AMENDMENT #1
to the Clinical Trial Agreement

DODATEK ¢. 1
ke Smlouvé o klinickém hodnoceni

This Amendment #1 (hereinafter called the
“Amendment”) to the Clinical Trial Agreement
(“Agreement”) dated 2 November 2015  shall
enter into force on the date of its execution by all
contractual parties and into effect on the date of
publishing of the amendment in the register of
contracts (the “Effective Date”)

Tento dodatek ¢. 1 (dale jen ”"Dodatek”) ke
Smlouvé o klinickém hodnoceni (dale jen
“Smlouva”) ze dne 2. listopadu 2015 vstoupi v
platnost dnem podpisu vSemi smluvnimi stranami,
v ucinnost pak dnem uverejnéni dodatku v registru
smluv (dale jen “ datum ucinnosti”).

and is made by and between:

a byl uzavien mezi

PAREXEL International (IRL) Limited (“CRQ"), with
registered offices at 70 Sir John Rogerson’s Quay,
Dublin 2, Ireland, Irish VAT registration number IE
3249971HH, acting on behalf of Janssen-Cilag
International NV (“Sponsor”) and in CRO’s own
name,

PAREXEL International (IRL) Limited (CRO) se
sidlem Sir John Rogerson’s Quay, Dublin 2, Irsko,
Irské DIC IE 324997 1HH jednajici jménem
Janssen-Cilag International NV (Zadavatel) a CRO
vlatnim jménem,

and
Vseobecna fakultni nemocnice v Praze
(“Institution”) located at U Nemocnice 499/2, 128
08 Praha 2, Czech Republic, Iden. number:
00064165, Tax iden. number: CZ00064165

Represented by |

, pursuant of power of
attorney

a
Vseobecna fakultni nemocnice v Praze
(,Zdravotnické zarizeni“) se sidlem U Nemocnice
499/2, 128 08 Praha 2, Ceska republika, IC:
00064165, DIC: CZ00064165

I - :2c piné oci

Clinical Trial number:
Cislo Protokol:

Study Product:
Studijni lé¢ivo:

Protocol title:

54767414MMY3007
54767414MMY3007

INJ-54767414 Daratumumab
INJ-54767414 Daratumumab

A Phase 3, Randomized, Controlled, Open-label Study of VELCADE

(Bortezomib) Melphalan-Prednisone (VPM) Compared to Daratumumab
in Combination with VMP (D-VMP), in Subjects with Previously
Untreated Multiple Myeloma who are Ineligible for High-dose Therapy

Nazev Protokolu:

Randomizovana, kontrolovana, oteviena studie faze III srovnavajici

VMP (VELCADE (bortezomib)- Melfalan-Prednison) s VMP v kombinaci s
daratumumabem (D-VMP) u pacientd s dosud nelé¢enym mnohocetnym
myelomem, ktefi nemohou byt léCeni vysokodavkovanou terapii

EUdraCT number:
EUDra CT dislo:

2014-002272-88
2014-002272-88
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Study Site:

Vseobecna fakultni nemocnice v Praze, U Nemocnice 2, 128 08 Praha 2

Centrum Klinického hodnoceni: VSeobecna fakultni nemocnice v Praze, U Nemocnice 2, 128 08 Praha 2

Whereas, the CRO on behalf of Sponsor, CRO,
Institution and Principal Investigator have
executed the Agreement on 2 November 2015.

Vzhledem k tomu, Zze CRO jménem Zadavatele,
CRO, Zdravotnické zafizeni a Hlavni zkousejici
podepsali dne 2. listopadu 2015 Smlouvu.

Whereas, the parties have further expressed
their desire to amend certain terms of the
Agreement, as hereinafter set forth.

Vzhledem k tomu, Ze smluvni strany ddle
vyjadrily své prani zménit néktera ustanoveni
Smlouvy, jak je uvedeno nize.

Now therefore, in consideration of the mutual
covenants set forth herein, the parties hereto
agree as follows:

A tak, s pfihlédnutim ke vzajemnym pfislibim a
zavazklm zde uvedenym se smluvni strany
dohodly nasledovné:

1. Definitions

For the purpose of this Amendment all
capitalized terms used herein shall have the
same meaning as set forth in the Agreement,
except as expressly stated otherwise herein.

1. Vyznam pojmu

Pro ucely tohoto Dodatku maji vSechny terminy
psané velkymi pismeny stejny vyznam jako tytéz
terminy uvedené ve Smlouvé, dle jejich definice
ve Smlouvé, pokud neni vyslovné uvedeno jinak.

2. Financial Exhibit

The parties agree that the following Sections of
the Agreement (“Financial Exhibit”) shall be
amended:

- Revised Disease Evaluations, e-PRO and
ECOG Performance Status language in
keeping with Protocol requirements
(added Overall Survival “OS” as an
endpoint) that will be applicable since
IRB Approval dated on 5 September 2018

- Added data entry item language for
posttreatment VMP subjects who receive
daratumumab/darzalex as subsequent
therapy that will be applicable since IRB
Approval date on 5 September 2018

- Revised bone marrow aspirate language
to reflect amendment 4 updates that will
be applicable since IRB Approval date on
02 March 2017

- Updated Survival FU to add a 2-week
window per amendment 4 updates that
will be applicable since IRB Approval date
on 02 March 2017

- Update section 4 Payment Terms (f)

2. Financni priloha:

Smluvni strany souhlasi s tim, Ze nasledujici

Clanky Smlouvy (,Finan¢ni ptiloha“) budou

upraveny:

- Hodnoceni Ucinnosti dle systém( e-PRO

a ECOGv souladu s pozadavky protokolu
(Doplnén celkovy prehled preziti , 0S”
jako koncovy bod) bude platné ode dne
schvéleni IRB 5. zafi 2018

- Doplnéni Zadavani udaji pro subjekty
hodnoceni po |é¢bé VMP, ktefi dostavaji
Daratumumab / Darzalex jako naslednou
terapii bude platné od 5. zari 2018

- Uprava provadéni biopsie kostni diené
dle dodatku protokolu ¢. 4 bude platné
od data schvaleni IRB 2. bfezna 2017

- Zména dle dodatku protokolu ¢. 4 —
aktualizace kontrolnich telefonatl preziti
bude platné od 2. bfezna 2017

- Zména ¢lanku 4 (f) — Platebni podminky
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Exhibit B of the Agreement is hereby revised and
replaced by Exhibit B to this Amendment.

Pfiloha B Smlouvy se timto reviduje a nahrazuje
se prilohou B k tomuto Dodatku.

All above stated provisions shall be effective as
from the Effective Date. Except as specifically
provided herein, all other terms and conditions
in the Agreement shall remain unchanged and in
full force and effect and this Amendment shall
not be construed to amend or waive any
provisions of the Agreement except as
specifically set forth above.

The contractual parties have agreed that to the
the
regulations, including, without limitation, Czech
Republic’s Act No. 340/2015 Coll., on the register
of contracts, this the
Agreement shall be published in the public
register of contracts. The contractual parties

extent required by applicable legal

Amendment and

agree that the Institution shall publish the
version of this Amendment and the Agreement
that the Contractual Research Organization shall
prepare therefor to such end and provide
thereto no later than the execution date of this
Amendment; it shall send it in machine-readable
format in electronic form to the email address
_. Notification of the register of
contracts’ administrator regarding the publishing
of the Amendment shall be sent to the
email address
The

remuneration for the

authorized person’s

amount of the total

presumed

provision of services for the maximum number of
patients to go through all visits according to the

protocol shall be _

319640 CZK

VSechna vyse uvedend ustanoveni nabyvaji
Gcinnosti k Datu ucinnosti. Pokud zde neni
vyslovné uvedeno jinak, vsechna ostatni

ustanoveni a podminky této Smlouvy se neméni
a zUstdvaji plné platnd a ucinna. Vyklad tohoto

Dodatku neméni ani jednotlivé  strany
nezprostuje jejich povinnosti dle této Smlouvy s
vyjimkou vySe uvedenych ustanoveni a

podminek.

Smluvni strany se dohodly, ze v rozsahu, v jakém
je to pozadovano pfislusnymi pravnimi pfedpisy,
zejména zakonem Ceské republiky &. 340/2015
Sb., o registru smluv, bude tento Dodatek spolu
se Smlouvou uvefejnén ve vefejném registru
smluv. Smluvni strany se dohodly, Ze

Zdravotnické zafizeni uverejni verzi tohoto
Dodatku a Smlouvy, kterou mu za timto uUcelem
pfipravi a  poskytne  Smluvni  vyzkumna

organizace nejpozdéji vden podpisu tohoto
Dodatku, a to vstrojové Citelném formatu v
elektronické podobé zasldnim na emailovou

adresu _ Notifikace spravce registru

smluv o uverejnéni Dodatku bude zasldna na e-
mail povéfené osoby _
Pfredpokladana celkovda  vyse odmény za
provedeni sluzeb za maximalni pocet pacientd,
ktefi absolvuji vSechny ndavstévy dle protokolu
¢ini

319640 KE
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IN WITNESS WHEREOF, the parties hereto have | NA ZAKLADE SOUHLASU SE SHORA UVEDENYM
caused this this Amendment to be executed in | smluvni strany tento Dodatek podepsaly v péti
five original copies by their duly authorized | stejnopisech, prostrfednictvim svych opravnénych
representatives, each party acknowledging | zastupcl, pficemz kazda smluvni strana potvrzuje
receipt of one original copy. prevzeti jednoho stejnopisu.

PAREXEL International (IRL) Limited on behalf of Janssen-Cilag International NV
Represented by:

Signature Date

PAREXEL International (IRL) Limited
Represented by:

Signature Date

Vseobecna fakultni nemocnice v Praze
Represented by:

Siinature Date

IER — Hlavni zkousSejici tohoto klinického hodnoceni, timto potvrzuji, Ze jsem

se seznamil s Dodatkem uzavienym mezi CRO a VSeobecnou fakultni nemocnici v Praze a budu
dodrZovat povinnosti v ném stanovené Hlavnimu zkousejicicmu.

l, — Chief Investigator of this clinical study, hereby acknowledge that | have

read this Amendment as entered into by and between the CRO and General University Hospital in
Prague (Vseobecnd fakultni nemocnice v Praze) and that | shall observe all obligations set forth therein
for the Chief Investigator.

Signature Date
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3. Priloha B

Rozpocet a platebni kalendar

Cislo protokolu 54767414MMY3007:
“Randomizovana, kontrolovana, oteviena studie
faze [} srovnavajici VMP (VELCADE
(bortezomib)- Melfalan-Prednison) s VMP v
kombinaci s daratumumabem (D-VMP) u pacientl
s dosud neléCenym mnohoCetnym myelomem,

ktefi nemohou byt Ié€eni vysokodavkovanou
terapii.
Q) Maximalni ___naborovda odména __ za

dokonéeného pacienta (véetné vSech

rezijnich nakladi a bez nahrad cestovnich
vyloh pacientim a bez fakturovatelnych
naklad uvedenych v ¢lanku (2) - Ostatni
odmeény, nize):

3. EXHIBIT B

Budget & Payment Schedule

Protocol No. 54767414MMY3007:

“A Phase 3, Randomized, Controlled, Open-label
Study of VELCADE (Bortezomib) Melphalan-
Prednisone (VMP) Compared to Daratumumab in
Combination with VMP (DVMP), in Subjects with
Previously Untreated Multiple Myeloma who are
Ineligible for High-dose Therapy”

(1) Maximum Enrollment Fee Per
Completed Subject (including all fixed
costs and excluding patient travel

reimbursement and invoiceables as
specified in Term (2) Other Compensation,
below):

(2)
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(4)

Platebni podminky:
a) Tato PRILOHA B plati v pfipadé, Zze
budou predany radné vyplnéné zaznamy za
zplsobilé subjekty hodnoceni. ZpUsobily
pacient je pacient, ktery spliuje podminky
pro zarazeni do klinického hodnoceni a jeho
|éCba probihala bez zavazného poruseni
ustanoveni protokolu, ktera by zplsobila, Ze
Udaje od néj ziskané v pribéhu klinického
hodnoceni nebude mozné pouzit pfi
interpretaci vysledkd Kklinického hodnoceni.
Toto klinické hodnoceni je zalozeno na
principu konkurencniho naboru. Zadavatel

predpoklada ukonceni naboru poté co bude
do  klinického

hodnoceni randomizovan

bude dosazen predtim
nez bude v daném zdravotnickém zatizeni
dosazeno vySe uvedeného cilového poctu
zplsobilych  pacientd  zafazenych  do
klinického hodnoceni, bude dalsi nabor
pozastaven. Za pacienty, ktefi nedokonci
klinické hodnoceni bude vyplacena odména
v pomérné wvySi, na zakladé poctu
dokonCenych navstév a vyplnénych a
zkontrolovanych chorobopis( (CRF)
odevzdanych zadavateli. VSechny odmény
budou vyplaceny za navstévy pacientll, v
souladu s vySe uvedenym platebnim
kalendarem. Za pacienty, ktefi byli vyrazeni
z hodnotici faze Klinického hodnoceni z
dlvodu poruseni ustanoveni protokolu, ke
kterému doSlo zavinénim ze strany osob
podilejicich se na provadéni klinického
hodnoceni, nebude vyplacena Z7adna
odména. Nahrada nakladd v souvislosti s
neuspésnym skriningem bude provedena v
souladu s platebnim kalendarem.

(4)

Payments Terms:
a) This EXHIBIT B is for completed records
for valid subjects. A valid subject is defined
as a subject who meets eligibility
requirements to enroll in the Study and does
not have significant Protocol violations that
would exclude his/her Data from analysis.
This Study is being conducted under a policy
of competitive enroliment. Sponsor
anticipates closure of enrollment upon
randomization of a

are enrolled prior to a site’s
reaching its valid subject goal as described
above, further recruitment will be
suspended. Subjects not completing the
trial will be paid for on a prorated basis
according to the number of confirmed
completed visits and CRFs received by
Sponsor.  All payment will be made for
subject visits according to the Payment
Schedule above. No payment will be made
for any subject excluded from analysis
because of Protocol violations that were
within the Study personnel’'s control.
Reimbursement for expenses related to
screen failures will be made according to the
Payment Schedule.
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b) zdravotnické zafizeni bere na védomi,
Ze toto klinické hodnoceni je multicentrické a
jeho cilem je provést vyhodnoceni predem
daného poctu pacientd zapsanych do tohoto
klinického hodnoceni. Predpoklada se, Ze
kazdé zdravotnické zafizeni Ucastnici se
tohoto klinického hodnoceni, do néj zapiSe
pocet pacientd stanoveny ve smlouvé. Poté
co bude dosazeno cilového poctu pacientt
zarazenych do klinického hodnoceni, budou
zdravotnicka zafizeni, ktera do klinického
hodnoceni nedokdzala nabrat smluvné
stanoveny pocet pacientli, vyrozuména o
této skuteCnosti a pozadana o ukonceni
naboru dalsich pacientd do klinického
hodnoceni.

c) Zadavatel, prostiednictvim prodejce
(treti strany), poskytne elektrické tablety pro
vyplnéni dotaznikl ePRO (electronic Patient
Reported Outcome - elektronicky dotaznik
vysledk{ pacienta), v souladu s ustanovenim
protokolu. Po ukonceni  klinického
hodnoceni ve zdravotnickém zafizeni, budou
elektronické tablety vraceny, v souladu s
pokyny. s vyjimkou tabletd nevracenych od
pacientll. Zdravotnické zafizeni se zavazuije,
Ze vyvine veskeré Usili k tomu, aby vraceni
tabletd od pacientl zajistilo.

d) Kalibrace vybaveni a pristroji: Co se
tyCe svych vlastnich pristrojd a zafizeni,
které zdravotnické zafizeni pouZiva pro Ucely
plnéni ustanoveni této smlouvy, plati, Ze
zdravotnické zarizeni nese plnou
odpovédnost  zajisténi fadné  kalibrace
a/nebo Udrzby a servisu svych vlastnich
pristroji  a vybaveni, dle pokynl a
doporuceni jejich vyrobce a/nebo Castéji, na
zakladé pozadavku zadavatele. Zaznamy
prokazujici kalibraci a Udrzbu zafizeni musi
byt na vyZadani poskytnuty zadavateli. Co se
tyCe kalibraci, které jsou provadény
vyhradné na Zadost zadavatele a které
nejsou soucasti vyrobcem doporuceného
planu Udrzby, uhradi zadavatel
zdravotnickému zafizeni naklady na tyto
kalibrace, ve skutecné vysi, bez jakékoli
prirazky. Platba bude provedena po obdrzeni
faktury a ostatnich dokladl v souladu s
ustanovenim ¢lanku 4 nize.

e) Schlizky zkousSejicich: Zadavatel mize
hlavnimu  zkouSejicimu  a  zdravotni

b) Institution acknowledges that this is a
multicenter Study designed to evaluate a set
number of Study subjects. It is anticipated
that each institution participating in the
Study will enroll Study subjects as provided
for under the Agreement. When enrollment
of the target number of Study subjects in
the Study is complete, sites will be notified
and instructed not to continue enrolling
Study subjects.

c) Sponsor, through a third party vendor,
will provide electronic tablets for the
completion of ePRO (electronic Patient
Reported Outcome questionnaires) as called
for in the Protocol. Upon termination of the
Study at Institution, the electronic tablets
will be returned in accordance with
instructions. except for tablets not returned
by patients. The Health Institution
undertakes to use utmost efforts to ensure
return of the tablets from patients.

d) Equipment Calibration: Institution shall
be responsible for ensuring any Institution-
owned equipment utilized by Institution in
accordance with this Agreement, is serviced
and/or calibrated as per manufacturer’s
recommendation and/or more frequently as
required by the Sponsor. Records verifying
the equipment calibration and maintenance
shall be provided to Sponsor upon request.
For calibrations which are performed solely
at the request of the Sponsor, and that are
not part of the recommended scheduled
maintenance suggested by manufacturer,
Sponsor will reimburse Institution for the
actual cost without mark-up for each
calibration. Reimbursement will be provided
upon receipt of invoice and supporting
documentation in accordance with Section 4
below.

e) Investigator Meetings: Sponsor may
recommend or obligate the Principal
Investigator and a Study nurse/coordinator
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sestie/koordinatorovi klinického hodnoceni
doporucit nebo nafidit povinnou Ucast na
schlizkach, vcetné mimo jiné schlizek
zkousejicich. Zadavatel se zavazuje
poskytnout a uhradit vSechny pfimérené a
skutecné vzniklé naklady na cestovné,
vCetné priméfenych nakladd na ubytovani a
stravu v souvislosti s témito schlizkami.
Smluvni strany souhlasi, ze Ucast na téchto
schlizkach je pfiméfena a nezbytny k tomu,
aby se vSechny strany, které se na
provadéni klinického hodnoceni  podili,
peclivé seznamili s protokolem a jeho
pozadavky.

f)
Vyplata odmény bude provedena CRO, a to

do Sedesati (60) dnli od obdrzeni,
zkontrolovani a schvaleni faktury ve formatu
uvedeném v priloze C.

Pro urychleni plateb, zasilejte prosim faktury
CRO e-mailem ve formatu uvedeném v
Pfiloze C, a to na nasledujici e-mailovou
adresu:

Pokud neni z néjakého dlivodu zaslani
elektronickou postou mozné, zaslete prosim
faktury ve formatu uvedeném v P¥iloze C na
nasledujici postovni adresu:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Irsko

Na fakturach za poskytnuté Sluzby a
vyuctovani nakladd vzniklych v nékteré z
Clenskych zemi Evropské unie nesmi byt
uctovana DPH (dan z pfidané hodnoty)
(pokud neni platce firmou se sidlem na
Uzemi Irské republiky).

Vezméte prosim na védomi, Ze vSechny
faktury musi byt vystaveny na CRO a
obsahovat nasledujici, nize uvedené
informace. V opacném pfipadé budou

to attend meetings, including but not limited
to an Investigator's Meeting. Sponsor shall
provide and pay all reasonable and
appropriate travel expenses, including
modest lodging and meals associated with
such meetings. The parties agree that
attending such meetings is reasonable and
necessary to ensure all parties engaged in
the Study have a clear understanding of the
Protocol and its requirements.

f) Payments shall be made by CRO
and shall be paid within sixty (60) days of
receipt, review and approval of an invoice in
the format shown in Exhibit C.

To expedite faster payment turnaround,
please electronically email invoices in the
format shown in Exhibit C to CRO at the
following email address:

If for some reason electronic email
transmission is not possible then please
send invoices in the format shown in Exhibit
C to the following postal address:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Invoices submitted for services performed
and expenses incurred in an EU jurisdiction
must not have VAT applied (unless the
payee is established in the Republic of
Ireland).

Please note that invoices must be issued to
CRO and must contain the following
information or they will be returned, delaying
payment:
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vraceny a dojde ke zpozdéni platby:
* Nazev Poskytovatele

« Jméno hlavniho zkousSejiciho

« Cislo protokolu

« Cislo faktury a datum vystaveni

« Datum a popis poskytnutych sluzeb
« Cislo projektu CRO

* Celkova ¢éastka k uhradé

« Cislo centra

» Jméno (nazev) pfijemce a adresu (tak jak
jsou uvedeny v této Smlouvé)

« VySe uvedenou adresu CRO

» Podplrné doklady (napfiklad faktury tfetich
stran, uctenky, apod.)

* Veskeré pozadavky na uhradu nakladi za
nezadouci reakce musi byt vyc&isleny na
samostatné fakture.

Pfed odeslanim faktur a souvisejici
dokumentace CRO musi byt v téchto
dokumentech provedeno zamaskovani
(deidentifikace) osobnich Udaji pacientt
(jméno, datum narozeni, inicidly apod.).

V pfipadé, Ze je pfijemce odmény platcem
DPH (dané z pfidané hodnoty)/dané z
obratu (GST), musi faktura obsahovat také
néasledujici informace:

(a) Danoveé identifikacni Cislo
(DIC)/Registragni &islo k dani z obratu
pfijemce odmény (dodavatele) s kdédem
zemé, kde pfijemce odmény ma své sidlo
(pokud je takovy koéd soucasti registracniho
Cisla); a

(b) Jméno, adresu a irské registracni &islo
zdkaznika (CRO) pro U€ely dané z pfidané
hodnoty (DPH) (pokud neni pfijemce
odmény firmou registrovanou v Irské
republice); a

(c) Na predni strané faktury musi byt
napsano slovy "Pfeneseni  danové

* Institution name

« Principal Investigator name

* Protocol number

* Invoice number and date

* Date & description of services provided

* CRO project number

« Total amount payable

* Site number

« Payee name and address (per this
Agreement)

* CRO address listed above

« Supporting documentation (i.e. third party
invoices, receipts)

« Any claims for reimbursement of adverse
events must be submitted in a separate

invoice

Invoices and associated documentation should be
de-identified of subject personal information (e.g.
name, date of birth, initials, etc.) prior to being
submitted to CRO.

Where the payee is VAT/GST registered
then the following information should also be
provided:

(a) VAT / GST registration number of
the supplier (payee), prefixed with their
country code (if applicable); and

(b) Name, address and Irish VAT
registration number of the customer (CRO)
(unless the payee is established in the
Republic of Ireland); and

(c) On the face of the invoice the
words “Reverse Charge” (unless the payee
is established in the Republic of Ireland).
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povinnosti" (pokud neni pfijemce odmény
firmou registrovanou v Irské republice)

Faktury musi byt ve formatu uvedeném v Pfiloze C
(pokud neni pfijemce odmény firmou registrovanou
v Irské republice).

g) Naklady a nahrady za cinnosti a polozky,
které nejsou uvedeny v ustanoveni clanku
(2) vyse (Ostatni odmeény), vCetné mimo jiné
mzdovych nakladd zameéstnancl, nakladl
laboratofe, (s vyjimkou nahrad explicitné
uvedenych wvyse), jsou jiz zahrnuty v
odméné vyplacené v souladu s ustanovenim
¢lanku (3) vyse (Mezni body pro vyplatu
odmény). Tyto nadklady tedy nebudou
zadavatelem hrazeny.

h) Odména bude vyplacena pouze za
vySetieni provedena v souladu s Protokolem
a touto Smlouvou a pouze v pfipadé
odevzdani fadné a spravné vyplnénych
Udajl zadanych do elektronického systému
porizovani dat (EDC), v souladu s pokyny
Zadavatele a ustanovenim této Smilouvy.

i) DANE: Véechny odmény vyplacené na
zakladé této smlouvy nezahrnuji mistni dan
z pridané hodnoty, protoze se na tyto sluzby
vztahuje ¢lanek 44 Smérnice Rady
Evropskych spolecenstvi Cislo 2006/112/EC.
V pfipadé, Zze se toto teritoridlni pravidlo
neuplatni, a sluzby nebo zboZi by byly
predmétem tuzemské DPH, bude Castka
odmény zvySena o Castku pfislusné DPH
v zakonné vysi,. V pripadé, kdy poskytnuté
sluzby nebo dodané zbozi podléhaji DPH
musi dodavatel odbérateli (pfijemci) zaslat
fadny danovy doklad pro DPH a uvést na
ném zakonem pozadované naleZitosti. Pokud
bude DPH Gctovano chybné bude pfislusna
Castka vracena dodavatelem (tj.
Zdravotnickym zafizenim) odbérateli ( CRO/
Zadavateli) poté co ji dodavateli vrati
prislusny spravce dané, a to bud formou
odpoctu v aktudlnim danovém pfiznani nebo
v prislusném dodatecném darnovém priznani
k DPHPokud nebude DPH vyGcétovano a
nasledné bude zjisténo, ze mélo byt
Uctovano nebo bude pfislusnym spravcem
dané  doméfeno, bude DPH uhrazeno
opdbératelem dodavateli na zakladé
predlozeni platného danového dokladu pro

Invoices must be substantially in the form set forth
in Exhibit C (unless the payee is established in the
Republic of Ireland).

g) Costs from, and reimbursement for,
activities and items not specifically
referenced in Term (2) Other Compensation
above, including but not limited to staff
costs, laboratory fees, x other than any
subject stipends specifically identified above,
are incorporated into the per-subject
payment in accordance with Term (3)
Payment Milestones, above. No additional
reimbursement for these costs is otherwise
provided.

h) To be eligible for payments, the
procedures must be performed in full
compliance with the Protocol and this
Agreement, and Data submitted must be
complete, correct and entered into the
Electronic Data Capture (EDC) in accordance
with  Sponsor’s instructions and this
Agreement.

i) TAXES: Any consideration payable under
this agreement will be exclusive of local
value added tax (VAT) since these services
fall under Art. 44 of the Council Directive EC
2006/112/EC. In the case, where this
territorial rule would not be applicable, and
the services or goods are subject to local
VAT the consideration payable will be
increased by -, the amount of the respective
VAT at the statutory. In case any other
services or goods are subject to VAT, a valid
VAT invoice must be issued by the supplier
to the recipient in respect of the transaction
covered by the consideration and such VAT
invoice must contain all particular recquired
by respective law. If VAT is charged in error,
it will be refunded upon receipt of a refund
to the recipient the supplier from the
relevant tax authorities either by way of an
actual refund or by way of adjustment of the
relevant VAT return. If VAT is not charged
but subsequently it is found that it should
have been charged or VAT is additionaly
assessed by the relevant tax authorities as
being due on the consideration, the VAT due
upon said consideration will be paid by
recipient upon presentation of a valid VAT
invoice.
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DPH.

Platba bude provadéna na zakladé fakturace
Zdravotnickym zafizenim. Fakturu vystavi
Zdravotnické zafizeni na zakladé kalkulace
uskutecnénych navstév vytvorené
Zadavatelem a odsouhlasenych Hlavnim

fesitelem. Pfipadné nedodani kalkulace
uskutecnénych navstév nezbavuje
Zdravotnické  zafizeni prava  vystavit

prislusnou fakturu dle platebnich podminek
dohodnutych ve smlouvé. Fakturace bude
probihat Ctvrtletné nejpozdéji vsak vzdy k
30.11.béZného roku. Podklady pro fakturaci
véetné kalkulace uskute¢nénych navstév a
veskerd oznameni Zdravotnickému zafizeni
budou =zasldana do Oddéleni klinického
hodnoceni a vyzkumu, U nemocnice 499/2
Praha 2, 128 08 -

. Doba splatnosti faktury je 45
dnt ode dne vystaveni Zdravotnickym
zafizenim. V pripadé opozdénych plateb je
Zdravotnické zafizeni opravnéno Uctovat
zakonny urok z prodleni v souladu s ust. §
1970 Obcanského zakoniku.

j) Aby se predeslo pochybnostem, plati, ze
hlavni  zkouSejici a/nebo  Zdravotnické
zafizeni jsou odpovédni za vyplatu vSech
odmén, nadhrad a/nebo pojisténi ostatnim
osobam podilejicim se na  provadéni
klinického hodnoceni. Smluvni strany také
vyslovné berou na védomi a souhlasi s tim,
Ze ani zkousejici ani Zadné osoby podilejici
se na provadéni klinického hodnoceni nemaji
narok na zafazeni do pobidkovych,
zaméstnaneckych, dlchodovych & jinych
pojistnych programli a pobidek zadavatele.

k) Smluvni strany se dohodly, Ze tato
PRILOHA B je nedilnou soucasti této
smlouvy, podle které se fidi platebni
kalendar pro vyplatu odmén v souvislosti s
touto smlouvou. Vyplata odmén bude
probihat v souladu s ustanovenim této
PRILOHY B s tim, Ze posledni odména bude
vyplacena az poté, co zdravotnické zafizeni
spini vSechny své povinnosti dle ustanoveni
této smlouvy a vsSech jejich pfiloh. Hlavni
zkousejici bere na védomi a souhlasi, Ze
odména, kterou hlavni zkousejici a/nebo
zdravotnické zafizeni ziskava na zakladé této
smlouvy Zadnym zplsobem nesmi ovlivnit
jeho Usudek, rady a léCebné postupy vici
pacientdm. Smluvni strany se dohodly, Ze

The payment will be made based on invoices
issued by the site. The Institution shall issue
an invoice based on a calculation of actual
visits made by the Sponsor and approved by
the investigator. Failure to produce the
calculation of actual visits does not void the
site of its right to issue the relevant invoice
pursuant to the payment conditions agreed
upon under the agreement. Invoicing will
take place according to need, although
always by Nov. 30 of each vyear. All
documents for invoicing, calculations of
actual visits and all notifications to the site
will be sent to the Department of Clinical

Trials and Research, U nemocnice, Prague 2
128 08 -

The payment due date for each invoice is 45
days from its issue by the Instituion. If the
payment due date of an invoice has not
been met, the Institution is entitled to
charge interest according to Sec1970 Civil
law.

j) For the avoidance of doubt the Principal
Investigator and/or the Institution is
responsible for providing any and all
compensation, benefits and/or insurance to
the investigational staff. It is also
understood and expressly acknowledged
that the Investigator and the investigational
staff are not eligible to participate in, nor are
they eligible for coverage under, any of the
Sponsor’s benefit  plans, programs,
employment policies, procedures or workers
compensation insurance.

k) The parties agree that this EXHIBIT B is
part of the Agreement clarifying the
payment schedule associated with this
Agreement. Payments shall be made in
accordance with the provisions set forth in
this EXHIBIT B, with the last payment being
made after the site completes all of its
obligations under the Agreement and any
exhibits thereto. The Principal Investigator
acknowledges and agrees that his or her
judgment with respect to his or her advice
to and care of each subject is not affected
by the compensation the site receives
hereunder. The parties agree that the payee
designated below is the proper payee for
this Agreement, and that payments under
this Agreement will be made only to the
following payee:
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nize uvedeny pfijemce odmény je jedinym
prijemcem odmény pro Ucely této smlouvy.
Veskeré odmény a platby na zakladé této
smlouvy provadéné budou tedy vyplaceny

vyhradné nasledujicimu pfijemci odmény:

Protocol Number / Cislo Protokolu

54767414MMY3007

Site Number / Cislo centra

Payee Name / Jméno pfijemce platby

VSeobecna fakultni nemocnice v Praze

Payee Address / Adresa pfijemce platby

U Nemocnice 499/2

Address Line 2/ 2. fadek adresy

Address Line 3/ 3. fadek adresy

Province/State/Country / Provnicie/Stat/Stat

Czech Republic

City / Mésto

Praha

Postal Code / Postovni smérovaci ¢islo

128 08

Country / Stat

Czech Republic

Payee Contact / Kontaktni osoba pfijemce platby

Payee Contact Phone Number / Tel. ¢islo
kontaktni osoby pfijemce platby

Remittance E-mail Address / E-mailova adresa
osoby pfijimajici platbu

General Finance contract e-mail address if
different from above / Obecna Emailova adresa
finan¢niho utvaru, liSi-li se od e-mailové adresy
vyse

Tax ID (VAT/GST Registration/TIN/SSN) /
Darlova identifikace

DIC: CZ00064165

Bank Account Holder Name / Jméno majitele
bankovniho uc¢tu

VSeobecna fakultni nemocnice v Praze

Bank Account Number / Cislo uétu

IBAN (International Bank Account Number) /
IBAN (mezinarodni format Cisla uctu)

Bank Name / Nazev banky

Bank Number / Ciselny kod banky
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Bank Branch Number / Cislo bankovni pobog&ky

Bank ldentification Code / SWIFT kod

Bank Type / Druh banky

Zdravotnické zafizeni ma tficet (30) dnl od data,
kdy Klinické hodnoceni dokonci/bude z négj
vyfazen posledni subjekt hodnoceni (LSO) na
vyfeSeni vSech problémU a nejasnosti tykajicich
se vyplaty odmén, které vznikly b&€hem provadeéni
Klinického hodnoceni.

Institution will have thirty (30) days from the Last
Subject Out (LSO) date of the Study to resolve any
payment discrepancies, which have arisen during the
course of the Study.

V pripadé, Ze v pribéhu Klinického hodnoceni
dojde ke zméné udajii u pfijemce odmény,
dohodly se smluvni strany, Ze neni nutné uzavirat
dodatek k této Smlouvé, pokud pfijemce odmény
bude CRO pisemné informovat o novych udajich
pfijemce odmény, a to prostfednictvim e-mailu
odeslaného na adresu
I
. CRO nenese zadnou odpovédnost za chybné
udaje o pfijemci odmény pfijemcem odmény nebo
jeho zastupcem.

In the event that payee details are modified during
the course of the Clinical Trial, the parties agree that
no amendments to this Agreement shall be required,
provided that payee provides written notification to
CRO with revised payee details to the following e-
malil address
- |
. CRO accepts no liability for incorrect payee details
provided by the payee or its representative.

Aby se pfedeslo pochybnostem, plati, Ze hlavni
zkousejici a/nebo Poskytovatel jsou odpovédni za
vyplatu v8ech odmén, nahrad a/nebo pojisténi
ostatnim osobam podilejicim se na provadéni
klinického hodnoceni. Smluvni strany také
vyslovné berou na védomi a souhlasi s tim, Ze ani
zkousejici ani zadné osoby podilejici se na
provadéni klinického hodnoceni nemaji narok na
zarazeni do pobidkovych, zaméstnaneckych,
dlichodovych &i jinych pojistnych programu a
pobidek zadavatele.

For the avoidance of doubt the Principal Investigator
and/or the Institution is responsible for providing any
and all compensation, benefits and/or insurance to
the investigational staff. It is also understood and
expressly acknowledged that the Investigator and
the investigational staff are not eligible to participate
in, nor are they eligible for coverage under, any of
the Sponsor’s benefit plans, programs, employment
policies, procedures or workers compensation
insurance.
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SMLOUVA O KLINICKEM HODNOCENI

Smluvni vyzkumna organizace — Zdravotnické
zarizeni

Tato Smlouva se uzavira

mezi

PAREXEL International Czech Republic s.r.o., IC:
27160360, DIC: CZ27160360, zastoupena na zakladé
pIné moci ze dne 18.¢ervna 2009 |GGG
(,Smluvni  vyzkumna organizace"), se sidlem
Sokolovskéa 651/136 a, 186 00 Praha 8, Ceska republika,
jednajici jménem Janssen-Cilag International NV
Turnhoutseweg 30, 2340 Beerse, Belgie a vlastnim
jménem

da

VSeobecna fakultni nemocnice v Praze (,Zdravotnické
zarizeni) se sidlem U Nemocnice 499/2, 128 08 Praha
2, Ceska republika, IC:00064165 DIC:CZ00064165

zastoupens:

a ucinna ode dne pripojeni podpisu posledni ze stran
(,Datum Gcinnosti®).

CLINICAL TRIAL AGREEMENT
CRO - Institution

This Agreement is
by and between

PAREXEL International Czech Republic s.r.0., with
Company No: 27160360,Tax ID No: CZ27160360,
represented pursuant to the Power of Attorney dated
8.June 2009 by ("CRO"), a Czech
Republic corporation, with registered offices at
Sokolovska 651/136a, 186 00 Prague 8, Czech Republic
acting on behalf of Janssen-Cilag International NV
Turnhoutseweg 30, 2340 Beerse, Belgium and in CRO’s
own name

and

VSeobecna fakultni nemocnice v Praze (“Institution”)
located at U Nemocnice 499/2, 128 08 Praha 2, Czech
Republic, Iden.number: 00064165 Tax iden.number:
CZ00064165

Represented by: [

and effective as of the date of execution by the last
party to sign below (“Effective Date”).

Klinické hodnoceni Randomizovana,
kontrolovana, oteviena
studie faze III

srovnavajici VMP (VELCADE
(bortezomib)- Melfalan-
Prednison) s VMP v
kombinaci s
daratumumabem (D-VMP)
u pacientd s dosud
nelééenym mnohocetnym
myelomem, ktefi nemohou
byt léCeni
vysokodavkovanou terapii.

Zadavatel : Janssen-Cilag International NV

Hodnoceny product : INJ-54767414 Daratumumab

Protokol Randomizovana,

Clinical Trial: A Phase 3, Randomized,
Controlled, Open-label
Study of VELCADE
(Bortezomib)Melphalan-
Prednisone (VMP)
Compared to
Daratumumab in
Combination with VMP (D
VMP), in Subjects with
Previously Untreated
Multiple Myeloma who are
Ineligible for High-dose
Therapy

Sponsor: Janssen-Cilag International NV

Study Product: INJ-54767414 Daratumumab

Protocol: “A Phase 3, Randomized,
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kontrolovana, oteviena
studie faze III

srovnavajici VMP
(VELCADE (bortezomib)-
Melfalan-Prednison) s VMP
v kombinaci s
daratumumabem (D-VMP)
u pacientd s dosud
nelécenym mnohocetnym
myelomem, ktefi nemohou
byt [éCeni
vysokodavkovanou terapii.

Cislo EUdraCT 2014-002272-88

Zarizeni provadéjici
hodnoceni : VSeobecna fakultni nemocnice v
Praze, U Nemocnice 499/ 2, 128 08 Praha 2

Controlled, Open-label
Study of VELCADE
(Bortezomib) Melphalan-
Prednisone (VMP)
Compared to
Daratumumab in
Combination with VMP (D
VMP), in Subjects with
Previously Untreated
Multiple Myeloma who are
Ineligible for High-dose
Therapy,
54767414MMY3007”

EUdraCT number: 2014-002272-88

VSeobecna fakultni nemocnice
v Praze , U Nemocnice
499/2, 128 08 Praha 2

Study Site:

VZHLEDEM K TOMU, ZE Zadavatel pozadal Smluvni
vyzkumnou organizaci, aby fidila Klinické hodnoceni
s nazvem , Randomizovana, kontrolovana, oteviena
studie faze 1III srovnavajicic VMP  (VELCADE
(bortezomib)- Melfalan-Prednison) s VMP v kombinaci s
daratumumabem (D-VMP) u pacientd s dosud
nelé¢enym mnohocetnym myelomem, ktefi nemohou
byt IéCeni vysokodavkovanou terapii” jeho jménem.

VZHLEDEM K TOMU, ZE Smluvni vyzkumna
organizace pozadala Zdravotnické zafizeni a jeji
zaméstnance, vcetné Hlavniho fesitele, aby provedli
Klinické hodnoceni sponzorované spolecnosti Janssen-
Cilag International (NV) Turnhoutseweg 30, 2340
Beerse, Belgie (,Zadavatel") tykajici se Hodnoceného
produktu podle Protokolu; a

vzHLepem k Tomu, 7 [N

Linterni klinika- klinika hematologie bude zastavat roli
hlavniho fesitele (,Hlavni FeSitel*) pro Gcely tohoto
Klinického hodnoceni; a

VZHLEDEM K TOMU, ZE Hlavni Feditel je
zaméstnancem Zdravotnického zafizeni a Zdravotnické

WHEREAS, Sponsor has requested CRO to manage the
Clinical Trial entitted “A Phase 3, Randomized,
Controlled, Open-label Study of VELCADE (Bortezomib)
Melphalan-Prednisone (VMP) Compared to
Daratumumab in Combination with VMP (D VMP), in
Subjects with Previously Untreated Multiple Myeloma
who are Ineligible for High-dose Therapy” on its behalf.

WHEREAS, CRO has requested Institution and its
employees, including Principal Investigator, to conduct
the Clinical Trial, which is sponsored by Janssen-Cilag
International (NV) Turnhoutseweg 30, 2340 Beerse,
Belgium (“"Sponsor”) involving the Study Product
according to the Protocol; and

wiereas, [N ! e

klinika- klinika hematologie shall serve as principal
investigator (“Principal Investigator”) for this Clinical
Trial; and

WHEREAS, Principal Investigator
Institution and Institution will be

is employed by
responsible for

zarizeni bude zodpovédné za povinnosti Hlavniho | Principal  Investigator’s  obligations under this
fesitele podle této Smlouvy; a Agreement; and
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VZHLEDEM K TOMU, ZE Hlavni feditel se seznamil
s dostateCnym mnozstvim informaci tykajicich se
Hodnoceného produktu a Protokolu pro navrhované
Klinické hodnoceni k vyhodnoceni svého zajmu o Gcast
v navrhovaném Klinickém hodnoceni a také zajmu
Ucastnit se Klinického hodnoceni jako Hlavni feSitel; a

VZHLEDEM K TOMU, ZE je Zdravotnické zafizeni
vybaveno a opravnéno provadét Klinické hodnoceni.

PROTO NYNI, berouce v Gvahu premisy a vzajemné
sliby a Umluvy v této Smlouvé uvedené, se strany
dohodly takto:

1. Provedeni Klinického hodnoceni

1.1  Strany se dohodly, Ze Protokol, vCetné vsech
pfipadnych naslednych zZmeén Protokolu
zahrnutych odkazem jako Pfiloha A, neni-li
pripojena k této Smlouvé, ale je zndma vsem
stranam, a prilohy tvofi nedilnou soucast této

Smlouvy.

1.2 Zdravotnické zafizeni wvytvoii Hlavnimu fesSiteli
podminky k tomu, aby mohl vyvinout maximalni
Usili a vyuZit své odborné znalosti k provedeni
Klinického hodnoceni v souladu s Protokolem,
vSemi platnymi pravnimi a zakonnymi pozadavky,
stanovenymi |hltami a smluvnimi podminkami
této Smlouvy. Zdravotnické zafizeni a Hlavni
feSitel nesmi zahajit Klinické hodnoceni bez
predchoziho souhlasu etické komise, oznameni a

dalSich zdkonem pozadovanych povoleni.

Zdravotnické  zafizeni, jako zaméstnavatel
hlavniho zkousejiciho, dale ruci za to, Ze udélilo, v
souladu s ustanovenim § 304, odstavce 1, zakona
Cislo 262/2006 Sb., zakonik prace, zkousejicimu
souhlas s provedenim klinického hodnoceni na
zakladé této smlouvy, a za samostatnou odménu
vyplacenou zadavatelem.

1.3 V pripadé, ze Hlavni reSitel prestane byt
zaméstnancem Zdravotnického zafizeni, musi toto
poskytnout Smluvni vyzkumné organizaci co
nejdrive pisemné oznameni, a to nejpozdé&ji do tfi
(3) kalendarnich dn& po tomto ukonceni
pracovniho pomeéru. Smluvni  vyzkumna

organizace ma pravo schvalovat veskeré nové

WHEREAS, Principal Investigator has reviewed
sufficient information regarding the Study Product and
the Protocol for the proposed Clinical Trial to evaluate
his/her interest in participating in the proposed Clinical
Trial and desires to participate as a Principal
Investigator in the Clinical Trial; and

WHEREAS, Institution is equipped and authorized to
undertake the Clinical Trial.

NOW THEREFORE, in consideration of the premises
and the mutual promises and covenants expressed
herein, the parties agree as follows:

1. Performance of the Clinical Trial

1.1  The parties agree that the Protocol, including any
subsequent Protocol amendments, incorporated
by reference as Exhibit A, if not attached hereto
but known to all parties, and the Exhibits, form

an integral part of this Agreement.

1.2 Institution shall and shall cause Principal
Investigator to use best efforts and professional
expertise to perform the Clinical Trial in
accordance with the Protocol, all applicable legal
and regulatory requirements, the identified
timelines and the terms and conditions of this
Agreement. Institution and Principal Investigator
may not start the Clinical Trial without prior
approval of the ethics committee, notifications

and further legally required approvals.

Institution, as the employer of the Principal
Investigator, further warrants, that it has granted
consent in accordance with Section 304,
paragraph 1 of Act No. 262/2006 Coll., Labor
Code to the Investigator conducting the Study
according to this Agreement and for a separate
fee from the Sponsor.

1.3 In the event that the Principal Investigator
becomes no longer employed by the Institution,
Institution shall provide written notice to CRO as
soon as possible and at the latest within three (3)
calendar days of such departure. CRO shall have
the right to approve any new principal

investigator designated by Institution. The new
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hlavni  FeSitele  jmenované  Zdravotnickym
zarizenim. Novy hlavni fesitel je povinen souhlasit
s podminkami této Smlouvy. V pfipade, ze
Smluvni vyzkumna organizace nového Hlavniho
feSitele neschvali, mbze Smluvni vyzkumna
organizace ukoncit tuto Smlouvu v souladu
s oddilem 2.2 nize a Zdravotnické zafizeni pfijme
veskera nezbytna opatfeni k tomu, aby toto

principal investigator shall be required to agree to
the terms and conditions of this Agreement. In
the event CRO does not approve such new
principal investigator, CRO may terminate this
Agreement in accordance with Section 2.2 below
and Institution shall take all necessary steps to
accommodate CRO’s decision.

rozhodnuti ~ Smluvni  vyzkumné  organizaci
umoznila.

1.4 Zdravotnické zafizeni a Hlavni feSitel mohou | 1.4 Institution and Principal Investigator may appoint
jmenovat takové dalSi osoby a reSitele, které such other individuals and investigational staff as
budou povazovat za vhodné pro vykon funkce they may deem appropriate as co-investigator or
spolufesitele nebo fesitele s cilem pomoci pfi investigational staff to assist in the conduct of the
provadéni  Klinického  hodnoceni.  VSichni Clinical ~ Trial.  All  co-investigators  and
spolureSitelé a feSitelé musi mit odpovidajici investigational staff will be adequately qualified,
kvalifikaci, musi byt v€as jmenovani a musi se timely appointed and an updated list will be
vést jejich aktualizovany seznam. Hlavni feSitel je maintained. Principal Investigator shall be
odpovédny za vedeni takového tymu spoluresiteld responsible for leading such team of co-
a resitell, ktefi se ve vSech ohledech budou fidit investigators and investigational staff, who in all
stejnymi  podminkami jako Hlavni feSitel podle respects shall be bound to the same terms and
této Smlouvy. Zdravotnické zafizeni a Hlavni conditions as the Principal Investigator under this
feSitel jsou zodpovédni za sluzby vykonané Agreement. Institution and Principal Investigator
jmenovanymi zaméstnanci a zavazuji se zejména, are responsible for the services performed by the
Ze budou vykonavany kompetentnimi osobami. appointed staff and undertake in particular to
V pripadé, Ze Zdravotnické zafizeni a/nebo Hlavni have it executed by competent persons. In the
fesitel vyuzivaji sluzeb jinych osob pfi provadéni event that Institution and/or  Principal
Klinického hodnoceni na zakladé této Smlouvy, Investigator use the services of others to conduct
budou odpovédni za zajisténi toho, Ze jsou the Clinical Trial pursuant to this Agreement,
vsechny tyto osoby drziteli pfislusnych licenci Institution and Principal Investigator shall be
a povéreni a Ze spliiuji podminky této Smiouvy. responsible for ensuring that all are appropriately
Zdravotnické zafizeni a Hlavni feSitel budou licensed and credentialed and in compliance with
odpovédni za jakékoli poruseni této Smlouvy ze the terms of this Agreement. Institution and
strany téchto osob. Principal Investigator shall be liable for any

breach of this Agreement by such individuals.
Institution shall ensure that Principal Investigator
Zdravotnické zafizeni musi zajistit, aby se Hlavni and designated staff attend all trainings
fesitel a wurceni zaméstnanci Ucastnili vsech conducted by Sponsor or its designee in the
Skoleni poradanych Zadavatelem nebo jeho proper performance of the Protocol.
zmocnénci tykajicich se Fadného provadéni
Protokolu.,.
Pouziti randomizacnich kodl: Hlavni feSitel Use of Randomization Codes: The Principal
provadéjici zaslepenou studii souhlasi s tim, ze Investigator conducting a blinded study agrees to
bude udrZovat zaslepeni Hodnoceného produktu. maintain the blinding of the Study Product. The
Hlavni FeSitel souhlasi, Ze randomizacni kody Principal Investigator understands that the
budou zverejnény po dokonceni Klinického randomization codes will be released upon
hodnoceni a finalizaci databaze Zadavatelem. U completion of the Clinical Trial and finalization of
multicentrickych studii jsou vyZadovany Udaje the database by Sponsor. For multi-center
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1.5

predtim, neZ je Klinické hodnoceni povazovano za
ukoncené. Pokud by se vyskytla mimoradna
zdravotni udalost vyZzadujici, aby Hlavni feSitel
prozradil kdd u urcitého Hodnoceného produktu,
Hlavni fesitel se zavazuje tuto skutecnost ihned
oznamit Zadavateli.

Pro provadéni Klinického hodnoceni Zadavatel

poskytne Hodnoceny produkt a  Smluvni
vyzkumna  organizace  poskytne  veSkeré
dokumenty souvisejici s Klinickym hodnocenim
(napfiklad  zaznamy  Subjektl  hodnoceni).

Zdravotnické zafizeni souhlasi a ziska souhlas
Hlavniho feSitele s tim, Zze nebude zadnym
zpdsobem  vyuzivat  Hodnoceny  produkt
a dokumenty, materidly a vybaveni souvisejici
s Klinickym hodnocenim pro jiné Gcely, nez pro
vykon  Klinického  hodnoceni v  souladu
s Protokolem.

Vhodné a véasné dodani hodnoceného Iéciva a
dokumentll nezbytnych k provadéni Kklinického
hodnoceni se zavazuje zajistit ZADAVATEL nebo
osoba jim urcena.

Hodnocené |éCivo bude dodano do nemocnicni
lékarny  Zdravotnického zafizeni. Zdravotnické
zarizeni se zavazuje, ze zaijisti, aby hodnoceny
lécivy pripravek byl uloZen v lékarné oddélené od
ostatnich Iéciv, a aby priprava/Uprava, kontrolovani,
uchovavani a vydavani hodnoceného IéCivého
pfipravku (dale jen ,nakladani s hodnocenym
léCivym  pripravkem") probihaly vsouladu s
Protokolem, pokyny, dale se obecné zavaznymi
pravnimi predpisy a se spravnou lékarenskou praxi
a rovnéz dle podminek stanovenych v pokynu LEK-
12 vydaném Statnim Ustavem pro kontrolu 1éCiv.

Zdravotnické zarizeni je povinno urcit osobu(y),
ktera splfiuje odborné predpoklady pro vykon
zdravotnického  povolani  farmaceuta  nebo
farmaceutického asistenta ve smyslu pfislusnych
pravnich predpisli, a ktera bude odpovédna za
nakladani s hodnocenym lécivym pripravkem a za
vedeni kompletni dokumentace o této Cinnosti.
Zdravotnické zarizeni je povinno neprodlené po
jejim urceni pisemné oznamit spolecnosti PAREXEL
jméno a piijmeni uvedené osoby (osob) spolu s
pripadnymi kontaktnimi Gdaii.

1.5

studies, data from all centers are required before
the Clinical Trial is considered complete. Should a
medical emergency occur requiring the Principal
Investigator to break the code for a specific
subject, the Principal Investigator agrees to notify
CRO immediately.

For the performance of the Clinical Trial, Sponsor
shall provide the Study Product and CRO shall
provide all Clinical Trial related documents (such
as case report forms). Institution agrees and shall
cause Principal Investigator to agree not to make
any use of Study Product and Clinical Trial related
documents, materials and equipment other than
for the performance of the Clinical Trial in
accordance with the Protocol.

Sponsor or the Sponsor’s designee shall ensure
appropriate and timely supply of the Study Product
necessary for the performance of the Study.

The Study Product shall be supplied, free of
charge, to Institution’s pharmacy. Institution
hereby undertakes to ensure that the Study
Product be stored separately from other
medication in the pharmacy, and its preparation,
inspecting, preserving and dispensing (hereinafter
only “Study Product Handling”) be performed in
compliance with Protocol and Study Instructions,
and the Applicable Law, as well as the terms and
conditions stipulated by LEK-12 Directive issued
by State Institute for Drug Control.

Institution shall appoint agent/agents meeting
professional qualification criteria for the medical
position of a pharmacist or pharmaceutical
assistant pursuant to Applicable law, who shall be
responsible for Study Product Handling and
keeping full records thereon. Immediately after
appointing such agent, Institution shall notify
CRO in writing of the name and surname of the
appointee(s) along with the appropriate contact
details, if applicable.
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1.6

Hlavni fesSitel se zavazuje, ze bude hodnoceny
lécivy pripravek odebirat z Iékarny zdravotnického
zafizeni v souladu s Protokolem a v davkach
potfebnych pro jednotlivé studijni vizity subjektd
hodnoceni

Zadavatel /CRO se zavazuje, Ze zajisti na vlastni
naklady, jak v prlbéhu, tak i po skonceni
Klinického hodnoceni, predani a likvidaci
nepouzitelného Hodnoceného produktu
opravnéné osobé v souladu s ustanovenim
platnych zakonu, véetné s ustanovenimi zak. c.
185/2001 Sb., o odpadech a jeho provadécimi
predpisy.

Zadavatel zajisti distribuci zasilky Hodnoceného
produktu do Iékarny Zdravotnického zafizeni , kde
je farmaceut prevezme a zkontroluje (jako jiné
zasilky - tzn., neni-li poskozena, v pripadé
zvlastnich pozadavkd na transport, byly-li tyto
pozadavky dodrZeny, pfijem zasilky potvrdi),
nasledné si na zadanku Hlavni FeSitel nebo
Clenové hodnoticiho tymu Hodnoceny produkt
vyzvednou na centrum, kde jsou za né pIné
zodpovédni. Smluvni vyzkumna organizace je
povinna bezprostiedné pred dodanim zasilky
oznamit, kdy bude zasilka do Iékarny predana
budto emailem na nebo
telefonicky. Smluvni vyzkumna organizace zajisti
dodavku na adresu: VFN, nemocni¢ni Iékarna,
oddéleni HVLP, Ke Karlovu 2, Praha 2, 128 08.

Smiuvni vyzkumna organizace prohlasuje, Ze
jsou splnény veskeré podminky stanovené
prislusnymi pravnimi predpisy pro vyrobu (dovoz)
dodavaného  Hodnoceného produktu a jeho
distribuci pro Zdravotnické zafizeni.

Zdravotnické zafizeni bere na védomi a souhlasi s
tim, ze Hlavni fesitel a ¢lenové hodnoticiho tymu
mohou obdrzet pfimou platbu za sluzby souvisejici
s Klinickym hodnocenim vykonavané podle
zvlastnich smluv.

1.6

Investigator hereby undertakes to draw the Study
Product from Institution’s pharmacy in
compliance with the Protocol and in doses
required for each individual Study subject visit.

The Sponsor/CROshall ensure, at its own
expense, both during and after the completion of
the Study, transfer and disposal of the unused
Study Drug to a responsible person in
accordance with applicable laws and regulations
including but notlimited to, provisions of the
Waste Act number 185/2001 Coll., as amended
and its implementing regulations as amended.

Sponsor undertakes to arrange for delivery of the
Study Drug to the pharmacy of the Instituton,
where the pharmacist shall take over the Study
Drug and check the package (the checking will be
performed in the same way as for any other
shipments — e.g. checking whether the package is
not damaged and whether the transport
requirements were met shall be performed). If
the check shows no problems the pharmacist
shall confirm receipt of the Study Drug shipment.
Thereafter, the Principal Investigator or duly
appointed member of the Study team at the
Instituion will collect the Study Drug from the
pharmacy and assume full responsibility for the
Study Drug. CRO undertakes to notify
immediately the Pharmacy no later than 3
working days prior the expected delivery of the
delivery of the Study Drug, either by e-mail at

or by phone. CRO is to
arrange for the delivery to the following address:
VFN, nemocnicni lékarna, oddéleni HVLP, Ke
Karlovu 2, Praha 2, 128 08.

Institution acknowledges and agrees that the
Principal Investigator and members of the study
team may receive direct payment for Clinical Trial
services performed under separate agreements.
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1.7 Dalsi vyzkum: Pokud to Zadavatel pisemné

1.8

neschvali, pak Zdravotnické zafizeni a Hlavni
fesSitel nesmi provadét zadny vyzkum, ktery neni
vyzadovan Protokolem pro provadéni Klinického
hodnoceni ve Zdravotnickém zafizeni nebo jeho
prostfednictvim (i) na Pacientech v pribéhu
Klinického hodnoceni (véetné vSech dodatecnych
vyzkumnych technik, postupd, dotaznikl nebo
pozorovani) nebo (ii) na biologickych vzorcich
odebranych z Pacientd v prlbéhu Klinického
hodnoceni nebo datech z nich odvozenych
. Déle se vyzkum popsany v predchozi vété se
oznacuje jako ,Dalsi vyzkum®. V kazdém pripadé,
pokud Zadavatel da souhlas, bude se schvaleny
Dalsi vyzkum povazovat za zménu plvodniho
Protokolu nebo musi byt pfedmétem jiné smlouvy
a Zdravotnické zafizeni a Hlavni feSitel provedou
vsechen tento Dalsi vyzkum v souladu s platnymi
predpisy, vCetné poZadavk(l na ziskani schvaleni
prislusnou EK a na ziskani informovaného
souhlasu Pacienta. Dale, pokud je takovy Dalsi
vyzkum provadén bez ohledu na vySe uvedena
omezeni, aniz by byla omezena jakakoli jina
prava, Zdravotnické zafizeni udéluje Zadavateli
neodvolatelnou, celosvétovou, splacenou
a bezplatnou vyhradni licenci s pravem udélovat
diléi licence k budoucimu ¢&i predchozimu pouziti,
prodeji a importu jakéhokoli vynalezu, ktery
vyplyva z tohoto dalSiho vyzkumu. Tento oddil
bude platny i po ukonéeni nebo vyprseni platnosti
této Smlouvy.

Zadavatele na Smluvni
vyzkumnou organizaci. Zadavatel uzaviel se
Smiluvni  vyzkumnou  organizaci  smlouvu
o poskytovani pomocnych sluzeb pro usnadnéni
dohledu Zadavatele, monitorovani a spravé
Klinického hodnoceni v souladu s platnymi
pravnimi predpisy a s touto Smlouvou. Zadavatel
povéfuje Smluvni vyzkumnou organizaci, aby
zajistovala komunikaci Zadavatele se
Zdravotnickym zafizenim a Hlavnim feSitelem
v souvislosti s touto Studii a touto Smlouvou. Na
zakladé pisemného oznameni Zdravotnickému
zarizeni a Hlavnimu reSiteli mize Zadavatel urcit
dalsi organizace, aby nahradily = Smluvni
vyzkumnou organizaci nebo s ni spolupracovaly
pfi poskytovani sluzeb Zadavateli, a Zdravotnické
zafizeni a Hlavni FeSitel dovoli této Smluvni
vyzkumné organizaci provadét tyto delegované

Delegace pravomoci

1.7 Additional Research: Unless it is approved in

1.8

writing by Sponsor, Institution and Principal
Investigator shall not conduct any research not
required by the Protocol for the conduct of the
Clinical Trial at or by Institution (i) on Clinical Trial
subjects during the Clinical Trial (including any
additional  research  technique, procedure,
questionnaire or observation), or (ii) on biological
samples collected from Clinical Trial subjects
during the Clinical Trial or the data derived
therefrom. Hereinafter, the research described in
the previous sentence shall be referred to as
“Additional Research”. In any case where Sponsor
gives such approval, the approved Additional
Research shall be considered an amendment to
the original Protocol, or shall be the subject of
another agreement, and Institution and Principal
Investigator shall conduct all such Additional
Research in compliance with all applicable
regulations, including requirements for obtaining
appropriate EC approval and subject informed
consent. Further, if such Additional Research is

conducted  notwithstanding the  foregoing
restriction, without limiting any other rights,
Institution hereby grants to Sponsor an
irrevocable, worldwide, paid up, royalty-free,

exclusive license, with right of sub-license, to
make, have made, use, have used, sell, have sold,
and import any invention that results from such
Additional Research. This Section shall survive
termination or expiration of this Agreement.

Delegation by Sponsor to CRO. Sponsor has
contracted with CRO, a dlinical research
organization, to provide support services to
facilitate Sponsor’s oversight, monitoring and
administration of the Clinical Trial in accordance
with applicable laws and with this Agreement.
Sponsor has authorized the CRO to handle
Sponsor communications with the Institution and
Principal Investigator with respect to the Study
and this Agreement. Upon written notice to
Institution and Principal Investigator, Sponsor
may designate other such organizations to replace
or work with CRO in the performance of such
services for Sponsor, and Institution and Principal
Investigator will permit such CRO to perform such
delegated tasks on behalf of Sponsor.
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Ukoly jménem Zadavatele.

2. Doba trvani a ukondéeni 2. Term and Termination

2.1 Doba trvani této Smlouvy zacina Dnem Ucinnosti | 2.1 The term of this Agreement shall begin on the
a bude pokracovat az do dokonceni Hodnoceni Effective Date and continue until the Trial has
k plné spokojenosti Zadavatele. Strany odhaduii, been completed to the reasonable satisfaction of
Ze Klinické hodnoceni skondi (i) v fijnu 2021 nebo the Sponsor. The parties estimate that the Clinical
(i) Sest (6) mésicl po konecném uzamceni Trial will end on (i) October 2021 or (ii) six (6)
databaze, pokud nebude ukonéeno drive months following final database lock, unless
v souladu s podminkami této Smlouvy. Strany se sooner terminated in accordance with the terms
dohodly, Ze dobu trvani Ize zménit vzajemnou hereof. The parties agree that the term may be
dohodou. amended by mutual agreement.

2.2 Tuto Smlouvu mizZe kterdkoli ze stran kdykoli dle | 2.2  The Clinical Trial Agreement may be terminated
svého uvazeni ukondcit, a to na zakladé predchozi by either party at any time in the exercise of its
pissmné vypovédi doruCené druhé strané do sole discretion upon fifteen (15) calendar days
patnacti (15) kalendafnich dn. D@vody pro prior written notice to the other party. Reasons
ukonceni Klinického hodnoceni mohou byt mimo for Clinical Trial termination may include but are
jiné: not limited to:

(i) poruseni smlouvy, vcCetné nedodrZzeni (i)  breach of contract, including failure to
Protokolu a platnych zakon( a predpist; comply with the Protocol and applicable
(i) ziskani informaci o bezpecCnosti, diky laws and regulations;
kterym se jevi ukonceni jako rozumné (i)  receipt of safety information that makes
nebo it prudent to do so; or
(iii) pokud Zdravotnické zafizeni provadéjici (iii)  if no subjects have been recruited at the
hodnoceni nepfijalo do tfi (3) mésicl po Study Site within three (3) months
zahajeni hodnoceni zadné Pacienty. following the trial initiation at the site.
Bez ohledu na vySe uvedend ustanoveni Notwithstanding the above, CRO may
mdZe Smluvni vyzkumna organizace ihned immediately terminate the Clinical Trial if
ukoncit Klinické hodnoceni na zakladé svého such immediate termination is necessary
vyhradniho uvazeni, je-li toto okamzité based upon considerations of patient safety
ukonceni nezbytné na zakladé zohlednéni or upon receipt of data suggesting lack of
bezpecnosti pacientd ¢i na zakladé ziskani sufficient efficacy. Upon receipt of notice of
udajl naznacujicich nedostatecnou termination, Institution agrees and shall
ucinnost. Zdravotnické zafizeni a Hlavni cause Principal Investigator to agree to
fesitel souhlasi, ze po obdrzeni upozornéni promptly terminate conduct of the Clinical
ohledné  ukonCeni  okamzité  ukonci Trial to the extent medically permissible for
provadéni Klinického hodnoceni v rozsahu any individual who participates in the
lékarsky pripustném pro jakoukoli osobu Clinical Trial (“Trial Subject”). In the event
Ucastnici se Klinického hodnoceni (dale jen of termination hereunder, other than as a
»Pacient"). V pripadé ukonceni v souladu result of a material breach by Institution or
s touto Smlouvou jinak nez v dUsledku Principal Investigator, the total sums
zavazného poruseni ze strany payable to the Institution by CRO pursuant
Zdravotnického zafizeni nebo Hlavniho to this Agreement shall be equitably
feSitele budou celkové castky splatné prorated for actual work performed to the
Zdravotnickému zafizeni ze strany Smluvni date of termination, with any unexpended
vyzkumné organizace podle této Smlouvy funds previously paid by CRO to Institution
spravedlivé  pomérné  rozdéleny za being refunded to CRO.
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skute¢nou
ukonceni,

praci provedenou k datu
pricemz jakékoli nevycerpané
financni prostifedky predtim vyplacené
Smluvni vyzkumnou organizaci
Zdravotnickému zafizeni budou vraceny
Smluvni vyzkumné organizaci.

2.3 Zdravotnické zafizeni a Hlavni teSitel okamzité | 2.3 Institution and Principal Investigator shall
odevzdaji Zadavateli nebo jim uréenému subjektu immediately deliver to Sponsor or its designee all
vSechny zakddované, popf. anonymizované Udaje encoded or anonymous data generated as a
vygenerované v dlsledku Klinického hodnoceni a result of the Clinical Trial as well as all clinical
také vSechny odebrané Kklinické vzorky. Dale specimen collected and shall return to CRO or
Smluvni vyzkumné organizaci vrati, popfipadé na destroy upon instructions of the CRO, all unused
zakladé jejich pokynd znici, veskeré nepouZité Study Product, all documents, materials and
Hodnocené produkty, dokumenty, materidl a equipment provided by CRO and all Sponsor
zarizeni  poskytnuté  Smluvni  vyzkumnou Confidential Information, as defined in Section 7.2
organizaci below, or in accordance with Exhibit B, at the
a vSechny D0vérné informace Zadavatele earlier of the conclusion of the Clinical Trial or
vymezené nize v Clanku 7.2 nebo v souladu termination of this Agreement. This provision
s Prilohou B ke dni ukonceni Klinického hodnoceni does not apply to those documents that should be
¢i ukonceni této Smlouvy, podle toho, co nastane maintained and retained by the Principal
dfive. Toto ustanoveni se nevztahuje na Investigator at the Study Site, as defined in the
dokumenty, které by mél vést a uchovavat Hlavni Protocol and as requested by applicable laws and
feSitel v Zafizeni provadéjicim hodnoceni, jak je regulations. The originals of such documents,
uvedeno v Protokolu a jak vyzaduji platné zakony records, and materials will be kept by the
a narizeni. Origindly  takovych dokumentd, Institution and archived for a period of 15 years
zaznam8 a  materidld, budou  vedeny after the completion of the Clinical Trial at the
Zdravotnickym zafizenim a archivovany po dobu Institution and in accordance with the Protocol,
15 let od ukonceni Klinického hodnoceni ve and they will be only be discarded thereafter
Zdravotnickém zafizeni a v souladu s protokolem upon written approval from the CRO/Sponsor,
a po uplynuti této Ihity na zakladé pisemného unless otherwise agreed by the Parties.
schvaleni Smluvni vyzkumné
organizace/Zadavatele budou zlikvidovany,
nedohodnou-li se strany jinak.

Smluvnl', vyzkymné Iorg?nizacve/;_ac!avatel jsou. pov.ir_mi CRO/Sponsor  shall  deliver the  written
pisemné schvaleni (popr. jiny pokyn k dispozici s - . .
dokumenty)  dorudit Zdravotnickému zafizeni v authorlgatlon (or any other instructions O.n how FO

A N . ) . B deal with the documents) to the Institution in
dostateCnem Casovém predstihu pred uplynutim . ) . - .
) good time prior expiry of archiving period.
doby archivace.

2.4 Pokud je Klinické hodnoceni multicentrické, | 2.4 Upon termination, if the Clinical Trial is a multi-
prevede po jeho ukonceni Hlavni fesitel na zadost center trial, if possible, upon the CRO or
Smiuvni vyzkumné organizace nebo Zadavatele, Sponsor’s request, Principal Investigator shall
pokud je to mozné, Pacienty na jind vyzkumna refer the Trial Subjects to other trial sites
pracovisté uréena Zadavatelem. designated by Sponsor.
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3. Eticka komise (EK) — Informovany souhlas | 3. Ethics Committee (EC) - Informed Consent
— Povoleni - Authorizations

3.1 V souladu se zakony a predpisy platnymi ve | 3.1 In accordance with the laws and regulations
Zdravotnickém zafizeni odpovida Zadavatel za to, applicable at the Institution, Sponsor shall be
Ze pred zahajenim Klinického hodnoceni pfislusna responsible for obtaining approval of the Protocol
Etickd komise schvali Protokol a jeho dodatky, and its amendments, informed consent form, and
informovany souhlas, postupy pro nabor Pacient( Clinical ~Trial recruitment procedures (e.g.
(napf. inzertni oznameni, pfipadné financni announcements, financial compensation if any)
odmény) and any other relevant documents in connection
a jakékoliv dalsi relevantni dokumenty souvisejici with the Clinical Trial, from the appropriate EC
s Klinickym hodnocenim. V pfipadé, Ze EK prior to commencement of the Clinical Trial. In
pozaduje zmény v Protokolu, informovaném the event the EC requires changes in the
souhlasu nebo postupech pro nabor Pacientd, Protocol, informed consent form or Clinical Trial
nebudou takové zmény provedeny, dokud o tom recruitment procedures, such changes shall not
Smluvni vyzkumna organizace nebude be implemented until CRO is notified and gives its
informovana a dokud k tomu nedd pisemny written approval. The Protocol, the informed
souhlas. Protokol, informovany souhlas consent form, and any advertising shall not be
a veskerou inzerci je mozné upravit pouze revised without the prior written agreement of
s predchozim pisemnym souhlasem Smluvni CRO and the EC.
vyzkumné organizace a Etické komise.

3.2 Zdravotnické zafizeni souhlasi s tim, Ze Hlavni | 3.2 Institution agrees that Principal Investigator shall
feSitel odpovida za dostatecné informovani be responsible for adequately informing the Trial
Pacienta a za ziskani formulafe o informovaném Subject and for obtaining an informed consent
souhlasu podepsaného kazdym Pacientem nebo form signed by or on behalf of each Trial Subject,
jeho jménem, ktery musi k umoznéni jeho ucasti which informed consent form shall be approved
schvalit Smluvni vyzkumna organizace a EK. by the CRO and the EC, prior to the Trial
Formuldf o informovaném souhlasu musi Subject’s participation. The informed consent
obsahovat pravo Smiuvni vyzkumné organizace, shall include the right for CRO, Sponsor and its
Zadavatele a prislusnych vladnich organ( designees, and applicable government authorities
prezkoumat surova zakddovana data z Klinickych to review raw encoded Clinical Trial data,
hodnoceni,  vcetné  plvodnich  zaznamd including original subject records, in all
o Pacientech, pfi vSech monitorovacich monitoring and auditing activities required to
a auditorskych cinnostech nezbytnych k zajisténi ensure quality assurance and compliance with the
kvality a dodrzovani Protokolu, stejné jako Protocol as well as all legal and regulatory
vsechny pravni a zakonné pozadavky. requirements.

3.3 Smluvni vyzkumnd organizace odpovidd za | 3.3 CRO shall be responsible for fulfilling all other
spinéni vSech dalSich formalnich naleZitosti authorization formalities related to the conduct of
souvisejicich s povolenim provedeni Klinického the Clinical Trial (such as submitting a clinical trial
hodnoceni  (napriklad  predlozeni  zadosti application) and related to the supply or
o povoleni Klinického hodnoceni) a s dodavanim importation of the Study Product, and if required,
¢i dovozem Hodnoceného produktu. Bude-li to for obtaining the written authorization from the
vyzadovano, bude odpovidat také za obstarani competent  Health  Authorities  prior  to
pisemného povoleni od prislusnych commencement of the Clinical Trial.
zdravotnickych organd pred zahajenim Klinického
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hodnoceni.

4. Vykazovani dat a nezadouci prihody 4. Reporting of Data and Adverse Events

4.1 Veskeré vysledky Klinického hodnoceni a dalsi [ 4.1  All Clinical Trial results and other data called for
Udaje vyZzadované v Protokolu budou dodany in the Protocol shall be provided to the CRO in a
Smluvni vyzkumné organizaci vCas timely manner on properly completed (written or
prostrednictvim nalezité (pisemné ci elektronicky) electronic) case report forms.
vyplnénych formulard pfipadové zpravy.

4.2 Elektronicky zaznam dat — Electronic Data | 4.2 Electronic Data Capture ("EDC"): Institution
Capture (,,EDC"): Zdravotnické zafizeni predlozi will submit Trial data using the electronic system
data provided by the Sponsor. Institution shall prevent
z hodnoceni prostfednictvim  elektronického unauthorized access to the data by maintaining
systému, ktery zajisti Zadavatel. Zdravotnické physical security of the computers and ensuring
zafizeni musi zabranit neopravnénému pristupu that investigational staff maintains the
k datim tim, Ze =zajisti fyzickou bezpecnost confidentiality of their passwords. Institution shall
poCitacll a to, aby feSitelé udrzovali sva hesla also comply with CRO'’s instructions for data entry
v tajnosti. Organizace musi rovnéz dodrzovat into the system, which includes that
pokyny Smluvni vyzkumné organizace pro investigational staff using the system understands
zadavani dat do systému, coz znamena, ze that their electronic signatures are the legally
feSitelé pouzivajici systém musi chapat, Ze jejich binding equivalent of handwritten signatures, and
elektronické podpisy jsou pravné zavaznym they attest to the accuracy and completeness of
ekvivalentem  jejich  vlastnorucnich  podpist the data entered.

a dokladaji spravnost a Uplnost zadanych tdajt.

Institution agrees and shall cause the Principal
Zdravotnické zafizeni souhlasi a musi zajistit Investigator to collect all Clinical Trial data in
souhlas Hlavniho fesSitele s tim, aby se source documents prior to entering it into the
shromazdily vSechny Udaje z Klinickych studii ve electronic Case Report Form (“eCRF”), which shall
zdrojovych dokumentech pred jejich zadanim do be completed within a maximum timeframe of
elektronického  formulafe  pfipadové studie seventy-two (72) hours of the Trial Subject’s visit
(,eCRF"), ktery musi byt vyplnén nejpozdéji do and to provide appropriate responses to queries
sedmdesati dvou (72) hodin po navstévé received within five (5) days of receipt.
Pacienta, a poskytli odpovidajici odpovédi na
dotazy obdrzené do péti (5) dnl od jejich
obdrzeni.

4.3 Hlavni feSitel a Zdravotnické zafizeni podaji | 4.3  Principal Investigator and Institution shall report
Smluvni vyzkumné organizaci zpravu o vsech to CRO all serious adverse events within twenty-
zavaznych nezadoucich pfihodach nejpozdéji do four (24) hours after learning of any serious
Ctyriadvaceti (24) hodin poté, co se o nich dozvi adverse events and other important medical
a o jinych vyznamnych |ékaiskych udalostech, jak events, as identified in the Protocol, affecting any
je stanoveno v Protokolu, které ovliviiuji vSechny Trial Subject in the Clinical Trial. Principal
Pacienty v Klinickém hodnoceni. Hlavni reSitel Investigator and Institution shall follow up such
a Zdravotnické zatizeni dale po této zpravé zaslou report with detailed, written reports in compliance
podrobné pisemné zpravy v souladu se vsSemi with all applicable legal and regulatory
platnymi pravnimi a zakonnymi pozadavky. requirements.

4.4 Predkladani vcasnych, presnych a Uplnych dat | 4.4 Timely, accurate and complete data submission
a reakce na dotazy jsou nezbytné k zajiSténi and query responses are necessary to ensure
platby v souladu s rozpotem a platebnim payment in accordance with the Budget and
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kalendarem (Pfiloha B této Smlouvy).

Payment Schedule, Exhibit B of this Agreement.

5. Monitorovani Klinického hodnoceni — Audit | 5. Monitoring of Clinical Trial — Audit -
— Kontrola Inspections
5.1 Monitorovani — Audit 5.1 Monitoring — Audit
Béhem doby trvani této Smlouvy a po ni musi During and after the term of this Agreement,
Zdravotnické zafizeni a Hlavni FeSitel umoznit Institution and Principal Investigator shall permit
zastupcdm  Smluvni  vyzkumné  organizace, representatives of CRO, Sponsor and/or the
Zadavateli a/nebo pfislusSnym zdravotnickym competent health authorities (including, if
organlm  (vCetné, pFipadné, FDA), aby applicable, the US FDA) to examine at any
prezkoumali v jakoukoli rozumnou dobu béhem reasonable time during normal business hours
bézné pracovni doby ) o o o
(i) the facilities where the Clinical Trial is
(i) zafizeni, ve kterych Klinické hodnoceni being conducted,
probiha, (ii) raw Clinical Trial encoded data including
(i) surova zakdédovand data z Klinické original Trial Subject records, if allowed
studie, véetnd plvodnich zaznam@ o under the terms of the Informed
Pacientech, pokud je to dovoleno podle Consent Form and the applicable laws,
podminek formulafe o informovaném and
souhlasu (iiyany  other relevant information
a platnych zakond, a necessary to confirm that the Clinical
(iii) jakékoli dalsi dllezité informace nutné Trial is being conducted in conformance
k potvrzeni, Ze Klinické hodnoceni je with the Protocol and in compliance
provedeno v souladu s Protokolem with applicable legal and regulatory
a v souladu s platnymi pravnimi requirements, including privacy and
a zékonnymi poZzadavky, véetné prava security laws and regulations.
na soukromi a bezpecnostnich zakond
a predpis(.
5.2 Kontroly 5.2 Inspections
Zdravotnické zafizeni a Hlavni feSitel ihned Institution and Principal Investigator shall
upozorni  Smluvni  vyzkumnou  organizaci immediately notify CRO if a competent health
v pripadé, Ze odpovédny zdravotnicky Ufad authority schedules or, without scheduling,
naplanuje kontrolu nebo takovou kontrolu begins an inspection and shall promptly, upon
provede bez ohlaseni. Dale Smluvni vyzkumné issuance, provide CRO a copy of any health
organizaci poskytne ihned po jejim vydani kopii authority’s correspondence resulting from any
korespondence jakéhokoli statniho such inspection.
zdravotnického Ufadu vyplyvaijici z dané kontroly.

5.3 Zdravotnické zafizeni a/nebo Hlavni fesSitel | 5.3 Institution and/or Principal Investigator agree to
souhlasi, ze podniknou veskeré pfimérené kroky take any reasonable actions requested by CRO
vyZzadované Smluvni vyzkumnou organizaci to cure deficiencies noted during an audit or
k napravé nedostatkll zaznamenanych béhem inspection. In addition, CRO shall have the right
auditu nebo kontroly. Smluvni vyzkumna to review and approve any correspondence to a
organizace ma rovnéz pravo pred odeslanim competent health authority generated as a
Zdravotnickému zafizeni a Hlavnimu FeSiteli result of such health authority’s inspection prior
prezkoumat a schvalovat jakoukoli to submission by Institution or Principal
korespondenci zasilanou pfislusnému statnimu Investigator.
zdravotnickému organu vytvorenou v disledku
takovéto kontroly zdravotnickym organem.

6. Dodrzovani platnych pravnich predpist 6. Compliance with Applicable Laws
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6.1

6.2

6.3

Zdravotnické zafizeni a Hlavni feSitel souhlasi, ze
budou provadét Klinické hodnoceni a uschovaji
zdznamy a Udaje béhem doby Ucinnosti této
Smlouvy i po jejim skonceni v pfisném souladu se
vSemi platnymi pravnimi a zakonnymi pozadavky,
jakoZ i s obecné uznavanymi Umluvami, jako jsou
napriklad Helsinska deklarace a smérnice ICH-
GCP.

Zadna ze smluvnich stran nesmi provadét zadné
kroky, které jsou zakazany dle mistnich a dalSich
protikorupcnich zakond (souhrnné ,protikorupcni
zakony"), které se mohou vztahovat na jednu
nebo vice stran Smlouvy nebo na Hlavniho
feSitele. Bez omezeni vySe uvedeného nesmi
zadna ze stran ucinit zadné platby, nabidku
prodeje nebo prevodu hodnotného predmétu

jakémukoli statnimu Grednikovi nebo statnimu
zaméstnanci, zastupci politické strany nebo
kandidatovi na politickou funkci nebo jiné treti
osobé v souvislosti
s transakci takovym zplsobem, Ze by doslo
k poruseni protikorupcnich zakond.

Strany se dohodly, Ze shromazdovani,
zpracovavani a zverejiovani osobnich Udajt
a lékarské informace tykajici se Pacientl jsou
podminény souladem s pfisluSnymi zakony
o ochrané osobnich G(dajd a bezpecnostnimi
zakony a predpisy. Zdravotnické zafizeni a Hlavni
fesitel souhlasi, ze pfi  shromazdovani
a zpracovani osobnich (dajl pFijmou nalezita
opatreni k jejich zajisténi, zachovani dlvérnosti
zdravotnich a lékarskych informaci souvisejicich
s Pacienty, Ze budou fadné informovat dottené
Pacienty o shromazdovani a zpracovani jejich
osobnich udajli, poskytnou Pacientlim pfiméreny
pfistup k jejich osobnim udajim a zabrani
pristupu k nim neopravnénym osobam. Osobni
Udaje tykajici se Hlavniho FeSitele a dalSich
fesSiteld (napf. jméno, adresa a telefonni Cislo
nemocnice nebo Kkliniky, Zivotopis) mohou byt
prevedeny na jiné pridruzené spolecnosti Johnson
& Johnson, které se vénuiji klinickému vyzkumu,
a to za ucelem monitorovani I|éciv, realizace,
dokumentace a kontroly klinickych zkousek, stejné
jako kontaktovani téchto osob a jejich prislusnych
organizaci po celém svété v pfipadé dalSich
budoucich studii a projektd, do nichz se mohou
zapojit. Strany se rovnéz dohodly, Ze Zadavatel

6.1

6.2

6.3

Institution agrees to administer and Principal
Investigator shall conduct the Clinical Trial and
maintain records and data during and after the
term of this Agreement in strict compliance with
all applicable legal and regulatory requirements,
as well as with generally accepted conventions
such as the Declaration of Helsinki and the ICH-
GCP guidelines.

No party shall perform any actions that are
prohibited by local and other anti-corruption laws
(collectively “Anti-Corruption Laws") that may be
applicable to one or more parties to the
Agreement or the Principal Investigator. Without
limiting the foregoing, no party shall make any
payments, or offer or transfer anything of value,
to any government official or government
employee, to any political party official or
candidate for political office or to any other third
party related to the transaction in a manner that
would violate Anti-Corruption Laws.

The parties agree that the collection, processing
and disclosure of personal data and medical
information related to the Trial Subject is subject
to compliance with applicable personal data
protection and security laws and regulations.
When collecting and processing personal data, the
Institution and Principal Investigator shall take
appropriate measures to safeguard these data, to
maintain the confidentiality of Trial Subject
related health and medical information, to
properly inform the concerned data subjects
about the collection and processing of their
personal data, to grant data subjects reasonable
access to their personal data and to prevent
access by unauthorized persons. Personal data
related to Principal Investigator and any
investigational staff (e.g., name, hospital or clinic
address and phone number, curriculum vitae)
may be transferred to other Johnson & Johnson’s
affiliates dedicated to clinical research with the
purposes of drug monitoring, implementation,
documentation and control of clinical trials, as well
as for contacting them and their respective
agencies around the world in case of other future
studies or investigations in which they may be
involved. The parties also agree that the Sponsor
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mlze pouZit osobni Udaje poskytnuté Hlavnim
fesitelem pro spravu internich studii a zajistit, aby
jejich kontaktni Udaje byly uchovavany divérnym
a uplnym zplisobem v jinych systémech
pouzivanych Zadavatelem a jeho pfidruzenymi
subjekty, a to v souladu s odstavcem 6.4 nize.

can use personal data provided by the Principal
Investigator for managing internal studies and
ensuring that their contact information is
contained in a faithful and complete way in other
systems used by the Sponsor and its affiliates, in
compliance with paragraph 6.4 below.

6.4 Smluvni vyzkumna organizace mize predat osobni | 6.4 The CRO may transmit personal data of the
Udaje Hlavniho feSitele a vSech clend tymu Principal Investigator and any investigational staff
podilejicich se na provadéni klinického hodnoceni and anonymous personal data of Trial Subjects to
a také anonymizované osobni Udaje subjektl Sponsor, and other affiliates of the Johnson &
hodnoceni Zadavateli, a jinym pfidruzenym Johnson group of companies and their respective
subjekttim skupiny spolecnosti Johnson & Johnson agents worldwide. Accordingly, personal data of
a jejich zastupclm na celém svété. V souladu s the Principal Investigator and any investigational
tim mohou byt osobni Udaje Hlavniho FeSitele a staff and anonymous personal data of Trial
vSech Clent tymu podilejiciho se na provadéni Subjects may be transmitted to countries outside
klinického hodnoceni a také anonymizované the European Economic Area (EEA), such as the
osobni Udaje subjektd hodnoceni predany do United States, which the EU has determined
zemi mimo Evropsky hospodaisky prostor (EHP), currently lack appropriate privacy laws providing
jako jsou naptiklad Spojené staty americké, které an adequate level of privacy protection.
dle EU Notwithstanding the above, CRO, Sponsor and its
v soucasné dobé nemaji odpovidajici zakony na affiliates of the Johnson & Johnson group of
ochranu soukromi poskytujici nalezitou Uroven companies and respective agents will apply
ochrany soukromi. Bez ohledu na vySe uvedené adequate privacy safeguards to protect such
pouziji Smluvni vyzkumnad organizace, Zadavatel personal data as required in the EEA. Personal
a pridruzené subjekty skupiny spole¢nosti Johnson data may also be disclosed as required by
& Johnson a jejich zastupci pfijmou adekvatni individual regulatory agencies or applicable law,
bezpecnostni opatfeni na ochranu soukromi dle such as to report serious adverse events.
pozadavkl EHP. Osobni Udaje mohou byt rovnéz
zpfistupnény, jak vyzaduji pfislusné regulacni
Ufady ¢i platné zakony, naptiklad kv@li hlaseni
zavaznych neZadoucich pfihod.

6.5 Organizace souhlasi s tim, Ze bude informovat | 6.5 Institution agrees to inform Principal Investigator
Hlavniho FeSitele a dalsi fesitele o tom, Ze jejich and other investigational staff that their personal
osobni Udaje budou shromazdovany podle data will be collected as stated in Section 6.
oddilu 6.

6.6 V pripadé zjisténi, ze nékterd Cast této Smlouvy | 6.6 In the event that any part of this Agreement is
porusuje platné zakony a predpisy, smluvni strany determined to Vviolate applicable laws and
souhlasi, ze v dobré vife vyjednaji zmény téch regulations the parties agree to negotiate in good
ustanoveni, u nichz tento problém nastal. faith revisions to the provision or provisions that
V pfipadé, ze strany nejsou schopny dohodnout are in violation. In the event the parties are
se na novych nebo upravenych podminkach tak, unable to agree to new or modified terms as
aby celd Smlouva jiz neporusovala platné zakony required to bring the entire Agreement into
a predpisy, mlze kterakoli ze stran tuto Smlouvu compliance, either party may terminate this
ukoncit, a to Sedesat (60) kalendarnich dnli pred Agreement on sixty (60) calendar days prior
doruCenim pisemné vypovédi druhé strané written notice to the other party and Principal
a Hlavnimu fesiteli. Investigator.

7. Vlastnictvi dat — Diivérnost — Rejstiik — | 7. Ownership of Data - Confidentiality —
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7.1

7.2

publikace

Vlastnictvi dat

Vsechny formulare prfipadovych zprav a jinych
dat, vCetné mimo jiné napsanych, tisténych,
kreslenych, video a audio materialll a informaci
obsazenych v jakékoliv pocitacové databazi nebo
elektronické podobé&, které vytvorilo Zdravotnické
zarizeni a/nebo Hlavni fesitel v pribéhu provadéni
Klinického hodnoceni (,Data"), budou majetkem
Zadavatele, ktery je mlze vyuzit jak uzna za
vhodné v souladu s platnymi zakony a predpisy
o ochrané soukromi a bezpecnosti a podminkami
této Smilouvy. Jakékoli autorské dilo vytvorené
v souvislosti s vykonem Klinického hodnoceni a
obsazené v Datech (s vyjimkou pfipadu jeho
zverejnéni Hlavnim fesSitelem, jak je stanoveno
v oddile 7.4) se povazuje za ,smluvni dilo"
v maximalnim rozsahu povoleném zakonem a je
ve vlastnictvi Zadavatele nebo jeho zmocnénce.

Zachovani divérnosti

VesSkeré  informace, véetné mimo  jiné
Hodnoceného produktu nebo Cinnosti Zadavatele,
jako jsou jeho patentové zadosti, vzorce, vyrobni
procesy, zakladni védecké udaje, predchozi
klinické Udaje z vyzkumu a dfive nezverejnéné
formulacni informace poskytnuté Zadavatelem
Zdravotnickému zafizeni nebo Hlavnimu reSiteli
(,DGvérné informace Zadavatele") jsou
povazovany za ddvérné a zlstanou vyhradnim
majetkem Zadavatele. Zdravotnické zafizeni
souhlasi a zajisti souhlas Hlavniho feSitele s tim,
Ze béhem trvani této Smlouvy i poté vynaloZi
Zdravotnické zafizeni a Hlavni feSitel maximalni
Usili k uchovani v tajnosti a pouziti pouze pro
Ucely zvazované v této Smlouvé (i) informadi,
které jsou oznaCeny jako dlvérné v predchozi
véte, nebo o nichz mlze rozumné uvazujici osoba
usoudit, Ze jsou dOvérnym a soukromym
majetkem sponzora a které jsou poskytnuty
Zadavatelem nebo jeho jménem Zdravotnickému
zafizeni nebo Hlavnimu fesiteli, a (i) Data.
Predchozi povinnosti se nevztahuji na Udaje nebo
informace (i), které byly zvefejnény bez zavinéni
Zdravotnického zafizeni nebo Hlavniho fesitele,
(i) u nichz Zadavatel pisesmné souhlasi, Ze mohou

7.1

7.2

Registry - Publication

Ownership of Data

All case report forms and other data, including
without limitation, written, printed, graphic, video
and audio material, and information contained in
any computer data base or computer readable
form, generated by the Institution and/or
Principal Investigator in the course of conducting
the Clinical Trial (the “Data”) shall be the property
of Sponsor, which may utilize the Data in any way
it deems appropriate, subject to and in
accordance with applicable privacy and security
laws and regulations and the terms of this
Agreement. Any copyrightable work created in
connection with the performance of the Clinical
Trial and contained in the Data (except any
publication by the Principal Investigator as
provided for in Section 7.4) shall be considered a
“work made for hire” to the fullest extent
permitted by law, and owned by Sponsor or its
designee.

Confidentiality

All information, including, but not limited to, the
Study Product or Sponsor’s operations, such as
Sponsor’s patent application, formulas,
manufacturing processes, basic scientific data,
prior clinical research data and formulation
information supplied by Sponsor to Institution or
Principal Investigator and not previously
published (the “Sponsor Confidential
Information”) are considered confidential and
shall remain the sole property of Sponsor.
Institution agrees and shall cause Principal
Investigator to agree that both during and after
the term of this Agreement, Institution and
Principal Investigator will use diligent efforts to
maintain in confidence and use only for the
purposes contemplated in this Agreement (i)
information which is identified as confidential in
the preceding sentence or which a reasonable
person would conclude is the confidential and
proprietary property of Sponsor and which is
disclosed by or on behalf of Sponsor to Institution
or Principal Investigator, and (ii) the Data. The
preceding obligations shall not apply to data or
information (i) which has been published through
no fault of Institution or Principal Investigator, (ii)
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byt pouzity nebo zvefejnény nebo (iii) které jsou
zverejnény v souladu s oddilem Uverejnéni této
Smlouvy. Ustanoveni tohoto oddilu budou platna
i po ukonCeni nebo vyprseni platnosti této
Smiouvy.

which Sponsor agrees in writing, may be used or
disclosed, or (iii) which is published in accordance
with the Publication Section of this Agreement.
The provisions in this paragraph shall survive the
termination or expiration of this Agreement.

7.3 Rejstrik 7.3 Registry
Pred zahajenim zarazovani Subjektt hodnoceni do Prior to the initiation of enrollment, Sponsor will
Klinického hodnoceni bude mit Zadavatel pravo have the right to publicly register Protocol
verejné zaregistrovat souhrn protokolu a summaries and Institution’s contact details from
kontaktni Udaje Zdravotnického zafizeni od company sponsored trials of both investigational
spolenost zadanych klinickych hodnoceni jak medicinal products and marketed medicinal
hodnoceného IéCiva, tak registrovanych léCivych products that meet at least one of the following
pripravkl, které splfuji nejméné jedno z nize criteria:
uvedenych kritérii:
(i) musi byt registrovany Zadavatelem podle _ _ _
platnych zakon@ a predpist a v souladu s nimi, (i) required to be registered by Sponsor pursuant
(i) jsou vyradovany ICMJE International to and in accordance with applicable laws and
Committee of Medical Journal Editors pro studie regulathns; (if) r§qU|red by 'the ICMJE
uréené International Committee of Medical Journal
k uvefejnéni v zahrani¢nich odbornych publikacich Fditors for studies intended _t° be pUinSh?d in the
(http://www.icmje.org); nebo (iii) od hodnoceni |nternat|onal. _ peer-rewevyfad literature
sponzorovanych  spole¢nosti  zkoumanych ¢ (http://www.icmje.org); or (iii) from company
registrovanych 1é&ivych pripravk a vyrobkd, sponsored trials of both investigational and
které jsou dostatené navrzeny a dobFe marketed medicines and products that are
kontrolovany, at’ jiz je toto poZadovano dle bodu adequately-designed and well-controlled, whether
(i) nebo (i) v tomto oddile vyge. Registrace or not required by (i) or (ii) of this section above.
probihd v rémci webovych stranek Nérodni Registration will be to the United States National
lékaFské knihovny Spojenych statll navrzenych Library of Medicine _W_eb s.ite designed for.t-his
pro tento Udel na adrese www.clinicaltrials.gov. purpose at W\.N?N.clmlcaltr.lals.qov. In addition
Krom& toho lze wvyusit pro Glely registrace equivalent official websites and Sponsor’s
rovnocenné oficialni webové stranky a webové websites may be used for registration purposes.
stranky Zadavatele.
V ramci soupisu klinického hodnoceni na adrese . . R
linicaltrial i mise kdokoli Init Any person accessing a clinical trial listing for a
:,ivnVZ:W.dcoI:a:Z?]ﬂ(r IaoS.qz?JésscI)bri]lqouszt(ia Zp‘%i:pﬁéi;' d?l?y Clinical trial on www.clinicaltrials.gov may elect to
., o ., complete an online eligibility-screenin
financovani Zadavatele. U Pacientu, kteri se na p. . abl E »;] g
zakladé dotazniku ukazi byt jako potencialné questionnaire made available through Sponsor
acobili , ., blasti funding. For Trial Subjects screened as potentially
Zravotnického zafizen, obdrdi Havn festel | C19DIe in the Instiution's geographical area,
X In&ny ! il Pacient oh Principal Investigator will receive a report with
Zpravu S vyp nenym pr.0|em aC|,en awa ;e ° the completed screen and the Trial Subject's
kontaktnimi informacemi. Zdravotni zarizeni se . . o
_ . D contact information. Institution agrees and
zavazuje a zarucuje, ze Hlavni fresitel bude h incipal . hall foll
\dét &nnosti v ndvaznosti na  zprévu warrants the Principal Investigator shall follow-up
zrozzkumentovat o &innosti ve  zdroiowvich on the report and shall document such follow-up
J4znamech y Jovy in source records.
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7.4

Uverejnéni

V souvislosti s jakymikoliv Daty nebo s jinymi
informacemi vygenerovanymi v ramci sluzeb
provadénych podle této Smlouvy prostrednictvim
Zdravotnického zafizeni nebo Hlavniho fesitele
ma Zadavatel prvni pravo zverejnit Udaje o
Klinickém hodnoceni, a to jak formou Ustni
prezentace na kongresu, tak publikovanim bez
souhlasu Zdravotnického zatizeni nebo Hlavniho
fesSitele. Pokud by navic ke zverejnéni Klinického
hodnoceni v odbornych publikacich nedoslo
béhem dvanacti (12) mésic od ukonceni
Klinického hodnoceni, mlze pfipadné Zadavatel
zverejnit  vysledky Klinického hodnoceni na
webové strance vysledkd klinickych studii ve
formé& Synopse klinického hodnoceni ve formatu
ICH-E-3.

Zdravotnické zafizeni a Hlavni feSitel maji pravo
zverejnit vysledky Klinického hodnoceni a veskeré
zakladni informace, které je tfeba zahrnout pfi
zverejnéni vysledkd klinickych studii nebo proto,
aby mohli jini odbornici ovéfit vysledky téchto
Klinickych hodnoceni. Pokud si Zdravotnické
zafizeni a Hlavni feSitel preji zverejnit informace
z Klinického hodnoceni, musi byt za GcCelem
posouzeni Zadavateli poskytnuta kopie rukopisu,
a to alespon Sedesat (60) dni pred predlozenim
ke zvefejnéni nebo prezentaci. Zadavatel,
Zdravotnické zafizeni a Hlavni reSitel zajisti
urychlené  posouzeni anotaci, plakatovych
prezentaci nebo jinych materiald. Bez ohledu na
vySe uvedené se nesmi bez predchoziho
pissmného souhlasu Zadavatele k publikaci
predkladat prace, které obsahuji dOvérné
informace o Zadavateli. Na zakladé pisemné
Zadosti mohou Zdravotnické zafizeni a Hlavni
fesitel zamezit takové publikaci az na dalSich
Sedesati (60) dnl, aby bylo mozné podani
patentové prihlasky.

Pokud je soucasti multicentrického klinického
hodnoceni konkrétni klinické hodnoceni, nesmi
Zdravotnické  zafizeni ani  Hlavni  FeSitel
u takovéhoto klinického hodnoceni zverejhovat
Udaje ziskané ze Zdravotnického zafizeni
samostatné, dokud nedojde ke zvefejnéni
kombinovanych  vysledki z  dokonceného
Klinického hodnoceni v rdmci spolecného

7.4

Publication

In connection with any Data or other information
generated from the services conducted under this
Agreement by the Institution or Principal
Investigator, Sponsor shall have the first right to
present in public the Data of the Clinical Trial,
whether this is by means of an oral presentation
at a congress or by publication without approval
from the Institution or Principal Investigator.
Moreover, if publication of the Clinical Trial to the
peer reviewed literature has not occurred within
twelve (12) months of Clinical Trial completion,
Sponsor may post the results of the Clinical Trial
to a clinical trial results web site in the form of a
Clinical Study Report Synopsis in ICH-E-3 format,
if applicable.

The Institution and Principal Investigator shall
have the right to publish the results of the Clinical
Trial and any background information that is
necessary to include in any publication of Clinical
Trial results or necessary for other scholars to
verify such Clinical Trial results. If the Institution
and Principal Investigator wish to publish
information from the Clinical Trial, a copy of the
manuscript must be provided to the Sponsor for
review at least sixty (60) days prior to submission
for publication or presentation. The Sponsor, the
Institution and Principal Investigator will arrange
expedited reviews for abstracts, poster
presentations or other materials. Notwithstanding
the foregoing, no paper that incorporates Sponsor
Confidential Information will be submitted for
publication without Sponsor's prior written
consent. If requested in writing, the Institution
and Principal Investigator will withhold such
publication for up to an additional sixty (60) days
to allow for filing of a patent application.

If a particular clinical trial is part of a
multicenter clinical trial, the Institution and
Principal Investigator for such clinical trial shall
not publish data derived from the Institution
individually until the combined results from the
completed Clinical Trial have been published in a
joint, multicenter publication of the clinical trial
results. However, if such a multicenter publication
is not submitted within twelve (12) months after
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7.5

7.6

8.

multicentrického  zvefejnéni.  Pokud  vSak
k takovému multicentrickému zverejnéni nedojde
do dvanacti (12) mésicl po zavrSeni, preruseni
nebo dokonceni Klinického hodnoceni ve vsech
zarizenich nebo poté, co zadavatel potvrdi, Ze
nedojde k Zadné multicentrické publikaci
Klinického hodnoceni, Zdravotnické zafizeni
a/nebo Hlavni teSitel mohou zverejnit vysledky
sami v souladu s ustanovenimi tohoto oddilu.

Zdravotnické zafizeni souhlasi, zarucuje a zajisti
souhlas Hlavniho feSitele a vSech spolufesitell a
dalsich pracovnikd podilejicich se na Klinickém
hodnoceni s tim, ze budou dodrzovat ustanoveni
tohoto oddilu.

Smluvni strany uznavaji, ze Zadavatel se zavazal
poskytnout  vysledky  klinického  hodnoceni

Patenty

Je znamo a ma se za to, ze stavajici vynalezy
a technologie Zadavatele, Zdravotnického zatizeni
a Hlavniho feSitele jsou jejich oddélenym
vlastnictvim a tato Smlouva se na né nevztahuje.
VSechna prava na jakékoli objevy nebo vynalezy,
které vznikly nebo se zacaly aplikovat v praxi
v dOsledku prace provadéné v ramci této
Smlouvy, nalezi Zadavateli nebo jeho zmocnénci.
Zdravotnické zafizeni a Hlavni feSitel neprodlené
zverejni  jakykoli vyndlez nebo objev vznikly
v ramci této Smlouvy. Zdravotnické zafizeni
souhlasi a zajisti souhlas Hlavniho fesitele s tim,
aby Zadavateli nebo jeho zmocnénci priznali
jediné a vyhradni vlastnictvi k témto vynaleziim
nebo objevlim. Pokud k tomu dojde, o vlastnictvi
Zada a resi jej Zadavatel. Zdravotnické zatizeni
podepiSe a zajisti podpis svych zaméstnanct
(vCetné Hlavniho fesSitele) pod vsemi dokumenty
potfebnymi pro prevod veskerych prav, narokd
a podill na vSech takovych vynalezech nebo
objevech na Zadavatele nebo jeho zmocnénce.

Odmeéna

Celkovy rozpoCet a plnd odména k vyplaceni
Zdravotnickému zafizeni za provedeni Klinického
hodnoceni jsou obsahem Prilohy B. Platby budou

7.5

7.6

conclusion, abandonment or termination of the
Clinical Trial at all sites, or after Sponsor confirms
there will be no multicenter Clinical Trial
publication, the Institution and/or such Principal
Investigator

Institution agrees and warrants and shall cause
Principal Investigator and all co-investigators and
other personnel involved with the Clinical Trial to
comply with the provisions of this Section.

The parties acknowledge that Sponsor is

obligated to provide the results of the Clinical

Patents

It is recognized and understood that the existing
inventions and technologies of Sponsor,
Institution and Principal Investigator are their
separate property respectively, and are not
affected by this Agreement. All rights to any
discovery or invention conceived or conceived and
reduced to practice as a result of the work
conducted under this Agreement shall belong to
Sponsor or its designee. Institution and Principal
Investigator shall promptly disclose any invention
or discovery arising under this Agreement.
Institution agrees and shall cause Principal
Investigator hereby assigns to Sponsor or its
designee the sole and exclusive ownership
thereto. Such application, if any, shall be filed and
prosecuted by Sponsor. Institution shall execute,
and shall have its employees (including Principal
Investigator) execute, all documents necessary to
transfer all right, title and interest in and to any
such invention or discovery to Sponsor or its
designee.

Compensation

The total budget and full compensation to be paid
by the CRO to the Institution for the performance
of the Clinical Trial is contained in Exhibit B.
Payment shall be due and payable in accordance
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9.2

9.3

10.

splatné podle kalendare uvedeného v Pfiloze B.

Strany potvrzuji a souhlasi, ze odména a podpora
poskytnuté Zadavatelem prostfednictvim Smluvni
vyzkumné organizace Zdravotnickému zafizeni
v souladu s touto Smlouvou predstavuji
primérenou trzni hodnotu za vyzkumné sluzby
provedené  Zdravotnickym  zafizenim,  byly
sjednany v transakci za béznych trznich podminek
a nebyly stanoveny zplsobem, ktery by
zohledrioval objem nebo hodnotu jakéhokoli
doporucovani pacientl ¢i jinych zaleZitosti jinak
probihajicich mezi Zadavatelem
a Zdravotnickym zafizenim nebo Hlavnim
fesitelem. Nic v této Smlouvé nelze vykladat
Zadnym zplisobem jako povinnost nebo podnét
Zdravotnickému zafizeni nebo Hlavnimu fesSiteli
s cilem doporucit, aby jakakoli fyzickd nebo
pravnicka osoba nakupovala vyrobky Zadavatele
nebo vyrobky pridruzenych subjektl Zadavatele.

Ani Zdravotnické zafizeni ani Hlavni feSitel
nebudou Uctovat jakékoli treti strané za zadné
Hodnocené produkty nebo jiné predméty nebo
sluzby dodané Smluvni vyzkumnou organizaci v
souvislosti

s Klinickym hodnocenim ani za zadné sluzby
poskytované Pacientdm v souvislosti s Klinickym
hodnocenim, za néz se provadi platba jako
soucast Klinického hodnoceni.

Odskodnéni

10.1 Zadavatel musi hajit, odSkodnit a zprostit
obvinéni Zdravotnické zafizeni, jeho vedeni,
vedouci pracovniky, zastupce a zaméstnance
(vEetné Hlavniho Fesitele a spoluresiteld) od vSech
ztrat, nakladl, vydajl, zavazkd, pohledavek,
krokd

a nahrad skod ve vztahu k Ujmam Pacientd pfimo
zplsobenym pouZitim Hodnoceného produktu
v priibéhu Klinického hodnoceni nebo v dlsledku
procedury ¢i postupu predepsanych nebo
vyzadovanych Protokolem.  Smluvni vyzkumna
organizace timto odmita veskerou odpovédnost v
souvislosti se Studijnim pripravkem, vcetné
veskeré odpovédnosti za jakykoli narok ohledné
vady vyrobku, ktery wvyplyvd ze stavu
zpdsobeného nebo  Udajné  zplsobeného
podavanim takového  Studijniho  pfipravku.
Smiuvni  vyzkumna organizace (CRO) je

9.2

9.3

10.

10.1

with the schedule set forth in Exhibit B.

The parties acknowledge and agree that the
compensation and support provided by the CRO
to Institution pursuant to this Agreement
represents the fair market value for the research
services conducted by Institution, has been
negotiated in an arms-length transaction, and has
not been determined in a manner that takes into
account the volume or value of any referrals or
other business otherwise generated between
Sponsor and Institution. Nothing contained in this
Agreement shall be construed in any manner as
an obligation or inducement for the Institution or
Principal Investigator to recommend that any
person or entity purchases the Sponsor’s products
or those of any entity affiliated with Sponsor.

Neither Institution nor Principal Investigator shall
bill any third party for any Study Product or other
items or services furnished by CRO in connection
with the Clinical Trial, or any services provided to
Trial Subjects in connection with the Clinical Trial
for which payment is made as part of the Clinical
Trial.

Indemnification

Sponsor shall defend, indemnify and hold
harmless Institution, its trustees, officers, agents
and employees (including the Principal
Investigator and co-investigators) from any and
all losses, costs, expenses, liabilities, claims,
actions and damages, based on a personal injury
to a Trial Subject directly caused by use of the
Study Product during the course of the Clinical
Trial or any properly performed intervention or
procedure provided for or required by the

Protocol to which the Trial Subject would not
have been exposed but for their participation in
the Clinical Trial. CRO hereby disclaims any
liability in connection with the Study Product,
including any liability for any product claim arising
out of a condition caused by or allegedly caused
by the administration of such Study Product. CRO
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odpovédna za Skody, které vzniknou v disledku
nedbalosti nebo Umysiného  zavinéni  pfi
poskytovani sluzeb uvedenych v této smlouvé
anebo v ddsledku poruseni ustanoveni této
smlouvy smluvni vyzkumnou organizaci.

Ustanoveni tohoto clanku maji pretrvavaijici
platnost i po fadném ¢i predcasném ukonceni
platnosti této smlouvy.

shall be liable for damages resulting from its
negligence or wilful misconduct in the execution
of its services hereunder or breach of this
Agreement.

This Section shall survive termination or

expiration of this Agreement.

10.2 VySe uvedend povinnost Zadavatele, jak je | 10.2 The above obligation of Sponsor, as stated in
uvedeno v bodé 10.1, neplati a Zadavatel nenese Section 10.1, shall not apply and Sponsor shall
odpovédnost za jakékoli odskodnéni C¢i naklady not be liable for any indemnification or expenses,
a Zdravotnické zafizeni musi hajit, odskodnit and, in fact, Institution shall defend, indemnify
a zprostit obvinéni Zadavatele pred kroky Ci and hold harmless Sponsor, for actions or claims
naroky jakkoli vyplyvajici z nebo zplsobené in any way arising from or caused by the willful,
umyslnym, bezohlednym, nebo hrubé nedbalym reckless, or gross negligent acts or omissions, or
jednanim nebo opomenutim nebo odbornym professional malpractice of the Institution or any
zanedbanim  Zdravotnického  zafizeni nebo of its trustees, officers, agents or employees
nékterého z jeho vedeni, vedoucich pracovnikd, (including the Principal Investigator and co-
zastupcl nebo zaméstnancl (vCetné Hlavniho investigators), or arising from or caused by any of
feSitele a spolufesiteld) nebo vyplyvajici nebo their failures to comply with the Protocol, with
zplsobené  jejich  pfipadnym  nedodrZenim CRO's or Sponsor’s written recommendations and
Protokolu, pisemnych pokynd a doporuceni instructions related to the use of the Study
Smiuvni vyzkumné organizace nebo Zadavatele Product, or with any applicable legal and
tykajicich se uzivani Hodnoceného produktu nebo regulatory requirements.
platnych pravnich a zakonnych predpis(.

10.3 Povinnost odskodnujici strany podle této Smlouvy | 10.3 The obligation of the indemnifying party
se pouZije pouze v piipadé, ze druha smluvni hereunder shall apply only if the other party
strana po obdrzeni oznameni o pfipadném naroku provides prompt notification upon receipt of
nebo Zalobé toto urychlené oznami, a umozni notice of any claim or suit, permits the
odskodnujici  strané a  jejim  pravnikdm indemnifying party and its attorneys and
a zaméstnancdm feSit a fidit obhajobu téchto personnel to handle and control the defense of
narokl nebo v ramci takovych soudnich fizeni such claims or suits, including pretrial, trial or
vCetné predbézného liceni, soudniho procesu settlement, and the indemnified party fully
nebo vyrovnani a odskodnéna strana pri této cooperates and assists in such defense. The
obhajobé pIné spolupracuje a pomaha. indemnified party further agrees that it will not
Odskodnéna strana dale souhlasi s tim, Zze settle or compromise any such claim or suit
nepfijme odSkodnéni ani neohrozi pfipadny without the prior written consent of the
takovy narok nebo soudni fizeni bez predchoziho indemnifying party.
pisemného souhlasu odskodnuijici strany.

11. Pojisténi 11. Insurance

11.1 Zdravotnické zafizeni zajisti a udrzi v pIné | 11.1 Institution shall secure and maintain in full force
platnosti a Gcinnosti v priibéhu vykonu Klinického and effect through the performance of the Clinical
hodnoceni (a po ukonceni Klinického hodnoceni Trial (and following termination of the Clinical
pojisténi: Trial) insurance coverage for:
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11.2

11.3

11.4

12,

12.1

12.2

(i) pro zdravotnické pracovniky a/nebo
pojisténi odpovédnosti pfi poskytovani
zdravotni péce a
(ii) obecné odpovédnosti.
Zadavatel zabezpeéi a zachova v plné platnosti
a Ucinnosti po celou dobu provadéni Klinického
hodnoceni (a po ukonceni Klinického hodnoceni
k pokryti jakychkoliv narokd vyplyvajicich
z Klinického hodnoceni) pojistné kryti pro Klinické
hodnoceni nebo kryti jinak vyZadované v souladu
s platnymi zakony konkrétné v souladu s
ustanovenim § 52 odst. 3, pism. f) zakona ¢.
378/2007 Sb., o lécivech, ve vysi pfiméfené k
provadéni obchodnich cinnosti Zadavatele a v
souladu
s platnymi pravnimi a regulacnimi pozadavky.

Zdravotnické zafizeni prohlasuje, Ze ma sjednano
pojisténi dle § 45 odst. 2 pism. n) zakona C.
372/2011 Sb., o zdravotnich sluzbach, ve znéni
pozdéjsich predpisd

Kazda strana poskytne na vyzadani druhé strané
osvédCeni o pojisténi dokladajici pozadované
pojistné kryti.

Zverejiiovani_ finanénich Odajii — Stfet

zajmi — Vylouceni

Zdravotnické zafizeni souhlasi a zajisti souhlas
Hlavniho fteSitele s tim, Zze poskytne Smluvni
vyzkumné organizaci veSkeré informace nezbytné
k dodrzeni jakychkoli poZadavk( na zverejfiovani,
které jsou nafizeny jakymkoli  pFislusSnym
zdravotnickym organem (véetné Amerického
Uradu pro potraviny a léky - FDA), vCetné vSech
informaci, jejichz zpfistupnéni se vyzaduje
v souvislosti s jakymkoli finan¢nim vztahem mezi
Zadavatelem a dalSimi pfidruzenymi subjekty
skupiny spolecnosti Johnson & Johnson a jejich
prislusnymi  zastupci a Hlavnim feSitelem
a jakymkoli spolufeSitelem zapojenym do
Klinického hodnoceni a mezi jakymkoli jinym
zastupcem nebo zaméstnancem Zdravotnického
zafizeni a Zadavatele. Tento pozadavek na
zverejnéni  financnich Udaji miZe vyZadovat
zverejnéni  informaci tykajicich se blizkych
rodinnych  pfislusnikd osob zapojenych do
Klinického hodnoceni.

Zdravotnické zafizeni potvrzuje, ze mezi nim

11.2

11.3

11.4

12.

12.1

12.2

(i) medical professional and/or provision
of medical care; and
(ii) general liability.

Sponsor shall secure and maintain in full force
and effect through the performance of the Clinical
Trial (and following termination of the Clinical
Trial to cover any claims arising from the Clinical
Trial) insurance coverage required for clinical
trials or as otherwise required by applicable law
namely in accordance with § 52 par.3 letter f) Act
No. 378/2007 od pharmaceuticals in amounts
appropriate to the conduct of Sponsor’s business
activities and in compliance with the applicable
legal and regulatory requirements.

The Institution represents that it has a valid and
efficient liability insurance in pursuant to § 45
paragraph 2 letter n) of the Health Services Act
number 372/2011 Coll., as amended

Upon request, each party shall provide the other
party with certificates of insurance evidencing the
required insurance coverage.

Financial Disclosure - Conflict of Interest -
Debarment

Institution agrees and shall cause Principal
Investigator to agree to provide all information to
CRO necessary to comply with any disclosure
requirements mandated by any competent health
authority (including, if applicable, the US FDA),
including any information required to be disclosed
in connection with any financial relationship
between Sponsor and other affiliates of the
Johnson & Johnson group of companies and
respective agents and Principal Investigator and
any co-investigator involved in the Clinical Trial
and between any other agent or employee of
Institution and Sponsor. This disclosure
requirement may require disclosure of information
involving immediate family members of those
involved in the Clinical Trial.

Institution confirms that there is no conflict of
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12.3

13.

14.

15.

(vCetné Hlavniho fesitele) a Zadavatelem neni
zadny konflikt zajm@, ktery by mafil nebo
ovliviioval pInéni podle této Smlouvy na strané
Zdravotnického zafizeni nebo Hlavniho feSitele,
a potvrzuji, Ze jejich plnéni podle této Smlouvy
neporusuje zadnou jinou smlouvu s tietimi
stranami. Zdravotnické zarizeni a Hlavni reSitel
okamzité uvédomi Smluvni vyzkumnou organizaci,
pokud v pribéhu plnéni této Smlouvy vyvstane
jakykoli konflikt zajmd.

Zdravotnické  zafizeni ani  Hlavni  FeSitel
nezaméstnaji zadnou osobu, neuzaviou smlouvu
ani nevyuziji sluzeb jakékoli osoby poskytovanych
pfimo nebo nepfimo podle této Smlouvy, pokud
takova osoba

(i) je wvylouCena pfislusnym zdravotnim
Uradem (véetné, pripadné US FDA);
nebo

byla odsouzena pro zanedbani povinné
péfe v souvislosti s provadénim
klinickych hodnoceni.

Na pisemnou Zadost Smluvni  vyzkumné

organizace Zdravotnické zarfizeni a Hlavni feSitel
do deseti (10) dnl poskytnou pisemné potvrzeni,
Ze plni vySe uvedeny zavazek. Jedna se o stalé
prohlaseni a zaruku po dobu trvani této Smiouvy
a Zdravotnické zarizeni a Hlavni resitel neprodlené
oznami Smluvni vyzkumné organizaci jakékoli
zmény stavu prohlaseni a zaruk stanovenych
v tomto oddile.

(if)

Nezavisly dodavatel

Zdravotnické zafizeni a Hlavni feSitel jednaji
jakozto nezavisla smluvni strana podle této
Smlouvy a nikoli jako zaméstnanec nebo zastupce
Smluvni vyzkumné organizace nebo Zadavatele.

Propagace

Zadna ze stran nesmi pouZivat nazev jakékoliv
jiné strany nebo Zadavatele pro propagacni Ucely
bez predchoziho pisemného souhlasu strany nebo
Zadavatele, jehoZz jméno se navrhuje pouzit,
a zadna ze stran nesmi ani zverejnit existenci
nebo obsah této Smlouvy s vyjimkou pfipadd
danych zakonem.

Oznameni

12.3

13.

14.

15.

interest between Institution (including Principal
Investigator) and the Sponsor that would inhibit
or affect the Institution’s and/or Principal
Investigator’s performance under this Agreement
and confirms that their performance under this
Agreement does not violate any other agreement
with third parties. Institution and Principal
Investigator will promptly inform CRO if any
conflict of interest arises during the performance
of this Agreement.

Institution and Principal Investigator shall not
employ, contract with or retain any person
directly or indirectly to perform services under
this Agreement if such a person

(i) is debarred by a competent health
authority (including, if applicable, the
US FDA); or

has been sentenced for malpractice
related to the conduct of clinical trials.

Upon written request from CRO, Institution and

Principal Investigator shall, within ten (10) days,
provide written confirmation that they have
complied with the foregoing obligation. This shall
be an ongoing representation and warranty
during the term of this Agreement and Institution
and Principal Investigator shall immediately notify
CRO of any change in the status of the
representation and warranty set forth in this
Section.

(if)

Independent Contractor

Institution (including Principal Investigator) is
acting in the capacity of independent contractor
hereunder and not as employees or agents of
CRO or Sponsor.

Publicity

None of the parties shall use the name of any
other party or Sponsor for promotional purposes
without the prior written consent of the party or
Sponsor whose name is proposed to be used, nor
shall either party disclose the existence or
substance of this Agreement except as required
by law.

Notice
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Veskera oznameni uvedena nize musi byt
zaslana expresni postou, faxem nebo osobné
doru¢ena se zaplacenym postovnym timto
zplsobem:

KOMU:
S.r.o.
Sokolovska 651/136a
186 00 Praha 8
Ceska republika

PAREXEL International Czech Republic

Copy to Sponsor: Janssen Pharmaceutical Research
& Development, L.L.C.

1125Trenton-Harbourton Road
Titusville, NJ 08560

KOMU: VSeobecna fakultni nemocnice v Praze
U nemocnice 499/2

%28 08 Praha 2

Ceska republika

K rukam:

KOMU:

VSeobecna fakultni nemocnice v Praze
U nemocnice 499/2

128 08 Praha 2

Ceska republika

Any notices given hereunder shall be sent by first
class mail, by fax or personally delivered, with
postage prepaid, as follows:

TO: PAREXEL International Czech Republic s.r.o.
Sokolovska 651/136a

186 00 Prague 8

Czech Republic

Copy to Sponsor: Janssen Pharmaceutical Research

& Develoimenti L.L.C.

1125Trenton-Harbourton Road
Titusville, NJ 08560

TO: VsSeobecna fakultni nemocnice v Praze
U nemocnice 2

128 08 Praha 2

Czech Republic

Attention:

TO:

VSeobecna fakultni nemocnice v Praze
U nemocnice 2

128 08 Praha 2

Czech Republic

16. Ukol 16. Assignment
Smluvni vyzkumna organizace ma pravo postoupit CRO shall have the right to assign this Agreement
tuto Smlouvu pfidruzenému subjektu Zadavatele to an affiliate of Sponsor upon prior written notice
po predchozim pisemném oznameni to Institution. In all other instances, neither party
Zdravotnickému zafizeni. Ve vSech ostatnich shall assign its rights or duties under this
pripadech zadna ze stran sva prava a povinnosti Agreement to another without prior written
podle této Smlouvy nepostoupi jiné osobé bez consent of the other party. Subject to the
predchoziho pisemného souhlasu druhé smluvni foregoing, this Agreement shall bind and inure to
strany. V souladu s vySe uvedenym tato Smlouva the benefit of the respective parties and their
zavazuje a uzavird se ve prospéch prislusnych successors and assigns.
stran a jejich nastupcl a nabyvateld.

17. Razné 17. Miscellaneous

17.1 Tuto Smlouvu Ize upravit, zménit nebo | 17.1 This Agreement may not be altered, amended or
modifikovat pouze na zakladé pisemného modified except by written document signed by
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dokumentu podepsaného obéma stranami.

17.2 Pokud je nékteré ustanoveni této Smlouvy
v rozporu s ustanovenim Protokolu, ma Protokol
prednost v otazkach Iékarstvi, védy a provadéni
Klinického hodnoceni. Tato Smlouva ma prednost

v pripadé vsech ostatnich rozpord.

17.3 Pokud je nékteré z ustanoveni pfiloh v rozporu
s nékterym z ustanoveni této Smlouvy,

ustanoveni priloh maji prednost.

17.4 Pokud se zjisti, ze je nékterd Cast této Smlouvy
nevymahatelna, zbytek této Smlouvy zlstava

v platnosti.

17.5 Tato Smlouva predstavuje Uplnou smlouvu
smluvnich stran ve vztahu k predmétu tohoto
dokumentu. Pfilohy tvofi nedilnou soucast této
Smlouvy. Vyslovné nahrazuje veskeré drivéjsi
nebo soucasné Ustni i pisemné prohlaseni Ci
smlouvy.

17.6 Nasledujici ustanoveni a jakékoli jiné podminky
jsou svou povahou jednoznacné uréeny k tomu, aby
zlstaly v platnosti i po ukonéeni nebo vyprseni
platnosti této Smlouvy: 1.6, 5, 6, 7, 8, 10, 11, 14,

16a17.

17.7 Smlouva je sepsana v jazyce Ceském a anglickém,
v pfipadé rozporu mezi témito jazykovymi verzemi

ma prednost verze Ceska.

18. Rozhodné pravo

V pripadé jakéhokoli sporu mezi smluvnimi
stranami ve vztahu k ustanoveni této Smlouvy vynalozi
smluvni strany veskeré Usili k tomu, aby vyreSily tuto
zalezitost smirnou cestou. Tato Smlouva se fidi a bude
vykladana v souladu
s pravnimi predpisy Ceské republiky bez ohledu na
pripadné kolize zakonnych ustanoveni. Strany souhlasi
se stanovenim prisluéného soudu v CR pro feseni
pfipadnych spord nebo nesouladu mezi smluvnimi
stranami v pfipadé, Ze strany nejsou schopny vse vyresit
smirné.

the parties.

17.2 If a provision of the Agreement conflicts with a
provision of the Protocol, the Protocol takes
precedence on matters of medicine, science and
conduct of the Clinical Trial. This Agreement

takes precedence in any other conflicts.

17.3 If any of the provisions defined under the
exhibits conflicts with any of the provisions of
this Agreement, the terms of the exhibits will

take precedence.

17.4 If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will

remain in effect.

17.5 This Agreement constitutes the complete
agreement of the parties with respect to the
subject matter hereof. The Exhibits form an
integral part of the Agreement. It expressly
supersedes any prior or contemporaneous oral or

written representations or agreements.

17.6 The following provisions and any other term or
condition which by its nature is clearly intended to
survive the termination or expiration of this
Agreement will survive the termination or expiration
of this Agreement: 1.6, 5, 6, 7, 8, 10, 11, 14, 16

and 17.

17.7 This Agreement is executed in English and Czech
language. In case of discrepancy between the
English and the Czech version, the terms of the

Czech version will prevail.

18. Controlling Law

In the event of any dispute arising between the
Parties in relation to the terms of this Agreement,
the Parties shall use their best endeavors to
resolve the matter on an amicable basis. This
Agreement shall be governed by and shall be
construed in accordance with the laws of Czech
Republic without regard to any conflicts of laws
provisions. The parties consent to the appropriate
court in Czech Republic of competent jurisdiction
for the resolution of all disputes or controversies
between the parties hereto that the parties are

Strana 24 z 80

Page 24 of 80

54767414MMY3007_219129_CZE_42001_CTA_Institution_|JJj_Bilingual_20151022 version 1,0




19. Sdélovani informaci na zakladé platnych

zakonti / Zverejnovani informaci
CRO/Zadavatelem
19.1 Smluvni strany berou na védomi, Ze nékteré

zakony mohou jiz dnes nebo v budoucnosti
vyzadovat, aby farmaceutické firmy, vyrobci
zdravotnickych prostfedkd a ostatni firmy,
sdélovaly informace tykajici se kompenzaci, darl
a ostatnich odmén  vyplacenych  nebo
poskytovanych pracovniklm v oblasti zdravotni
péCe. CRO/ Zadavatel mize sdélit informace o
odménach uvedené v této smlouve, v rozsahu

unable to settle amicably.

19. Disclosure Pursuant to Applicable Laws /
Public Posting by the CRO/Sponsor

19.1 The parties acknowledge that certain laws now or

in the future may require pharmaceutical, medical

device and other companies to disclose
information on compensation, gifts or other
remuneration  provided to  health care
professionals. The CRO/Sponsor may report

information about compensation provided under
this agreement, as required by law. Once

pozadovaném platnymi zakony. Po sdéleni reported, such information may be publicly
takovych informaci se tyto informace mohou stat accessible.
verejné pristupnymi.
19.2 Bez ohledu na ostatni ustanoveni této smlouvy,
smluvni strany berou na védomi a souhlasi s tim, | 19.2 Notwithstanding any other provision in this
ze CRO/ Zadavatel si vyhrazuje pravo zverejnit na agreement, the contracting paties understand
Verene pnstt.ipnych w,ebovych . vstr,ankach and agree that the CRO/Sponsor reserves the
informace o vSech platbach provadénych na ) ) .
zakladé této smlouvy (a to bez ohledu na to zda r|ght. t‘? post on a web.5|te accessible to the
je zvefejnéni téchto informaci poZadovano public, information regarding all payments under
zékonem ¢ nikoli), véetné informaci o totoZnosti, this agreement (whether or not required by law),
celkové vySi vyplacenych Castek, informaci o including your identity, the total value of all
Ucelu platby a dalsich informaci, jejichz zvefejnéni payments, the purposes for which such payments
CRO/Zadavatel povazuje za vhodne. were made, and other information as the
CRO/Sponsor determines is appropriate.
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NA DUKAZ CEHOZ i4dné jmenovani zastupci obou
smluvnich stran pfipojuji ke dni Gcinnosti pod tuto
Smilouvu svij podpis.

PAREXEL International Czech Republic s.r.o.
jednajici jménem Janssen-Cilag International NV

Podpis

Manager Clinical Operation

Datum

PAREXEL International Czech Republic s.r.o.

Podpis

Manager Clinical Operation

Datum

VsSeobecna fakultni nemocnice v Praze

IN WITNESS WHEREOF, the parties hereto have
caused this Agreement to be executed by their duly
authorized representatives as of the Effective Date.

PAREXEL International Czech Republic s.r.o. on
behalf of Janssen-Cilag International NV

Signature

Manager Clinical Operation

Date

PAREXEL International Czech Republic s.r.o.

Signature

Manager Clinical Operation

Date

VSeobecna fakultni nemocnice v Praze

Podpis Signature
feditelka Director
Datum Date
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Precteno a potvrzeno:

Ja, , Hlavni fesitel tohoto
klinického hodnoceni IéCiv timto potvrzuji, ze jsem se
seznamil s protokolem a vSemi dokumenty predanymi
Zadavatelem a/nebo CRO k provedeni Klinického
hodnoceni. Byl jsem seznamen se smlouvou uzavienou
mezi Zadavatelem, Smluvni vyzkumnou organizaci a
VSeobecnou fakultni nemocnici v Praze a budu
dodrzovat povinnosti v ni stanovené Hlavnimu resiteli Ci
povinnosti vyplyvaijici pro Hlavniho feSitele ze Spravné
klinické praxe.

Read and Acknowledged:

I, _ Principal Investigator in
this Study with medicinal products, hereby declares that
I have studied the Protocol and all documents submitted
by the Sponsor and/or CRO with regard to the
performance of the Study. I have been informed about
the Agreement concluded between Sponsor, CRO, and
Vseobecna fakultni nemocnice v Praze (General Faculty
Hospital in Prague) and I will fulfill my obligations of the
Principal Investigator imposed thereby and/or my
obligations imposed on me as an investigator by the
Good Clinical Practice requirements.

Podpis
Signature
Datum
Date
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Prilohy:
Priloha A — Protokol a jeho nasledné zmény Priloh

A B — Rozpocet a rozpis plateb

Exhibits:

Exhibit A - Protocol and its subsequent
amendments

Exhibit B — Budget and Payment Schedule

The presumed

amount of the total remuneration for the provision

of services is 237000 CZK.
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Priloha A — Protokol a jeho nasledné zmény Exhibit A — Protocol and its subsequent
amendments
Pouze prostfednictvim odkazu; (stranka je prazdna
zamérné) By reference only; (page intentionally left blank)
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*Totals are VAT excluded. VAT will be paid as outlined in section 4 of this Exhibit.

* Céstky nezahrnuji DPH. DPH ve vysi bude pFipoctena v souladu s ustanovenim ¢&lanku 4. této

prilohy.
I
I
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*Totals are VAT excluded. VAT will be paid as outlined in section 4 of this Exhibit

* Castky nezahrnuji DPH. DPH bude pfipo¢tena v souladu s ustanovenim €élanku 4. této prilohy.

(4)

Platebni podminky:
a) Tato PRILOHA B plati v pfipadé, Ze
budou predany radné vyplnéné zaznamy za
zplsobilé subjekty hodnoceni. ZpUsobily
pacient je pacient, ktery spliuje podminky
pro zafazeni do klinického hodnoceni a jeho
|ééba probihala bez zavazného poruseni
ustanoveni protokolu, ktera by zplsobila, ze
Udaje od néj ziskané v pribéhu klinického
hodnoceni nebude mozné pouzit pfi
interpretaci vysledk( klinického hodnoceni.
Toto klinické hodnoceni je zalozeno na
principu konkurencniho naboru. Zadavatel
predpoklada ukonceni naboru poté co bude
do klinického hodnoceni randomizovan

zpusobilych pacientt bude dosazen predtim
nez bude v daném zdravotnickém zatizeni
dosazeno vySe uvedeného cilového poctu
zplsobilych  pacientd  zafazenych  do
klinického hodnoceni, bude dalsi nabor
pozastaven. Za pacienty, ktefi nedokonci
klinické hodnoceni bude vyplacena odména

v pomérné wvysi, na zdkladé poctu
dokonCenych navstév a vyplnénych a
zkontrolovanych chorobopis(i (CRF)

odevzdanych zadavateli. VSechny odmény
budou vyplaceny za navstévy pacientll, v
souladu s vySe uvedenym platebnim
kalendarem. Za pacienty, ktefi byli vyrazeni
z hodnotici faze Klinického hodnoceni z
ddvodu poruseni ustanoveni protokolu, ke
kterému doSlo zavinénim ze strany osob
podilejicich se na provadéni klinického
hodnoceni, nebude vyplacena Zadna
odména. Nahrada nakladl v souvislosti s
neuspésnym skriningem bude provedena v
souladu s platebnim kalendarem.

b) Zdravotnické zafizeni bere na védomi,
Ze toto klinické hodnoceni je multicentrické a
jeho cilem je provést vyhodnoceni predem
daného poctu pacientd zapsanych do tohoto
klinického hodnoceni. Predpoklada se, Ze
kazdé zdravotnické zafizeni UCastnici se
tohoto klinického hodnoceni, do néj zapise
pocet pacientd stanoveny ve smlouvé. Poté
co bude dosaZzeno cilového poctu pacientd
zarazenych do klinického hodnoceni, budou
zdravotnicka zafizeni, ktera do klinického

(4)

Payments Terms:
a) This EXHIBIT B is for completed records
for valid subjects. A valid subject is defined
as a subject who meets eligibility
requirements to enroll in the Study and does
not have significant Protocol violations that
would exclude his/her Data from analysis.
This Study is being conducted under a policy
of competitive enroliment. Sponsor
anticipates closure of enrollment upon
randomization of a total

prior to a site’s
reaching its valid subject goal as described
above, further recruitment will be
suspended. Subjects not completing the
trial will be paid for on a prorated basis
according to the number of confirmed
completed visits and CRFs received by
Sponsor.  All payment will be made for
subject visits according to the Payment
Schedule above. No payment will be made
for any subject excluded from analysis
because of Protocol violations that were
within the Study personnel’'s control.
Reimbursement for expenses related to
screen failures will be made according to the
Payment Schedule.

b) Institution acknowledges that this is a
multicenter Study designed to evaluate a set
number of Study subjects. It is anticipated
that each institution participating in the
Study will enroll Study subjects as provided
for under the Agreement. When enroliment
of the target number of Study subjects in
the Study is complete, sites will be notified
and instructed not to continue enrolling
Study subjects.
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hodnoceni nedokdzala nabrat smluvné
stanoveny pocet pacientli, vyrozuména o
této skuteCnosti a pozadana o ukonceni
naboru dalSich pacientd do klinického
hodnoceni.

c) Zadavatel, prostfednictvim prodejce
(treti strany), poskytne elektrické tablety pro
vyplnéni dotaznikl ePRO (electronic Patient
Reported Outcome - elektronicky dotaznik
vysledk{ pacienta), v souladu s ustanovenim
protokolu. Po ukonceni  klinického
hodnoceni ve zdravotnickém zafizeni, budou
elektronické tablety vraceny, v souladu s
pokyny. s vyjimkou tabletd nevracenych od
pacientll. Zdravotnické zafizeni se zavazuije,
ze vyvine veskeré Usili k tomu, aby vraceni
tabletd od pacientl zajistilo.

d) Kalibrace vybaveni a pfistroji: Co se
tyCe svych vlastnich pristrojd a zafizeni,
které zdravotnické zafizeni pouziva pro Ucely
plnéni ustanoveni této smlouvy, plati, ze
zdravotnické zarizeni nese plnou
odpovédnost  zajisténi fadné  kalibrace
a/nebo Udrzby a servisu svych vlastnich
pristroji  a vybaveni, dle pokynl a
doporuceni jejich vyrobce a/nebo Castéji, na
zakladé poZadavku zadavatele. Zaznamy
prokazujici kalibraci a Udrzbu zafizeni musi
byt na vyzadani poskytnuty zadavateli. Co se
ty¢e kalibraci, které jsou provadény
vyhradné na zadost zadavatele a které
nejsou soucasti vyrobcem doporuceného
planu udrzby, uhradi zadavatel
zdravotnickému zafizeni naklady na tyto
kalibrace, ve skutecné vysi, bez jakékoli
prirazky. Platba bude provedena po obdrzeni
faktury a ostatnich dokladl v souladu s
ustanovenim clanku 4 nize.

e) Schlizky zkousejicich: Zadavatel mize
hlavnimu  zkouSejicimu a  zdravotni
sestre/koordinatorovi klinického hodnoceni
doporucit nebo nafidit povinnou Ucast na
schlizkach, vcetné mimo jiné schlizek
zkousejicich. Zadavatel se zavazuje
poskytnout a uhradit vSechny pfimérené a
skuteCné vzniklé ndklady na cestovnég,
vCetné pfiméfenych nakladl na ubytovani a
stravu v souvislosti s témito schlizkami.
Smluvni strany souhlasi, ze Gcast na téchto
schlizkach je pfiméfena a nezbytny k tomu,
aby se vSechny strany, které se na
provadéni  klinického hodnoceni  podili,
peclivé sezndmili s protokolem a jeho
pozadavky.

c) Sponsor, through a third party vendor,
will provide electronic tablets for the
completion of ePRO (electronic Patient
Reported Outcome questionnaires) as called
for in the Protocol. Upon termination of the
Study at Institution, the electronic tablets
will be returned in accordance with
instructions. except for tablets not returned
by patients. The Health Institution
undertakes to use utmost efforts to ensure
return of the tablets from patients.

d) Equipment Calibration: Institution shall
be responsible for ensuring any Institution-
owned equipment utilized by Institution in
accordance with this Agreement, is serviced
and/or calibrated as per manufacturer’s
recommendation and/or more frequently as
required by the Sponsor. Records verifying
the equipment calibration and maintenance
shall be provided to Sponsor upon request.
For calibrations which are performed solely
at the request of the Sponsor, and that are
not part of the recommended scheduled
maintenance suggested by manufacturer,
Sponsor will reimburse Institution for the
actual cost without mark-up for each
calibration. Reimbursement will be provided
upon receipt of invoice and supporting
documentation in accordance with Section 4
below.

e) Investigator Meetings: Sponsor may
recommend or obligate the Principal
Investigator and a Study nurse/coordinator
to attend meetings, including but not limited
to an Investigator's Meeting. Sponsor shall
provide and pay all reasonable and
appropriate travel expenses, including
modest lodging and meals associated with
such meetings. The parties agree that
attending such meetings is reasonable and
necessary to ensure all parties engaged in
the Study have a clear understanding of the
Protocol and its requirements.
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f) Vyplatu odmén bude provadét CRO,
minimalné na Ctvrtletnim zakladé. Odména
bude zahrnovat naklady na vyplnéni
zaznaml (zaznam o navstévé a vyplnéni
prislusného chorobopisu) a také fakturované
nahrady, které byly predem schvaleny.

CRO zasle hlavnimu zkousejicimu e-mailem
elektronickou verzi formulare pro zkousejici
(IRF). Tento e-mail bude obsahovat Udaje o
tom, kam se ma vyplnény formulaf v
elektronickém formatu odeslat.

Hlavni fesitel vyplni elektronickou verzi
formulare IRF a vrati jej CRO e-mailem, na
adresu ve vySe uvedeném e-mailu.

Originaly faktur tykajicich se tohoto klinického
hodnoceni musi byt k proplaceni zasilany na
nasledujici adresu:

PAREXEL International Czech Republic
s.r.o.

Sokolovska 651/136 a

186 00 Praha 8

Ceska republika

Faktury budou vystaveny na:
Janssen-Cilag International NV

Turnhoutseweg 30,
2340 Beerse,
Belgie

DIC: BE 0461.607.459

Vezméte prosim na védomi, Ze vSechny
faktury musi obsahovat nasledujici, nize
uvedené informace. V opacném piipadé
budou vraceny a dojde ke zpozdéni platby:

Nazev zdravotnického zafizeni

Jméno hlavniho zkousejiciho

Cislo protokolu

Cislo faktury a datum vystaveni

Datum a popis poskytovanych sluzeb
Podptirné doklady (napfiklad faktury

f) Payments will be made by the CRO, at a
minimum, on a quarterly basis. These
payments will include costs for completed
records (visits and corresponding case report
form pages completed), as well as all
invoiced and approved costs from the prior
payment cycle.

CRO shall send, via e-mail transmission, an
electronic version of the Investigator
Request Form to the Principal Investigator.
This e-mail will also contain details of where
to return the completed version of the
electronic format.

The Investigator shall complete the
electronic version of the Investigator
Request Form and return it to CRO, via e-
mail transmission, at the email address
specified in the e-mail referred to above.

Original invoices pertaining to this study should be
submitted for reimbursement to the
following address:

PAREXEL International Czech Republic
S.r.o.

Sokolovska 651/136 a

186 00 Praha 8

Czech Republic

Original invoices will be issued to
Janssen-Cilag International NV
Turnhoutseweg 30,

2340 Beerse,

Belgium VAT:BE 0461.607.459

Please note that invoices must contain the
following information or they will be
returned, delaying payment:

Institution name

Principal Investigator name

Protocol number

Invoice number and date

Date & description of services provided
Supporting documentation (i.e. third
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tfetich stran, Uctenky, apod.)

g) Naklady a nahrady za cinnosti a polozky,
které nejsou uvedeny v ustanoveni ¢lanku
(2) vyse (Ostatni odmeény), v€etné mimo jiné
mzdovych nakladd zaméstnancl, naklad{
laboratofe, (s vyjimkou nahrad explicitné
uvedenych vyse), jsou jiz zahrnuty v
odméné vyplacené v souladu s ustanovenim
Clanku (3) vyse (Mezni body pro vyplatu
odmény). Tyto naklady tedy nebudou
zadavatelem hrazeny.

h) Odména bude vypldcena pouze za
vySetfeni provedena v souladu s Protokolem
a touto Smlouvou a pouze v pripadé
odevzdani fadné a spravné vyplnénych
Udaji zadanych do elektronického systému
porizovani dat (EDC), v souladu s pokyny
Zadavatele a ustanovenim této Smlouvy.

i) DANE: Véechny odmény vyplacené na
zakladé této smlouvy nezahrnuji mistni dan
z pfidané hodnoty , protoze se na tyto
sluzby vztahuje clanek 44 Smérnice Rady
Evropskych spolecenstvi Cislo 2006/112/EC.
V pfipadé, Ze se toto teritorialni pravidlo
neuplatni, a sluzby nebo zboZi by byly
predmétem tuzemské DPH, bude Castka
odmény zvySena o Castku pfislusné DPH
v zakonné vysi,. V pripadé, kdy poskytnuté
sluzby nebo dodané zboZi podiéhaji DPH
musi dodavatel odbérateli (pFijemci) zaslat
fadny danovy doklad pro DPH a uvést na
ném zakonem pozadované naleZitosti. Pokud
bude DPH Gctovano chybné bude pfislusna
Castka  vracena  dodavatelem (.
Zdravotnickym zafizenim) odbérateli ( CRO/
Zadavateli) poté co ji dodavateli vrati
prislusny spravce dané, a to bud’ formou
odpoctu v aktudlnim dafovém pfiznani nebo
v prislusném dodatecném danovém pfiznani
k DPHPokud nebude DPH vyuctovano a
nasledné bude zjisténo, Ze mélo byt
Gctovano nebo bude pfislusnym spravcem
dané  doméfeno, bude DPH uhrazeno
opdbératelem dodavateli na zakladé
predlozeni platného danového dokladu pro
DPH.

party invoices, receipts)

g) Costs from, and reimbursement for,
activities and items not specifically
referenced in Term (2) Other Compensation
above, including but not limited to staff
costs, laboratory fees, x other than any
subject stipends specifically identified above,
are incorporated into the per-subject
payment in accordance with Term (3)
Payment Milestones, above. No additional
reimbursement for these costs is otherwise
provided.

h) To be eligible for payments, the
procedures must be performed in full
compliance with the Protocol and this
Agreement, and Data submitted must be
complete, correct and entered into the
Electronic Data Capture (EDC) in accordance
with  Sponsor’s instructions and this
Agreement.

i) TAXES: Any consideration payable under
this agreement will be exclusive of local
value added tax (VAT) since these services
fall under Art. 44 of the Council Directive EC
2006/112/EC. In the case, where this
territorial rule would not be applicable, and
the services or goods are subject to local
VAT the consideration payable will be
increased by -, the amount of the respective
VAT at the statutory. In case any other
services or goods are subject to VAT, a valid
VAT invoice must be issued by the supplier
to the recipient in respect of the transaction
covered by the consideration and such VAT
invoice must contain all particular recquired
by respective law. If VAT is charged in error,
it will be refunded upon receipt of a refund
to the recipient the supplier from the
relevant tax authorities either by way of an
actual refund or by way of adjustment of the
relevant VAT return. If VAT is not charged
but subsequently it is found that it should
have been charged or VAT is additionaly
assessed by the relevant tax authorities as
being due on the consideration, the VAT due
upon said consideration will be paid by
recipient upon presentation of a valid VAT
invoice.
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Platba bude provadéna na zakladé fakturace
Zdravotnickym zafizenim. Fakturu vystavi
Zdravotnické zafizeni na zakladé kalkulace
uskutecnénych navsteév vytvorené
Zadavatelem a odsouhlasenych Hlavnim

fesitelem Pripadné nedodani kalkulace
uskutecnénych navstév nezbavuje
Zdravotnické  zafizeni prava  vystavit

pfislusnou fakturu dle platebnich podminek
dohodnutych ve smlouvé. Fakturace bude
probihat Ctvrtletné nejpozdéji vsak vzdy k
30.11.bézného roku. Podklady pro fakturaci
véetné kalkulace uskute¢nénych navstév a
veskera oznameni Zdravotnickému zafizeni
budou =zaslana do Oddéleni klinického
hodnoceni a vyzkumu, U nemocnice 499/2
Praha 2, 128 08 - kontaktni osoba

. Doba splatnosti faktury je 45
dni ode dne vystaveni Zdravotnickym
zafizenim. V pripadé opozdénych plateb je
Zdravotnické zafizeni opravnéno Uctovat
zakonny urok z prodleni v souladu s ust. §
1970 Obcanského zakoniku.

j) Aby se predesSlo pochybnostem, plati, ze
hlavni  zkousejici a/nebo  Zdravotnické
zafizeni jsou odpovédni za vyplatu vSech
odmén, nadhrad a/nebo pojisténi ostatnim
osobam podilejicim se na  provadéni
klinického hodnoceni. Smluvni strany také
vyslovné berou na védomi a souhlasi s tim,
Ze ani zkousejici ani zadné osoby podilejici
se na provadéni klinického hodnoceni nemaji
narok na zafazeni do pobidkovych,
zaméstnaneckych, d@chodovych ¢ jinych
pojistnych program@ a pobidek zadavatele.

k), Smluvni strany se dohodly, Ze tato
PRILOHA B je nedilnou soucasti této
smlouvy, podle které se fidi platebni
kalendaf pro vyplatu odmén v souvislosti s
touto smlouvou. Vyplata odmén bude
probihat v souladu s ustanovenim této
PRILOHY B s tim, Ze posledni odména bude
vyplacena az poté, co zdravotnické zafizeni
spini vSechny své povinnosti dle ustanoveni
této smlouvy a vSech jejich priloh. Hlavni
zkousSejici bere na védomi a souhlasi, Ze
odména, kterou hlavni zkousejici a/nebo
zdravotnické zafizeni ziskava na zakladé této
smlouvy Zadnym zplsobem nesmi ovlivnit
jeho Usudek, rady a léCebné postupy vOci
pacientdim. Smluvni strany se dohodly, Ze
nize uvedeny pfijemce odmény je jedinym
prijemcem odmény pro Ucely této smlouvy.

The payment will be made based on invoices
issued by the site. The Institution shall issue
an invoice based on a calculation of actual
visits made by the Sponsor and approved by
the investigator. Failure to produce the
calculation of actual visits does not void the
site of its right to issue the relevant invoice
pursuant to the payment conditions agreed
upon under the agreement. Invoicing will
take place according to need, although
always by Nov. 30 of each vyear. All
documents for invoicing, calculations of
actual visits and all notifications to the site
will be sent to the Department of Clinical
Trials and Research, U nemocnice, Prague 2
128 08 - contact person

The payment due date for each invoice is 45
days from its issue by the Instituion. If the
payment due date of an invoice has not
been met, the Institution is entitled to
charge interest according to Sec1970 Civil
law.

j) For the avoidance of doubt the Principal
Investigator and/or the Institution is
responsible for providing any and all
compensation, benefits and/or insurance to
the investigational staff. It is also
understood and expressly acknowledged
that the Investigator and the investigational
staff are not eligible to participate in, nor are
they eligible for coverage under, any of the
Sponsor’s benefit  plans, programs,
employment policies, procedures or workers
compensation insurance.

k) The parties agree that this EXHIBIT B is
part of the Agreement clarifying the
payment schedule associated with this
Agreement. Payments shall be made in
accordance with the provisions set forth in
this EXHIBIT B, with the last payment being
made after the site completes all of its
obligations under the Agreement and any
exhibits thereto. The Principal Investigator
acknowledges and agrees that his or her
judgment with respect to his or her advice
to and care of each subject is not affected
by the compensation the site receives
hereunder. The parties agree that the payee
designated below is the proper payee for
this Agreement, and that payments under
this Agreement will be made only to the
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Veskeré odmény a platby na zakladé této following payee:
smlouvy provadéné budou tedy vyplaceny
vyhradné nasledujicimu pfijemci odmény:

PAYEE NAME:

(Please note that his should be a business name
and must match the business name used to file
for your tax EIN or other tax ID humber)

JMENO PRIJEMCE PLATBY: VsSeobecna fakultni nemocnice v Praze

(Vezméte prosim na védomi, Zze se musi jednat o
obchodni jméno, které musi souhlasit s

obchodnim jménem, ke kterému se vztahuje vase
dariové Cislo EIN nebo jakékoli jiné dariové éislo)

U Nemocnice 499/2
128 08 Praha 2

PAYEE ADDRESS: Czech Republic

ADRESA PRIJEMCE ODMENY: CZ00064165

Nazev uctu VSeobecna fakultni nemocnice

v Praze

TAX ID NUMBER:

(Tax ID must exactly match the payee name
indicated above)

DANOVE IDENTIFIKACNI CiSLO:

(Toto dariové identifikani ¢islo musi patrit ke
shora uvedenému obchodnimu jménu firmy

Strana 79 z 80 Page 79 of 80

54767414MMY3007_219129_CZE_42001_CTA_Institution_|JJj_Bilingual_20151022 version 1,0



(Jméno, telefonni ¢islo, e-mail)-mail address)

Zdravotnické zafizeni ma tficet (30) dnl od
data, kdy Klinické hodnoceni dokonci/bude z néj
vyfazen posledni subjekt hodnoceni (LSO) na
vyfeseni vSech problému a nejasnosti tykajicich
se vyplaty odmén, které vznikly béhem
provadéni Klinického hodnoceni.

Institution will have thirty (30) days from the Last
Subject Out (LSO) date of the Study to resolve
any payment discrepancies, which have arisen
during the course of the Study.
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