CLINICAL TRIAL AGREEMENT

Made between Fakultni nemocnice Olomouc,
having a place of business at I.P.Paviova 185/6,
779 00 Olomouc, Czech Republic, Identification
number: 000 98 892, Tax ID number
CZ00098892, represented by Doc. MUDr. Roman
Havlik, Ph.D., Director (the “Institution”), and
Pharmaceutical Research Associates CZ,
s.r.o., located at Praha 7, Jankovcova 1569/2c,
Zip cCode (PSC): 170 00, Czech Republic, IC
(company ID number): 27636852, DIC (VAT no.):
CZ27636852, the limited liability company duly
registered in the Commercial Register of the
Czech Republic maintained by the Municipal
Court in Prague, Section C, Entry 120574,

represented by MUDr. Andrea KIE¢, Proxy
(“PRA”)  representing the interests ofand
Millennium Pharmaceuticals, Inc. having a

place of business at 40 Landsdowne Street
Cambridge, MA USA 02139 (the “Sponsor”).

prRoTocoL NUMBER: I
proTocoL TITLE: GG

PROTOCOL DATE: 22 May 2015
SPONSOR: Millennium Pharmaceuticals, Inc.

PRINCIPAL INVESTIGATOR:

an employee of Institution.

KEY ENROLLMENT DATE:
(date by which site is to enroll at least one (1)
subject)

100 Calendar Days after Site Initiation Visit

WHEREAS, the Principal Investigator (hereafter
also ,Investiagator), who is an employee of
Institution, and Institution, for itself and on behalf
of its employees, including Principal Investigator,
(hereatfter, jointly, the “Site”) are willing to conduct
a clinical trial (the “Study”), in accordance with the
above-referenced protocol and any subsequent
amendments thereto (the “Protocol”, enclosed
hereto as Attachment C) and PRA requests the
Site to undertake such Study;
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SMLOUVA O KLINICKEM HODNOCENI

uzaviena mezi Fakultni nemocnice Olomouc,
se sidlem na adrese |.P.Pavliova 185/6, 779 00
Olomouc, Ceska republika, IC: 000 98 892, DIC:
CZ00098892, zastoupena Doc. MUDr. Romanem
Havlikem, Ph.D., Feditelem (,Zdravotnické
zafizeni®), a Pharmaceutical Research
Associates CZ, s.r.o., se sidlem Praha 7,
Jankovcova 1569/2c, PSC 170 00, Ceska
republika, IC: 27636852, DIC: CZ27636852
spole¢nosti s ruéenym omezenym Fadné
zapsanou v Obchodnim rejstfiku Ceské republiky
vedeném Méstskym soudem v Praze, oddil C,
vlozka 120574, zastoupend MUDr. Andreou KIg,
prokuristkou (,PRA") zastupujici zajmy
spole¢nosti a Millennium Pharmaceuticals, Inc.
se sidlem 40 Landsdowne Street Cambridge, MA
USA 02139 (,Zadavatel®).

CisLo proTOKOLU: I
NAzev proTOKOLU: I

DATUM PROTOKOLU: 22. kvétna 2015
ZADAVATEL: Millennium Pharmaceuticals, Inc.

HLAVNIi ZKOUSEJiCi:

zaméstnanec Zdravotnického zarizeni.

KLICOVE DATUM ZARAZENI:

(datum, k némuz je Misto vykonu klinického
hodnoceni povinno zaradit alespon jeden (1)
subjekt hodnoceni)

100 kalendairnich dnil po vstupni navstéve
Mista vykonu klinického hodnoceni

VZHLEDEM K TOMU, ZE Hlavni zkousejici, ktery
je zaméstnancem Zdravotnického zafizeni, a
Zdravotnické zafizeni svym jménem a jménem
svych zameéstnancu, vCetné Hlavniho
zkousejiciho, (dale spole¢né jen ,Misto vykonu
klinického hodnoceni“) hodlaji provést klinické
hodnoceni  (,Studie”) vsouladu se shora
uvedenym protokolem a jeho pfipadnymi dodatky
(dale jen ,Protokol, ktery zde tvofi PFilohu C), a

1/20



NOW THEREFORE, the following is agreed:

1.

PRA hereby appoints the Institution to
conduct the Study, and the Institution agrees
to ensure that the Institution and the
Institution’s employees and agents staff
(including without limitation the Principal
Investigator) will conduct the Study in
accordance with the Protocol, the terms of
this agreement, including the Terms and
Conditions attached as Attachment A, the
Payment Schedule and Budget attached as
Attachment B, and any other attachments
hereto, which all are incorporated by
reference herein (the “Agreement”), good
clinical practices, and all applicable laws and
regulations. The Site hereby confirms that it
has enough time and resources to perform
the Study according to the highest quality
standards. The Institution understands and
agrees that if Site has not enrolled at least
one (1) subject by the Key Enrollment Date
then PRA may terminate this Agreement in
accordance with Section 5 of Attachment A.

The Study will be conducted on the basis of
the approval issued by the State Institute for
Drug Control, approval of the Ethics
Committee for Multicentrics Trials and the
approval of the Ethics Committee of the
Institution..

Payments shall be made in accordance with
the provisions set forth in Attachment B, with
the last payment being made after the Site
completes all its obligations hereunder, and
PRA has received all completed case report
forms (‘CRFs”) and, if PRA requests, all
other Confidential Information as defined in
Attachment A, Section 2 (Confidential and
Proprietary Information). The Institution, by
itself an on behalf of its employees, including
Principal Investigator, will act as an
independent contractor, and shall not be
considered the employee or agent of PRA or
Sponsor. Neither PRA nor Sponsor shall be
responsible for any employee benefits,
pensions, workers’ compensation,
withholding, or employment-related taxes as
to the Institution or any of its employees. The
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vzhledem k tomu, Ze spole¢nost PRA pozadala
Misto vykonu klinického hodnoceni o provedeni
této Studie;

PROTO se nyni sjednava nasleduijici:

1.

PRA timto ustanovuje Zdravotnické zafizeni
k provedeni Studie a Zdravotnické zafizeni
se zavazuje zajistit, aby ono samo a jeho
zaméstnanci a zastupci (zejména vcetné
Hlavniho  zkouSejiciho) provedli  Studii
v souladu s Protokolem, podminkami této
Smlouvy (v€etné Podminek zde tvoficich
Pfilohu A), Platebniho rozvrhu a Rozpoctu
zde tvoricich Pfilohu B a dale vcetné
pfipadnych dalSich pfiloh, které jsou zde

vSechny zaclenény formou odkazu
(,Smlouva®), spravnou klinickou praxi a
veskerymi platnymi zakonnymi a
podzakonnymi  pFedpisy. Misto vykonu

klinického hodnoceni timto potvrzuje, Ze ma
dostateCné Casové mozZnosti a zdroje
k provedeni Studie pfi dodrzeni nejvysSich
kvalitativnich standardu. Zdravotnické
zafizeni bere na védomi a souhlasi s tim, ze
pokud Misto vykonu klinického hodnoceni do
Kli¢ového data zafazeni nezafadi nejméné
jeden (1) subjekt hodnoceni, pak spole¢nost
PRA bude opravnéna tuto Smlouvu
vypovédét v souladu s ¢l. 5 Pfilohy A.

Studie bude provedena v souladu s
povolenim vydanym Statnim ustavem pro
kontrolu léCiv, se souhlasem Etické komise
pro multicentricka klinickd hodnoceni a se
souhlasem etické komise Zdravotnického
zarizeni.

Veskeré platby budou provadény v souladu
s podminkami stanovenymi v Pfiloze B,
pficemz posledni platba bude provedena
poté, co Misto vykonu klinického hodnoceni
splni vesSkeré své povinnosti, a poté, co PRA
obdrzi veSkeré vyplnéné formuléie pro
zaznam udaji o subjektech hodnoceni -
Case Report Forms (dale jen . formulare
CRF*), a v pfipadé, ze PRA o to pozada,
veskeré ostatni DOvérné udaje ve smyslu
jejich definice uvedené v Clanku 2, Pfilohy A
(DGvérné a zakonem chranéné udaje).
Zdravotnické zafizeni samo za sebe a
jménem  svych zaméstnancli, vcetné
Hlavniho zkous$ejiciho, bude jednat jako
nezavisly dodavatel smluvniho pInéni a
nebude povazovano za zaméstnance i
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Institution acknowledges and agrees that
Principal Investigator’s judgment with respect
to Principal Principal Investigator’s advice to
and care of each subject is not affected by
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

the compensation

payee (the “Payee”):

Institution

zastupce PRA ani Zadavatele. PRA ani
Zadavatel nebudou nést odpovédnost za
zameéstnanecké pozitky, naroky z penzijniho
pfipojisténi, nahrady, dané vybirané srazkou
nebo jiné dané ze zavislé €innosti ohledné
Zdravotnického zafizeni nebo kteréhokoli z
jeho zaméstnancll. Zdravotnické zafizeni
bere na védomi a souhlasi, Ze usudek
Hlavniho zkouSejiciho, pokud jde o
poradenstvi a pé&i o kazdého pacienta,
nebude ovlivnéno Uhradou, kterou
Zdravotnické zafizeni obdrzi na zakladé této
Smlouvy. Smluvni strany sjednavaiji, ze nize
uvedeny pfijemce platby je Fadnym
pfilemcem platby z titulu této Smlouvy, a ze
platby na zakladé této Smlouvy budou

provadény

vyhradné nize

pfijemci platby (,Pfijemce platby“):

Payee Name

Nazev Prijemce
plateb

Fakultni
Olomouc

nemocnice

Adresa
Prijemce plateb

|.P.Pavlova 185/6,v 779
00 Olomouc, Ceska
republika

E-mail
Prijemce plateb

Nazev banky

Ceska narodni banka

Adresa banky

Na Prfikopé 28, 115 03
Praha 1

VAT/Tax ID Number

Fakultni nemocnice

Olomouc

|.P.Paviova 185/6,
Payee Address 779 00 Olomouc.

Czech Republic
Payee Email ]
Bank Name Ceska narodni

banka

Na Prikopé 28, 115
Bank Address 03 Praha 1

36334811/0710
ﬁﬁ'r;"‘ber Account | 44 0710 0000

0000 3633 4811
SWIFT Code CZBACZPP

CZ00098892

Reference symbol

Invoice number

Specific symbol

Protocol number

In case of changes in the Payee’s bank
details, Institution is obliged to inform PRA in

writing. Parties agree that in case of changes

; 36334811/0710
Cislo
bankovniho CZ44 0710 0000 0000
uctu 3633 4811
SWIFT kod CZBACZPP
DPH/Danové
identifikacni CZ00098892
Cislo
Variabilni Cislo faktury
symbol
Specificky Cislo protokolu
symbol
Dojde-li k jakymkoli zménam ohledné

bankovniho spojeni

Prijemce platby,

uvedenému

in bank details which do not involve a
change of payee or change of country
further

location of bank

account, no
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Zdravotnické zafizeni o tom povinno
pisemné informovat PRA. Smluvni strany
sjednavaji, Ze pokud se bude jednat pouze o
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amendments are required.

Institution will have thirty (30) days from the
receipt of final payment to dispute any
payment discrepancies during the course of
the Study.

Local bank charges, bank charges from
banks and any other local charges are
covered by the Payee. Bank charges from
banks of the Payer are covered by the
Payer.

The parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under
this Agreement.

The Institution agrees that PRA and
Sponsor will enter into a separate
agreement with Investigator that provides for
a separate fee, which shall be divided in a
ratio set forth in the payment section hereof.
Each payee shall be responsible to pay the
respective taxes in accordance with
applicable legislation.

The Investigator hereby acknowledges that
PRA will not make any payments to the
Investigator under this Agreement.

This Agreement will become effective on the
date of publishing in in accordance with the
Act no. 340/2015 Coll. On the Register of
Contracts and shall continue until completion
or until terminated in accordance with the
provision in Attachment A. In the event of a
conflict between the Protocol and this
Agreement, the terms of the Agreement will
govern.

Both prior to and during the course of the
Study, the Principal Investigator and other
employees of Insitution, participating in the
Study, may be called upon to provide
personal data. This data falls within the
scope of the law and regulations relating to
the protection of personal data. For the
Principal Investigator, this personal data may
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zménu bankovnich udaju a nikoli o zménu
v osobé pfijemce plateb nebo o zménu
statu, vnémz je bankovni UCet veden,
nebude zapotfebi uzavirat zadny dalSi
dodatek.

Zdravotnické zafizeni bude mit tficet (30)
dnd od obdrzeni zavérec¢né platby na to, aby

pfipadné napadlo jakékoli platebni
nesrovnalosti vzniklé bé&hem realizace
Studie.

Mistni bankovni poplatky, bankovni poplatky
bank a vSechny ostatni mistni poplatky hradi
Pfijemce platby. Bankovni poplatky bank
Platce hradi Platce platby.

Smluvni strany jsou srozumény stim, ze
stanoveny Prfijemce platby je opravnén
pfijimat veskeré platby za sluzby vykonané
na zékladé této Smiouvy.

Zdravotnické zafizeni souhlasi, aby PRA a
Zadavatel uzavfeli separatni smlouvu se
ZkousSejicim,  ktera  bude  upravovat
samostatné platby, a to v poméru
uvedeném nize v platebni ¢asti této
smlouvy. Kazdy pfijemce pInéni je
odpovédny za odvod pfislusnych dani v
souladu s pravnimi pfedpisy.

ZkouSejici bere timto na védomi, Ze PRA na
zakladé této Smlouvy neposkytne jakékoli
uhrady ZkouS$ejicimu.

3. Tato Smlouva nabude Uuc&innosti ke dni

zvefejnéni dle zakona ¢. 340/2015 Sb., o
registru smluv, a setrva v ucinnosti az do
okamziku jejiho spInéni ¢&i ukonleni jeji
plathosti v  souladu s  podminkami
stanovenymi v Pfiloze A. V pfipadé vzniku
rozporu mezi ustanovenimi Protokolu a
znénim této Smlouvy jsou rozhodujici
podminky a ustanoveni této Smilouvy.

Pfed zahajenim Studie a v jejim pribéhu
mohou byt Hlavni zkouSejici a ostatni
zaméstnanci Zdravotnického zafizeni, ktefi
se ucCastni provadéni Studie, pozadani o
poskytnuti osobnich udaji. Tyto udaje spadaji
pod rezim zakonnych a podzdkonnych
predpisG na ochranu osobnich udaju.
V pfipadé Hlavniho zkou$ejiciho mohou tyto
osobni udaje obsahovat jména, kontaktni
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include names, contact information, work
experience and professional qualifications,
publications, resumes, and educational
background. Names of members of
Investigational site staff may be processed in
PRA’ study contacts database for study-
related purposes only. The Sponsor shall be
the data controller for such personal data
except that, if PRA deals with any personal
data under this Agreement in the manner of
a data controller, PRA shall be the data
controller of such personal data to the extent
of such dealings. PRA and Sponsor may
process "personal data", as defined in the
Data Protection Directive 95/46/EC and in
the Act No. 101/2000 Coll., on the Protection
of Personal Data and on Amendment to
Some Acts, as amended (collectively "Data
Protection Legislation"), of the Principal
Investigator and employees of Insitution for
study-related purposes and all such
processing will be carried out in accordance
with the Data Protection Legislation. Sponsor
and PRA, as controllers of personal data, are
liabile for any violation of their obligations
relating to personal data processing set forth
by the applicable legislation.

Institution agrees that Institution’s and
Principal Investigator’s judgment with
respect to the advice and care of each
subject will not be affected by the
compensation Institution receives from this
Agreement, that such compensation does
not exceed the fair market value of the
services they are providing, and that no
payments are being provided to them for the
purpose of inducing Institution to purchase or
prescribe any drugs, devices or products. If
the Sponsor or PRA provides any free
products or items for use in the Study,
Institution agrees that it will not bill any
subject, insurer or governmental agency, or
any other third party, for such free products
or items. Institution agrees that it will not bill
any subject, insurer, or governmental agency
for any visits, services or expenses incurred
during the Study for which it has received
compensation from PRA or Sponsor.
Institution agrees that Sponsor or PRA or
their respective agents or sub-contractors
shall have the right during the term of this
Agreement to contact Institution with queries
relating to any financial aspects of the
conduct of the Study, and Institution and
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udaje, pracovni zkuSenosti a odbornou
kvalifikaci, publikacni c&innost, Zivotopisy a
vzdélavaci Cinnost.. Jména ¢lenl tymu Mista
vykonu klinického hodnoceni mohou byt
zpracovany v databazi kontaktd PRA, a to
vyhradné pro ucely klinického hodnoceni.
Zadavatel bude spravcem takovych osobnich
udaji a spoleénost PRA bude jejich
zpracovatelem, vyjma pfipadl, kdy PRA
s jakymikoli osobnimi udaji bude nakladat dle
této Smlouvy jako spravce, v takovém
pfipadé bude v rozsahu takového nakladani
spravcem PRA. PRA a Zadavatel mohou
zpracovavat ,osobni udaje“, jak jsou tyto
definovany ve Smérnici ochrany udajl
95/46/ES a vzakonu ¢&. 101/2000 Sb. o
ochrané osobnich udajd, ve znéni pozdéjSich
predpist (spoleéné ,legislativa na ochranu
osobnich 0dajd“), Hlavniho zkouSejiciho a
zameéstnancl Zdravotnického zafizeni pro
ucely klinického hodnoceni a vesSkeré takové
zpracovavani bude probihat v souladu
s legislativou na ochranu osobnich udajd.
Zadavatel a PRA nesou jako spravci udajl
odpovédnost za poruseni jeho povinnosti
spojenych se zpracovanim osobnich udaji
ulozenych platnymi pravnimi pfedpisy.

Zdravotnické zafizeni souhlasi, ze usudek
Zdravotnického  zafizeni a  Hlavniho
zkousejiciho, pokud jde o poradenstvi a péci
o kazdy subjekt hodnoceni, nebude ovlivnén
Uhradou, kterou Zdravotnické zafizeni
obdrzi na zakladé této Smlouvy, a dale
osvédCuje, Ze tato uhrada nepiesahuje
realnou trzni hodnotu sluzeb, které
poskytuje, a 2e Z2adné platby nejsou
poskytovany za ucelem pfimét jej k nakupu
nebo predepisovani jakychkoli 1€ka, nastrojl
nebo produktt. Pokud Zadavatel nebo
spoleénost PRA poskytne néjaké produkty
nebo pfedméty pro pouziti ve Studii zdarma,
Zdravotnické zafizeni souhlasi, Ze nebude
poZzadovat Uhradu po Zadném subjektu
hodnoceni, pojistovné ani statnim ufadu ani
po 2adné tfeti osobé za tyto zdarma
poskytnuté  produkty nebo pFedméty.
Zdravotnické zafizeni se zavazuje, Ze
nebude zadat uhradu po zadném subjektu
hodnoceni, pojistovné ani statnim urfadu za
navstévy, sluzby nebo vydaje vzniklé
v pribéhu Studie, za které obdrzeli od PRA
nebo Zadavatele uUhradu.,. Zdravotnické
zarizeni souhlasi, ze Zadavatel nebo PRA
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shall make all reasonable efforts to answer
any such queries raised, including by
provision of any documentation reasonably
necessary to answer such query.

Institution represents and warrants that
neither it nor any individual or entity acting
on its behalf, nor any Payee under this
Agreement, will, directly or indirectly, offer or
pay, or authorize an offer or payment of, any
money or anything of value to any Public
Official (defined below) or public entity, with
the knowledge or intent that the payment,
promise or gift, in whole or in part, will be
made in order to influence an official act or
decision that will assist PRA, Sponsor or the
Institution in securing an improper advantage
or in obtaining or retaining business or in
directing business to any person or entity.

Institution represents and warrants that it,
nor any of its employees, contractor or
agents used in connection with the Study is
a Public Official with the ability to influence
an official act in connection with the Study.
Institution will notify PRA in writing it or any
of its employees, contractor or agents used
in connection with the Study becomes a
Public Official with the ability to influence an
official act in connection with the Study
during the term of this Agreement.

In addition to other rights or remedies under
this Agreement or at law, PRA or Sponsor
may terminate this Agreement if Institution
breaches any of the representations or
warranties contained in this Section or if PRA
or Sponsor learns that improper payments
are being or have been made to Public
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nebo jejich zastupci nebo subdodavatelé
jsou béhem doby platnosti této Smlouvy
opravnéni obratit se na Zdravotnické
zarizeni sdotazy ohledné finanénich
aspektl realizace Studie, pficemz
Zdravotnické  zafizeni se  pfiméfené
vynasnazi vSechny tyto dotazy zodpovédét,
vCéetné pfedloZzeni jakychkoli  dokladi
pfiméfené nezbytnych k zodpovézeni
daného dotazu.

Zdravotnické zafizeni timto prohlasuje a
ujisStuje, Ze ani Zdravotnické zafizeni, ani
Zadna fyzicka ani pravnickd osoba jednajici
jeho jménem, ani Zadny Pf¥ijemce platby
ztitulu této Smlouvy pfimo ¢&i nepfimo
nenabidnou ani nezaplati, nesjednaji uhradu
ani nabidku takového plnéni, Uhradu ani
poskytnuti  jakékoli majetkové hodnoty
zastupci vefejné moci (ve smyslu nize
uvedené definice) &i vefejnému subjektu, a
to s védomim &i umyslem, Ze takova uhrada,
platba, slib ¢i dar by z€asti nebo zcela mély
ovlivnit jakykoli ufedni postup €i rozhodnuti,
které svoji povahou napomohou PRA,
Zadavateli nebo Zdravotnickému zafizeni
k ziskani neopravnéné vyhody ¢i k ziskani
popf. udrzeni obchodni pfilezitosti C&i
k zajisténi  poskytnuti takové obchodni
pfileZitosti jakékoli jiné osobé &i subjektu.

Zdravotnické zafizeni timto prohlasuje a
ujistuje, Ze Zdravotnické zafizeni ani zadny
zjeho zaméstnanc(i, kordinator nebo
prostfednik vyuZity v rdmci této Studie neni
zastupcem  vefejné moci  disponujici
opravnénim ovlivnit jakékoli Ufedni jednani
Ci postup ¢&i rozhodnuti v souvislosti s
realizaci Studie. Zdravotnické zafizeni se
zavazuje pisemné& oznamovat PRA, nebo
jeho  zaméstnance, kordinatora nebo
prostfednika vyuzivaného vramci této
Studie pokud se Zdravotnické zafizeni stane
zastupcem vefejné moci disponujice tak
moznosti ovlivnit jakékoli ufedni jednani v
souvislosti s provadénim Studie béhem doby
platnosti této Smlouvy.

Vedle ostatnich prav ¢i pravnich prostfedku
napravy upravenych touto Smlouvou nebo
zakonem jsou PRA nebo Zadavatel
opravnéni ukoncit platnost této Smlouvy v
pfipadé, Ze Zdravotnické zafizeni porusi
kterakoli ze svych prohlaseni nebo ujisténi
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Officials by Institution or any individual or
entity acting or its behalf.

For the purposes of this Agreement, “Public
Official” means any officer or employee of a
government, a public international
organization or any department or agency
thereof, or any person acting in an official
capacity, including, for a public agency or
enterprise; and any political party or party
official, or any candidate for public office.
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poskytnutych  vtomto  Clanku, nebo
v pfipadé, ze PRA nebo Zadavatel zjisti, ze
ze strany Zdravotnického zafizeni €i jakékoli
osoby &i subjektu jednajiciho jeho jménem,
jsou ¢€i byla poskytovana neopravnéna
plnéni zastupcum verejné moci.

Pro ucely této Smlouvy, pojem ,zastupce
vefejné moci“ znamena jakéhokoli ufednika
¢i zaméstnance statniho ufadu, mezinarodni
organizace vefejného typu &i jakékoli sekce,
oddéleni, organu ¢&i pobocky téchto instituci,
nebo jakoukoli osobu jednajici z moci
Ufedni, v€etné osob jednajicich ve prospéch
jakékoli vefejné organizace Ci vefejného
uskupeni; a dale jakoukoli politickou stranu
Ci zastupce politické strany, &i jakéhokoli
kandidata ¢&i uchazeCe o vykon funkce
vefejné moci.

7/20



ACKNOWLEDGED AND AGREED BY
Pharmaceutical Research Associates CZ,
S.r.o.

By: MUDr. Andrea Ki¢

Signature:

Title: proxy

Date:

ACKNOWLEDGED AND AGREED BY Fakultni
nemocnhnice Olomouc:

By: MUDr. Roman Havlik, Ph.D.

Title (must be authorized to sign on
Institution's behalf): Director

Date:

READ AND UNDERSTOOD BY THE
INVESTIGATOR: :

I, ’
Principal Investigator of this Study, hereby

confirm, that | was informed about the Protocol
and all documents provided by Sponsor and PRA
for the Study performance. | was informed about
the contract between the Sponsor, PRA and
Fakultni nemocnice Olomouc and | will act in
accordance with obligations listed in the
Agreement and designated to the Investigator
and obligations arising to Investigator from Good
Clinical Practice.

Bi:

Date:

Attachments:
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POTVRZENO A SCHVALENO Pharmaceutical
Research Associates CZ, s.r.o.

Jméno: MUDr. Andrea Ki¢

Podpis:

Funkce: prokuristka

Datum:

POTVRZENO A  SCHVALENO

nemocnici Olomouc:

Fakultni

Jméno: MUDr. Roman Havlik, Ph.D.

Funkce (musi mit opravnéni podepisovat se
za Zdravotnické zafizeni): feditel

Datum:

PRECTENO A ODSOUHLASENO HLAVNIM
ZKOUSEJiCiMm:

Ja, I
ZkouSejici této Studie, timto potvrzuji, ze jsem se
seznamil s protokolem a vSemi dokumenty
pfedanymi Zadavatelem a PRA k provedeni
Studie. Byl jsem seznamen se smlouvou
uzavienou mezi Zadavatelem, PRA a Fakultni
nemocnici Olomouc a budu dodrzovat povinnosti
v ni stanovené ZkouSejicimu & povinnosti
vyplyvajici pro ZkouSejiciho ze Spravné klinické
praxe.

Datum:

Prilohy:
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1) Attachment A - Terms and conditions
2) Attachment B - Budget and payment
schedule

ATTACHMENT A
TERMS AND CONDITIONS

1) Conduct of the Study. The parties to the
attached agreement (the “Agreement”) and agree
that the clinical trial described therein (the
“Study”) will be performed in strict accordance
with the applicable protocol, and any subsequent
amendments thereto (the “Protocol”), applicable
laws, regulations and guidelines, and good
clinical practices (“GCPs”) including without
limitation applicable guidelines of the International
Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals
for Human Use and in particular Act No 378/2007
Coll., on pharmaceuticals and on amendments to
some related acts (“Act on Pharmaceuticals”) and
Decree No 226/2008 Coll., on good clinical
practice and detailed conditions of clinical trials
on medicinal products, as amended and Act No.

372/2011 Coll., on Medical Servcies, as
amended. The Principal Investigator (the
“Principal Investigator”) shall review all case

report forms (“CRFs”) to ensure their accuracy
and completeness, shall review and understand
the information in the Principal Investigator's
brochure or device labeling instructions as
applicable, shall ensure that study subjects
provide their informed consent form, as prepared
by Sponosr, before their enroliment in the Study..
Institution agrees to ensure that all clinical data
are accurate, complete, and legible. The
Investigator shall promptly and fully produce all
data, records and information relating to the
Study to PRA and to Sponsorand their
representatives during normal business hours,
and shall assist them in promptly resolving any
questions and in performing audits or reviews of
original subject records, reports, or data sources.
The Institution shall keep PRA informed about the
progress of the Study, shall inform PRA
immediately of any deviations from the Protocol,
and document and certify to such deviations and
report adverse events in accordance with the
provisions of the Protocol. The Investigator
agrees to cooperate with the representatives of
PRA and Sponsor who visit the Institution, and
the Institution agrees to ensure that the
employees, agents and representatives of the
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1) P¥iloha A - Podminky
2) P¥iloha B — Rozpocet a rozvrh plateb

PRILOHA A
PODMINKY

1) Realizace Studie. Smluvni strany zde
pfipojené smlouvy (,Smlouva“) souhlasi s tim, ze
tam popsané klinické hodnoceni (,Studie”) bude
realizovano v pfisném souladu s pfislusnym
protokolem a jeho pfipadnymi aktualizacemi
(,Protokol®), platnymi zakonnymi a podzakonnymi
predpisy, smérnicemi a spravnou klinickou praxi
(,GCP*), zejména v souladu s platnymi
smérnicemi Mezinarodni konference o
harmonizaci technickych pozadavku pro registraci
IéCivych pfipravkd pro humanni pouziti, a
zejména v souladu se zakonem ¢&. 378/2007 Sb.,
o léCivech a o zménach nékterych souvisejicich
zakonl (,zadkon o lécCivech) a v souladu
s vyhlaskou €. 226/2008 Sb., o spravné klinické
praxi a blizSich podminkach klinického hodnoceni
|&Civych pFipravkl, ve znéni pozdéjsich predpisq,
a vsouladu se zakonem ¢&. 372/2011 Sb., o
zdravotnich  sluzbach a podminkach jejich
poskytovani (zakon o zdravotnich sluzbach), ve
znéni pozdéjSich predpist . Hlavni zkouSejici
(,Hlavni zkouSejici“) je povinen zkontrolovat
veskeré formulare pro zaznam udajl o subjektech
hodnoceni (,CRF*) a je povinen zajistit jejich
pfesnost a uplnost, dale je povinen zkontrolovat
informace a udaje (a nalezité jim porozumét)
uvedené v pokynu nazvaném Investigator's
Brochure® ¢&i v pokynech ve vztahu ke
zdravotnickym prostfedkiim, je povinen zajistit
pisemny informovany souhlas zpracovany
Zadavatelem od kazdého subjektu hodnoceni
pfed zafazenim do Studie,.ZkouSejici se zavazuje
zajistit, aby veSkera klinicka data byla pfesna,
uplna a dcitelna. ZkousSejici bude neprodlené a
v plném rozsahu pfedkladat PRA a Zadavateli a
jejich zastupcum veSkera data, zaznamy a
informace vztahujici se ke Studii, a to vramci
béZné pracovni doby, a dale jim bude poskytovat
soucinnost pfi urychleném FeSeni jakychkoli
dotazl a k provadéni auditu &i kontrol zaznam
subjektd  hodnoceni, ¢i souvisejicich zprav,
protokoll ¢i datovych zdroju. Zkousejici bude
PRA prabézné informovat o pribéhu realizace
Studie, bude PRA neprodlené informovat o
pfipadnych odchylkach od Protokolu, a bude tyto
odchylky dokladat a ovéfovat a nahlaSovat
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Institution do not harass, or otherwise create a
hostle = working  environment for, such
representatives. The Institution shall retain, use
and transfer blood, fluid and tissue samples
(“Biological Samples”) from Subjects, including
any tangible materials derived from such
Biological Samples) only in accordance with the
Protocol and the applicable informed consent
form and shall not collect or reserve additional
Biological Samples for use in research that is not
described in the Protocol. The
Institution/Investigator shall use the drug being
tested (the “Investigational Product”), and any
comparator products provided in connection with
the Study, solely for the purpose of properly
completing the Study and shall maintain all
Investigational Product and any comparator
products in a locked, secured area at all times.
Upon completion or termination of the Study, the
Institution shall return all unused Investigational
Product, comparator products, equipment, and
materials and all Confidential Information (as
defined below) to Sponsor/PRA or destroy the
same according to Sponsor/PRA instructions. In
accordance with ICH GCP 4.8 (Informed Consent
of Trial Subjects), Sponsor will promptly report to
the Site, the Local Ethics Committees, and PRA,
any finding that could affect the safety of
participants or their willingness to continue
participation in the Study, influence the conduct of
the Study, or alter the Local Ethics Committees
approval to continue the Study.

2) Confidential and Proprietary Information.
All information (including, but not limited to,

documents, descriptions, data, CRFs,
photographs, videos and instructions), and
materials (including, but not limited to, the

Investigational Product and comparator products),
provided to the Institution by PRA, Sponsor, or
their agents, (whether verbal, written or
electronic), and all data, reports and information,
relating to the Study or its progress (hereinafter,
the “Confidential Information”) shall be the
property of Sponsor. The Institution shall keep the
Confidential Information strictly confidential and
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negativni udalosti v souladu s ustanovenimi
Protokolu. Zdravotnické zafizeni se zavazuje
spolupracovat se zastupci PRA a Zadavatele pfi
jejich  navstévé Zdravotnického zafizeni a
Zdravotnické zafizeni se zavazuje zajistit, aby
zameéstnanci a zastupci Zdravotnického zafizeni
nekladli pfekazky témto zastupcum &i jakkoli jinak
pro né& vytvafreli nehostinné ¢&i nepratelské
prostifedi. Zdravotnické zafizeni bude uchovavat,
pouzivat a prevadét vzorky krve, tekutin a tkani
(,Biologické vzorky“) od Subjektd hodnoceni,
(v€etné jakychkoli materiald odvozenych z téchto

Biologickych vzorkU) pouze v souladu
s Protokolem a prislusnym formulafem
informovaného souhlasu, a nebude

shromazdovat ani vyhrazovat dalSi Biologické
vzorky k vyuZziti pfi vyzkumu, ktery neni popsén v
Protokolu. Zdravotnické zafizeni/ZkouSejici bude
pouzivat léCivo, jez je pfedmétem hodnoceni
(,hodnoceny produkt®) a jakékoli komparaéni
produkty, jez budou poskytnuty v souvislosti se
Studii, vyhradné za ucCelem fadné realizace
Studie, a bude uchovavat veskeré hodnocené
produkty a  komparaéni  produkty  vzdy
v uzamcéeném a zabezpeCeném misté. Po
dokonéeni nebo predCasném ukonceni Studie
Zdravotnické zafizeni vrati Zadavateli/PRA
veskeré mnozstvi nespotfebovaného
hodnoceného produktu, komparaénich produktd,
vybaveni a materialu, jakoz i veSkeré D(vérné
informace (viz definice nize) nebo je zni¢i dle
pokynli Zadavatele/PRA. V souladu s ICH GCP
4.8 (pisemny informovany souhlas subjektu
hodnoceni) bude Zadavatel neprodlené
informovat Misto vykonu klinického hodnoceni,
mistni etické komise a PRA o jakémkoli zjisténi,
které by mohlo ovlivnit bezpelnost ucastnikl
Studie nebo jejich ochotu v ucasti ve Studii
pokracovat, ovlivnit provadéni Studie &i zpUsobit
zménu poskytnutého souhlasu mistni etické
komise ohledné pokracovani realizace Studie.

2) Davérné a zakonem chranéné informace.
Veskeré informace a Udaje (zejména dokumenty,
popisy, data, CRF, fotografie, video-materialy a
pokyny), a dale materialy (zejména hodnocené
produkty a komparacni produkty) poskytnuté
Zdravotnickému zafizeni ze strany PRA,
Zadavatele &i jejich zastupcu (v podobé ustni,
pisemné Ci elektronické), jakoz i vesSkeré ostatni
Udaje, data, zpravy, protokoly a informace
vztahujici se ke Studii nebo postupu jeji realizace
(dale jen ,duvérné udaje“), patfi Zadavateli.
Zdravotnické zafizeni je povinno o davérnych
udajich zachovavat pfisnou mi€enlivost a bude je
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shall disclose it only to its employees involved in
conducting the Study on a need-to-know basis
and shall ensure that is used only for the
purposes of the Study. These confidentiality
obligations shall continue until ten (10) years after
completion of the Study, but shall not apply to
Confidential Information to the extent that it: a) is
or becomes publicly available through no fault of
the Institution; b) is disclosed to the Site by a third
party not subject to any obligation of confidence;
c) must be disclosed to ECs, or applicable
regulatory authorities; d) must be included in any
subject’s informed consent form; e) is published
in accordance with Article 3 herein; or, f) is
required to be disclosed by applicable law
provided that such disclosure is subject to all
applicable governmental and judicial protection
available for the type of material subject to the
disclosure requirement, and reasonable advance
notice of the disclosure is provided to PRA and
Sponsor. The  existing inventions and
technologies of Sponsor, PRA, or the Institution
are their separate property and are not affected
by this Agreement. Sponsor shall have exclusive
ownership of any inventions or discoveries
discovered, conceived, reduced to practice or
otherwise made in whole or in part from
Confidential Information or arising as a result of
the Study, and Institution will promptly disclose
any such inventions to Sponsor as soon as
possible. The Institution/Investigator will, at
Sponsor’s expense, execute any documents and
give any testimony necessary for Sponsor to
obtain patents in any country or to otherwise
protect Sponsor’s interests in such inventions or
discoveries. The Institution, PRA and Sponsor
agree to comply with any applicable data privacy
and data protection legislation of the Czech
Repubilic.

3) Publication. At least sixty (60) days prior to
submitting or presenting a manuscript or other
materials relating to the Study to a publisher,
reviewer, or other outside persons, the
Institution/Investigator shall provide to Sponsor a
copy of all such manuscripts and materials, and
allow Sponsor sixty (60) days to review and
comment on them. If the Sponsor requests, the
Institution/Investigator ~ shall  remove  any
Confidential Information (other than Study results)
prior to submitting or presenting the materials.
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zpfistupriovat vyhradné tém zaméstnancim, ktefi
jsou bezprostfedné zapojeni do provadéni Studie,
a to pouze v nezbytné nutném rozsahu. Tyto
zavazky mic¢enlivosti z{istanou v platnosti po dobu
deseti (10) let po dokon&eni Studie, nebudou se
v8ak vztahovat na duvérné udaje v nasledujicim
rozsahu: a) jsou-li &i stanou-li se vefejné znamé
bez zavinéni Zdravotnického zafizeni; b) jsou
Mistu vykonu klinického hodnoceni sdéleny tieti
osobou nepodléhajici zadvazku mi€enlivosti; c)
musi byt oznameny etické komisi &i pFislusnému
regulacnimu Ufadu; d) musi byt zahrnuty
v pisemném informovaném souhlasu jakéhokoli
subjektu  hodnoceni; e) jsou zverfejhovany
v souladu s ¢l. 3 této Smlouvy; nebo, f) povinnost
jejich zvefejnéni plyne ze zakona, stim, ze na
takové zvefejnéni se vztahuje veSkera platna
zakonna a podzakonna ochrana, ktera existuje
pro dany typ materidlu, na néjz se vztahuje
pozadavek zvefejnéni, a dale za pfedpokladu
nahlaSeni prfedmétného zvefejnéni spole€nosti
PRA a Zadavateli s pfiméfenym pfedstihem.
Existujici vynalezy a technologie Zadavatele,
PRA nebo Zdravotnického zafizeni jsou
pfedmétem jejich vyluéného vlastnictvi a touto
Smlouvou nejsou nijak dotéeny. Zadavatel bude
mit vyluéné vlastnické pravo k jakémukoli objevu
Ci vynalezu, k jehoz dosazeni dojde Caste¢né Ci
plné v souvislosti s Duvérnymi Udaji, nebo
kterého je dosazeno jakozto vysledku Studie, a
Zdravotnické zafizeni tyto vynalezy ozndmi
Zadavateli, jakmile to bude mozné. Zdravotnické
zafizeni/ZkouSejici na ndklady Zadavatele
vyhotovi veSkeré dokumenty, pfipadné poskytne
nezbytna své&dectvi potfebna ktomu, aby
Zadavatel mohl ziskat patentovou ochranu
v jakékoli zemi, Ci k zajisténi jiné ochrany zajmu
Zadavatele ve vztahu ktémto objevim i
vynalezim. Zdravotnické zafizeni, PRA a
Zadavatel se zavazuji jednat v souladu
s veskerymi zavaznymi pravnimi predpisy Ceské
republiky v oblasti ochrany osobnich udajli a
ochrany dat.

3) Publikovani. Zdravotnické zafizeni/Zkousejici
se zavazuje, Zze nejméné Sedesat (60) dnl pred
pfedanim nebo pfedloZenim jakékoli odborné
prace i jinych material( vztahujicich se ke Studii
do tisku, ke kontrole €i revizi, €i jejich poskytnutim
jakymkoli tfetim osobam neucastnicim se vykonu
Studie, pfeda Zadavateli kopie veSkerych
takovych odbornych praci &i jakychkoli jinych
materiall, a poskytne mu Sedesat (60) dnl na
revize a kontrolu a pro pfipravu pfipominek
k ttmto pisemnostem. Pokud o to Zadavatel
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The Institution/Invesitgator agrees that if the
Study is part of a multi-center study, any
publication by the Institution of the results of the
Study conducted at the Site shall not be made
before the first multi-center publication; provided,
however, that if no multi-center publication is
made within one year from database lock, then
the Institution/Investigators ~ may  publish
individually in accordance with this provision, but
the Institution/Investigator  will defer any
publication for an additional sixty (60) days from
the time that Sponsor notifies Institution that it will
fle a patent application on any invention
disclosed in the manuscript. No party hereto shall
use any other party’s name, or Sponsor's name,
in connection with any advertising, publication or
promotion without prior written permission, except
that the Sponsor and PRA may use the Institution
and Principal Investigators name in Study
publications and communications, including
clinical trial web sites and Study newsletters, and
as stated in Section 4 of the attached Agreement.

The Institution reserves the right to publish the
name of the Sponsor and the protocol number on
the section of its website listing clinical trials that
are being undertaken at the Institution, without
prior approval from Sponsor.

Publication in accordance with Act no. 340/2015
Coll., on Contract Register.

Institution, Sponsor  and PRA  hereby
acknowledge that details of this Agreement are
required to be published pursuant to Act no.
340/2015 Sb., on the official register:
https://smlouvy.gov.cz/ (“Agreements Register”).
The Parties agree that no business secrets or
personal information shall be disclosed or made
public as part of such publication. For the
purposes of this Agreement, such business
secrets include but are not limited to: Protocol,
payment information attached as Attachment B -
Financial table, the minimum enroliment goal,
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pozada, Zdravotnické zafizeni/ZkouSejici se
zavazuje odstranit jakykoli divérny udaj (kromé
vysledkl Studie) pfed publikaci & prezentaci
téchto materialu. Zdravotnické zafizeni/ZkouSejici
se dale zavazuje, Ze pokud Studie bude soucasti
multicentrického klinického hodnoceni,
Zdravotnické  zafizeni/ZkouSejici  nezvefejni
vysledky Studie provadéné v Misté vykonu
klinického hodnoceni pfed prvnim multicentrickym
zvefejnénim; avSak stim, Ze pokud k prvnimu
multicentrickému zvefejnéni nedojde do jednoho
roku od uzavieni databaze, pak Zdravotnické
zafizeni/ZkouSejici muaze vysledky publikovat
vsouladu stimto ustanovenim, nicméné
Zdravotnické zafizeni jakoukoli publikaci odlozi o
dalSich Sedesat (60) dnG od okamziku, kdy
Zadavatel oznami Zdravotnickému zafizeni, Ze
podava patentovou pfihlasku ohledné jakéhokoli
vynalezu uvedeného v pfedmétném odborném
materialu. Zadna smluvni strana bez pfedchoziho
pisemného souhlasu nepouzije obchodni firmy &i
nazvu zadné jiné smluvni strany ani nazvu popf.
obchodni firmy Zadavatele, a to ve spojeni
s jakoukoli inzertni, reklamni, publikaéni di
propagacni ¢innosti, s tim, ze Zadavatel a PRA
budou opravnéni uzit nazvu Zdravotnického
zafizeni a jména Hlavniho zkouSejiciho pfi
publikacni Cinnosti vztahujici se ke Studii, jakoZ i
pfi  vedeni souvisejici korespondence i
komunikace, a to vCetné webovych stranek
klinickych hodnoceni a v souvislosti s newslettery
vztahujicimi se ke Studii, a jak je dale uvedeno
v €l. 4 pfilozené Smlouvy.

Zdravotnické zafizeni si vyhrazuje pravo uvést
jméno Zadavatele a Cislo protokolu v ¢asti svych
webovych stranek uvadéjici seznam klinickych
hodnoceni, ktera  jsou provadéna ve
Zdravotnickém  zafizeni bez  pfedchoziho
souhlasu Zadavatele.

Uvefejnéni podle zakona ¢&.340/2015 Sb., o
registru smiuv.

Zdravotnické zafizeni, Zadavatel a PRA timto
berou na védomi, Ze podrobné udaje o této
Smlouvé musi byt povinné uvefejnény podle
zakona €. 340/2015 Sb. v oficialnim registru:
https://smlouvy.gov.cz/ (dale jen ,Registr smluv®).
Strany se dohodly, Zze v ramci tohoto uvefejnéni
nebudou prozrazena ani zvefejnéna zadna
obchodni tajemstvi ani osobni udaje. Pro ucely
této Smlouvy takova obchodni tajemstvi zahrnuji
mimo jiné: Protokol, informace o platbach
uvedené v Pfiloze B - Finanéni tabulka, minimalni
cilovy pocet zafazeni, oekavany pocet subjektl
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expected number of Study subjects enrolled and
the expected duration of the Study. As a result,
the Parties have agreed a version of this
Agreement for publication, in which all business
secrets and personal information have been
redacted. This is attached hereto as Attachment
H (“Agreed Form”). The Parties agree that the
Institution shall effect the publication of the
Agreed Form on the Agreements Register within
10 working days of the Date of Final Signature of
this Agreement. Should the Institution fail to
publish the Agreed Form of this Agreement within
10 working days from the Date Of Final
Signature, the Sponsor or the PRA may publish
the Agreed Form. If the signature date of this
Agreement is on or after 1 July 2017,the Parties
agree that this Agreement shall not come into
effect until the Agreed Form has been published
in accordance with this clause (“Effective Date”).
In any event, PRA reserve the right not to provide
Study Drug until this Agreement is published in
accordance with this clause.

In the event that there is a challenge to the
validity of the Agreed Form, once it has been
published, the Parties shall notify each other as
soon as reasonably practicable upon becoming
aware of such challenge and shall work together
to agree a revised version of the Agreed Form for
publication.

In no event shall the Institution publish this
Agreement in any form other than the Agreed
Form, unless agreed in advance in writing with
PRA and Sponsor. The expected value of the
contract is approximately 1.578.454,80Czk.

4) Inspection and Debarment. When given
reasonable notice, the Institution agrees to allow
authorized PRA, Sponsor or regulatory authority
personnel direct access to the Institution’s
records relating to the Study, including subject
medical records, for monitoring, auditing, and
inspection purposes. Unless prohibited by
legislation or decision of a public authority, the
Institution shall immediately notify PRA of, and
provide PRA copies of, any inquiries,
correspondence or communications to or from
any governmental or regulatory authority relating
to the Study, including, but not limited to, requests
for inspection of the Institution’s facilities, and the
Institution shall permit PRA and Sponsor to attend
any such inspections. The Site will permit the

Sponsor to comment in advance, when
practicable, on any correspondence to a
governmental or regulatory authority. The
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zafazenych do Studie a ocekavanou doba trvani
Studie. Strany se proto dohodly na verzi této
Smlouvy pro uvefejnéni, z niz byla odstranéna
vSechna obchodni tajemstvi a osobni udaje. Tato
verze tvofi Pfilohu H (,Dohodnutéa forma
Smlouvy®). Strany souhlasi s tim, Ze Zdravotnické
zafizeni zafidi uvefejnéni Dohodnuté formy
Smlouvy v Registru smluv do 10 pracovnich dni
od data posledniho podpisu této Smlouvy. Pokud
Zdravotnické zafizeni neuvefejni Dohodnutou
formu Smlouvy do 10 pracovnich dnd od Data
posledniho podpisu této Smlouvy, mulze ji
uvefejnit Zadavatel nebo PRA. Pokud k
podepsani této Smlouvy dojde 1. Cervence 2017
nebo po tomto datu, Strany souhlasi s tim, ze tato
Smlouva nenabude ucinnosti, dokud nebude v
souladu s timto ustanovenim uvefejnéna
Dohodnuta forma Smlouvy (dale jen ,Datum
ucinnosti“). V kazdém pfipadé si PRA vyhrazuje
pravo neposkytnout Hodnoceny pfipravek, dokud
nebude Smlouva uvefejnéna v souladu s timto
ustanovenim.

V pfipadé, ze platnost Dohodnuté formy Smiouvy
bude po jejim uvefejnéni zpochybnéna, Strany se
vzajemné vyrozumi co nejdfive, jak jen to bude
za rozumnych pfedpokladd mozné poté, co se o
takovém zpochybnéni dozvi, a vyvinou spole¢né
usili k tomu, aby se dohodly na revidované
Dohodnuté formé& Smlouvy pro uvefejnéni.
Zdravotnické zafizeni v zadném pfipadé
neuveiejnéni tuto Smlouvu v jiné nez Dohodnuté
formé& Smlouvy bez pfedchoziho pisemného
souhlasu PRA a Zadavatele.

Pfedpokladana hodnota finanéniho pinéni dle
podminek této Smlouvy Cini 1.578.454,80K¢.

4) Provadéni kontrol a zakaz vykonu ¢innosti.
Na zakladé oznameni obdrzeného s pfiméfenym
predstihem se Zdravotnické zafizeni zavazuje, ze
umozni opravnénym zastupclim PRA, Zadavatele
¢i opravnénym zastupcim regulaénich organ
pfimy pfistup kzdznamim Zdravotnického
zafizeni, jez se vztahuji ke Studii, v€etné
Iékafskych zaznam( subjektd hodnoceni, a to pro
ucely vykonu kontrolni ¢&innosti, auditu C&i
monitoringu. Nevylu€uji-li to pravni predpisy &i
pokyn regula¢niho organu Zdravotnické zafizeni
neprodlené vyrozumi PRA a vkopii této
spolecnosti pfeda dotazy, korespondenci nebo
sdéleni ke Studii obdrzené od statnich nebo
regulaénich organd (nebo jim adresované),
zejmeéna oznameni o provedeni kontroly prostor a
vybaveni Zdravotnického zafizeni, a Zdravotnické
zafizeni umozni PRA a Zadavateli se téchto
kontrol uc€astnit. Zdravotnické zafizeni umozni
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Institution will make reasonable efforts to
separate, and not disclose, all confidential
materials that are not required to be disclosed
during such inspections. The Institution shall
promptly take steps to correct any deficiencies
found by any such audit or inspection by PRA,
Sponsor or a regulatory authority. The Principal
Investigator and the Institution, shall be jointly
responsible for maintaining essential Study
documents for 15 years after completing the
Study and in the manner specified by current
good clinical practice (“GCP”) guidelines, local
laws, and Sponsor requirements and shall take
measures to prevent accidental or premature
destruction of these documents. In the event that
Institution or Investigator intends to destroy or
remove the Study Records from the Site after
expiry of the retention periods above, Institution
or_Investigator (as relevant) shall notify Sponsor
in writing of that intention. Sponsor shall have

Zadavateli, aby  dopfedu dle potfeby
pfipominkoval korespondenci jakémukoli statnimu
nebo regulaénimu organu. Zdravotnické zafizeni
vynalozi  pfiméfené Gsili  koddéleni a
nepfedlozeni téch materiall ddvérné povahy,
které béhem téchto kontrolnich navstév neni
tfeba predkladat. Zdravotnické zafizeni
neprodlené  pfijme  opatfeni  k odstranéni
jakychkoli nedostatku zjisténych takovym auditem
nebo kontrolou provedenou spoleCnosti PRA,
Zadavatelem nebo regulaénim organem. Hlavni
zkouSejici bude spoleéné se Zdravotnickym
zafizenim odpovédny za uchovavani hlavnich
dokumentl ke Studii po dobu 15 let po dokon&eni
Studie a zplsobem stanovenym aktualné
platnymi pravidly spravné klinické praxe (,GCP),
mistnimi pfedpisy, jakoz i poZzadavky Zadavatele,
a pfijme vhodna opatfeni k zabranéni nahodnému
Ci pred€asnému znieni této dokumentace. V
pfipadé, 7Ze Zdravotnické zafizeni nebo

sixty (60) days from such written notification to

ZkousSejici_ zamysSli zni€it nebo odstranit studijni

respond to Institution or Investigator (as relevant).

zaznamy z Mista vykonu klinického hodnoceni po

If requested by Sponsor, Institution and uplynuti vySe uvedenych I[hdat uchovavani,
Investigator shall permit Sponsor or Sponsor's Zdravotnické zafizeni nebo Zkousejici (je-li to
designee, at Sponsor’s expense, (i) to remove the relevantni) pisemné oznami_ tento  zamér

Study Records from the Site to a location of

Zadavateli. Zadavatel ma Sedesat (60) dni od

Sponsor’s choice or (ii) to have such Study

tohoto pisemného ozndmeni, aby odpovédél

Records destroyed. Where there is no response

Zdravotnickému zafizeni nebo Zkousejicimu (je-li

from the Sponsor within sixty (60) days from such

written notification, Institution or Investigator may

proceed to destroy or remove the Study Records

to  relevantni). Pokud Zadavatel pozada,
Zdravotnické zafizeni a ZkousSejici umozni
Zadavateli nebo jeho zastupci, na naklady

as set out in the notice, provided that Institution or

Zadavatele (i) premisténi studijnich zaznam

Investigator (as relevant) has used reasonable

z Mista vykonu klinického hodnoceni _na misto

efforts to confirm that the notice was sent to the

zvolené Zadavatelem nebo (ii) zni¢eni takovych

correct address and received by the Sponsor.

studijnich _zaznamd. V pfipadé, Ze Zadavatel

If the Principal Investigator ceases to work in the
Institution, then responsibility for maintaining
Study records shall be passed on to the
Institution.If the Principal Investigator or sub-
Investigator ceases to work in the Institution or
otherwise changes addresses, or if he or she
ceases to be an employee of Institution or is no
longer able or willing to participate in the Study he
or she shall immediately notify PRA and Sponsor
of his or her new address. PRA reserves the right
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neobdrzi odpovéd do Sedesati (60) dnll od tohoto
pisemného oznameni, Zdravotnické zafizeni
nebo ZkouSejici muze pokradovat ve zniceni
nebo odstranéni studijnich zaznamd, jak je
stanoveno v oznameni, za predpokladu, ze
Zdravotnické zarizeni nebo ZkouSejici (je-li to
relevantni) vynalozili pfimérené usili, aby potvrdili,
Ze oznameni bylo odeslano na spravnou adresu a
pfijato Zadavatelem.

Pokud Hlavni zkousSejici ukon&i své pusobeni ve
Zdravotnickém  zafizeni, odpovédnost za
uchovavani dokumentace ke Studii pfejde na
Zdravotnické zafizeni. Pokud Hlavni zkousSejici Ci
spoluzkous$ejici ukonéi svou pusobnost ve
Zdravotnickém zafizeni i na jeho strané dojde ke
zméneé adresy bydlisté, nebo pokud pfestane byt
zameéstnancem Zdravotnického zafizeni nebo
nadale nebude schopen &i ochoten se ucastnit
Studie, je povinen o takové skutecnosti
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to approve any replacement Principal
Investigator. The Institution represents and
warrants that neither it, nor any of its employees,
agents or other persons performing the Study
under its direction, has been debarred,
disqualified convicted of a criminal offense related
to the provision of any healthcare items or
services, or banned from conducting clinical trials
or is under investigation by any regulatory
authority for debarment or any similar regulatory
action in any country, and the Institution shall
notify PRA immediately if any such investigation,
disqualification, debarment, conviction or ban
occurs. The Institution represents that all of its
employees, agents or other persons who will be
involved in performing the Study are appropriately
trained (including any necessary training on the
requirements of this Agreement) qualified and
certified and are informed of and agree to comply
with their obligations under this Agreement

5) Termination. Either party may terminate this
Agreement upon thirty (30) days prior written
notice if: (i) the Investigator is unable to continue
the Study and a replacement acceptable to
Sponsor and Institution is not identified; (i) PRA
materially breaches the Agreement and such
breach is not cured within thirty (30) days receipt
of notice thereof; (iii) the Investigator determines
continuation of the Study will compromise the
safety of the Study subjects and such
determination is based on reasonable medical
judgment; (iv) the approval for the Study is
withdrawn by the FDA or Institution’s Ethics
Committee; or (v) The Agreement is assigned by
CRO to an entity other than Sponsor or Sponsor’s
wholly owned subsidiary or successor in interest
and the assignee is unacceptable to Institution.
Upon receipt of notice of termination by the Site
or by the other Party, the Site shall immediately
cease any subject recruitment, follow the
specified termination procedures, ensure that any
required subject follow-up procedures are
completed, and make all reasonable efforts to
minimize further costs, and PRA shall make a
final payment for Vvisits properly performed
pursuant to this Agreement in the amounts
specified in the Attachment B; provided, however,
that ten percent (10%) of this final payment will be
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neprodlené vyrozumét PRA a Zadavatele a sdélit
jim svou aktualni adresu. PRA si vyhrazuje pravo
schvalit jakoukoli nahradu Hlavniho zkousSejiciho.
Zdravotnické zafizeni prohlasuje a ujiStuje, ze
ono samo (ani nikdo zjeho zaméstnancd,
zastupcl ¢i jinych osob zapojenych do Studii pod
jeho vedenim) nebylo zbaveno pfislusného
opravnéni, nebyl mu zakazan vykon cinnosti,
nebylo usvéd&eno z trestného Cinu tykajiciho se
poskytovani jakychkoli zdravotnickych polozek
nebo sluZzeb, ani mu nebylo zakazano provadéni
klinickych hodnoceni, ani neni vySetfovano
regulaénim organem ohledné zakazu vykonu
¢innosti, ani va¢i nému neni vedeno jiné fizeni u
regulaéniho  organu v jakékoli zemi, a
Zdravotnické zafizeni je povinno neprodlené
vyrozumét PRA v pfipadé, Ze dojde k ulozeni
sankce zakazu vykonu Cinnosti, k odnéti
opravnéni k provadéni klinického hodnoceni nebo
usvédcCeni. Zdravotnické zafizeni prohlauje, Ze
vSichni jeho zaméstnanci, zastupci nebo jiné
osoby podilejici se na realizaci Studie jsou fadné
proskoleny (vCetné potfebného proskoleni
ohledné pozadavkui plynoucich z této Smlouvy),
kvalifikovany a jsou srozumény s jejich
povinnostmi z této Smlouvy.

5) Ukonéeni platnosti. Kterakoli smluvni strana
muze ukon it platnost této Smlouvy do tficeti (30)
dnd pfed pisemnym oznamenim, pokud: (i)
Zkousejici neni schopen pokracovat ve Studii a
neni identifikovana nahrada pfijatelna pro
Zadavatele a Zdravotnické zafizeni; (i) PRA
podstatné porusi Smlouvu a takové poruseni
nebude vyfeSeno do fficeti (30) dnd od obdrzeni
oznameni; (iii) ZkousSejici urci, ze pokraCovani
Studie ohrozi bezpecnost subjektll Studie a
takové urleni je =zalozeno na rozumném
Iékafském usudku; (iv) schvaleni Studie je
stazeno ufadem FDA nebo Etickou komisi; nebo
(v) Smlouva je pfidélena spole¢nosti PRA jinému
subjektu, nez je Zadavatel ¢i Zadavatelem piné
vlastnéna dcefina spole€nost, nebo nastupce a
nabyvatel je pro Zdravotnické zafizeni
nepfijatelny. Okamzikem pfijeti pisemné vypovédi
¢i odstoupeni od smlouvy druhou smluvni stranou
Misto vykonu klinického hodnoceni okamzité
ukongi nabor jakychkoli subjektdl hodnoceni, bude
jednat v souladu s postupy stanovenymi pro
pfipad ukonceni platnosti, zajisti dokonceni
predepsanych kontrolnich prohlidek (follow-up), a
vyvine pfiméfené Usili k minimalizaci dalSich
nakladl, pficemz PRA provede kone¢nou Uhradu
za navstévy realizované v souladu s touto
Smlouvou, a to v &astkach, jeZ jsou definovany
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withheld until final acceptance by Sponsor of all
subject CRF pages and all data clarifications
issued and satisfaction of all other applicable
conditions set forth in the Agreement. If a material
breach of this Agreement appears to have
occurred, then, except to the extent that subject
safety may be jeopardized, PRA and/or Sponsor
may suspend performance of this Agreement,
including, but not limited to, subject enroliment.

6) Claims and Disclaimers.

.The Institution shall promptly notify PRA and
Sponsor in writing of any claim of illness or injury
actually or allegedly due to an adverse reaction to
the Investigational Product and, shall cooperate
fully with Sponsor in its handling of the claim as
set out below..PRA expressly disclaims any
liability in connection with the Investigational
Product, including any liability for any product
claim arising out of a condition caused by or
allegedly caused by the administration of such
product except to the extent that such liability is
caused by the negligence, willful misconduct or
breach of this Agreement by PRA. Neither PRA
nor Sponsor will be responsible for, and the
Institution agrees, to the extent allowed by law, to
indemnify and hold them harmless from, any loss,
claim, cost (including reasonable attorney fees) or
demand arising from any injuries or damages
resulting from the Institution’s (i) negligence, (ii)
failure to adhere to the Protocol, (iii) failure to
obtain informed consent, ,(iv) breach of this
Agreement including any warranties, or (v) willful
misconduct, established by a final and conclusive
court decision.

The Institution shall maintain the appropriate
insurance covering professional liability for
providing medical services required by Sec. 45
(2) n) of Act no. 372/2011 Coll., on Medical
Services and upon request, shall provide a
certificate of insurance to PRA.
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v Pfiloze B, stim, Ze €ast zavérecné platby ve
vySi deseti procent (10 %) bude zadrzena do
okamziku pfijeti vSech souvisejicich formulari
CRF a vyjasnéni veskerych dotaz(i vztahujicich
se k datim a udajum a dale do spInéni veskerych
ostatnich podminek a ustanoveni této Smiouvy..
Existuje-li didvodna  obava, Ze  doslo
k podstatnému poruseni této Smlouvy a Ze v této
souvislosti bude nezbytné ukoncit platnost
Smlouvy, pak vrozsahu, vjakém tim nebude
narusena bezpec€nost subjektu hodnoceni, maze
PRA a/nebo Zadavatel pferusit pinéni celé této
Smlouvy nebo jeji ¢asti, a to zejména ve vztahu
k naboru subjektl hodnoceni.

6) Naroky a vzdani se odpovédnosti.
Zdravotnické zafizeni je povinno neprodlené
pisemné vyrozumét PRA a Zadavatele o
jakémkoli naroku vztahujicimu se k onemocnéni
nebo Gjmé na zdravi, k nimz doSlo nebo mélo
dojit v souvislosti s nezadouci reakci na
hodnocené produkty, a zavazuje se plné
spolupracovat se Zadavatelem pfi jednanich o
vyporadani takového naroku jak uvedeno nize.
PRA timto vyslovné odmita  jakoukoli
odpovédnost v souvislosti s hodnocenym lécivem,
vCetné odpovédnosti za naroky spojené s timto
Ié¢ivem, jehoz podani zpusobilo nebo mélo
zpUsobit vznikly stav, ledaze je tato odpovédnost
zplsobena nedbalosti, UmysIné protipravnim
jednanim nebo porudenim této Smlouvy ze strany
PRA. PRA ani Zadavatel neodpovida (a
Zdravotnické zafizeni se je v rozsahu pfipustném
ze zakona zavazuje odSkodnit a pfevzit za né
odpovédnost) za jakoukoli ztratu, narok, naklady
(v€etné nakladll pravniho zastoupeni v pfimérené
vySi) ani za pozadavek z titulu jakékoli ujmy na
zdravi ¢i  Skody plynouci z pravomocnym
soudnim rozhodnutim prokazané: (i) nedbalosti
Zdravotnického zafizeni, (ii),nedodrzeni Protokolu
ze strany Zdravotnického zafizeni, ¢&i (iii)
neopatfeni si informovaného souhlasu ze strany
Zdravotnického zafizeni, i (iv) porudeni této
Smlouvy ze strany Zdravotnického zafizeni,
vCetné poskytnutych zaruk, nebo v) uUmysiné
protipravniho jednani ze strany Zdravotnického
zafizeni.

Zdravotnické zafizeni prohlaSuje, Zze ma dle § 45
odst. 2 pism. n) zakona ¢&. 372/2011 Sb., o
zdravornich  sluzbach, uzavfenu pojistnou
smlouvu na pojisténi odpovédnosti za Skodu
zpUsobenou pfi poskytovani l1ééebné péce a na
vyzvu PRA je povinno pfedloZit potvrzeni o
existenci tohoto pojisténi.
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The Sponsor hereto acknowledges, that in
accordance with § 52, par. 3, letter f) Act on
Pharmaceuticals, contract insurance of liability for
damage for the Sponsor and Principal
Investigator and the Sponsor has been ensured.
This policy also duly covers compensable death
of subject or compensation of the subject in case
of injury resulting from and sustained in course of
performance of the Study. The Sponsor will
indemnify, defend and hold harmless Institution,
to include its trustees, directors, officers,
employees (including Principal Investigator)
(collectively, the “Indemnitees”) against any third
party product liability claims, including those
brought by Study subjects, arising out of or
caused by the use of the Study Drug in the
conduct of the Study in compliance with the
Protocol and any procedures required by the
Protocol (collectively, “Claims”), and will pay any
costs or damages (including reasonable
attorney’s fees) which, by final judgment, after
exhaustion of reasonable appeals, may be
assessed against them, provided that Sponsor is
given prompt written notice of the Claim and is
given information, reasonable assistance and
sole authority to defend and/or settle the Claim,
provided however that Sponsor shall not settle
any Claim which would result in an admission of
wrongdoing by Institution or Principal Investigator
or that would impose any restrictions or
obligations on Institution without Institution’s
written consent, which consent shall not be
unreasonably withheld.  Sponsor’s obligations
hereunder shall not apply to the extent a Claim
isthe result of (a) the negligence or willful
misconduct of any Indemnitee, or (b) the failure of
any Indemnitee to adhere to the terms of the
Agreement (including the relevant Protocol) or
other written instructions from PRA or Sponsor or
to comply with any applicable laws or
governmental requirements.

7) Financial Disclosure. If PRA or Sponsor
provides financial disclosure forms to the
Principal Investigator and Institution’s employees
pursuant to U.S. regulatory requirements, then
the Principal Investigator and Institution’s
employees, for each listed or identified Principal
Investigator or Institution’s employees who are
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Zadavatel timto potvrzuje, Ze v souladu
s ustanovenimi § 52 odst. 3, pism. f) zakona o
|éCivech bylo pro Zadavatele a Hlavniho
zkousejiciho uzavieno pojisténi odpovédnosti za
8kodu. Toto pojisténi rovnéz pokryva odskodnéni

pro pfipad smrti subjektu hodnoceni nebo
odSkodnéni  subjektu  hodnoceni v pfipadé
zranéni zplsobeného realizaci Studii nebo
utrpéné v prabéhu jeji realizace. Zadavatel

Zdravotnické zafizeni, v€etné ¢lenu jeho spravni
rady, €lend vedeni, pFedstavitell, zaméstnanci
(v€etné Hlavniho zkouSejiciho) (dale spolecné jen
LPrijemci odSkodnéni“) odSkodni a pfevezme za
né odpovédnost za jakékoli naroky z titulu
odpovédnosti za Skody zpUsobené tfetim osobam
v dasledku uziti hodnoceného pfipravku béhem
provadéni Studie, vcetné narok( vznesenych
subjekty  hodnoceni v disledku uzivani
hodnoceného |éCiva v souladu s Protokolem a
jakymikoli postupy vyZadovanymi Protokolem
(dale spole¢né jen ,Naroky“), a uhradi jakékoli
naklady ¢&i nahradu Skody (v€etné nakladl
pravniho zastoupeni v pfiméfené vysSi), které
mohou byt vi¢i nému po vycerpani pfiméfenych
pravnich prostfedki pravomocné vyméreny,
pokud Zadavateli je dany Narok neprodlené
pisemné oznamen a jsou mu poskytnuty
informace, pfiméfena soucinnost a moznost
Ucasti na soudnim ¢i mimosoudnim jednani,,
avSak stim, ze Zadavatel nebude provadét
vyporadani zadného Naroku, v jehoz dusledku by
doSlo  kuznani  pochybeni  Zdravotnickym
zafizenim nebo Hlavnim zkou$ejicim nebo
v jehoz duasledku by doSlo kulozeni néjakych
omezeni nebo povinnosti  Zdravotnickému
zafizeni bez pisemného souhlasu Zdravotnického
zarizeni, kteryzto souhlas nebude bezdlivodné
odpiran. Povinnosti Zadavatele ztéto Smlouvy
neplati, pokud je Narok disledkem (a) nedbalosti,
hrubé nedbalosti nebo uUmysIné protipravniho
jednani jakéhokoli Pfijemce odSkodnéni, nebo (b)
toho, Ze néktery z Pfijemcu odSkodnéni nesplnil
podminky této Smlouvy (v€etné pfislusného
Protokolu) nebo jinych pisemnych pokynd PRA
nebo Zadavatele nebo nedodrZoval platné zakony
nebo vladni nafizeni-

7) Formulafe finanéniho prohlaseni. Pokud
Hlavnimu  zkouSejicimu a  zaméstnancim
Zdravotnického zafizeni spoleénost PRA nebo
Zadavatel poskytne formulafe  finan&niho
prohladeni, a to vsouladu s pozZadavky
regula¢nich organt Spojenych statd americkych,
pak  Hlavni  zkou$ejici a  zaméstnanci
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directly involved in the treatment or evaluation of
research subjects, will promptly return to PRA a
financial disclosure form that has been completed
and signed by such Principal Investigator or
Institution’s employees, which shall disclose any
applicable interests held by those Principal
Investigator or Institution’s employees or their
spouses or dependent children. PRA may
withhold payments if it does not receive a
completed form from each such Principal
Investigator and Institution’s employees. Principal
Investigator shall ensure that all such forms are
promptly updated as needed to maintain their
accuracy and completeness during the Study and
for one (1) year after its completion. The Site
agrees that the completed forms may be subject
to review by governmental or regulatory agencies,
Sponsor, PRA, and their agents, and the Site
consents to such review. The Site further
consents to the transfer of financial disclosure
data to the Sponsor’s country of origin, and to the
u.s.

8) Shipping of Dangerous Goods and

Infectious Materials. The shipment of
dangerous goods and infectious materials
(including  infectious  subject  specimens)

(“Materials”) is subject to applicable laws and
regulations. The Institution is responsible for
ensuring that each individual who packages or
handles any dangerous goods or infectious
materials for shipping from the Institution
complies with all applicable laws and regulations
and the provisions of the protocol. Upon
completion or termination of the study Site shall
deliver any Materials in its possession to PRA or
dispose of such Materials according to the written
instructions of PRA.

9) Additional Contractual Provisions. This
Agreement, including these Terms and
Conditions, constitutes the sole and complete
agreement between the parties and replaces
all other written and oral agreements relating
to the Study. This Agreement does not cover
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Zdravotnického zafizeni souhlasi stim, Ze za
kazdého uvedeného nebo identifikovaného
Hlavniho  zkouSejiciho nebo zaméstnance
Zdravotnického zafizeni, ktefi se pfimo podileji
na léCeni nebo sledovani subjektd klinického
hodnoceni, neprodlené vrati PRA formulafr
finan€niho prohlaSeni vyplnény a podepsany
prislusnym Hlavnim zkousSejicim nebo
zaméstnancem Zdravotnického zafizeni. Ve
formulafi finanéniho prohlaSeni se Hlavni
zkouSejici nebo zaméstnanci Zdravotnického
zafizeni pfiznavaji k moznym finanénim zajmam,
které by oni sami nebo jejich manzelé/manzelky
¢i nezaopatfené déti mohli mit v souvislosti
s uCasti na tomto hodnoceni. Spole¢nost PRA je
opravnéna zadrzet platby v pfipadé, ze neobdrzi
vyplnény formulaf finanéniho prohlaseni od
kazdého Hlavniho zkousejiciho a zaméstnancl
Zdravotnického zafizeni. Hlavni zkouSejici zajisti
dle potfeby urychlenou aktualizaci formulard,
s cilem zajistit jejich pfesnost a Uplnost v pribéhu
realizace Studie a po dobu jednoho (1) roku po
jejim dokonCeni. Misto vykonu klinického
hodnoceni bere na védomi, Ze vyplnéné
formulafe mohou kontrolovat zastupci statnich
nebo regulaénich organt, Zadavatele, spole¢nosti
PRA a jejich zastupci, a s takovymi kontrolami
souhlasi. Misto vykonu klinického hodnoceni dale
souhlasi s pfenosem dat o finan€nim prohlaseni
do zemé puvodu Zadavatele a pfipadné k jejich
zpracovani do Spojenych statt americkych.

8) Zasilani nebezpeéného zbozi a infekéniho
materialu. Zasilani nebezpecného zbozi a
infekéniho materialu (v€etné infekénich vzorki
subjektd  hodnoceni) (,Material) se Fidi
pfislusnymi zakonnymi a podzakonnymi pfedpisy.
Zdravotnické zafizeni zajisti, aby kazda osoba
zabyvajici se balenim nebezpeéného zbozi nebo
infekEniho materialu nebo manipulaci s nimi za
UCelem expedice ze Zdravotnického zafizeni
jednala v souladu se vSemi platnymi zakonnymi a

podzakonnymi  pfedpisy a s ustanovenimi
protokolu. Po dokonéeni nebo predCasném
ukon€eni  Studie Misto vykonu klinického

hodnoceni pfeda veSkery Material, ktery ma u
sebe, spole€nosti PRA, nebo jej znici v souladu
s pisemnymi pokyny spole¢nosti PRA.

9) Dodateéna smluvni ustanoveni. Tato
Smlouva, vcCetné téchto Podminek, zaklada
vyhradni a uplnou dohodu mezi smluvnimi

stranami nahrazujici veSkera jejich ostatni
pisemna &i Ustni ujednani vztahujici se ke Studii.
Tato Smlouva neupravuje ujednani mezi PRA a
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the arrangements made between PRA and
Principal Investigator concerning the conduct
of the Study by the Principal Investigator.
These arrangements, including payments due
to the Principal Investigator for performance of
the Study, are detailed in a separate written
agreement. No amendments or modifications
to this Agreement shall be valid unless in
writing and signed by all the parties. Failure to
enforce any term of this Agreement shall not
constitute a waiver of such term. If any part of
this Agreement is found to be unenforceable,
the rest of this Agreement will remain in effect.
This Agreement shall be binding upon the
parties and their successors and assigns. The
Institution shall not assign or transfer any
rights or obligations under this Agreement
without the written consent of PRA or
Sponsor, but may sub-contract the conduct of
activities to qualified and experienced third
parties that meet all the applicable
requirements of this Agreement and are
obligated to perform such activities according
to the terms of this Agreement, and provided
that Institution remains liable for the
performance of any such third parties and that
neither the Principal Investigator nor any
Institution’s employees has any financial
interest in such third parties. Upon Sponsor’s
request, PRA may assign this Agreement to
Sponsor or to a third party, and PRA shall not
be responsible for any obligations or liabilities
under this Agreement that arise after the date
of the assignment, and the Institution hereby
consents to such an assignment. Institution
will be given prompt notice of such
assignment by the assignee. The terms of this
Agreement that contain obligations or rights
that extend beyond the completion of the
Study shall survive termination or completion
of this Agreement. This Agreement shall be
interpreted under the laws of the state or
province and country in which such Site
conducts the Study. This Agreement shall be
interpreted under the laws of the Czech
Republic.

Any disputes arising out of this Agreement shall
be resolved by the competent courts of the Czech
Repubilic.

In case of any discrepancies between these two
language versions occurred, the Czech version
prevails.
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Hlavnim zkouSejicim ohledné provadéni Studie
Hlavnim zkouSejicim. Tato ujednani, vcetné
plateb pro Hlavniho zkousejiciho za provadéni
Studie, jsou rozvedena v samostatné pisemné
smlouvé. Dodatky k této Smlouvé nebo jeji zmény
Ize provadét pouze pisemné s podpisem vSech
smluvnich  stran, jinak nebudou platné.
Neuplatnéni nékteré zpodminek obsaZenych
v této Smlouvé se nebude vykladat jako vzdani
se jejiho splnéni. Pokud néktera <&ast této
Smlouvy bude shledana nevymahatelnou,
zbyvajici ustanoveni této Smlouvy tim zlstanou
nedotcena. Tato Smlouva je zavazna pro smluvni
strany a jejich pravni nastupce a postupniky.
Zdravotnické zafizeni nesmi postupovat ani
prevadét zadna prava ani zavazky z této Smlouvy
bez pisemného souhlasu PRA nebo Zadavatele,
nicméné mize subdodavatelsky zajistit provadéni
Cinnosti  prostfednictvim  kvalifikovanych  a
zkudenych tfetich osob, které splfuji pFislusné
poZadavky této Smlouvy a které jsou povinny tyto
¢innosti provadét v souladu s podminkami této
Smlouvy, za predpokladu, Ze za danou cinnost
téchto tfetich osob bude odpovidat Zdravotnické
zafizeni a Hlavni zkousSejici ani zaméstnanci
Zdravotnického zafizeni nebudou mit v téchto
tfetich osobach zadny finanéni zajem. Na vyzvu
Zadavatele mize PRA tuto Smlouvu postoupit na
Zadavatele, nebo tfeti osobu a PRA nebude
odpovidat za zadné zavazky ani povinnosti z této
Smlouvy vzniklé aZz po datu tohoto postoupeni,
pfiéemz Zdravotnické zafizeni timto s takovym
postoupenim souhlasi. Postupnik je povinen
Zdravotnické zafizeni o takovém postoupeni
neprodlené informovat. Ustanoveni této Smlouvy,
ktera obsahuji povinnosti nebo prava, jez svou
povahou pfesahuji okamzik dokonceni Studie,
zUustanou v platnosti i po dokonCeni nebo
pfedéasném ukonCeni této Smlouvy. Tato
Smlouva bude vyklddana v souladu s pravnim
fadem statu nebo provincie a zemé, v niz Misto
vykonu klinického hodnoceni realizuje Studii. Tato
Smlouva se bude vykladat podle Ceského prava.

Veskeré spory vzniklé ztéto Smlouvy budou
feSeny prislusnymi soudy v Ceské republice.

V pfipadé nesrovnalosti mezi témito dvéma
jazykovymi verzemi je smérodatna verze Ceska.

19/20



ATTACHMENT B/ PRILOHA B

[Attachment B is kept blank based on non- [PFiloha B je ponechana prazdna dle ujednani o
disclosure agreement in accordance with Article nezverejfiovani v souladu s ¢lankem “Uverejnéni
“Publication in accordance with Act no. 340/2015  podle zakona €. 340/2015 Sb., o registru smluv”

Coll. on Contract Register” of Attachment A of PFilohy A této Smiouvy]
this Agreement]

Clinical Trial Agreement with an Institution 20/20
Sponsor Name: Millennium Pharmaceuticals Inc.

Site Name: Fakultni nemocnice Olomouc

Prinicpal Investigator Name:

Protocol Number:

Version: 090ct2017

CONFIDENTIAL



