickém
zafizeni minimalné po nejdelsi dobu ze (i) dvou
(2) let po poslednim udéleni registrace
hodnocenému 1é¢ivu regulacnim organem v zemi
zafazené do Klinického hodnoceni, a pokud
nebyly podany, nebo neni zvazovano podani dalsi
zadosti o registraci hodnoceného 1éCiva, (ii) péti
(5) let poté, co Medlmmune nebo CRO oznamili
Zdravotnickému zatizeni nebo ZkouSejicimu, Ze
bylo Klinické hodnoceni ukonceno nebo
dokon¢eno, mnebo (iii) minimalni dobu
pozadovanou platnymi zakony a pfedpisy. Pokud
Zdravotnické zatizeni a ZkousSejici maji v umyslu
jakékoli tyto zaznamy zniit, musi nejprve o
tomto umyslu pisemné informovat Medlmmune.
Medlmmune bude mit moznost, kterou musi
realizovat do 60 dni od pfijeti pisemného
oznameni, nechat Zdravotnické =zafizeni a
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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, Medlmmune 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 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, the  European
Medicines Agency and in accordance with
applicable legal requirements of regulatory
agences in Czech Republic. 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 will ensure accurate
and timely collection, recording, and submission
of Study Data. Medlmmune or its designated
representatives including CRO may, if allowed by
legal regulations, request copies of Study subject

Zkousejiciho bud’ prevést vSechny tyto zaznamy
do Medlmmune nebo je nechat za rozumnou
uplatu spole¢nosti MedImmune nadale uchovavat
jménem Medlmmune.

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

1.5 Zavazné nezadouci prihody: Vsechny
zavazné nezadouci piihody, vcetné kauzality,
budou ohlaseny Zkousejicim pisemné a v souladu
s postupy Klinického hodnoceni a Protokolu
spolec¢nosti Medlmmune, popf. jejim povéfenym
zastupctim do ¢étyfiadvaceti (24) hodin poté, co se
Zkousejici nebo podfizeny zkouSejici dozvi o
zavazné nezadouci piihodé. Zavazné nezadouci
ptihody budou rovnéz hlaseny piislusné etické
komisi v souladu sPredpisy a pozadavky
prislusné etické komise. Zdravotnické zafizeni a
Zkousejici poskytnou podle potieby Medlmmune
soucinnost, popf. jejim poveérenym zastupcim
s cilem vyjasnit fakta a okolnosti kazdé ohlasené
zavazné nezadouci ptihody. CRO ohlasi jakékoli
nezadouci ptihody regula¢nimu organu a pfipravi
roni zpravu o bezpeCnosti a postoupi ji
regula¢nim organtum.

1.6 Vysledky a udaje Klinického hodnoceni:

(a) Zdravotnické zatizeni a Zkousejici daji
k dispozici vysledky a veSkeré udaje a veskerou
,Dokumentaci klinického hodnoceni“ (minéno
vSechny eCRF, zaznamy, poznamky, zpravy a
data  souvisejici s Klinickym  hodnocenim
v jakékoli formé, veskera zaznamenana sledovani
a zapisy o ¢innostech souvisejicich s Klinickym
hodnocenim v pisemné, elektronické nebo jiné
hmotné formé€) spolecnosti Medlmmune nebo
jejim urenym zastupciim, Evropské Iékové
agentufe a v souladu se zakonnymi pozadavky
pfislunym regula¢nim tfadtim Ceské republiky.
MedImmune bude vlastnit vSechna data a
vysledky a bude mit pravo pouzivat tyto vysledky
a data pro vSechny ucely, mimo jiné pii zadosti o
regulacni schvaleni FDA nebo jinymi podobnymi
ufady. Zdravotnické zafizeni a Zkousejici zajisti
spravné a vcasné shromazdéni, zaznamenani a
predani udaji klinického hodnoceni. Medlmmune
nebo jeho povétfeni zastupci, véetné CRO, mohou
za predpokladu, Ze to umoznuje zédkonna tiprava,
pozadovat kopie zdravotnich zaznamt Subjektu

Page 8 of 47



medical records, including but not limited to
medical chart information if necessary 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) Medlmmune, 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 (notification shall be
made in reasonable advance), at Medlmmune’s
expense, and during regular business hours and at
a mutually agreeable time, to: (i) audit all
facilities used in performance of the Studyin
relation with 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. Medlmmune 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 Medlmmune. 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 MedImmune
and/or its designated representatives’ request. The
Institution and  Investigator ~ will  assist

hodnoceni, mimo jiné informaci ze zdravotni
karty, pokud je to nezbytn¢ nutné pro vyhovéni
platnym zakonim a predpisim. Aby se piedeslo
pochybam,  zdravotni  zaznamy  Subjektu
hodnoceni, véetné informaci ze zdravotni karty a
puvodnich zdrojovych dokumentli vytvorenych
Zdravotnickym zafizenim nebo Zkousejicim a
tykajicich se Klinického hodnoceni zlstanou
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 nekomer¢ni (i) interni vyzkum,
popt. (ii) edukacéni ucely, popt. (iii) ucely péce o
subjekt za predpokladu, Ze 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 Kklinického hodnoceni a

audity:

(a) Medlmmune, popf. jeji povétfeni zastupci,
véetn¢ CRO budou mit pravo po predchozim
oznameni  (oznameni musi byt ucinéno
v dostatecném predstihu) na naklady Medlmmune
a béhem normalni provozni doby a ve vzajemné
dohodnutém case: (i) provadet audity tykajici se
Klinického hodnoceni ve vSech provozovnach
vyuzitych pro provadéni Klinického hodnoceni;
(i1) monitorovat provadéni Klinického hodnoceni;
(iii) posuzovat, kopirovat a kontrolovat vSechny
dokumenty a zaznamy tykajici se Klinického
hodnoceni nebo podle pozadavki uchovavani
podle této Smlouvy, vSechny pozadované licence,
certifikaty a akreditace Zdravotnického zafizeni a
Zkousejiciho nebo Podfizenych zkousejicich.
MedImmune, popt. jeji povéfeni zastupci, vcetné
CRO budou monitorovat Klinické hodnoceni
z hlediska adekvatnosti provadéni Protokolu,
dokumentace, sbéru a pifijmu vzorkl a dat,
uchovavani a vyuzivani hodnoceného [éCiva a
oCekavaji provadéni klinickych monitorovacich
navstév rutinné v pribéhu Klinického hodnoceni
s frekvenci stanovenou MedImmune.
MedImmune, popf. jeji ureni zastupci vcetné
CRO uskute¢ni dalsi navstévy fesitelského centra,
tykajici se kvalifikace feSitelského centra, popf.
zahajeni Klinického hodnoceni a wuzavieni
Klinického hodnoceni. Zdravotnické zatfizeni a
ZkouSejici poskytnou piimy pfistup ke vSem
dokumentim a materialim Klinického hodnoceni
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MedImmune 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, MedIlmmune,
and/or its designated representatives including
CRO shall have the right to perform a for cause
audit of the Institution and Investigator at any
time.

1.8 Regulatory _Inspections: If any
governmental or regulatory authority: (i) contacts
Institution or Investigator with respect to the
Study; (ii) 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. MedIlmmune 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
be provided to Medlmmune within forty-eight
(48) hours of its receipt by the Institution and
Investigator. Institution and Investigator must

na zadost Medlmmune, popf. jejich povéfenych
zastupcl. Zdravotnické zafizeni a ZkouSejici
poskytnou pomoc Medlmmune, popf. jejim
povefenym zastupcim véetné CRO pii fesSeni
jakychkoli neshod nebo chyb v eCRF Klinického
hodnoceni a zpravach Klinického hodnoceni a pfi
provadéni nahodnych auditd plivodnich eCREF,
laboratornich vysledkti a dalSich zdrojovych dat
tykajicich se Klinického hodnoceni. Zdravotnické
zatizeni a ZkousSejici timto potvrzuji, ze jakakoli
omezeni o jakychkoli jedincich monitorujicich
Klinické hodnoceni byla spole¢nosti MedImmune
predana pred provadénim této Smlouvy.

(b) V ptipadé podezieni na podvod nebo Spatné
zachazeni s materidlem ze strany Zdravotnického
zatizeni, bude mit Medlmmune, popf. jeji urceni
zastupci, vcetné CRO, pravo kdykoli provést
pfipadovy audit Zdravotnického zafizeni a
Zkousejiciho.

1.8 Inspekce ze strany regulacnich orginii:
Pokud jakykoli statni nebo regulacni orgéan: (i)
zkontaktuje = Zdravotnické  zafizeni  nebo
Zkousejictho ve véci tohoto  Klinického
hodnoceni; (ii) provede v Zdravotnickém zatizeni
kontrolu nebo oznami zamér ji provést; (iii)
uskute¢ni nebo oznami svij zamér uskutecnit
jakoukoli jinou regulacni cinnost tykajici se
jakékoli Cinnosti Zdravotnického =zafizeni a
Zkousejiciho, pfislusné Etické komise nebo
Zdravotnického zafizeni nebo Zkousejiciho, u
které 1ze rozumné ocekavat dopad na udaje nebo
klinickou ¢innost v rdmei Klinického hodnocenti;
musi Zdravotnické zafizeni a ZkousSejici okamzite
informovat o tomto zkontaktovani nebo oznameni
spolecnost Medlmmune. Medlmmune, popf.
CRO budou mit pravo ucastnit se jakékoli takové
kontroly nebo regulacniho postupu, ktery se tyka
Klinického hodnoceni. Zdravotnické zatizeni a
Zkousejici musi  spolecnosti  Medlmmune
poskytnout kopie vSech informaci a dokumentace
platné pro Klinické hodnoceni, vydané statnim
nebo regula¢nim organem, a jakoukoli navrzenou
odpoveéd’. Medlmmune a CRO budou mit pravo
predem posoudit a pripominkovat odpovéedi
tykajici se Klinického hodnoceni, ale berou na
védomi, Ze vtéchto odpovédich mohou
Zdravotnickému zatizeni a ZkousSejicimu pouze
radit. Zadna odpovéd’ nesmi obsahovat nespravné
nebo zavadgjici informace tykajici se Klinického
hodnoceni, hodnoceného 1é¢iva, CRO nebo
MedImmune. Pokud Zdravotnické zafizeni a
Zkousejici obdrzi od statniho nebo regulac¢niho
organu zpravu o provedené kontrole, musi predat
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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
under common control with MedImmune, LLC).

kopii této zpravy spolecnosti Medlmmune do
osmactyficeti (48) hodin po jejim piijeti
Zdravotnickym zafizenim nebo Zkousejicim.
Zdravotnické zatizeni a ZkousSejici musi vynalozit
veskerou snahu fadné prosetfit a vytesit jakékoli
otazky neshody a bude se spoleCnosti
MedImmune konzultovat a informovat ji o vSem,
co se tyka pfijatych opatieni a odpovédi na
jakoukoli zpravu nebo korespondenci vydanou
statnim Ofadem, u které se di 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 prostfednictvim
Utrecht v souladu s Pfilohou I, pfipojenou k této
Smlouvé (,,Rozpocet a rozpis plateb®).
Zdravotnické zatizeni a Zkousejici timto uznavaji
a souhlasi stim, ze platby podléhajici této
Smlouvé jsou pribézné 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 zatizeni
nebo Zkousejicimu za sluzby poskytnuté v ramci
této Smlouvy. Kazdy rozpocet Klinického
hodnoceni zahmuje pfimé i nepfimé naklady a
vydaje (vCetné odtvodnitelnych pribéznych
nakladi bez prirazky) schvalené spolecnosti
Medlmmune, vcéetné¢ piislusnych  rezijnich
nakladu Zdravotnického zafizeni a Zkousejiciho.
Kazdy rozpocet Klinického hodnoceni bude
stanoven Stranami v dobré vife a po nezavislém
vyjednavani tak, aby zajistoval poctivou trzni
hodnotu Klinického hodnoceni s pfihlédnutim
k praviim zde udélenym Zdravotnickému zafizeni
a Zkousejicimu a rizikim a zavazkim piijatych
spole¢nosti MedIlmmune v souvislosti s timto
Klinickym hodnocenim. Rozpocet Klinického
hodnoceni nebude stanoven zptisobem, ktery bere
v tvahu objem nebo hodnotu v jakékoli jiné véci
nebo obchodni ¢innosti mezi Stranami, ktera
mize byt pfedmétem platby z né¢jakého vladniho
programu zdravotni péce nebo jiné platby, ani
nebude stanoven, vcetn¢ jakychkoli jeho dil¢ich

plateb, vyménou za  vyslovhou nebo
predpokladanou dohodu, ze Zdravotnické zatizeni
nebo Zkousejici nebo jakykoli  zastupce
Zdravotnického  zafizeni  koupi, doporuci,
predepiSe nebo jinak zafidi uzivani jakéhokoli
pfipravku ~ Medlmmune nebo ,Pobocky*

Medlmmune (znamenajici jakoukoli obchodni
jednotku, ktera je fizena MedImmune nebo ve
spole¢né spraveé s Medlmmune, LLC).
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(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. 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) Medlmmune 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 (i) Medlmmune
shall be entitled to disclose such information as is
required or deemed advisable pursuant to such
state disclosure laws and MedImmune’s standards
as updated from time to time.

(d) Payment of any taxes (and any penalties
thereon) according to applicable Czech legal
regulations related to any payment made by
Utrecht to Institution and/or Investigator under
this Agreement shall be the responsibility of
Institution and/or Investigator.

(e) 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.

(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) 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 (Study Funding
(payments)), 1.9.c (Study Funding (disclosure)),

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

(c) Nehledé¢ na ostatni c¢asti této Smlouvy
v rozsahu zpfistupnéni pozadovaného zakonem
nesmi zadna Strana uvefejnit existenci této
Smlouvy a plateb vramci této Smlouvy bez
predchoziho pisemného souhlasu ostatnich Stran.
Zdravotnické zafizeni uznava a souhlasi s tim, Ze
(i) MedImmune podléhd narodnim, statnim a
mistnim zakonl o zvefejilovani informaci, které
pozaduji zpfistupnéni urcitych typl informaci
(napft. o zaplacenych ¢astkach a jinych ptevodech
hodnot poskytovatelim zdravotni péce); a (ii)
Medlmmune bude mit pravo zpiistupnit tyto
informace, pokud to bude nutné nebo povazovano
za vhodné vsouladu se statnimi zakony a
standardy Medlmmune, podléhajicimi obcasné
aktualizaci.

(d) Platba veskerych dani (a jinych sankci z nich
vyplyvajicich) podle platnych pravnich ptedpisi
Ceské republiky, vztahujicich se na jakoukoli
platbu provedenou Utrecht Zdravotnickému
zafizeni, popt. Zkousejicimu podle této Smlouvy
budou v odpovédnosti Zdravotnického zafizeni,
popft. Zkousejiciho.

(e) Zdravotnické zatizeni, popt. Zkousejici bude
platit veskeré mzdy, platy, srazky dané, dan¢ pro
pfipad nezaméstnanosti, prémie  pracovniki,
pojisténi a dal§i castky pozadované zakonem,
které  maji byt  zaplaceny  zastupcim
Zdravotnického zatizeni nebo jejich jménem.

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

(g) Jedinou povinnosti Utrechtu podle této
smlouvy je zajiSténi plateb v souladu s clankem
1.9 (a) a kvili této platebni povinnosti Utrecht
také ziskdva prava a povinnosti podle zakladnich
¢lankdt  smlouvy: Clanek 1.9.a (Financovani
klinického hodnoceni (platby)), 1.9.c(Financovani
klinického hodnoceni (zvefejnéni)), 1.18.a
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1.18.a (Personal data and biological materials),
1.19 (Publicity), 2.3 (Breach), 2.4 (Force Mayor),
2.6 (Survival of termination), 3.1(Assignement)
and 3.3-3.10 (Notices, Severability, Further
Assurance, No Conlflicts, Entire Agreement,
Counterparts, Governing Law, Prevailing
Language Version). 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
€250.000,- (Euro’s), whichever is the highest

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 [P (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;

(ii) subsequently became known to the public
by some means other than by breach of
this Agreement;

(ii1) is subsequently disclosed to Institution or
Investigator or third party having a lawful
right to make such disclosure and not

(Osobni 1udaje a biologické materialy), 1.19
(Publicita), 2.3 (Pfi poruSeni), 2.4 (Vys$s§i moc),
2.6 (Platnost smluvnich ustanoveni po ukonceni
smlouvy), 3.1 (Pfevod) a 3.3-3.10 (Oznameni,
Oddélitelnost, Dalsi  ujisténi, Neexistence
konfliktu, Celd dohoda, Vyhotoveni, Rozhodné
pravo, Rozhodna jazykova verze). K vylouceni
pochybnosti, Utrecht nema zadna jina prava a
povinnosti podle této smlouvy. Odpoveédnost
Utrechtu je vyjmuta z nepiimych skod (usly zisk,
ztrata piijmt, ztrata obchodnich piilezitosti).
Celkova odpovédnost Utrechtu podle této
smlouvy je ve vSech piipadech omezena castkou
ve vysi celkové Castky plateb Zdravotnickému
zafizeni podle této smlouvy nebo €250.000,-
(Euro), coz je maximalni Castka.

1.10 Utajeni: Zdravotnické zafizeni a Zkousejici
souhlasi, Ze po dobu deseti (10) let po ukonceni
této Smlouvy Zdravotnické zatizeni i ZkousSejici
udrzi v tajnosti jakékoli ,,Divérné informace*
(coz znamena jakékoli udaje a informace
souvisejici s podminkami  této  Smlouvy,
Klinického hodnoceni (mimo jiné hodnocenym
[é¢ivem a dokumentaci klinického hodnoceni) a
jakékoli stavajici DusSevni vlastnictvi spole¢nosti
MedImmune (definované nize). Medlmmune IP
(definované nize) a Zdravotnického zafizeni a
Zkousejiciho, které jsou poskytnuty spolecnosti
MedIlmmune nebo CRO nebo jinak vytvoieny
nebo vyvinuty Zdravotnickym zafizenim nebo
Zkousejicim ve  spojitosti s diskuzemi a
jednanimi, které se tykaji této Smlouvy nebo
v pribéhu jejiho plnéni), a Zdravotnické zatizeni
ani  ZkouSejici nebudou bez ptredchoziho
pisemného souhlasu spolecnosti Medlmmune
pouzivat Divérné informace nad ramec povoleny
touto Smlouvou. Bez omezeni jiz uvedeného
nebude Zdravotnické zafizeni ani ZkouSejici
hovofit o Klinickém hodnoceni ani hodnoceném
lé¢ivu s Zadnym finan¢nim, bezpecnostnim nebo
primyslovym analytikem nebo tiskem ¢i médii.
Tato omezeni se nebudou tykat Divérnych
informaci, které:
(1) jiz byly znamy Zdravotnickému zafizeni
nebo ZkousSejicimu nebo obecné znamy
vefejnosti pied zptistupnénim;

se nasledn¢ stanou znamé vefejnosti
jinymi zplsoby nez porusenim této
Smlouvy;

(i)

jsou nasledn¢ zptistupnény
Zdravotnickému zafizeni nebo
Zkousejicimu nebo treti strané, kterd ma

(iii)
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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 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 followin
address: I
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
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

zakonné pravo provést toto zptistupnéni a

nema vuci spolecnosti Medlmmune

zavazek zachovat toto utajent;
(iv) byly nezavisle vyvinuty Zdravotnickym
zafizenim nebo ZkouSejicim lékafem
pred zpiistupnénim, a to podle podminek
této Smlouvy;
(V) jsou  predmétem  pozadavku  na
zptistupnéni  stdtntho nebo mistniho
statusu nebo na piikaz soudu s ptislusnou
jurisdikci; ovSem za predpokladu, ze
Zdravotnické zafizeni, popt. Zkousejici
pokud mozZno nejprve predem neprodlené
informuje spoleCnost Medlmmune a
poskytne ji tak dostate¢nou pftilezitost
podat namitku proti tomuto pifipadnému
zptistupnéni nebo pozadat o prikaz
k ochranég; nebo
(vi) jsou zvefejnény v souladu s odstavcem
1.11 této Smlouvy.

1.11 Zveiejnéni a prezentace:

(a) Nehled¢ na cokoli v rozporu s odstaveem 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 spolecnosti Medlmmune k posouzeni.
Publikace je tfeba poslat Lékatskému a
védeckému oddéleni Medlmmune na adresu:

Medlmmune bude mit Sedesat (60) dnd od
obdrzeni kazdé publikace navrzené
Zdravotnickym zatizenim, popf. Zkousejicim na
ptipominky  k navrhované publikaci, popf.
navrzené zmény v navrhované  publikaci.
Zdravotnické =zatizeni a Zkousejici zohledni
pripominky, popf. navrhované zmény ze strany
MedImmune pro jakoukoli publikaci a uvedou
Medlmmune jako  spoluautora, v souladu
s obecné uznavanymi standardy akademického
publikovani, a to u jakékoli publikace, k niz
spolecnost ~ MedIlmmune  pfispéla.  Pokud
spole¢nost Medlmmune odiivodnéné usoudi, ze
by navrhovanid publikace znamenala vefejné
zptistupnéni jakychkoli chranénych informaci
nebo informaci identifikujicich pacienta, popf.
informaci o inovaci, u niz by méla byt pied
takovymto zpfistupnénim podana patentova
zadost, je tfeba na zadost Medlmmune tyto
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deleted and/or the submission of the proposed
publication will be delayed for sixty (60) days
after Medlmmune’s request. Notwithstanding the
preceding, in the event that Medlmmune 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 Medlmmune in all
such publications.

informace smazat, popf. odlozit predani
navrhované publikace o Sedesat (60) dnli po
zadosti podané Medlmmune. Nehledé na
predchozi ustanoveni, v piipadé, Ze Medlmmune
pozaduje jakékoli vymazani informaci, nenarusi
toto vymazani v zadném piipadé objektivni
Iékatskou ani védeckou integritu rukopisu (je
srozuméno a odsouhlaseno, ze vysledky tohoto
Klinického hodnoceni budou vc¢as publikovany
bez ohledu na vysledek tohoto Klinického
hodnoceni). Po posouzeni spolecnosti
Medlmmune mohou byt publikace iniciované
Zdravotnickym zafizenim, popt. Zkousejicim dale
postoupeny po: predani k publikovani vysledki
multicentrického Klinického hodnoceni
spole¢nosti MedImmune nebo po dvou (2) letech
po dokonceni Klinického hodnoceni, podle toho,
co nastane dfiv.

(¢) S vyhradou odstavce 1.11 bude autorstvi a
kone¢ny obsah, vcetné védeckych zavéri a
odbornych usudkt, jakékoli publikace predlozené
Zdravotnickym zafizenim, popf. ZkousSejicim,
stanoveno Zdravotnickym  zafizenim, popf.
Zkousejicim. Zdravotnické zafizeni a Zkousejici
souhlasi s uvefejnénim jakychkoli pfispévki,
véetn¢ finannich 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 zatfizeni a ZkousSejici souhlasi,
ze pokud uvetejni jakoukoli publikaci, bude timto
spole¢nosti MedImmune udélena nezrusitelna
volna licence k autorskym pravim s pravem
udélovat podlicence, k vytvareni a distribuci kopii
téchto publikaci v rdmci ptipadnych autorskych
privilegii ~ Zdravotnického  zafizeni,  popf.
Zkousejiciho. Spolecnost Medlmmune bude mit
také pravo publikovat nebo prezentovat nezavisle
na vysledcich jakéhokoliv Klinického hodnoceni.
Zdravotnické zafizeni a Zkousejici pfi jakékoli
dohod¢ s odbornym cCasopisem nebo jinym
vydavatelem o publikovani vysledki Klinického
hodnoceni vynalozi veskerou diivodnou 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 wvysledky ve vefejnych

databazich v souladu splatnymi zakony a
pozadavky  vnitinich  postupli  spolecnosti
MedImmune.

(f) Autor/autori jakékoli publikace predané

Zdravotnickym zafizenim, popf. ZkousSejicim
k vydani podle potfeby v souladu s odstavcem
1.11(a), (,,Autor) bude/budou pln¢ vyhovovat
kritériim Mezinarodniho vyboru pro
vydavatele lékatského tisku (ICMJE), pokud jde
o autorstvi a uvefejnéni vztahu se spoleCnosti
Medlmmune a jakékoli konflikty zajmu, véetné
jakychkoli ptipadnych finan¢nich nebo osobnich
vztahti, které by mohly byt vnimany jako
podjatost ve smyslu autorské prace. Kromé toho
bude Zdravotnické zafizeni a ZkouSejici po
kazdém Autorovi pozadovat, aby (i) v jakémkoli
rukopisu, prispévku do odborného casopisu ci
jinde podle moznosti a potieby uvedl jakykoli
potencidlni konflikt zajmi, vcetné jakychkoli
pfipadnych financnich nebo osobnich vztahti ke
spolecnosti MedImmune, 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, kniz
Autor patii.

(g) Cinnosti Zkousejiciho jej mohou opravnit k
autorstvi u  multicentrického  publikovani
vysledkd  Klinického hodnoceni zadaného
MedImmune, Pokud je ZkousSejici autorem nebo
se stane clenem multicentrického publikovani

Page 16 of 47



publication and analysis committee, the following vysledkii ~ 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
Medlmmune 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. ~ Medlmmune shall also
provide the Investigator with a copy of
the abstract and manuscript for any
Medlmmune 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:
(i) Zkousejici bude mit pfistup k adajim ze

vSech fesitelskych center, vcetné zprav,
tabulek, obrazkii, seznamli a analyz tak,
aby Zkousejici mohl fadn¢ provadét své
povinnosti autora. Ke stanoveni autorstvi
budou pouzity pokyny Mezinarodniho
vyboru pro vydavatele lékatrského tisku
(ICMJE). Zkousejici bude pracovat ve
spolupraci s odbornymi/lékatskymi
autory a spoluautory, pokud tito existuji,
na vytvofeni navrhu multicentrické

publikace zadané spole¢nosti
MedImmune. Ocekava se, Ze vSichni
autofi multicentrickych publikaci
zadanych  spole¢nosti ~ MedImmune

velkou mérou prispéji ke koncepci a
navrhu klinického hodnoceni a/nebo
ziskavani dat a/nebo analyze a
interpretaci dat; udaji publikaci smér
zajisténim  nezédvislych  analyz a
interpretaci dostupné stavajici literatury a
souvisejicich klinickych udaji,
poskytnou podle potieby zavéry, navrh
publikace, popf. kritické posouzeni
dusevniho obsahu a schvaleni zavérecné
verze, kterd je predana k publikovani
v odborném tisku, popt. k posouzeni
konferenci, a podle potieby poskytne
pomoc pii odpovidani na dotazy ze
strany recenzenti ¢asopisu. MedImmune
rovnéz poskytne Zkousejicimu kopii
abstraktu a rukopisu u jakékoli
multicentrické  publikace  Klinického
hodnoceni zadané spole¢nosti
MedImmune spolu s dostate¢nou
moznosti tento abstrakt a rukopis
pripominkovat a pfidat k nému informace
pted jeho piedanim k publikovani.
Zkousejici bude mit v kazdém piipadé a
dle svého uvézeni pravo odmitnout byt
autorem nebo nechat své jméno jako
autora odstranit z jakékoli multicentrické
publikace Klinického hodnoceni zadané
spole¢nosti Medlmmune a spolecnost
Medlmmune mutze dokoncit publikaci
bez pomoci nebo rad ze strany
Zkousejiciho.

(i1)) Veskeré materidly, dokumenty, data,

software, informace a  vynalezy
poskytnuté  Zkousejicimu  spolecnosti
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(iii)

MedImmune shall be and remain the sole
and exclusive property of Medlmmune
(“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.

Investigator shall retain all copyright
rights in the Medlmmune sponsored
multi-center Study publication of the
results of this Study (subject to any co-
authorship rights of any co-authors) until
assignment or license of the copyright to
a journal, provided, however, that, to the
extent not barred by the ownership rights,
license, or copyright interests of a
journal, such assignment or license shall
be subject to a non-exclusive, perpetual,
world-wide, royalty-free, transferable,
sublicensable license to Medlmmune and
its affiliates to use such Medlmmune
sponsored multi-center Study publication
for any Dbusiness purpose. At
Medlmmune’s request and expense,
Investigator agrees to execute all
documents and take all actions that
MedImmune reasonably deems necessary
to perfect MedImmune’s license rights to
the Medlmmune sponsored multi-center
Study publication of the results of this
Study. Investigator agrees to use his/her
best efforts to reserve expressly all

MedImmune nebo jejim jménem budou a
zistanou vyhradnim a exkluzivnim
vlastnictvim MedImmune (,,Vlastnictvim
Medlmmune®).  V rozsahu, v jakém
Zkousejici vytvori, vyvine, koncipuje,
provede nebo vymysli jakékoli inovace,
at’ patentovatelné ¢i ne, které zahrnuji,
vychazeji nebo jsou odvoditelné
z Vlastnictvi MedImmune nebo jeho
prace jako autora publikace vysledkl
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 Medlmmune,
obsahujici vysledky tohoto Klinického
hodnoceni, a nepouzije toto vlastnictvi
k zddnému jinému ucelu ani predavani
tohoto vlastnictvi tfetim stranam. PI
preda neprodlen¢ veskeré toto vlastnictvi
a vSechny jeho kopie spolecnosti
Medlmmune na pozadani nebo po
ukonceni této Smlouvy; s vyjimkou toho,
ze si Zdravotnické zafizeni ponecha
jednu kopii tohoto materialu k prokazani
souladu s podminkami této Smlouvy.

(iii) Zkousejici si ponecha veskera autorska

prava k  multicentrické  publikaci
Klinického hodnoceni zadané spole¢nosti
MedImmune, obsahujici vysledky tohoto
Klinického hodnoceni (s vyhradou
jakychkoli spoluautorskych prav vsech
spoluautortt), do  pridéleni  nebo
poskytnuti  licence autorskych prav
Casopisu, avSak zpredpokladu, ze do
rozsahu neprekludovaného vlastnickymi
pravy, licenci nebo autorskymi pravy
Casopisu bude toto ptidéleni nebo licence
predmétem nevylucéné, trvalg,
celosvétové, nezpoplatnéné, prevoditelné,
sublicencovatelné licence spolecnosti
MedImmune a  jejich pobocek
k pouzivani této multicentrické publikace
Klinického hodnoceni zadané spolecnosti
Medlmmune pro jakékoli obchodni
ucely. Na zadost a vydaje spolecnosti
MedImmune Zkousejici souhlasi
s provedenim  vSech dokumenti a
prijetim vSech opatfeni nezbytnych
k uskute¢néni licenénich prav
Medlmmune k multicentrické publikaci
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(iv)

copyright rights necessary to grant
Medlmmune the license and rights
contained herein. PI will not incorporate
any Institution Background Intellectual
Property into the Study publication, if
Investigator cannot grant a paid up,
irrevocable license to such technology for
the purpose of allowing Medlmmune to
publish the results of this Study.

Investigator acknowledges and agrees
that he/she will not be compensated for
development and review of a
MedImmune sponsored publication of the
results of this Study. As appropriate, and
only upon prior written authorization by
Medlmmune, in the event that
Investigator is requested by Medlmmune
to present the Medlmmune sponsored
multi-center Study publication derived
from the results of this Study on
MedIlmmune’s behalf, Institution may
receive reimbursement, including
overhead, with prior written approval of
travel expenses from Medlmmune for
travel to a site for presentation of the
publication at a major conference, if
MedImmune does not pay such travel
expenses directly to third parties. The
travel reimbursement will be paid within
sixty (60) days from the date of receipt of
an invoice and the appropriate supporting
documentation and Institution’s
applicable tax identification number as
required by Medlmmune. The travel
reimbursement described in this section
shall be the only amounts due or payable
to Institution for presentation-related
activities associated with a Medlmmune
sponsored publication; Investigator will
not receive any direct reimbursements
from MedIlmmune for such activities. All
invoices and supporting documentation
must be submitted within one hundred
twenty (120) days of the date of
presentation. Invoices received after this
time may not be reimbursed by

Klinického hodnoceni zadané spolecnosti
MedImmune, tykajici se vysledkii tohoto
Klinického hodnoceni. Zkousejici
souhlasi, ze vyuzije veskeré své usili pro
vyslovné vyhrazeni vsSech autorskych
prav  potifebnych kudéleni licence
spole¢nosti  Medlmmune a  zde
obsazenych prav. PI do publikace
Klinického hodnoceni nezahrne Zzadné

stavajici dusevni vlastnictvi
Zdravotnického zafizeni, pokud
Zkousejici neudéli placenou,

neodvolatelnou licenci k této technologii
za uCelem umoznéni  spolecnosti
MedImmune publikovat vysledky tohoto
Klinického hodnoceni.

(iv) ZkousSejici uznava a souhlasi, Ze mu nebude

poskytnuta nahrada za vytvofeni a
posouzeni publikace zadané
MedImmune, obsahujici vysledky tohoto
Klinického hodnoceni. Podle potiteby a
pouze po  predchozim  pisemném
schvaleni  spolecnosti ~ Medlmmune
v ptipad¢, kdy je Zkousejici spolecnosti
Medlmmune  pozddan  prezentovat
publikaci multicentrického Klinického
hodnoceni na zéaklad¢ vysledkii tohoto
Klinického hodnoceni jménem
spolec¢nosti MedImmune, obdrzi
Zdravotnické zafizeni nahradu, vcetné
rezijnich nakladt s pfedchozim
pisemnym souhlasem spolecnosti
MedImmune s vlastnimi vydaji na cestu
do mista prezentace publikace na
vyznamné konferenci, pokud
Medlmmune nezaplati tyto cestovni
vydaje pfimo tfetim stranam. Cestovni
nahrada bude proplacena do Sedesati (60)
dnl od data obdrzeni faktury a piislusné
dokladajici dokumentace a platného

danového identifika¢niho Cisla
Zdravotnického zafizeni podle
pozadavki ~ Medlmmune. Cestovni

nahrady popsané vtéto casti budou
jedinou  ¢astkou  splatitelnou  nebo
proplatitelnou Zdravotnickému zatizeni
za Cinnosti souvisejici s prezentaci
spojenou s publikaci zadanou
MedImmune; Zkousejici nedostane za
tyto ¢innosti od spolecnosti MedImmune
zddnou pfimou finanéni  nahradu.
Veskeré faktury a privodni dokumentaci
je nutno predat do sto dvaceti (120) dnti
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MedImmune.

1.12 Indemnification:

(a) Medlmmune agrees to indemnify and
hold harmless Institution, its trustees, officers,
agents, and employees and the Investigator
(collectively, “Inmstitution Indemnitees”), from
any and all liability, loss, harm 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
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;

(i) 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
MedImmune which are in compliance
with Regulations and/or its designated
representatives. Institution
Indemnitees must notify Medlmmune
immediately of any instructions they
believe to be inconsistence with the
Regulations; 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
(1)-(iv) above, an “Institution Liability”).

(b) Institution and Investigator undertake to

od data prezentace. Faktury poslané po
uplynuti této doby nebudou spolecnosti
MedImmune proplaceny.

1.12 Odskodnéni: ’

(a) Spolecnost Medlmmune souhlasi s tim, ze
odskodni Zdravotnické zatizeni, jeji
zplnomocnénce, ufedniky, jednatele a
zamestnance a  Zkousejiciho (souhrnné
»Subjekty odpovédné Zdravotnickému
zafizeni®) za jakékoli a veskeré odpovédnosti,
ztraty, Ujmy a Skody, které mohou utrpét
v dusledku stiznosti, pozadavki, nakladd (vcetné
oduvodnitelnych poplatkit pravnim zastupctim)
nebo soudnich rozhodnuti (spolecné
,Odpovédnosti), které proti nim vyvstanou
v souvislosti s pouzivanim hodnoceného 1éCiva
v souladu s Protokolem; avSak za ptedpokladu,
ze Medlmmune neodskodni nebo nezajisti
bezthonnost v piipadé odskodnéni
Zdravotnického zafizeni za jakékoli
Odpovédnosti vyplyvajici ze zranéni nebo $kod,
které jsou dusledkem:

(1) nedbalosti nebo umyslného
nespravného pocinani jakéhokoli
Subjektu odpovédného
Zdravotnickému zafizeni;

(i1) jakychkoli ¢innosti provadénych
v rozporu s ustanovenimi Protokolu
nebo mimo rozsah Protokolu;

(i)  jakychkoli poruSeni Predpisi nebo
jakychkoli  pisemnych  pokynt
spole¢nosti MedImmune, které jsou
v souladu s Predpisy, popf. jejich
povefenych zastupcl. Zdravotnické
zafizeni bude ihned informovat
zadavatele 0 jakychkoliv
instrukcich, které by  mohlo
povazovat za  neslucitelné s
Ptedpisy; nebo

(iv)  jakychkoli neopravnénych zaruk
tykajicich se hodnoceného 1éCiva,
uc¢inénych kterymkoli Subjektem
odpovédnym Zdravotnickému
zafizeni;

(kazdy z ptipadii nebo jednani popsanych vyse
v klauzulich ~ (i)-(iv) dale ,,Odpovédnost

Zdravotnického zarizeni®)

(b) Zdravotnické zatizeni a Zkousejici se zavazuji
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indemnify and hold harmless Medlmmune, its
authorized representatives and their respective
directors, officers, agents, employees and
stockholders (collectively, the “Medlmmune
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 promptly 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;

(i1) reasonably cooperate with the
Indemnifying Party and its legal
representatives in the defense of any
claim, demand, action or other
proceeding covered by this Section
1.12; and

(ii1)) 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 bome by the
Indemnifying Party).

(f) The indemnification obligations of Sections
1.12(a)-(c) above will not apply to amounts paid

ke zbaveni odpovédnosti a  zachovani
beztthonnosti spolecnosti Medlmmune a jejich
opravnénych zastupci a jejich pfislusnych
tediteld, ufednikl, jednateld, zaméstnanci a
akcionait (souhrnné ,,Subjekty odpovédné
MedImmune*) za veskeré Odpovédnosti, které
pro né¢ mohou vyplynout nebo nastat v disledku
Odpovédnosti Zdravotnického zatizeni.

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

(1) okamzité po obdrzeni nebo oznameni
jakékoli stiznosti, reklamace nebo
jiného zahajeni jakékoli akce, Zaloby
nebo fizeni, které dava vzniknout
pravu na odskodnéni, neprodlené
neuvédomi  Stranu, které ma
odskodnovaci povinnost na zakladé
tohoto odstavce 1.12 (,,Odskodniujici
strana‘), pisemné 0 vSech
nalezitostech, které jsou
Odskodnénému  znamy,  vcetné
prilozeni kopie vSech poskytnutych
dokladu;

(i1) nebude rozumné  spolupracovat
s Odskodiujici stranou a jejimi
pravnimi zastupci pii obran¢ proti
jakékoli stiznosti, pozadavku, akci ¢i
jinému fizeni uvedenému v tomto
odstavci 1.12; a

(iii)  neumozni Odskodnujici stran€ vybrat
a ponechat si pravniho zastupce

k zastupovani OdSkodnéného (ale
v pfipadé, ze zastupovani
Odskodnéného advokatem

Odskodnujici strany bude nevhodné
kvtli soucasnym nebo potencidlnim
lisicim se z4jmim Odskodnéného a
jakékoli dalsi strany zastoupené timto
pravnim  zastupcem, —muze  si
Odskodnény vybrat vlastniho
pravniho zastupce, pficemz poplatky
a naklady na tohoto pravniho
zastupce  ponese Odskodnujici
strana).

(f) Odskodnovaci povinnosti vyse uvedenych
odstavcl 1.12 (a)-(c) nebudou platit pro ¢astky
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in settlement of any claim, demand, action or
other proceeding if the settlement is effected
without the consent of the Indemnifying Party.

(g) 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 neither
CRO or Utrecht provides indemnification of any
kind to any of the Institution Indemnitees. CRO
and Utrecht 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
acknowledges, 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
compensable death of a Study subject or
compensation of a Study subject in case of injury
resulting from and sustained in course of
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

zaplacené pifi urovnani jakychkoli stiznosti,
pozadavki, akci a jinych fizeni, pokud je jejich
vyfizeni provedeno bez souhlasu Odskodnujici
strany.

(g) Nehledé¢ na predchozi ustanoveni budou

ZkouSejici, popf. jini fadné licencovani
spolupracujici  nebo  Podfizeni  zkousSejici
zodpovédni za vlastni nedbalost, Umysiné

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

(h) Zde uvedené Strany timto uznavaji, ze CRO
ani Utrecht neposkytnou odSkodnéni zadného

druhu Zzadnému ze Subjekti odpovédnych
Zdravotnickému zafizeni. CRO a Utrecht se
vyslovné  ziikaji  jakékoli odpoveédnosti

v souvislosti s provadénim tohoto Protokolu
Klinického hodnoceni a pouzivani hodnoceného
1é¢iva, veetné odpovédnosti za jakékoli stiznosti
na piipravek vyplyvajici ze stavu zptisobeného
nebo 1udajné zplsobeného podavanim tohoto
pripravku.

1.13 PojiSténi: Zdravotnciké =zafizeni musi
zajistit a uchovavat v plné platnosti dostatecné
pojisténi aby byly naplnény jeho povinnosti podle
této smlouvy. Medlmmune timto bere na védomi,
ze vsouladu s § 52 Zakona ¢. 378/2007 Sb., o
1é¢ivech, v aktualnim znéni, Ze bylo zajisténo
také smluvni pojisténi odpovédnosti za Skodu pro
Zkousejiciho a spole¢nost Medlmmune. Tyto
podminky také plné pokryvaji naroky na nahradu
za smrt subjektu hodnoceni nebo odskodnéni
subjektu  hodnoceni za trvalé poskoZzeni
v souvislosti s provadénim klinického hodnoceni.
Kopie pojistného certifikatu je soucasti této

smlouvy jako jeji Ptiloha II. Zdravotnické
zafizeni poskytne spolecnosti MedImmune
doklad o wuzavieném pojisténi na Zzadost

spole¢nosti MedImmune.

1.14 OdsSkodnéni za uraz subjektu hodnoceni:
(a) Spolecnost MedImmune odskodni
Zdravotnické zafizeni za piimé, piiméfené a
nutné naklady Zdravotnického zafizeni nebo
Zkousejiciho vynalozené na 1écbu urazu osoby v
ptfimém dusledku (a) podani Hodnoceného 1éCiva
podle této smlouvy, podle Protokolu klinického
hodnoceni a dalSich pisemnych pokyni
spolecnosti Medlmmune nebo jejich urcenych
zastupci vcetné¢ CRO; nebo, (b) provedeni
jakéhokoliv testu nebo procedury pozadované
Protokolem, které by Subjekty hodnoceni
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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
MedImmune, Utrecht, 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.

“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.

(i)

(iii) “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,

nemusely absolvovat, pokud by nebyly do

Klinického hodnoceni zafazeny, pokud: (i)
Zdravotnické zafizeni bude dodrzovat tuto
smlouvu, Protokol klinického hodnoceni,

prislusné zakony a veskeré pisemné pokyny
spolecnosti Medlmmune nebo jejich povétenych
zastupctl véetné CRO pro Klinické hodnoceni, (ii)
budou splnény veskeré pozadavky informovaného
souhlasu, a (iii) nedojde k nedbalému nebo
zamérn¢  nekalému  jedndni na  strané
Zdravotnického zatfizeni nebo jejich zastupct pii
plnéni pozadavkl této Smlouvy. Spolecnost
MedIlmmune 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
MedImmune, Utrecht, Zdravotnickym zafizenim
a Zkousejicim.

1.15 DuSevni 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 pfimo ¢i nepfimo ovladala
pred Datem ucinnosti.

vlastnictvi
zatizeni”

dusevni
nenalezejici
spole¢nosti MedImmune
vytvorené vyhradné
Zdravotnickym zafizenim nebo
jejimi  predstaviteli v  ramci
Klinického hodnoceni nebo v
souvislosti s nim.

“DuSevni
Zdravotnického
znamena veskeré
vlastnictvi

(i)

799

“Dusevni vlastnictvi” znamena
veskerd prava k mySlenkam,
vzorclim, vynalezim a objeviim
(at uz jsou €i nejsou predmétem
patentové ochrany), know-how,
datim, databazim, dokumentaci,
zpravam, materialim, spisim,
designtim, pocitacovému

(iif)
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(iv)

™)

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.

“Medlmmune 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
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.

Institution shall, and shall cause its

(iv)

v)

softwaru, procesim, zasadam,
metodam, technikam a dalSim
informacim, véetné¢  patentu,
ochrannych znamek, servisnich
znaCek,  obchodnich  nazvu,
pramyslovych vzordi, prav na
vzory, autorskych prav a dalSich
podobnych prav ¢i vlastnictvi
kdekoliv na svéte, registrovanych
i neregistrovanych, spole¢né s
pravem pozadat o registraci
téchto prav.

“DuSevni vlastnictvi
MedImmune” znamena
Dokumentaci klinického
hodnoceni a veskera prava k
hodnocenému [éCivu
MedImmune.

“Hodnocené lé¢ivo
MedImmune” znamena veskeré
vynalezy souvisejici ]

Hodnocenym lé¢ivem nebo od
n¢j odvozené, vcetné¢ zejména
novych indikaci nebo pouziti
Hodnoceného léciva
uvazovanych nebo vytvofenych
Zdravotnickym  zafizenim  ¢i
jejimi zastupci nebo Zkousejicim,
at’ uz samostatné nebo spolecn¢ s
jinymi, v ramci Klinického
hodnoceni nebo v souvislosti s
nim. Aby nebylo pochyb,
Hodnocené 1é¢ivo MedImmune
zahrnuje rovnéz veskeré vynalezy
souvisejici (a) s metabolickou
aktivitou Hodnoceného 1éCiva,
jeho farmakologickou aktivitou,
vedlej§imi ucinky, metabolismem
IéCiva, mechanismem ucinku,
bezpecnosti  nebo  lékovymi
interakcemi, nebo  (b) ]
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
lécbé  hodnocenym  lécivem
MedImmune.

(b) Zdravotnické zafizeni a jeji zastupci vcetné
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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 Medlmmune 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 MedImmune 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, wvalidation, reissue,
continuance or renewal), like privilege or any
other protection on any of the Medlmmune IP
anywhere in the world, as MedImmune (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.
(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

Zkousejiciho budou povinni ihned a v uplnosti
spolecnost Medlmmune informovat o veskerém
dusevnim vlastnictvi Medlmmune. Zdravotnické
zafizeni a Zkousejici se dohodli, Ze spolecnost
MedIlmmune bude vlastnikem veskerych prav
véetné¢  vlastnickych na  veSkeré  duSevni
vlastnictvi Medlmmune. Zdravotnické zafizeni a
Zkousejici  vcéetn¢  jejich  zastupcli  timto
beztplatné prevadéji na spolecnost Medlmmune
(nebo jejiho jmenovaného zastupce) veskera
prava vcetné vlastnickych na dusevni 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 poveérenym zastupcem) podepsat a predlozit
vesSkeré dokumenty potfebné nebo uzitecné k
tomu, aby spole¢nost Medlmmune (nebo jeji
povereny zastupce) mohli podat zadost o patent
(prodlouzeni platnosti patentu, potvrzeni o
rozsifené 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 povéfeny zastupce).
Zdravotnické zarizeni, jeji zastupci a ZkousSejici
budou povinni podepisovat veskeré dokumenty,
které budou pro vyse uvedené pozadovany,
vCetné bezuplatného pievodu veskerych prav
dusevniho vlastnictvi Medlmmune na spole¢nost
MedImmune (nebo jejiho povéteného zastupce).

(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 zafizeni. Zdravotnické zafizeni a
Zkousejici timto udéluji spolecnosti Medlmmune
nevyhradni celosvétovou trvalou a bezlplatnou
licenci, vcetné prava ude¢lovat podlicence, na
uzivani dusevniho vlastnictvi Zdravotnického
zatizeni pro jakykoliv ucel.

(e) Kazda strana si ponechd prava ke svému
Vychozimu duSevnimu vlastnictvi. Tato smlouva
nebude povazovana za licencni a neobsahuje
udéleni licence, ani vyslovné ani automatické, na
toto Vychozi duSevni vlastnictvi jednotlivych
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Background Intellectual Property. The Institution
warrants and represents that no Institution
Background Technology will be utilized during
the Agreement and that no Institution Background
Technology will be necessary for the purposes of
Medlmmune using and commercializing any
Work Product

(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) Institution and Investigator warrant that they
are aware of Medlmmune’s need to collect
financial  disclosure information on the
Investgator’s financial interest, if any, in
MedImmune. This includes the financial interests
of Investigator, his or her spouse and depednent
children..

Institution and Investigator will cooperate with
Medlmmune and its designated representatives
including CRO and Utrecht to meet the financial
disclosure requirements.

(b) 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 completed
Clinical Investigator/ Subinvestigator 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.

stran.  Zdravotnické zafizeni zaruCuje a
prohlasuje, Ze béhem trvani smlouvy nebude
vyuzito Zzadné Vychozi duSevni vlastnictvi
Zdravotnického zatizeni a zadné Vychozi duSevni
vlastnictvi nebude potfeba pro ucely pouziti
spolecnosti Medlmmune a uvedeni produktu na
trh

(f) Zdravotnické zatizeni a ZkousSejici 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 divérnosti, zachovavat
daveérnost 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 spoleénost Medlmmune mohla
vyuzivat pln¢ vyhod udélenych ji odstavci 1.10 a
1.15 vyse.

1.16 Pozadavky na
vykazy/vyloueni: V
Klinickym hodnocenim:

(a) Zdravotnické zafizeni a ZkouSejici zajisti a

jsou si védomi nutnosti shromazdéni finan¢nich

informaci o finan¢nich z4jmech ZkousSejiciho,
pokud né&jaké existuji pro Medlmmune. Toto
zahrnuje finan¢ni zajmy Zkousejiciho, jeho choti

a nezaopatfenych déti.

finanéni
souvislosti s

Zdravotnické zafizeni a zkousSejici budou
spolupracovat se spole¢nosti Medlmmune a
Utrecht na splnéni pozadavki na podani

finan¢nich informaci.

(b) Zdravotnické zatizeni a ZkousSejici zajisti,
aby kazda jednotliva osoba provadéjici cinnosti v
ramci  Klinického hodnoceni pod vedenim
Zkousejiciho, jejiz povinnosti je zaznamenavat,
hodnotit a posuzovat odpovéd  Subjekti
hodnoceni na podani Hodnoceného 1é¢iva a jejiz
hodnoceni bude vyuzivat spolecnost Medlmmune

pro  stanoveni ucinnosti a  bezpecnosti
Hodnoceného 1éCiva (jednotlivé “Podiizeny
zkouSejici”’), predkladala Gplné financni vykazy

Zkousejiciho/Podtizeného zkousejiciho
realizujictho Klinické hodnoceni, a to pied
zahajenim Klinického hodnoceni a na jeho konci,
a také kdykoliv v pritbé¢hu Klinického hodnoceni,
pokud o to spole¢nost Medlmmune opravnéné
pozada.
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(©) 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
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.

(d) 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.

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

(f) 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 by the
under the laws of any country.Upon written
request from Medlmmune 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.

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

(¢) 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 navsteévy v ramci Klinického
hodnoceni), dozvi o jakékoliv zméné ve

finan¢nich vykazech Podfizeného zkousejiciho,
pak Zdravotnické zafizeni nebo Zkousejici nebo
oba ihned uvédomi spolecnost Medlmmune a
pomohou ji provést patficné Upravy v jejich
finan¢nich vykazech, které by tuto zménu
odrazely.

(d) Navic jsou Zdravotnické zafizeni a
Zkousejici povinni ihned uvédomit spolecnost
Medlmmune v pripadé, Ze kdykoliv pied
zahajenim Klinického hodnoceni nebo v jeho
pribéhu dojde k propusténi, novému naboru nebo
nahradé kteréhokoliv Podiizeného zkousejiciho.

() Zdravotnické =zafizeni ani ZkouSejici
nebudou Zzadnému subjektu ani tfeti strané
uctovat za Hodnocené 1éCivo, které jim poskytne
spole¢nost Medlmmune na zaklad¢ této smlouvy.

® Zdravotnické zafizeni ani ZkousSejici
nebudou zaméstnavat Zadnou osobu, ani
neuzaviou smlouvu o pfimé ¢i nepifimé spolupraci
na realizaci Klinického hodnoceni s zadnou
osobou, ktera z takové Cinnosti vyloucena podle
prava jakéholiv zemé. Na pisemnou Zzadost
spole¢nosti Medlmmune nebo jejich povétenych
zastupci predlozi Zdravotnické zafizeni nebo
Zkousejici nebo oba do deseti (10) dni pisemné
potvrzeni o tom, Ze vySe uvedena povinnost byla
dodrzena.

1.17 Konflikt zaAjmii a boj proti korupci:

(a) Zdravotnické zatfizeni poskytne kvalifikovany
lékarsky, technicky, laboratorni, administrativni a
jiny personal nutny nebo Zzadouci pro splnéni
jejich  povinnosti  podle této  smlouvy.
Zdravotnické zafizeni zajisti, aby tento personal
nebyl smluvné ani jinak vazan ¢i omezen Vv
rozporu s povinnostmi Zdravotnického zatizeni
podle této smlouvy a aby nem¢l finan¢ni ani jiny
podil ve spolecnosti MedImmune, kterékoliv z
jejich ptidruzenych spolecnosti nebo v jakékoliv
jiné spolecnosti, kterd by mohla byt objektivné
povazovana za konkurenta spolecnosti
MedImmune v pfimo souvisejicim sektoru nebo
ve vztahu k vysledkim Klinického hodnoceni,
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their independent judgment. At Medlmmune’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 Medlmmune
in case these subinvestigators are in employment
relationship with the Institution.

(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
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

Data and Biological

ktery by mohl ovlivnit jeho objektivni usudek. Na
zadost spoleCnosti Medlmmune Zdravotnické
zafizeni zajisti, aby kazdy Podfizeny zkousejici
neprodlené ptedlozil spolecnosti Medlmmune
nebo jejim povéfenym zastupcim financni
vykazy ve form¢ a s obsahem, jaké budou
spole¢nosti  Medlmmune pozadovany. Pred
zahajenim Klinického hodnoceni a po dobu

jednoho (1) roku po jeho ukonceni ve
Zdravotnickém zafizeni zajisti Zdravotnické
zatizeni, aby kazdy Podfizeny zkouSejici

neprodlené informoval spolecnost Medlmmune o
veskerych zménach téchto financnich informaci
ve formé, jakou bude spolecnost Medlmmune
pozadovat v pfipadé, ze tyto osoby budou
v pracovné-pravnim vztahu se Zdravotnickym
zafizenim.

(b) Zdravotnické zatizeni a Zkousejici ani osobné
ani prostfednictvim Zzadného jednotlivce i
spole¢nosti jednajici jejich jménem nebudou
pfimo ani nepiimo nabizet nebo vyplacet ci
povétovat vyplacenim jakékoliv penézni ¢astky ¢i
pfedanim hodnotného daru Zzadnému statnimu
zameéstnanci, zastupci mezinarodni organizace ¢i
jejiho oddéleni nebo agentury ani jiné osobé
jednajici oficialné 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,
ptislib nebo dar mohly ovlivnit rozhodnuti tohoto
statntho zameéstnance, které by mohlo pro
MedImmune, CRO, Zkousejictho  nebo
Zdravotnické zafizeni zajistit neopravnénou
vyhodu, ziskat nebo si udrzet zakazku nebo
zajistit zakazku jakékoliv jiné osobé nebo
spole¢nosti  ("UFedni tikon"). Zdravotnické
zafizeni prohlasuje a zarucuje, Ze ani ono ani
zadny jednotlivec nebo organizace jednajici jeho
jménem neni Statni zaméestnanec schopny ovlivnit
Utedni ukon. Pokud se kterdkoliv osoba nebo
instituce  spolupracujici se  Zdravotnickym
zafizenim timto Stidtnim zaméstnancem se
schopnosti ovlivnit Utedni Gkon stane, zavazuje
se Zdravotnické zafizeni o tom neprodlené
uvédomit spole¢nost MedImmune.

1.18 Osobni udaje a biologické materialy:

(a) Kazda ze stran bude odpovédna za zpracovani
vlastnich udaji a formaci piimo nebo nepiimo se
vztahujicich k osobam (“Osobni udaje”) a
zajisténi, aby veskeré Osobni tidaje souvisejici se
subjekty hodnoceni, Zkousejicim nebo zastupci
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Investigator and/or the Institution representatives,
1s collected, stored, used, disclosed and
transferred in accordance with all applicable
national, 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).

(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
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:

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

Zdravotnického zafizeni byly shromazd’ovany,
ukladany, vyuzivany, sdélovany a pfenaSeny v
souladu s platnymi narodnimi, statnimi nebo
mistnimi zédkony 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 spole¢nosti
Medlmmune nebo jejim urCenym zastupciim
dokumentaci pisemného souhlasu tohoto zastupce
se shromazd’ovanim, pouzivanim a sdélovanim
jeho Osobnich tidajt podle paragrafii 1.18(d)-(f).

(b) Kazda ze stran bude povinna zajistit, aby
odbér, manipulace, pfeprava a uchovavani
lidskych tkani nebo jinych biologickych materiala
veetné casti télesnych organt, tkani, ktze, kosti,
svaloviny, vaziva, krve, mozkomisniho moku,
bungk, gamet nebo bunécnych struktur jako je
DNA, nebo derivatd lidského biologického
materidlu jako jsou kmenové buiiky nebo bunécné
linie; a lidského Dbiologického materialu
obsahujiciho bakteridlni fetézce ziskané ze
vzorku lidského biologického materialu (“Vzorky
lidského materialu”) byly provadény v souladu s
Protokolem, informovanym souhlasem a platnymi
zékony. Zdravotnické zafizeni bere na védomi a
souhlasi s tim, Ze spole¢nost Medlmmune muze
vyuzivat Vzorkti lidského materidlu  pro
provadéni vyzkumu, ktery prekracuje ramec
Protokolu nebo se od Protokolu 1isi, vcetné
genetického vyzkumu (“Sekundarni vyzkum”),
v souladu s informovanym souhlasem, platnymi
zékony a schvalenim Etické komise.

(c¢) Zdravotnické zatizeni a ZkousSejici zajisti, aby
byla trvale zachovavana bezpecnost,
neporusenost a jakost Vzorkd lidského materialu.
Zdravotnické zatizeni a spole¢nost Medlmmune
ponesou odpovédnost za vlastni postupy pro
zajisténi sledovatelnosti a spravy Vzorka lidského
materialu.

(d) Zdravotnické =zafizeni a ZkouSejici budou
spoleéné¢ odpovédni za zpracovani Osobnich
udajii Subjektti hodnoceni a zavazuji se:

(i) Zpracovavat Osobni T1udaje Subjektt

hodnoceni podle této smlouvy a vyhradné
pro ucely jeji realizace;
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(i) 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

(ii1) 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 Investigator may provide
(if allowed by law) 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;

(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 allow  providing
documentation of the written consent of their

(ii)) Krom¢&  pozadavki  pro  ucely
ustanoveni 1.4, 1.5, 1.7, a pfi dodrZeni
zakonnych a jinych ufednich pozadavki
poskytovat spolecnosti Medlmmune nebo
jejim  povéfenym zastupcim veskeré
udaje tykajici se Subjekti hodnoceni
vyhradné¢ v =zaSifrované podobé a se
znemoznénim zZpétné identifikace
konkrétniho Subjektu hodnoceni a zavést
technické prostfedky anonymizace téchto
udaji; a

(iv) Kromé  pozadavki  pro  tucely
ustanoveni 1.4, 1.5, 1.7, a pii dodrzeni
zdkonnych a  jinych  tufednich
pozadavki zajistit, aby byly ze zprav o
prabéhu  Klinického hodnoceni a
dalsich 1daji odstranény informace,
kter¢ by mohly vést k identifikaci
konkrétniho Subjektu hodnoceni, pied

jejich predanim spole¢nosti
Medlmmune nebo jejim povéienym
zastupctm.

(e) Pied zahdjenim Klinického hodnoceni a v jeho
priabéhu miize Zdravotnické zatizeni a ZkousSejici
poskytnout (pokud to umoziuje zakon) osobni
udaje tykajici se zastupcl Zdravotnického
zafizeni nebo jiného personalu zapojeného do
realizace  Klinického  hodnoceni,  jejichz
zpracovani bude podléhat piislusSnym zakontim o
ochrané osobnich udaji a soukromi. Zdravotnické
zafizeni je povinno zajistit, aby zastupci
Zdravotnického zafizeni a dalSi osoby zapojené
do realizace Klinického hodnoceni védéli, Ze
spolecnost MedImmune, anebo CRO budou
zpracovavat a pouzivat jejich osobni udaje pro
tyto konkrétni ucely:

(i) Zajisténi radného pribéhu Klinického
hodnoceni;

(i) Kontroly regulatnimi organy,
spole¢nosti Medlmmune nebo jejimi
zastupci nebo CRO;

(i) Splnéni zakonnych pozadavki a
nafizeni; a

(iv) Vedeni databazi pro pouziti na

vybranych  pracovistich v radmci pfistich
klinickych hodnoceni.

Zdravotnické  zafizeni  umozni  zajiSténi
dokumentace pisemného souhlasu zastupct
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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 and also to other countries
including to Medlmmune’s headquarters in the
U.S.A. where a different data protection regime
applies.

(f) 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
NIH/NLM/CT.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
related to this Agreement, including without
limitation, the Study, the Study Drug,
Confidential Information or Study data without
Medlmmune’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 or if Medimune
is declared bankrupt. Such termination will be
effective upon receipt by CRO of written notice
thereof from Institution.

Zdravotnického zafizeni nebo Zkousejiciho a
dal§iho personalu, ktery se bude chtit podilet na
realizaci Klinického hodnoceni, se zpracovanim,
pouzivanim a ukladanim jejich osobnich udaju
pro tyto konkrétni ucely a to i do jinych zemi
veetné ustiedi spolecnosti Medlmmune v USA,
kde plati jiny rezim ochrany osobnich udaju.

(f) Zdravotnické zafizeni
dodrzovat veskeré platné
véetn¢ ale nejen Smeércici o ochrane osobnich
udaji 95/46/EC a zakona ¢. 101/2000 Sb. O
ochrané¢ osobnich udaji a uprave nékterych
souvisejicich zakonli v platném znéni, vztahujici
se ke sbéru, pouziti, uchovavani, piepravy,
vymazavani, poskytovani nebo jiné zpusoby
nakladani s odobnimi udaji jak je definovano
prislusnymi zakony na ochranu osobnich tdaji

1.19  Publicita: Zadn4 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 piislusné
strany. Spole¢nost Medlmmune bude registrovat
informace o UcCastnicich se Institucich v
pozadovanych vefejnych registracnich systémech
jako je NIH/NLM/CT.gov nebo jina zakonem
pozadovana zvetejiiovani mista.

a ZkouSejici bude
zakony a predpisy

1.20 Média: Zdravotnické zafizeni nesmi a je
povinno zajistit, aby se ani personal Klinického
hodnoceni ani Zkousejici neucastnili interview
ani jinych kontaktd s médii, véetné novin,
rozhlasu, televize a Internetu, které by souvisely s

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

Clanek II - Ukon&eni

2.1 Zdravotnickvm zatizenim: Klinické

hodnoceni muze byt Zdravotnickym zafizeni
kdykoliv po poradé se spolecnosti Medlmmune
ukonceno, pokud se Zdravotnické zafizeni bude
divodné domnivat, Ze je to nutné pro bezpecnost
subjektti hodnoceni nebo pokud na Medlmmune
bude vyhladsen upadek. Toto ukonceni bude
u¢inné po obdrzeni pisemného oznadmeni o
ukonceni Klinického hodnoceni zastupcem CRO.
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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
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 Medlmmune or the
Institution, the Agreement will also terminate
between Utrecht and the other remaining Party to
the Agreement.

2.2 Spole¢nosti Medlmmune: Tato smlouva
muze byt kdykoliv a z jakéhokoliv divodu
ukonéena spolecnosti Medlmmune (a) s
tricetidenni (30) vypovédni lhlitou nebo (b) s
okamzitou platnosti, pokud se bude spolecnost
MedIlmmune divodné domnivat, Ze je to nutné
pro bezpecnost subjektti hodnoceni, nebo pokud
Zdravotnické zatizeni vyhlasi upadek nebo bude
jmenovan spravce jejiho majetku nebo jeho ¢asti
nebo pokud bude hrozit ukonceni cinnosti
Zdravotnického zafizeni.

2.3 Pri poruSeni: V piipadé poruSeni této

smlouvy obdrzi porusujici strana pisemné
upozornéni s patnactidenni (15) Ilhiitou na
napravu. Pokud toto poruSeni nebude ve

stanovené lhut¢ patnacti (15) dni napraveno,
muze neporusujici strana ukoncit tuto smlouvu s
okamzitym u¢inkem, ktery nastane po obdrzeni
jejiho pisemného oznameni o ukonceni smlouvy
porusujici stranou.

2.4 Vys§si moc: (a) Pokud se néktera strana zpozdi
s plnénim svych smluvnich zavazkd ¢i tkont
pozadovanych touto smlouvou nebo ji bude v
jejich plnéni zabranéno z divodu stavky, vyluky,
zaméstnaneckych sportl, restriktivnich vladnich
nebo soudnich ptikazi, vyhlasek, nepokojt,
povstani, valky, zasahti shiry, nepfizné pocasi
nebo z jinych podobnych divodid nebo pfiin,
které dotCend strana nemohla ovlivnit, pak bude
neplnéni po dobu UCinkG téchto udalosti
omluveno. Postizend strana je vSak povinna
oznamit ostatnim smluvnim stranam okamzik
zacatku a konce pisobeni udalosti vyssi moci, na
kterou se odvolava. Pokud dojde ke zdrzeni
plnéni kterékoliv smluvni strany z vyse
uvedenych divodd vyssi moci nebo z jinych
duvodun, které dotéena strana nemohla ovlivnit,
pak budou o dobu tohoto zdrzeni (ve dnech)
prodlouzeny veskeré terminy a milniky, kterymi
je dotcend strana povinovana.

(b) Pokud dojde ke zdrzeni plnéni kterékoliv
smluvni strany z vySe uvedenych divodu vyssi
moci nebo z jinych divodu, které dotcena strana
nemohla ovlivnit, na dobu delsi nez tficet (30)
dni, bude mit druha strana pravo na ukonceni této
smlouvy pisemnou vypoveédi se tficetidenni (30)
vypoveédni lhitou. V piipadé takového ukonceni
smlouvy  porusenim smlouvy za  strany
Medlmmune nebo Zdravotnického zafizeni,
smlouva je ukonCena i mezi Utrechtem a
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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 III- 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
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 Medlmmune. 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

ostatnimi smluvnimi stranami.

2.5 Povinnosti pri ukonceni: Thned po oznameni
o ukonceni smlouvy né¢kterou ze stran podle
¢lankt 2.1 nebo 2.2 vySe zastavi Zdravotnické
zafizeni a ZkousSejici vstupni prohlidky subjekta
pted zafazenim do Klinického hodnoceni.
Zdravotnické zatizeni a ZkouSejici budou ve
spolupraci se spole¢nosti Medlmmune nebo CRO
nebo obéma pokracovat ve sledovani subjekti
zatazenych do Klinického hodnoceni pied datem
jeho ukonceni. Pokud bude Klinické hodnoceni
ukonceno z jinych divodi, nez jsou divody
uvedené v cClancich 2.1 a 2.2 vyse, zajisti
Zdravotnické zatizeni a Zkousejici pro Subjekty
hodnoceni pristup k odpovidajici 1ékaiské péci
podle platnych strategii, norem lékaiské péce a
souvisejicich zakont a nafizeni.

2.6 Platnost smluvnich ustanoveni po ukonceni
smlouvy: V piipadé ukonceni této smlouvy
zlstanou v platnosti jeji ustanoveni ¢lankd 1.2b,
14,15,1.6,1.7,1.8,19,1.10, 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, 39, 3.10, a dalsi ustanoveni
potiebna pro jejich vyklad.

Clanek I11- Dalsi ustanoveni

3.1 Prevod: Veskeré pirevody 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) spolecnost Medlmmune miize prevést sva prava
a povinnosti na svou pfidruzenou spolecnost nebo
nabyvatele svého podniku nebo jeho podstatné ¢asti
(¢i té Casti, na kterou se vztahuje tato smlouva)
nebo v piipadé slouceni, konsolidace nebo jiné
transakce. V piimérené lhité po takovém prevodu
uvédomi spole¢nost Medlmmune Zdravotnické
zafizeni o této transakci pisemné. A dale (ii)) CRO
mize prevést sva prava a povinnosti podle této
smlouvy na spole¢nost Medlmmune. Po pfevodu
prav 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 nezdvislymi dodavateli
a nic v této smlouvé nesmi byt povazovano za
vytvofeni spolecného podniku, partnerstvi nebo
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relationship other than that of an independent
contractor.

3.3 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:

With a copy to:

To: Institution (if of an administrative nature)

Krajska zdravotni, a.s.
Address: Socialni péce 3316/12A
401 13 Usti nad Labem

Czech Reiublic

To: Investigator

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,

jiného vztahu mezi smluvnimi stranami kromé
nezavislého dodavatelsko-odbératelského vztahu.

33 Oznameni: Veskera oznameni 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 pfipade
osobniho doruceni nebo zaslani faxem s fadnou
adresaci takto:

Pro:

V kopii:

Pro: Zdravotnické zafizeni
sdéleni)
Krajské zdravotni, a.s.
Adresa: Socialni péce 3316/12A
401 13 Usti nad Labem

eska republika

(administrativni

v

Pro: ZkousSejiciho

3.4 Oddélitelnost: Pokud se kterékoliv
ustanoveni této smlouvy stane neplatnym,
nezakonnym nebo nevymahatelnym nebo bude za
takové prohlaSeno v  jakémkoliv  ohledu
kompetentnim soudem, nebude tim ovlivnéna
platnost, zdkonnost ani vymahatelnost ostatnich
ustanoveni a smlouvy jako celku, pokud by
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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.
35 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
complete and entire understanding between the
Parties regarding the subject matter hereof 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 is
executed in four, each of which shall be deemed
an original and all of which shall together be
deemed to constitute one agreement. The Parties
agree that execution of this Agreement by
industry standard electronic signature software
and /or by exchanging electronically signed scan
copy of fully executed Agreement in PDF shall

ovsem vypusténi neplatného ustanoveni negativné
neovlivnilo hmotnad prédva smluvnich stran. V
takovém piipad¢ strany vyvinou veskeré pottebné
usili pro nahrazeni neplatného, nezakonného nebo
nevymahatelného ustanoveni ustanovenim
platnym, zdkonnym a vymahatelnym, které by
podle moznosti odpovidalo Géelu této smlouvy.

3.5 DalSi ujisténi: Strany fadné podepisi a
poskytnout nebo zajisti fadné podepsani a
poskytnuti takovych dal§ich dokumenti, tkont a
jinych véci, vcetné podpisu, predlozeni a podani
povereni, dokumentd, dohod a nastroji
pottebnych nebo pfimétene pozadovanych druhou
stranou v souvislosti s plnénim smluvnich
zavazki stran podle této smlouvy nebo G¢inngjsi
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 predstavovat
poruseni podminek, zavazkli ¢i omezeni podle
jiné smlouvy piislusné strany s jakoukoliv tieti
stranou.

3.7 Celda _dohoda: Tato smlouva vcetné jeji
preambule a piiloh pfedstavuje celou a uplnou
dohodu mezi stranami ohledn¢ jejiho pfedmétu a
nahrazuje veskera pfedchozi ujednani, prohlaseni
¢i dohody, pisemné i uUstni, tykajici se tohoto
pfedmétu. Tuto smlouvy Ize ménit, rusit,
upravovat, schvalovat a odvolavat pouze
pisemnymi dodatky podepsanymi stranou nebo
zastupcem strany, proti které je zména namifena.

3.8 Vyhotoveni: Tato smlouva je podepsana
ve Ctyfech vyhotovenich s platnosti originalu,
které budou spolecné predstavovat jediny smluvni
dokument. Strany se dohodly, ze elektronicky
podpis a/nebo elektronicky podepsand skenova
kopie podepsané smlouvy ve formatu pdf bude
mit stejnou pravni silu jako vlastnoruéni podpis a
v pripad¢ fizeni tykajicich se této smlouvy nebo v
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have the same legal force and effect as the
exchange of original signatures, and that in any
proceeding arising under or relating to this
Agreement, each Party hereby waives any right to
raise any defense or waiver based upon execution
of this Agreement by means of such electronic
signatures or maintenance of the executed
agreement electronically.

39 Governing Law: Notwithstanding clause
1.9.g of this Agreement, this Agreement shall be
governed by and construed in accordance with the
laws of Czech Republic. The parties consent to
the appropriate ~ Czech court of competent
jurisdiction for the resolution of all disputes or
controversies between the parties hereto that the
parties are unable to settle amicably.

3.10 Prevailing Language Version: This
Agreement has been executed in the English and
in the Czech Ilanguage. In the event of
discrepancies between the two language versions,
the Czech one shall prevail. All documents to be
provided or communications to be given or made
under this Agreement shall be in the Czech
language or, if in another language, shall be
accompanied by a certified translation into
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.]

souvislosti s ni se strany vzdavaji prdva na
obhajobu odvolavajici se na podpis této smlouvy
elektronickym podpisem nebo jeji spravu v
elektronické podobg.

3.9 Rozhodné pravo: Nehled¢ na ¢lanek 1.9
(g) této smlouvy byla tato smlouva byla sestavena
a fidi se pravem Ceské republiky. Strany souhlasi
se stanovenim mistné a vécné prislusného soudu
Ceské republiky pro feSeni piipadnych sport
nebo nesouladu mezi smluvnimi stranami v
pripadé, Ze strany nejsou schopny vse vyfesit
smirng.

3.10 Rozhodna jazykova verze: Tato
smlouva byla podepsana v anglickém a Ceském
znéni. V piipad€ rozporu mezi obéma jazykovymi
verzemi bude rozhodujici znéni Ceské. Veskeré
dokumenty predkladané podle této smlouvy a
veskera sdéleni touto smlouvou pozadovana
budou v ceském jazyce nebo v piipadé¢ jiné
jazykové verze s priloZzenym  ovéfenym
prekladem do &eského jazyka. Ceska verze
veskerych 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 pfilozeny rozpocet stranami podepsany
the Parties hereto through their duly authorized prostfednictvim jejich fadné povéfenych zastupci
officers as of the Effective Date. k uvedenému datu G¢innosti.

MedImmune, LLC - Represented by its authorized agent, PPD Czech Republic, s.r.0. / Medlmmune,
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:

By/Podpis:

Name/Jméno:

Title/Funkce:
Date/Datum:

Krajska zdravotni, a.s.

By/Podpis: [
Name/Jméno: Ing. Petr Fiala

Title/Funkce: general director/generalni feditel

Date/Datum:

Page 37 of 47



Investigator

L [ o priocipal
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. 3782009 Coll. On
Pharmaceuticals as amended and other legal
regulations. I further declare and agree that in [ 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: [
Name/Jméno: [N
Title/Funkce: Investigator/ZkousSejici

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

Ja, _ zkousejici tohoto
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 zkousSejicimu a postupovat v souladu se
zakonem ¢. 378/2007 Sb., o lécivech, v platném
znéni a dalSimi pravnimi pfedpisy. Dale
prohlasuji a zavazuji se, Zze v souladu s touto
smlouvou a vsouladu se separatni smlouvou
uzavienou mezi mnou a Medlmmune a Utrecht,
budu z prostfedkii mnou obdrzenych vyplacet
sjednané odmeény spoluzkousejicim a dal§im
osobam spolupracujicim na provadéni tohoto
klinického hodnoceni a budu za to plné
zodpovedny(a).

Seznam pfiloh, které tvoii soucast této

smlouvy:

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

Priloha III: Vypis z obchodniho
MedImmune

Ptiloha IV: Vypis z obchodniho rejstiiku Utrecht

rejstiiku

Piiloha V: Vypis z obchodniho rejstiiku/jiné
registrace/zakladaci  listina  Zdravotnického
zafizeni

Ptiloha VI: Zvlastni plnd moc (“ZPM”)

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

Ptiloha VIII: Kopie postoje pfislusné etické
komise
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EXHIBIT I
BUDGET & PAYMENT SCHEDULE

Payments under this Agreement will reference
this Agreement, be paid in Czech Crowns, and be
made payable to:

Name: Kral'ska zdravotni, a.s.

Address: Socialni pece 3316/12A, 401 13 Usti
nad Labem, Czech Republic
Tax I.D.: Number CZ25488627

Wire Transfer Information

Bank Name: Ceskoslovenska obchodni banka,
a.s.

Account Holder: Krajska zdravotni, a.s.
Address account Holder: Socialni pece
3316/12A, 401 13 Usti nad Labem, Czech
Republic

(“Payee”)

Screen Failure Payments: Reimbursement for
screening visits completed for Study Subjects
who were not enrolled into the Study due to
failure to meet eligibility criteria as follows:
Institution/Investigator will complete Screen
Failure Electronic Case Report Forms (eCRF) on
a regular basis throughout the Study, as defined
by Study procedures. Medlmmune and/or its
designated representatives will review the Study
Subject’s signed informed consent form for
participation in the Study and verify that
screening visit procedures have been performed;
Upon verification, Payee will be reimbursed for
completed screening visit(s), for for a maximum
of 12 ineligible subjects as itemized in the budget.

Enrolled/Randomized  Subject Payments:

PRILOHA I
ROZPOCET A ROZPIS PLATEB

Platby podle této smlouvy budou ve svych
identifikacnich udajich obsahovat odkaz na ¢islo
této smlouvy a budou hrazeny v ceskych
korunach pro piijemce:

Nazev: Kral'ské zdravotni, a.s.

Adresa: Socialni pé¢e 3316/12A, 401 13 Usti nad
Labem, Ceska republika
DIC: CZ25488627

Informace pro bezhotovostni platby

Nazev banky: Ceskoslovenska obchodni banka,
a. s.

Majitel uctu: Krajska zdravotni, a.s.

Adresa majitele uctu: Socialni pece 3316/12A,
401 13 Usti nad Labem, Ceska republika

(“Prijemce platby”)

Platby za subjekty hodnoceni, Kkteré
absolvovaly uvodni prohlidku, ale na jejim
zakladé nebyly do klinického hodnoceni
zaiazeny: Uhrada za uvodni prohlidky Subjektt
hodnoceni, které nakonec nebyly zatazeny do
Klinického hodnoceni z diivodu nesplnéni kritérii
pro zatazeni do Klinického hodnoceni, bude
provedena takto: Zdravotnické
zatizeni/Zkousejici vyplni elektronicky zaznam
subjektu hodnoceni (eCRF) bé&znym zplisobem
podle  stanoveného  postupu.  Spolecnost
Medlmmune nebo jeji povéfeny zastupce
zkontroluje podepsany informovany souhlas
subjektu se zatfazenim do Klinického hodnoceni a
oveti, zda byla vstupni prohlidka fadné
provedena; po tomto ovéfeni budou piijemci
platby uhrazeny naklady na provedenou uvodni
prohlidku pfed zafazenim do Klinického
hodnoceni pro maximalné¢ 12 nevhodnych
subjektd, jak je uvedeno v tabulce plateb nize.

Platby za subjekty zarazené do Klinického

Reimbursement of Study Subjects, who were
enrolled according to the Protocol with a properly
executed informed consent form and who meet
Protocol eligibility criteria, will be calculated

hodnoceni _a randomizované: Uhrady za
subjekty zarazené do Klinického hodnoceni podle
Protokolu s tadné¢ podepsanym informovanym
souhlasem na zéklad¢ splnéni kritérii pro zatazeni
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based on Medlmmune’s and/or its designated
representative’s timely receipt of eCRF wvisit
modules (a module being all completed eCRF
pages for a visit). The eCRF visit modules must
be completed in a satisfactory manner for each
enrolled subject. Upon receipt and verification of
the eCRF visit modules by Medlmmune and/or its
designated representatives, reimbursement will be
calculated at 90% for each completed subject
visit/eCRF module.

1. Reimbursement will not be given for Study
Subjects enrolled who do not meet all
inclusion and exclusion criteria unless
otherwise approved by Medlmmune and/or its
designated representatives. Payee will not be
compensated for any Protocol violations,
unless otherwise approved by Medlmmune
and/or its designated representatives.

2. 10% of the reimbursement due for each
completed subject visit/eCRF module will be
withheld until completion of the Study as
defined under Final Study Payment below.

3. MedIlmmune and/or its designated
representatives retains the option to re-
evaluate an Institution’s participation in the
Study should the enrollment rate be
unsatisfactory, as defined by an average
enrollment rate of 0.4 subjects per month.

Flat Pharmacy Fee: The Payee will receive
reimbursement of a Flat Pharmacy Fee for every
six (6) month period of provision of pharmacy
related services, payable for the duration of the
Clinical Study (or pro-rated for shorter time
period), beginning with the enrollment of the first
Study Subject, in the amount listed in the Tables
of Payments below, regardless of the number of
enrolled Study Subjects. Payment will be made
upon receipt of a correct and itemized invoice.

Mechanism of Payments for Screen Failure

do klinického hodnoceni podle Protokolu budou
vypocteny na zakladé eCRF podle rozvrhu
kontrol v ramci klinického hodnoceni (tzn.
vyplnéného formulafe eCRF pro kazdou navstévu
subjektu v fesitelském centru) vcas obdrzeného
spolecnosti Medlmmune nebo jejim povéfenym
zastupcem. eCRF pro kazdou kontrolu subjektu v
ramci klinického hodnoceni musi byt vyplnény
uspokojivym zplisobem pro kazdy zafazeny
subjekt. Po obdrzeni a kontrole eCRF pro
jednotlivé navstévy subjektt v fesitelském centru
spole¢nosti Medlmmune nebo jejim povéfenym
zastupcem bude odména vypoctena jako 90 % pro
kazdou provedenou kontrolu subjektu
hodnoceni/vyplnény formulat eCRF.

1. Uhrada nebude provedena pro Subjekty
hodnoceni, které nebudou spliiovat vsechna
kritéria pro zafazeni/vylouCeni, pokud
nebude dohodnuto jinak a schvaleno
spolecnosti  Medlmmune nebo  jejim
poveéfenym zastupcem. Pfijemce platby
neobdrzi tuhradu v pfipadé¢ poruSeni
Protokolu klinického hodnoceni, pokud
nebude dohodnuto jinak a schvaleno
spoleCnosti  Medlmmune nebo  jejim
povéfenym zastupcem.

2. 10% odmény za kazdou provedenou
kontrolu  subjektu  hodnoceni/vyplnény
formulait eCRF bude zadrzeno do konce
Klinického hodnoceni podle definice
Kone¢né platby v ramci Klinického
hodnoceni uvedené nize.

3. Spolecnost Medlmmune nebo jeji povéteni
zastupci maji pravo prehodnotit twcast
Zdravotnického zafizeni v  Klinickém
hodnoceni, pokud Zdravotnické zatizeni
nezatadi uspokojivy pocet subjektl, ktery je
definovan jako primérny pocet zarazeni do
klinického hodnoceni, 0,4 subjektu za mésic.

PauSilni _poplatek 1ékarné: Pfijemce platby
dostane proplacen pausalni poplatek I¢karn¢ za
kazdych  Sest (6) mésich  poskytovani
farmaceutickych sluzeb. Tento poplatek bude
splatny po dobu trvani Klinického hodnoceni
(nebo v pomérné vysi za obdobi krat§i 6 mésicti)
poc¢inaje dnem zafazeni prvniho Subjektu
hodnoceni ve vysi uvedené v tabulkach nize, a to
bez ohledu na pocet subjektd zarazenych do
Klinického hodnoceni. Platby budou realizovany
na zakladé fadné€ vystavené polozkové faktury.

Mechanismus plateb za vySetfené nezarazené a
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Subjects and Enrolled / Randomized Subjects:

zarazené/randomizované subjekty: Utrecht

Utrecht will initiate payment to Payee in
accordance with the invoicing process detailed
below.

Final Study Payvment: A final Study payment,
defined as ten (10) % of the reimbursement due
for each completed Study Subject Visit/eCRF
module will be withheld until completion of the
Study as defined by submission of all required
eCRFs and Study documentation to Medlmmune
and/or its designated representatives, resolution of
all data queries, and submission of final study
report to IRB and/or other Institution required
review committee as required.

Mechanism of Payment for Final Study

provede platbu Pfijemci
procesu uvedeného nize.

podle fakturac¢niho

Konecna platba v ramci _ Klinického
hodnoceni: Kone¢na platba v ramci Klinického

hodnoceni definovana jako deset (10) % uhrady
za kazdou provedenou navstévu a kontrolu
subjektu v ramci Klinického hodnoceni/vyplnény
formulat eCRF bude zadrzena do konce
Klinického hodnoceni, jak je definovano pro
predkladani pozadovanych eCRF a dalsi
dokumentace Klinického hodnoceni spolecnosti
Medlmmune a jejim povéfenym zastupcim, a
bude vyplacena po vyfeSeni veskerych dotazii
tykajicich se udaji z Klinického hodnoceni a po
predloZzeni zavérecné zpravy o Klinickém
hodnoceni IRB a dal$im pozadovanym organim
kontroly Zdravotnického zafizeni.

Mechanismus realizace Konecné platby v

Payment: Utrecht will initiate payment to Payee
and payment will be executed after all criteria
listed above have been satisfied.

VAT: The amounts listed in the payment
schedule excludes VAT. Utrecht will settle the
VAT in the country where it is registered on the
basis of Article 44 of VAT Directive
2006/112/EC and this fact has to be clearly listed
on all the invoices issued by the Payee.

Invoicing process: In the months of January,
April, July and October of each year, CRO will
provide the Payee with an overview summarizing
the amount to be invoiced by the Payee for all
fees and payments further to this Exhibit I, which
amount is based on actual completed Study
Subject Visit/eCRF module (except IRB and
Advertising Fees, which will be invoiced as
incurred). CRO’s CRA shall request an invoice
from Institution. Where Payee queries with the
payments amount, CRA endeavours to liaise with
Payee in order to resolve and a new report is
generated by CRO and sent to Payee and Utrecht.
After reconciliation with actual completed subject
Visits/eCRF for the applicable quarterly period,
within one month after receipt by Payee thereof,
the Payee will invoice Utrecht in accordance with
the most recent payment report received and
provided by CRO.

All invoices for Study payments as outlined
above must be submitted to Utrecht and/or its
designated representatives within ninety (90) days

ramci_Klinického hodnoceni: Utrecht provede
platbu Pfijemci po splnéni vSech vyse uvedenych
kritérii.

DPH: Castky uvedené v rozpise plateb nezahrnuji
DPH. Utrecht vyporada DPH v zemi svého sidla
podle ¢lanku 44 smérnice o DPH 2006/112/ES
coz musi byt jasné uvedeno na vSech fakturach
vydanych piijemcem plateb

Fakturacni proces: V lednu, dubnu, ¢ervenci a
fijnu kazdého roku ptfedlozi CRO Piijemci platby
prehled se souhrnem castek, které ma Piijemce
fakturovat podle této Ptilohy I. Tento souhrn bude
zaloZzen na skuteCné realizovanych navstévach
subjektd v ramci klinického hodnoceni/skute¢ném
poc¢tu vyplnénych a predanych formulaid eCRF
pro jednotlivé navstévy (kromé IRB a poplatku za
propagaci klinického hodnoceni, které budou
fakturovany po vynaloZeni). Monitor CRO si od
Zdravotnického zafizeni vyzada fakturu. Pokud
bude mit pfijemce plateb dotazy k placenym
dastkam, monitor se bue snazit situaci
s piijemcem plateb vyfesSit aby mohl byt CRO
vytvoien novy report a zaslan piijemci plateb a do
Utrecht. Po porovnani zdznamu se skuteénymi
pocty navstév/formulait eCRF pro pfislusné
ctvrtleti Piijemce platby do jednoho mésice od
obdrzeni tohoto piehledu wvystavi piislusnou
fakturu pro Utrecht v souladu s nejaktualnéj$im
reportem plateb poskytnutym CRO.

Veskeré faktury v ramci Klinického hodnoceni,
jako jsou uvedeny vySe, musi byt piedloZeny
Utrecht nebo povéfenému zastupci do devadesati
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of the Institution’s study close-out visit. Invoices
received after this time will not be reimbursed.

All invoices under this Agreement must reference
the Agreement number, the Study Protocol
number, and the Purchase Order number and be
addressed and submitted to:

To:

Utrecht and Medlmmune require submission
of electronic invoices. Electronic invoices should

be sent to the followini e-mail address:

Invoice due date is 50 days from the day the
invoice is issued.

Additional Terms: Institution and Investigator
understand and agree that Medlmmune shall not
provide compensation for any costs incurred by
Investigators and/or Study staff for i) time spent
on travel to and from investigator meetings; and
iil) any other compensation sought by the
Institution, Investigator and/or Study Staff, except
as agreed upon and set forth in the budget.

If the Study is terminated prior to completion as
defined in Section 2 of this Agreement, the Payee
will be compensated only for Study related work
actually performed and for expenses actually and
reasonably incurred through the effective date of
termination in accordance with the budget.

Equipment
If applicable, any equipment provided by the

Sponsor or funded by the Sponsor will only be
used for purposes of the performance of the Study
by the Institution and Investigator. The
Institution is liable for loss, theft, or damage
(beyond normal wear and tear) of any equipment
in its possession during the Study. Upon
completion or termination of the Study, the
equipment will be promptly returned to the
Sponsor (or its designee) or the Institution will

(90) dni od ukonceni Klinického hodnoceni
Zdravotnickym zafizenim. Faktury piredlozené
pozdé&ji nebudou proplaceny.

Ve veskerych fakturach podle této smlouvy musi
byt uvedeno cislo smlouvy, jméno Zkousejiciho ,
¢islo Protokolu Klinického hodnoceni a cislo
nakupni objednavky a faktura musi byt vystavena
a zaslana na adresu:

Komu:

zasilani
Elektronické

Utrecht a Medlmmune poZaduji
faktur elektronickou cestou.

faktui se zasilai'i na tuto adresu:

Splatnost faktury je 50 dni ode dne vystaveni
faktury.

DalSi podminky: Zdravotnické zafizeni a
zkousejici berou na védomi a souhlasi s tim, ze
spole¢nost Medlmmune nebude hradit i) naklady
vynalozené Zkousejicimi a  personalem
Klinického hodnoceni na dobu stravenou na cesté
na jednani zkousSejicich Klinického hodnoceni a
zpét; ani i) jiné uhrady pozadované
Zdravotnickym zafizenim, Zkousejicim nebo
personalem Klinického hodnoceni, které nejsou
dohodnuty a uvedeny v rozpoctu.

Pokud bude Klinické hodnoceni ukonceno
predc¢asn¢ pred dokoncenim, jak je uvedeno v
¢lanku 2 této smlouvy, budou Pfijemci platby
uhrazeny pouze prace souvisejici s Klinickym
hodnocenim, které skute¢né vykonal, a vydaje,
které skuteéné¢ a priméfené vynalozil do data
ucinnosti ukonceni Klinického hodnoceni podle
rozpoctu.

Vybaveni
Pokud je to potfeba, jakékoliv vybaveni

poskytnuté nebo hrazené Zadavatelem bude
pouzito pouze pro provadéni Klinického
hodnoceni Zdravotnickym zafizenim a
Zkousejicim. Zdravotnické zafizeni je odpovédné
za stratu, ukradeni nebo Skodu (kromé¢ bézného
opotiebeni) jakéhokoliv vybaveni v jeho drzeni
b&hem Klinického hodnoceni. Po dokonceni nebo
ukonéeni Klinického hodnoceni bude vbaveni
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reimburse the Sponsor for the fair market value of
the equipment at the time of termination or
completion, as determined by the Sponsor. The
Institution will return the equipment at Sponsor’s
own expenses.

ihned navraceno Zadavateli (nebo jeho zastupci)
nebo Zdravotnické zatizeni proplati béznou trzni
hodnotu vybaveni vdodé wukonceni nebo
dokonceni, jak bude uréena Zadavatelem.
Zdravotnické zafizeni vrati vybaveni na vlastni

nékladi Zadavatele.

Total/Celkem

N
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2540

Page 43 of 47




Page 44 of 47



Page 45 of 47



Page 46 of 47



Page 47 of 47



	1540-17OCR
	MedImmune_EVADE_CZE_PI Hanauer_3WAY Inst CTA_final_15Jul16 FOR PUBLICATION

