SEATTLE GENETICS

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (the
“Agreement”) is made as of the day the last party
to subscribe below and shall become effective as
of the day of its publication in the register of
contracts in accordance with the Act. no. 340/2015
Coll., on the register of contracts (the “Effective
Date”) by and between

Seattle Genetics, Inc., a Delaware corporation,
located at 21823 30th Drive SE, Bothell,
Washington, 98021 USA (hereinafter the
“Sponsor”), which has authorized Seattle Genetics
UK, Ltd., located at 20-22, Bedford Row, London,
WC1 R 4J8S, as its legal representative,

Pharmaceutical Research Associates CZ, s.r.o.,
located at Praha 7, Jankovcova 1569/2c, Post
Code (PSC): 170 00, Czech Republic, IC
(company ID number): 27636852, 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 KI¢, Proxy (“CRQO”) as clinical research
organization acting as an independent contractor
of Sponsor,

and

Fakultni nemocnice Hradec Kralové, located at
Sokolska 581, Post Code 50005, Hradec Kralové —
Novy Hradec Kralové, Czech Republic, Company
ID (IC): 00179906, Tax ID no.: CZ00179906,
represented by prof. MUDr. Vladimir Palicka,
CSc., dr. h. c., director (hereinafter the “Provider”)

and

with his date of birth,

mnent residency address,

B 21d place of work address IV. Internal
Hematology Clinic at Faculty Hospital Hradec
Krélové (hereinafter “Principal Investigator™)
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SMLOUVA O KLINICKEM HODNOCENI{

Tato Smlouva o klinickém hodnoceni
(ddle jen “Smlouva”) je uzaviena dne, kdy
posledni ze stran pfipoji niZe sviij podpis a nabyva
ucinnosti dnem jejtho uvetejnéni v registru smluv
v souladu se zdk. ¢. 340/2015 Sb., o registru
smluv (dale jen “Den tG¢innosti”’), a to mezi

Seattle Genetics, Inc., spolecnosti zaloZenou
podle prava statu Delaware, se sidlem 21823 30th
Drive SE, Bothell, Washington, 98021 Spojené
stity americké, (ddle jen ‘“Zadavatel”), ktery
ustanovil Seattle Genetics UK, Ltd., se sidlem
20-22, Bedford Row, Londyn, WCR 4JS, jako
svého opravnéného zistupce,

Pharmaceutical Research Associates CZ, s.r.o.,
se sidlem Praha 7, Jankovcova 1569/2¢c, PSC 170
00, Ceska republika, IC: 27636852, spole¢nosti s
ru¢enym omezenym fadné¢  zapsanou v
Obchodnim rejstifku Ceské republiky vedeném
Méstskym soudem v Praze, oddil C, vlozka
120574, zastoupenou MUDr. Andreou KI¢,
prokuristkou (ddle jen “CRQO”) jakoZto smluvni
vyzkumnou organizaci jednajici jako nezavisly
dodavatel smluvniho plnéni Zadavatele,

a

Fakultni nemocnici Hradec Kralové, se sidlem
Sokolskd 581, PSC 500 05 Hradec Kralové —
Novy Hradec Krilové, Ceskd republika, IC:
00179906, DIC: CZ00179906, jejimZ jménem
jedna prof. MUDr. Vladimir Palicka, CSc., dr. h.
c., feditel (dédle jen “Poskytovatel™)

a

B c e narozeni
B s 2dicsou trvalého pobytu | EEGN
W
adresou pracoviSt¢ IV. interni hematologickd
klinika Fakultni nemocnice Hradec Kréalové (déle
jen “Hlavni zkousSejici™)
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BACKGROUND UVOD
The Sponsor is engaged in the A. Zadavatel provddi vyvoj piipravku
development of vadastuximab talirine (the vadastuximab talirine (dile  jen
“Study Drug”). “Hodnocené LécCivo™).
By separate agreement, the Sponsor has B. Na zdkladé separatni smlouvy, Zadavatel
engaged CRO for the purposes of smluvné zavazal CRO, a to za udcelem
performing  certain  obligations in provedeni konkrétnich povinnosti v
connection to the Clinical Trial. souvislosti s Klinickym hodnocenim.
The Sponsor wishes to have ||l C. Zadavatel si pieje, aby || KGTKcCcCcG
B c  “Principal B (dile jen “Hlavni zkousSejici”)
Investigator”) conduct a clinical trial provedla klinické hodnoceni (dédle jen
(“Clinical Trial”’) described in the protocol “Klinické  hodnoceni”) popsané v
entitled “A randomized, double-blind protokolu s nazvem ,,Randomizovand,
phase 3 study of vadastuximab talirine dvojité  zaslepend studie fdaze 3
(SGN-CD33A) versus placebo in zkoumajici vadastuximab talirin (SGN-
combination  with  azacitidine or CD33A) ve srovndni s placebem v
decitabine in the treatment of older kombinaci s  azacitidinem  nebo
patients with newly diagnosed acute decitabinem v lécbé starsich pacienti s
myeloid leukemia (AML)”  Seattle nové diagnostikovanou akutni myeloidni
Genetics protocol number SGN33A-005 leukémii (AML)“ protokolu Seattle
(the “Protocol”), using the Study Drug Genetics ¢. SGN33A-005 (déile jen
and the facilities and certain resources of “Protokol”), uzivajici Hodnocené 1écivo a
the Provider. The Protocol is incorporated zatizeni a konkrétni zdroje Poskytovatele.
into this Agreement by this reference. Na zdkladé zde wuvedeného odkazu
predstavuje Protokol nedilnou soucast této
Smlouvy.
The Provider has agreed to perform each D. Poskytovatel projevil souhlas, Ze provede

Clinical Trial under the terms and

conditions of this Agreement.

AGREEMENT

In consideration of the foregoing and of

kazdé jednotlivé Klinické hodnoceni v
souladu s podminkami a ustanovenimi
této Smlouvy.

SMLOUVA

Po  zohlednéni  shora  uvedenych

the mutual promises contained in this Agreement,
the parties agree as follows:

skuteCnosti a vzdjemnych pfislibi, jez jsou
obsaZzeny v této Smlouvé, strany se dohodly

nasledovné:
1. Performance of Clinical Trial 1.  Provedeni Klinického hodnoceni
1.1 General Responsibilities of 1.1 Obecné povinnosti Poskytovatele
Provider and Principal a Hlavniho zkousejiciho.

Investigator. The Provider shall Poskytovatel se zavazuje, Ze

ensure that the Principal zajisti, Ze Hlavni zkouSejici
Investigator will directly bude provadét dohled a bude
supervise and be primarily primarné odpoveédny za vykon a

responsible for performance and vedeni Klinického hodnoceni a
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administration of the Clinical
Trial and will use best efforts to
complete the Clinical Trial in a
highly professional and timely
manner and in accordance with
the terms of the Protocol. The
Clinical Trial will be carried out
only at the facilities of the
Provider. The Provider will
provide all Cooperating
Personnel including, but not
limited to, laboratory, pharmacy
and clinical support staff and
physicians sufficient to timely
and accurately complete each
Clinical Trial. The personal
services of the applicable
Principal Investigator is
considered essential to the
performance of the applicable
Clinical Trial. If the Principal
Investigator terminates his/her
association with Provider, or if
for any reason Principal
Investigator becomes
unavailable or otherwise unable
to direct the performance of the
applicable Clinical Trial,
Provider shall notify Sponsor
promptly. The Provider shall
notify Sponsor in writing if a
Principal Investigator intends to
leave the Provider and shall
provide (a) Principal
Investigator’s new  contact
information to his or her
proposed successor and to
Sponsor, and (b) and ensure that
the Principal Investigator shall
provide, reasonable ongoing
assistance to ensure an efficient
and proper transition of the
Principal Investigator’s duties to
the successor. If a successor
who is acceptable to Sponsor is
not promptly identified, this
Agreement may be terminated
by Sponsor in its sole discretion
in accordance with Section 14.3.
In the event of continuation, any
substitute principal investigator
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vynalozi odpovidajici dsili za
ucelem dokonceni Klinického
hodnoceni \% souladu S

nejvyssimi profesiondlnimi
standardy, a to v€as a souladn€ s
podminkami Protokolu.

Klinické  hodnoceni  bude
provedeno vylu¢n€ v prostorach
a zafizenich  Poskytovatele.
Poskytovatel poskytne veSkeré
spolupracujici osoby, a to
zejména  véetné  odbornych
pracovnikil na useku laboratote,
Iékarny a klinické podpory a
dile lékate v mife dostatecné
pro tcely vcasného a faddného
dokonceni kazdého Klinického
hodnoceni. Sluzby Hlavniho
Zkousejictho jsou nezbytné k
provadéni Klinického
hodnoceni. Pokud  ukonci
Hlavni Zkousejici jeho/jeji vztah
s Poskytovatelem, nebo pokud z
n¢jakého jiného divodu neni
Hlavni Zkousejici k dispozici
nebo neni-li schopen zajistit
vykon Klinického hodnocend,
Poskytovatel okamzité¢ oznami
Zadavateli tuto  skute€nost.
Poskytovatel ozndmi v pisemné
podobé  Zadavateli, pokud
Hlavni  ZkouSejici  planuje
ukon¢it pracovni pomér u
Poskytovatele a Poskytovatel
poskytne (a) nové kontaktni
udaje tykajici se navrhovaného
ndstupce za Hlavniho
Zkousejictho, a (b) zajisti, Ze
Hlavni  ZkouSejici poskytne
rozumnou podporu pii prechodu
povinnosti Hlavniho
Zkousejiciho na nového
nastupce. Nelze-li nalézt
nahradu pfijatelnou pro
Zadavatele, muze Zadavatel od
této Smlouvy odstoupit
zpusobem v této Smlouvé
stanovenym v c¢lanku 14.3.
Pokud je ndhrada nalezena,
novy nastupce Zkousejiciho by
mél  podepsat  dokumentaci
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shall sign documentation
provided by Sponsor
acknowledging his or her new
duties as Principal Investigator.

1.2 EC Approval. The Sponsor will

obtain approval of the applicable
Protocol from the Local Ethics
Committee and Multicentric
Ethics Committee and any other
applicable independent data
safety and/or clinical trial
subject monitoring board or
equivalent entity (“EC”), as well
as any other approvals required
by the Provider and Applicable
Law  (defined below) in
particular the approval of State
Institute for Drug Control
(“SUKL”), to perform the
Clinical Trial. No modifications
will be made to the Protocol
unless agreed in writing by the
Sponsor and the Provider. No
study subject treatments will be
initiated prior to receipt of EC /
SUKL approval and any other
compliance  with  Applicable
Law and approvals required to
conduct the Clinical Trial.

1.3 Informed Consent. The Principal

Investigator is responsible for
obtaining from each subject
participating in the Clinical Trial

(each, a “Subject”) an
appropriate  signed  consent

document as approved by the
EC / SUKL and the Sponsor in
compliance ~ with  Applicable
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1.3

1.2 Souhlasné

poskytnutou Zadavatelem v
souvislosti s akceptaci novych
povinnosti vyplyvajicich z role
Hlavniho Zkousejiciho.

stanovisko EK.
Zadavatel  ziskd  souhlasné
stanovisko pfislusné Lok4lni
etické komise a Multicentrické
etické komise ve vztahu k
pifsluSnému Protokolu a
jakékoli dalsi piislusné
nezavislé udaje ¢i data tykajici
se bezpecnosti a/nebo povoleni
instituce zajistujici monitoring
Subjektli hodnoceni ¢i jiného
odpovidajiciho subjektu (dile
jen “EK”), jakoZ i dalsi povoleni
a souhlasy poZadované
Poskytovatelem a Piislusnymi
pravnimi pfedpisy (ve smyslu
niZe uvedené definice) zejména
souhlas ~ Statni dfadu  pro
kontrolu 1é¢iv  (“SUKL”) k
provedeni Klinického
hodnoceni.  Jakékoli ~ zmény
Protokolu nebudou platné a
ucinné, nebudou-li provedeny

formou pisemné dohody
Zadavatele a Poskytovatele.
Lécba  jakéhokoli  subjektu

hodnoceni nebude zahdjena,
nebude-li  predtim  ziskdno
povoleni EK / SUKL a nebude-
li splnén jakykoli poZadavek
vyplyvajici z Ptislusnych
pravnich ptedpisti a nebudou-li
ziskany souhlasy poZzadované za
ucelem provedeni Klinického
hodnoceni.

Pisemny informovany souhlas.
Hlavni zkousSejici je zodpovédny
za opatfeni fadné podepsaného
pisemného souhlasu od kazdého
Subjektu hodnoceni ucastnictho
se Klinického hodnoceni (kazdy
jednotlivé dale jen “Subjekt
hodnoceni”), a to v podobé
schvilené EK / SUKL a
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Law. The Principal Investigator
will retain such document
according to the policies of the
Provider and will forward a
copy to the Sponsor upon
request. No subject may be
enrolled in the Clinical Trial
until such informed consent has
been obtained.

1.4 CRO. Sponsor has retained CRO

1.5 Electronic Data Capture.

as in independent contractor to
perform certain contract research
organization services in
connection with the Clinical
Trial, including negotiation of
Clinical Trial Agreements with
Clinical Trial sites on behalf of
Sponsor. The Provider agrees
that it shall ensure the Principal
Investigator and all Cooperating
Personnel shall, fully cooperate
with CRO in its capacity as
Sponsor’s  contract research
organization for the Clinical
Trial (and CRO’s designee, if
applicable), in the same way that
Provider and Principal
Investigator are obliged to
cooperate with Sponsor related
thereto.

Provider

and Principal Investigator
acknowledge that Sponsor may
retain one or more companies to
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provide services involving

electronic document and data

collection, retention and
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1.4

1.5

Zadavatelem v souladu s
PfisluSnymi prdvnimi pfedpisy.
Hlavni zkouSejici je povinen
evidovat takovy dokument v
souladu s vnitfnimi pravidly
Poskytovatele, pricemZ poskytne
jeho kopii Zadavateli na jeho
74dost. Zadny Subjekt hodnoceni
nebude zafazen do Klinického
hodnoceni,  nebyl-li  pfedtim
opatfen jeho pisemny infomovany
souhlas.

CRO. Zadavatel smluvné
zavéazala CRO jakozto
nezdvislého dodavatele
smluvniho plnéni k provedeni
urcitych sluzeb smluvni
vyzkumné organizace v

souvislosti s timto Klinickym
hodnocenim, a to vcetné
vyjedndni smluv o klinickém
hodnoceni s jednotlivymi misty
vykonu klinického hodnoceni,
resp. centry, jménem a ve
prospéch Zadavatele.
Poskytovatel souhlasi, Ze zajisti,
Ze  Hlavni  zkouSejici a
Spolupracujici osoby zapojené
do provadéni Klinického
hodnoceni  poskytnou plnou
souc¢innost CRO, a to z pozice
smluvni vyzkumné organizace
jednajici jménem Zadavatele ve
vztahu ke Klinickému
hodnoceni (a ptipadné zdstupci
éi  zmocnénci CRO, dle
konkrétnich podminek), stejné
jako jsou Poskytovatel a Hlavni
zkouSejici povinni
spolupracovat a  poskytovat
sou¢innost Zadavateli v téZze
souvislosti.

Elektronicky sbér dat.
Poskytovatel a Hlavni Zkousejici
berou na védomi, Ze Zadavatel
miZze umoznit jedné nebo vice
spolecnostem poskytovat sluzby,
pii kterych dochézi ke zpracovani
elektronickych ~ dokumenti a
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processing associated with the
performance of a Clinical Trial.
Provider covenants that it shall (a)
own or have access to space,
computer hardware and internet
connectivity necessary to operate
an Electronic Data Capture
(“EDC”) terminal that will permit
the input of relevant Clinical Trial
data and  documents and
transmission of the same between
Provider and Sponsor’s designee,
and (b) train and maintain
sufficient and appropriate staff
and personnel in the operation of
the EDC terminal. In such cases,
Provider shall ensure that the
applicable Principal Investigator
will, during the Clinical Trial and
throughout the term of this
Agreement, be familiar with the
operation of the EDC terminal

sbéru dat, uchovavani a
zpracovani dat ve spojitosti s
Klinickym hodnocenim.
Poskytovatel se zavazuje, Ze bude
(a) vlastnit nebo mit piistup do
prostor, pocitatovych systémi a
internetové  spojeni nutné k
zajisténi elektronického sbéru dat
(“EDC”), termindl, ktery umoZni
vstup k pfisluSnym klinickym
datim a dokumentim a pienosu
mezi Poskytovatelem a
zmocnénci Zadavatele a (b) mit
vyskoleny a vhodny persondl k
pomoci pii elektronickém sbéru
dat. 'V takovych piipadech
Poskytovatel zajisti, aby Hlavni
Zkousejici byl v  pribéhu
Klinického hodnoceni a po celou
dobu trvani této  Smlouvy
obeznamen se systémem
elektronického sbéru dat a rovnéz

and supervise the staff and tak dohlédne na zaméstnance a
personnel who are operating the spolupracujici  osoby, ktet{
same. poskytuji stejné sluzby.
2. Representations, Warranties and Certain 2. ProhldSeni, Zaruky a Ur¢ité Zavazky
Covenants
2.1 Authority. Provider represents 2.1 Oprdvnéni. Poskytovatel timto
and warrants that it has the legal prohlaSuje a zaruCuje, Ze je plné
authority to enter into this opravnén  k  uzavieni této
Agreement. Both Provider and Smlouvy. Jak Poskytovatel, tak
Principal Investigator represent Hlavni zkouSejici prohlaSuji a
and warrant: (a) that they have zarucuji, Ze: (a)jsou plné
the legal authority to perform opravnéni k provedeni Klinického
the Clinical Trial and (b) that the hodnoceni a (b)Ze podminky
terms of the Clinical Trial, the Klinického hodnoceni, Protokolu
Protocol, and this Agreement do a této Smlouvy nejsou v rozporu
not conflict with and would not a nebudou rezultovat v poruSeni
result in a breach under any ustanoveni jakékoli smlouvy ¢i
agreement to which either is a dohody, jiz je, kterykoli z téchto
party. During the term of this subjekti smluvni stranou. Po
Agreement, neither Provider nor dobu trvani platnosti  této
Principal Investigator will enter Smlouvy ani Poskytovatel, ani
into any agreement to provide Hlavni  zkouSejici neuzaviou
services that would in any way jakoukoli smlouvu, na jejimZ
impair its ability to complete the zdkladé by byly poskytoviny
Clinical Trial in a timely sluzby, jez by jakkoli narusSovaly
fashion. ¢i brénily jejich mozZnostem
provést Klinické hodnoceni fadné
sGN33A-005 NG
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2.2 Applicable Law. Provider and

Principal Investigator represent,
warrant and covenant that in the
course of performing the
Clinical Trial and in connection
with all activities hereunder,
Provider and Principal
Investigator will, and Provider
shall ensure that any
Cooperating  Personnel  (as
defined below) and all staff
assisting with the conduct of the
Clinical Trial will, adhere to all
applicable laws, rules,
regulations,  guidelines  and
generally accepted standards;
including but not limited to
privacy laws, particularly Act
no. 101/2000 Coll. On Personal
Data Protection, as amended and
rules and regulations related to
protected health information;
good clinical practice guidelines
as incorporated in the
International ~Conference on
Harmonization for Good
Clinical Practice (“ICHGCP”)
guidelines;  EU  Directives
2001/20/EC  and 2005/28/EC
and Czech legislation, especially
an Act No. 378/2007 Coll., on
Pharmaceuticals, as amended,
Act No. 372/2011 Coll.,, on
Health Care Services, as
amended, and Decree 226/2008
Coll., on Good Clinical Practice
and Further Conditions for
Clinical Trials of Human

Medicines, as amended
(collectively, “Applicable

Law”). Provider will ensure that
only individuals who are
appropriately trained and
qualified assist in the conduct of
the Clinical Trial. Provider shall
ensure that Principal
Investigator ~ shall  properly
supervise all persons performing
services in connection with the
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a vcas.

2.2 Priislusné pravni predpisy.

Poskytovatel a Hlavni zkousSejici
titmo prohlasuji, zaruCuji a
zavazuji se, Zze v prabchu
provadéni Klinického hodnoceni
a déle v souvislosti s veSkerymi
¢innostmi a aktivitami
vyplyvajicimi z této Smlouvy,
Poskytovatel a Hlavni zkousSejici
budou, a déile Poskytovatel
zajisti, 7e jakékoliv
Spolupracujici osoby (ve smyslu
definice niZe uvedené) a veskery

persondl ¢i zaméstnanci
poskytujici ~ souCinnost  pii
provadéni Klinického

hodnoceni, budou jednat v
souladu s veskerymi platnymi a
zdvaznymi pravnimi predpisy,
pravidly, nafizenimi,
smérnicemi a obecné
akceptovanymi standardy; a to
véetn¢ predpisi na ochranu
osobnich udajii, zejména zakon
¢. 101/2000 Sb., o ochrané
osobnich udaju, v platném znéni

a pravidel a nafizeni
vztahujicich se k ochrané
zdravotnich zaznamu a
zdravotni dokumentace;

pravidly a smérnicemi spravné
klinické praxe shrnutymi v
pravidlech Mezindrodni
konference pro Harmonizaci
spravné klinické praxe (dale jen
“ICHGCP”); Nafizenimi EU ¢.
2001/20/EC a 2005/28/EC a
pravnimi predpisy Ceské
republiky, zejména v souladu se
zakonem ¢. 378/2007 Sb., o
Ié¢ivech, vplatném  znéni,
zakonem ¢. 372/2011 Sb., o
zdravotnich sluzbach, v platném
znéni, vyhlasky €. 226/2008 Sb.,
o spravné klinické praxi a
bliz§ich podminkach klinického
hodnoceni 1éCivych piipravka,
v platném znéni (spolecné dile
jen “Ptislusné pradvni predpisy”).
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Clinical Trial and shall ensure
that they comply with the terms
of this Agreement and the
requirements of the Protocol.

2.3 Debarment. Provider and

Principal Investigator represent,
warrant and covenant that
neither has been, and in the
course of performing the
Clinical Trial, neither Provider
nor Principal Investigator has
been, and neither will use in any
capacity the services of any
person who has been, debarred
or disqualified by the FDA
pursuant to the Generic Drug
Enforcement Act of 1992 or any
other equivalent regulatory or
legal authority or successor
statutes, rules or regulations.
Provider and Principal
Investigator agree and undertake
to immediately notify Sponsor
and CRO in writing if either
becomes aware that any such
person has been debarred or
disqualified or proceedings have
been initiated with respect to
such debarment or
disqualification, whether such
debarment or initiation of
proceedings occurs during or
after the performance of the
Clinical Trial.
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Poskytovatel je povinen zajistit,
7e do provddéni Klinického
hodnoceni mohou byt zapojeny
vyluéné¢ osoby, které jsou
fddnym zpisobem vzdelany a
kvalifikovdny pro dany tcel.
Poskytovatel zajisti, Ze Hlavni
zkousejici bude vést veskeré
osoby zapojené do poskytovani
sluZeb v souvislosti s Klinickym
hodnocenim a déle, Ze zajisti, Ze
tyto osoby budou jednat v
souladu s podminkami této
Smlouvy a pozadavky
Protokolu.

2.3 Zakaz vykonu ¢innosti.

Poskytovatel a Hlavni zkousSejici
timto prohlasuji, zarucuji a
zavazujf se, Ze ani jeden z téchto
subjekti nebyl, a v prabéhu
provadéni Klinického
hodnoceni, ani Poskytovatel, ani
Hlavni zkousSejici nevyuzili, ani
nevyuziji, a to jakymkoli
zpusobem,  sluzeb  jakékoli
osoby, jiz byla uloZena sankce
zdkazu vykonu cinnosti, ¢i ji
bylo odebréno piislusné
opravnéni ze strany FDA na
zaklad¢é zdkona “Generic Drug
Enforcement Act” z roku 1992
nebo na zdkladé¢ jakéhokoli
obdobného regulatorntho i
zakonného predpisu ¢i
navazujici legislativy, pravidel
¢i pravnich predpis.
Poskytovatel a Hlavni zkousejici
souhlasi, Ze neprodlen¢ pisemn¢
vyrozumi Zadavatele a CRO,
dozvi-li se kterykoli z téchto
subjektti, Ze jakékoli takové
osob¢ byla uloZzena sankce
zdkazu vykonu cinnosti ¢ ji

bylo odejmuto ptislu§né
opravnéni, nebo Ze bylo
zahdjeno fizeni, jehoz

vysledkem mutze byt uloZeni
takové sankce ¢i odejmuti
opravnéni po dobu provadéni
Klinického hodnoceni ¢i po jeho
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2.4 Cooperating Personnel. Provider

represents and warrants that its
cooperating personnel (including
without limitation the Principal
Investigator, any Sub-
Investigators, and other staff or
personnel assisting with the
conduct of the Clinical Trial )
(collectively “Cooperating
Personnel”), facilities, and study
participant ~ population  are
adequate to  perform its
obligations under this
Agreement and the Protocol.
Principal  Investigator  will
supervise the conduct of the
Clinical Trial, and may appoint
such other qualified employees
of Provider as Cooperating
Personnel, in accordance with
Applicable Law and the
Protocol, to assist in the conduct
of a Clinical Trial and Provider
shall ensure that Principal
Investigator shall be responsible
for leading and supervising any
such Cooperating Personnel.
The Principal Investigator is an
employee of Provider and
Provider accepts full
responsibility for the Principal
Investigator’s conduct of the
Clinical Trial and compliance
with this Agreement and the
Protocol, and holds Principal
Investigator responsible to carry
out the Clinical Trial in strict
accordance with the terms of this
Agreement and the Protocol.
Provider may not assign the
conduct of the Clinical Trial to a
different principal investigator
without prior written
authorization from Sponsor.

2.5 Financial Disclosure and

Conflicts. Provider shall ensure
that Principal Investigator shall
timely complete, sign and
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provedeni.

2.4 Spolupracujici osoby.

Poskytovatel timto prohlasuje a
zarucuje, Ze  spolupracujici
osoby a zaméstnanci (a to
véetné Hlavniho zkousejiciho),
zafizeni a populaéni skupina pro
studijni dcely, maji dostacujici
charakter ve vztahu ke splnéni
zdvazkli vyplyvajicich z této
Smlouvy a Protokolu. Hlavni
zkousejici se zavazuje, Ze bude
dohlizet nad vykonem
Klinického hodnoceni a je
opravnén povéfit dalsi
kvalifikované zameéstnance
Poskytovatele jako
Spolupracujici osoby (dédle jen
“Spolupracujici osoby”), a to v
souladu s PfisluSnymi pravnimi
pfedpisy a Protokolem, aby
poskytli soucinnost a pomoc pfi
provadéni Klinického hodnoceni
a Poskytovatel zajisti, Ze Hlavni
zkousejici bude odpovidat za
vedeni a vykon dohledu nad
jakoukoliv takovou
Spolupracujici osobou nebo
tymem Spolupracujicich osob.
Hlavni zkousejici je
zaméstnancem Poskytovatele a
Poskytovatel timto souhlasi s
plnou odpovédnosti Hlavniho
zkousejictho  za  provedeni
tohoto Klinického hodnoceni a s
tim, Ze bude jednat v souladu s
touto Smlouvou a Protokolem.
Poskytovatel neni oprdvnén
jmenovat ¢ pridélit jiného
hlavniho zkousejictho k
provedeni Klinického
hodnoceni, aniz by k takovému
ukonu od Zadavatele ziskal
pfedchozi pisemné zmocnéni.

2.5 Finanéni prohlaSeni a rozpory.

Poskytovatel se zavazuje, Ze
zajisti, Ze Hlavni zkouSejici vCas

Seattle Genetics



deliver to Sponsor or its
designated representatives all
forms, documents and regulatory
documentation  required by
Applicable Law to be completed
in connection with the initiation
of the Clinical Trial. For
purposes of this Section,
Principal Investigator agrees to
disclose, in a timely fashion and
in writing on an appropriate
form, any financial arrangement
or interest involving the
Principal Investigator or any
Cooperating Personnel and any
family member of the Principal
Investigator or any Cooperating
Personnel that are required to be
disclosed pursuant to Applicable
Law. Provider shall ensure that
Principal  Investigator  shall
update such disclosure as
necessary to maintain  its
accuracy and completeness
during the term of this
Agreement and for any other
period required by Applicable
Law. Provider represents and
warrants that the financial
provisions of this Agreement,
including without limitation all
the Protocol, do not conflict with
any obligations Principal
Investigator may have to his or
her employer, partner or other
third party and Provider and
Principal Investigator represent
and warrant that the financial
provisions of this Agreement do
not give rise to any conflict of
interest on the part of the
Principal Investigator or
Provider. Principal Investigator
and Provider agree to provide
(and update as needed or
required) all financial
disclosures and information
reasonably required by Sponsor
in connection with the Clinical
Trial. Provider shall ensure that
Principal  Investigator ~ will
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a fadné¢ vyplni, podepise a
poskytne Zadavateli ¢i jejimu
ur¢enému  zdstupci  veSkeré
formulafe, dokumenty a
regulatorni dokumentaci, jejichz
vyhotoveni je vyZadovdno na
zakladé PfisluSnych pravnich
pfedpisi v  souvislosti  se
zahdjenim Klinického
hodnoceni. Pro ucely tohoto
Clanku, Hlavni zkouSejici se
zavazuje, Ze vcas sdéli, a to
pisemnou formou na piislu§ném
formuléii, jakakoli finan¢ni
ujednani ¢i ndroky tykajici se
Hlavniho zkouSejictho i
jakékoliv Spolupracujici osoby a

jakéhokoli rodinného
piiSlusnika Hlavniho
zkouSejictho ¢i  Spolupracujici
osoby, jejichz sdélent,

zvefejnéni ¢i poskytnuti jsou
vyZzadovdna v  souladu s
PfisluSnymi pravnimi piredpisy.
Poskytovatel zajisti, Ze Hlavni
zkouSejici provede aktualizaci
takového pisemného prohldseni
dle potteby, a to za ucelem
zajiSténi  jejich pfesnosti a
uplnosti po dobu platnosti této
Smlouvy a po dobu trvani
jakékoli jiné lhity vyzadované
na zéklad€ Piislusnych pravnich
predpist. Poskytovatel
prohlasuje a zaruCuje, Ze
ustanoveni finanéni povahy
obsazené v této Smlouve,
zejména  véetn¢  Protokolu,
neodporuji jakymkoliv jinym
zavazkm ¢i povinnostem, jez
miZe Hlavni zkousejici mit vici
svému zaméstnavateli,
spole¢niku ¢i  jakékoli tfeti
stran¢ a Poskytovatel a Hlavni
zkousejici prohlasSuji a zarucuji,
Ze finan¢ni ujedndni obsazend v
této Smlouvé nezavdaji vzniku
jakéhokoli stfetu zdgjmu ze
strany Hlavniho zkousejictho
nebo Poskytovatele. Hlavni
zkouSejici a  Poskytovatel
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comply with the policies and
procedures of the Provider and
any other organization(s) with
which Principal Investigator is
affiliated, including any
applicable financial policies.
Provider shall notify Sponsor
promptly of any conflict
between the terms of this
Agreement and any such policy
or procedure, and the parties will
attempt to reach an appropriate
accommodation.

2.6 Investigator Meetings. From time

to time, Sponsor may hold
meetings of investigators to
discuss and update the scientific
and medical community on
Sponsor clinical trial studies and
results. If the  Principal
Investigator desires to attend the
meeting and requests that
Sponsor reimburses him for
costs associated with travel or
lodging, the Principal
Investigator will first seek
Sponsor written consent prior to
incurring any cost or charge.
Sponsor will not reimburse the
Principal Investigator for costs
or charges when the Principal
Investigator has other business
reasons for being at the venue of
the meeting, including but not
limited to, attending a medical
congress Or a convention or
when such cost or charge would
violate applicable law or the
then-current PhrMA  Code.
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souhlasi, Ze poskytnou (a zajisti
jejich aktualizaci dle potieby ci
na vyzvu) veSkerd financni
prohldSeni a informace, jez
mohou byt divodné pozadovana
Zadavatelem v souvislosti s
timto Klinickym hodnocenim.
Poskytovatel zajisti, Ze Hlavni
zkousSejici bude jednat v souladu
se smérnicemi, pravidly a
postupy vyzZadovanymi
Poskytovatelem a jakékoli jiné
organizace(i), k nimZ je Hlavni
zkousejici pfidruZen, zejména
véetné jakychkoli finan¢nich
pravidel. Poskytovatel
bezodkladn€¢ pisemné ozndmi
Zadavateli vznik jakéhokoli
sttetu €I rozporu = mezi
ustanovenimi této Smlouvy a
jakymkoli takovym pravidlem ci
postupem a strany se zavazuji,
7Ze se pokusi dosidhnout
vhodného narovnani ¢i dohody.

2.6 Porady zkouSejicich. Obc¢as muze

Zadavatel usporadat porady Cci
setkani zkousSejicich za tucelem
projednéni a aktualizace
poznatkli veédecké a I1ékarské
komunity v  souvislosti s
klinickymi hodnocenimi
Zadavatele a jejich vysledky.
V priipadé, ze Hlavni zkousSejici
vyjadii zdjem zuCastnit se
takové porady ¢i jedndni a bude
pozadovat, aby mu Zadavatel
proplatil  veskeré naklady a
vydaje spojené s takovou cestou
¢i  souvisejicim ubytovanim,
Hlavni zkouSejici je v takové
situaci nejdiive povinen vyZzadat
si predchozi pisemny souhlas
Zadavatele, a to pred
vynaloZenim jakéhokoli vydaje
¢i uskutecnénim  jakékoli
uhrady. Zadavatel neproplati
Hlavnimu zkousSejicimu jakékoli
vydaje ¢i thrady v pfipadé, Ze
Hlavni zkousSejici bude mit jiné
komer¢ni ditvody, proto, aby byl
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2.7 Subject

2.8

Enrollment. Provider
shall ensure that Principal
Investigator shall only enroll
Subjects that meet the applicable
Protocol requirements. Provider
shall ensure that Principal
Investigator ~ shall  exercise
independent medical judgment
as to the compatibility of each
Subject with the Protocol
requirements. The Provider
agrees to use reasonable efforts
to enroll

Regulatory Inspections. Provider
shall ensure that Principal
Investigator shall notify Sponsor
and its designees immediately if
the FDA or any other regulatory
or clinical trial authority
schedules an inspection,
investigation or audit or, without
scheduling, begins such an
inspection,  investigation or
audit. Upon notification of an
impending inspection,
investigation or audit concerning
the Clinical Trial by the FDA or
other regulatory or clinical trial
authority, Provider shall notify
Sponsor and its designees
immediately and shall permit
representatives of Sponsor to be
present during such inspection,
investigation or audit.
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pfitomen v mist¢ porady Cci
setkdni, zejména vletn¢ ucasti
na lékatském kongresu ¢i sjezdu
nebo v ptipad¢, kdy proplaceni
takovych nédkladii ¢i dhrad by
predstavovalo poruSeni platnych
pravnich pfedpisii nebo v dané
dobé aktudlnich etickych
Pharma Kodext .

2.7 Zarazovani Subjekti hodnoceni.

2.8

Poskytovatel zajisti, Ze Hlavni
zkousejici zafadi vylucné ty
Subjekty hodnoceni, které splni
pifslusné poZadavky stanovené
Protokolem. Poskytovatel
zajisti, ze se Hlavni zkouSejici
bude v Ié€kaiskych otazkiach
rozhodovat nezdvisle, a to
zejména ve vztahu kompatibility
kazdého Subjektu hodnoceni k
poZadavkim Protokolu.
Poskytovatel souhlasi, Ze vyvine
pfimétené usili k zatazeni [

Provadéni kontrol regulatornimi
dfady. Poskytovatel se zavazuje,
Ze zajisti, Ze Hlavni zkouSejici
pisemné vyrozumi Zadavatele a
jeho zdstupce v ptipadé, Ze FDA
¢i jakykoli regulatorni dfad ci
jiny orgdn s jurisdikci v
klinickych otazkdch oznami
provedeni kontroly, Setfeni C¢i
auditu, nebo je-li bez takového
ohlaSeni kontrola, Setfeni ¢i
audit zahdjena. V ndvaznosti na
ozndmeni o ohldSené kontrole,
fizeni ¢i auditu Klinického
hodnoceni ze strany FDA ¢i
jiného regulatorniho turadu ¢i
jiného orgdnu s jurisdikei v
klinickych otdzk4ch,
Poskytovatel se zavazuje, Ze
vyrozumi Zadavatele a jeji
zastupce, a to neprodlené¢ a
umozni zdastupcim Zadavatele
ucast behem vykonu takovych
kontrol, Setfeni ¢i auditu.

Seattle Genetics



2.9

Certification. The Provider and
Investigator individually
warrant and promise that, in
connection with this Agreement,
it/he/she has not and will not
(directly or indirectly) make any
improper payment or offer (or
authorizing another to pay or
offer) money or anything of
value to a government official or
any other person connected with
the provision of services under
this Agreement, in order to
improperly influence any act or
decision of such official or
person, to induce such official or
person to do or omit to do any
act in violation of his or her
relevant duty, to obtain any
improper advantage, to procure
improper performance of a
function or activity associated
with this Agreement or in the
case of a government official, to
induce such official to use his or
her influence improperly to
affect or influence any act or
decision of a government.

3. Records and Reports

3.1 Record Keeping and Audits. The

Provider will provide the
Sponsor and/or its designee with
completed electronic case report
forms (each a “CRF”’) and status
reports detailing the results and
conclusions of the Clinical Trial
as specified in the Protocol or as
otherwise requested by the
Sponsor or CRO. CRFs will be
the property of the Sponsor. The
Provider will also prepare and
maintain records, case histories,
and files with all pertinent
information as required by
Applicable Law. Provider shall
perform archiving of Clinical
Trial documentation for the first
5 years of archiving after
conclusion of the Clinical Trial
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Osvédcéeni. Poskytovatel a Hlavni

Zkousejici timto kazdy za sebe
zarucujf a slibuji, Ze v souvislosti
s touto Smlouvou, neposkytli ani
neposkytnou,  nenabidli  ani
nenabidnou (pfimo ani nepiimo)
Zadnou nedovolenou platbu (ani
nedovoli jinym osobdm, aby ji
poskytly nebo nabidly), penize
ani jiné hodnotné plnéni staitnimu
afednikovi, s cilem nedovolené
ovlivnit tkon nebo rozhodnuti
takové uUfedni osoby, pifimét
ufedni osobu, aby v rozporu se
svymi  povinnostmi  provedla
ur¢ity ukon nebo se jej zdrzZela,
ziskat neoprdvnénou vyhodu,
anebo podnitit statniho diednika k
nedovolenému pouZiti jeho vlivu
ke zméné nebo ovlivnéni ukonu
nebo rozhodnuti statniho organu.

Vedeni zdznamu a ozndmeni

3.1 Vedeni zdznamu a provadéni
auditu. Poskytovatel poskytne
Zadavateli a/nebo jeho zastupci
vyplnéné elektronické formulére
se zdznamy o Subjektech
hodnoceni (kazdy jednotlivé
dile jen “CRF”) a informace o
stavu a vyvoji, jeZ budou
detailné popisovat vysledky a
zavéry Klinického hodnoceni dle
poZadavki Protokolu ¢i v jiné
formé poZzadované Zadavatelem
¢i CRO. CRFs budou
pfedmétem vlastnictvi
Zadavatele. Poskytovatel rovnéz
pfipravi a bude vést zdznamy,
ptipadové anamnézy, a soubory
obsahujici veSkeré ptislusné
informace v souladu s
pozadavky PfisluSnych pravnich
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(“Initial Archiving Period”) for
“free of charge” in accordance
with Act No. 378/2007 Coll., on
Pharmaceuticals, and for the 10
years after the expiration of the
Initial Archiving Period, the
Provider shall perform charged
archiving for fee |Gz
B A» invoice for the
charged archiving shall be
issued after this Agreement
execution. Sponsor shall inform
the Provider a minimum of 6
months ahead before the end of
charged archiving period in case
additional archiving is required
and shall cover all costs related
with archiving prolongation that
are mutually agreed upon by the
parties. A copy of such materials
will be provided to the Sponsor
upon request. The Sponsor and
its designee shall also be
allowed to inspect and audit
such records and any other
Clinical Trial Information or
payment records, as well as
inspect any Clinical Trial site, at
any time upon reasonable
advance notice.

3.2 Adverse Change. The Principal

Investigator and the Provider
will immediately notify the
Sponsor and CRO of any serious
adverse event or reaction to
therapy or adverse clinical
development of which it
becomes aware in the course of
the Clinical Trial.

3.3 Confidential Nature of Reports.

All Clinical Trial Information
and CRFs are deemed to be the
Sponsor’s Confidential
Information (as defined in
Section 5 below). This
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32

predpisi. Poskytovatel provede
bezplatnou archivaci 5 let po
ukonceni Klinického hodnoceni
(déle jen “Pocatecni archivacni
doba”) v souladu se zdkonem ¢.
378/2007 Sb. o 1écivech,
v platném znéni, a na dalSich 10
let po uplynuti Pocétecni
archivaéni doby provede
zpoplatnénou archivaci —

. Na zpoplatnénou
archivaci bude vystavena faktura
po podpisu smlouvy. Zadavatel
v predstihu 6 mésicii od konce
zpoplatnéné archivace ozndmi
Poskytovateli, Ze trvd na dalsi
archivaci a uhradi veSkeré
naklady spojené s prodlouZenim,
po jejich vzdjemném
odsouhlaseni obou stran. Kopie
takovych materiali bude
poskytnuta Zadavateli na
zéklad€ vyzvy. Zadavatel a jeho
zastupce budou rovnéz
opravnéni provadeét kontrolu a
auditovat takové zdznamy a
jakékoli dalsi Informace tykajici
se klinického hodnoceni nebo
platebni zdznamy, jakoZz i k
provedeni kontroly mista, kde je
Klinické hodnoceni provadéno, a
to kdykoli v navaznosti na
oznameni odeslané S
dostateCnymi predstihem.

Nepfiznivé ¢i nezddouci zmény.
Hlavni zkousSejici a Poskytovatel
neprodlené vyrozumi Zadavatele
a CRO o jakékoli neZzadouci
udélosti ¢i reakci na terapii €i
nepfiznivy klinicky vyvoj, o
kterém se dozvi v prubchu
provadéni Klinického
hodnocent.

3.3 Duvérnd povaha zdznamu a zprav.

Veskeré Informace tykajici se
Klinického hodnoceni a CRFs
jsou povazovany za Duvérné
informace Zadavatele (ve
smyslu jejich definice uvedené v
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paragraph does not apply to
Subject case histories.

3.4 Data Protection. The Provider and

Sponsor each agree that it will,
and the Provider agrees that it
shall ensure that the Principal
Investigator shall, comply with
their respective obligations as
required  under  applicable
privacy and data protection laws,
in particular Act no. 101/2000
Coll. on privacy protection, as
amended, to the extent
applicable to each. The Provider
and Principal Investigator will
obtain the written consent of
each Subject in accordance with
Section 1.3 above, such consent
to allow Provider and Principal
Investigator to disclose the
Subject’s personal health
information to the Sponsor, its
licensees and collaborators, and
to CRO, and the Principal
Investigator will provide his/her
consent and will obtain the
Clinical Trial staff members’
consent with regard to their own
personal data, for the use,
processing, holding and transfer
of their data to countries other
than their own, that may not
have the same level of data
protection as their own country.
For any personal information
received from either the Subjects
or a Clinical Trial staff member,
the Sponsor will be the ‘data
controller’ where the Study is
within the European Union. The
Principal Investigator and the
Cooperating Personnel have the
right to access and correct their
personal data. In order to
exercise this right, the requests
should be addressed to the
Sponsor and CRO.
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Clanku 5 niZe). Tento odstavec
se nevztahuje na piipady
predchozich anamnéz Subjektl
hodnoceni.

3.4 Ochrana uddaji. Poskytovatel a

Zadavatel, kazdy samostatn¢ za
sebe souhlasi, Ze budou jednat, a
Poskytovatel souhlasi, Ze zajisti,
7Ze Hlavni zkouSejici bude
jednat, v souladu s jejich
pifsluSnymi povinnostmi, jez
vyplyvaji z ptisluSnych pravnich
pfedpisi na ochranu osobnich
udaju, zejm. zdk. ¢. 101/2000
Sb., o ochrané osobnich tdaju a
o zmén¢ nékterych zakonti a to v
rozsahu, ktery se na kazdy z
téchto subjektd vztahuje.
Poskytovatel a Hlavni zkousSejici
ziskaji pisemny souhlas kazdého
Subjektu hodnoceni v souladu s
odst. 1.3 vySe, pfiemZ takovy
souhlas umoZzni Poskytovateli a
Hlavnimu zkousejicimu
poskytnuti ¢i sdéleni informaci
vztahujicich se k zdravotnimu
stavu  Subjektu  hodnoceni
Zadavateli, jejim nabyvatelim a
spolupracujicim subjektim a
CRO, a Hlavni zkousSejici
poskytne sviij souhlas a ziska od
Clenti  persondlu  klinického
hodnoceni souhlas tykajici se
jejich osobnich udaji pro ucely
pouziti, zpracovani, drZeni a
pfevod jejich tdaji do zemi
odliSnych od jejich domovského
stitu, ve kterych nemusi byt
stejnd droven ochrany jako v
jejich domovském stitu. Pro
jakékoli osobni udaje obdrzené
bud od Subjektd hodnoceni
nebo od Cleni personilu
klinického hodnoceni, bude
Zadavatel ‘spravcem tudaju’ pro
piipady, kdy je  Studie
providéna v Evropské Unii.
Hlavni zkousejici a
Spolupracujici osoby budou mit
pravo k pfistupu ke svym
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3.5 Subject Information. All Clinical

Trial Information will be
furnished to Sponsor or a
representative  of ~ Sponsor
without Subject names. Sponsor
and its designee has the right to
review Subject records and other
relevant raw data to verify
entries in the CRFs. Sponsor
shall not at any time disclose the
name of any Subject or any
information which identifies a
Subject to a third party unless
specifically required to do so by
Applicable Law or the FDA.

3.6 Reporting to Authorities. Sponsor

and its designees retain the
responsibility for = making
required reports and disclosures
and other communications with
other appropriate regulatory
authorities. Provider and
Principal Investigator agree to
cooperate with Sponsor and its
designees in connection
therewith. Any noncompliance
with this Section by Provider or
Principal  Investigator  shall
constitute a material breach of
this Agreement.
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osobnim ddajim a budou
oprdvnéni  poZadovat  jejich
upfesnéni ¢i opravu. Za tcelem
vykonu  tohoto  oprdvnéni,
veskeré zadosti budou
pfedklddany Zadavateli a CRO.

3.5 Informace o) Subjektech

hodnoceni. Veskeré Informace
tykajici se Klinického
hodnoceni budou poskytnuty
Zadavateli ¢i jejimu zdstupci, a
to bez uvedeni jména Subjektu
hodnoceni. Zadavatel a jeho
zmocnény  zastupce, budou
opravnéni kontrolovat zdznamy
o Subjektech hodnoceni a dalsi
relevantni zdrojovd data za
ucelem ovéteni zaznamu
provedenych v CRFs. Zadavatel
v Zddném okamZiku nezvefejni,
neposkytne, nesdéli ¢i neuvede
jméno  jakéhokoli  Subjektu
hodnoceni ¢i jakoukoli
informaci, jeZ by kterykoli
Subjekt hodnoceni idetifikovala,
a to jakékoli tfeti strané, nebude-
li takovy pozadavek vyplyvat z
Prislusnych pravnich predpist ¢i
nebude-li vyZadovdn ze strany
FDA.

3.6 Oznamovaci  povinnost  vudi

prisluSnym institucim a dfadum.
Zadavatel a jeho zastupci si

vyhrazuji ponechani
odpovédnosti  za  provadéni
pozadovanych oznament,

sdéleni, zvefejnéni ¢i jiné formy
komunikace s  piisluSnymi
regulatornimi institucemi.
Poskytovatel a Hlavni zkouSejici
souhlasi, Ze v této souvislosti
bude spolupracovat se
Zadavatelem. Jakékoli neplnéni
povinnosti  vyplyvajicich  z
tohoto  Clianku ze strany
Poskytovatele nebo Hlavniho
zkousSejictho bude piedstavovat
podstatné poruseni této
Smlouvy.
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4. Obligations of the Sponsor

4.1 Provide the Study

Drug. The

Sponsor will provide the Study
Drug for the Clinical Trial to
pharmacy of the Provider free of
charge in sufficient quantities to
conduct the Clinical Trial.
Provider will not transfer any
Study Drug to any third party
without first obtaining written
approval from Sponsor, which
approval Sponsor may withhold
in its sole discretion. Any
unused quantities of the Study
Drug (whether returned by or on
behalf of Subjects, remaining at
the conclusion of the Clinical
Trial, or otherwise) shall, at the
direction of Sponsor or its
designee, be returned to Sponsor
or disposed of properly by
Provider. All Study Drug is and
shall remain the property of
Sponsor. Except for, and limited
to, the use specified in the
Protocol, Sponsor grants
Provider no express or implied
intellectual property rights in the
Study Drug or in any methods of
making or using the Study Drug.

4.2 Payment. The Sponsor or CRO

will make payments in support
of the Clinical Trial as provided
in Exhibit A, attached to and
incorporated into this
Agreement by this reference;
provided however, that no
amount will be payable by the
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4.

Zavazky Zadavatele

4.1

4.2

Poskytnuti Hodnoceného 1é€iva.
Hodnocené 1é¢ivo pro Klinické
hodnoceni Zadavatel poskytne
zdarma do nemocni¢ni 1€kdrny

Poskytovatele, a to v
dostate¢ném mnoZzstvi pro ucely
provadéni Klinického
hodnoceni. Poskytovatel

neposkytne i nepievede
jakékoli mnoZzstvi Hodnoceného

1é¢iva jakékoli tfeti strané,
nebude-li k tomu ziskdn
pfedchozi pisemny souhlas

Zadavatele, pficemz Zadavatel
je na zdklad¢é svého vyhradniho
rozhodnuti oprdvnén poskytnuti
takového  souhlasu  odepfit.
Jakékoli mnoZstvi
nespotiebovaného Hodnoceného
1éCiva (bud’ vracené Subjekty
hodnoceni ¢i v jejich zastoupent,
jez bude zbyvat po dokonceni
Klinického hodnocent, ¢i jakkoli
jinak)  bude, dle pokyni
Zadavatele ¢i ji zmocnéného
zéstupce, vraceno Zadavateli ¢i
bude zlikvidovano
Poskytovatelem fadnym
zpusobem. Veskeré Hodnocené
IéCivo je a zlstane vlastnictvim
Zadavatele. S vyjimkou zptsobu
pouziti, ktery je specifikovdn v
Protokolu, neposkytuje
Zadavatel Poskytovateli jakakoli
vyslovna ¢i implikovand prava
duSevniho vlastnictvi ve vztahu
k Hodnocenému I1éCivu ¢i k
jakékoli formé ¢i metodé vyroby
¢i pouziti Hodnoceného 1éc¢iva.

Platby. Zadavatel nebo CRO
provede dhrady za Ttcelem
finanéni podpory Klinického
hodnoceni, a to dle podminek
uvedenych v Piiloze A, jez je
pfipojena k této Smlouveé a na
zékladé tohoto odkazu
predstavuje  jeji nedilnou
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(a)

Sponsor or CRO for CRFs
which are not completed and
submitted to the Sponsor or its
designee by the time specified
by the Sponsor or which cannot
be evaluated by the Sponsor.
Sponsor and CRO hereby
declare, that they will not enter
into any separate Agreement
with the Investigator or any
other Cooperating Personnel for
this Clinical Trial.

Confidential  Information.  During the
performance of the Clinical Trial and during
the term of this Agreement, the Provider
and/or the Principal Investigator may receive
confidential or trade secret information,
including without limitation information
concerning the Sponsor’s present and future
business, Clinical Trial Information,
Inventions, Study Drug, marketing plans,
regulatory submissions, product lines, Study
Drug plans, date testing and research
techniques, inventions, processes, practices,
trade secrets, and like information from or on
behalf of the Sponsor (collectively,
“Confidential Information”). The Provider
agrees to, and the Provider shall ensure that
the Principal Investigator shall, use such
Confidential Information only as reasonably
necessary for the performance of its
obligations under this Agreement, and hold in
confidence all such Confidential Information
and not to disclose or make such Confidential
Information available to any third parties
without the Sponsor’s written permission, for
a period of seven (7) years from the
termination of this Agreement. This
obligation will not apply to any such
information which:

was known to the Principal Investigator
and/or Provider prior to its receipt from
the Sponsor, as evidenced by written
documentation;
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soucast; avSak za podminky, Ze
jakakoli dhrada nebude
provedena ze strany CRO ve
vztahu k tém CRFs, které
nebyly vyplnény a poskytnuty
Zadavateli Ci jejimu zdstupci v

Case pozadovaném
Zadavatelem, pifipadné které
nebude Zadavatel schopen

vyhodnotit. Zadavatel i CRO se
zavazuji, ze na toto Klinické
hodnoceni neuzaviou se
Zkousejicim ani jinou
spolupracujici osobou zadnou
dalsi smlouvu.

Duvérné informace. Béhem  provadéni
Klinického hodnoceni a po dobu platnosti
této Smlouvy, Poskytovatel a/nebo Hlavni
zkousSejici mlZe obdrzet diveérné udaje ci
informace ptedstavujici obchodni tajemstvi,
zejména vcetné informaci vztahujicich se k

souCasné C¢i budouci obchodni cinnosti
Zadavatele, Informaci  tykajicich  se
Klinického hodnoceni, Vynéleza,

Hodnoceného 1é¢iva, marketingovych pland,
podani regulatorni povahy, sortimentnich
nabidek, vyrobnich plant, technik zkousen{
dat a dalsitho vyvoje, objevd, postupti, metod,
obchodnich tajemstvi, a informaci obdobné
povahy od nebo v zastoupeni Zadavatele
(spolecné dale jen “Davérné informace”).
Poskytovatel souhlasi, a Poskytovatel zajisti,
Ze Hlavni zkousejici bude pouzivat takové
Dtvérné informace pouze pro primeiené
ucely nezbytné ke splnéni zavazku
vyplyvajicich z této Smlouvy a bude
udrZovat v diveérném reZimu veskeré takové
Duvérné informace a nezvefejni, neposkytne
¢i je nesd€li a nezpfistupni takové Duvérné
informace jakymkoli tfetim strandim bez
pfedchoziho pisemného svoleni Zadavatele, a
to po dobu sedmi (7) let od ukonceni
platnosti této Smlouvy. Tento zdvazek se
nebude vztahovat k jakékoli informaci, ktera:

(a) byla Hlavnimu zkouSejicimu a/nebo
Poskytovateli zndma pfed jejim
poskytnutim ze strany Zadavatele, coz
I1ze prokézat pisemnou dokumentact;
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(b)

(©

6.

was or becomes a matter of public
information or publicly available through
no fault on the part of the Principal
Investigator and/or Provider; or

is acquired from a third party entitled to
disclose the information to the Principal
Investigator and/or Provider.

In the event Provider or Principal
Investigator is required to disclose
Confidential Information pursuant to the

order or requirement of a court,
administrative agency, or  other
governmental  body, the Principal

Investigator and/or Provider shall provide
prompt notice of such court order or
requirement to the Sponsor to enable the
Sponsor to seek a protective order or
otherwise prevent or restrict such
disclosure.

Transparency. Principal Investigator and
Provider understand and agree that Sponsor
has the right to disclose any and all
compensation paid to Provider pursuant to its
current obligation under various laws
applicable to Sponsor’s business. Provider
further agree to allow Sponsor to disclose any
and all compensation paid to Provider in a
manner determined by Sponsor in its sole
discretion.

Publications, Press Releases, and Use of

(b) byla, nebo se stane veiejné piistupnou
¢i zndmou, aniZ by doSlo k jakémukoli

pochybeni ze strany  Hlavniho
zkousejictho a/nebo Poskytovatele;
nebo

(c) kterd je ziskdna od tfeti strany, kterd je
oprdvnéna takovou informaci sdélit,
poskytnout, zpiistupnit i zvefejnit
Hlavnimu  zkousSejicimu  a/nebo
Poskytovateli.

V ptipadé, Ze budou Poskytovatel
nebo Hlavni zkousSejici povinni sdélit,
zptistupnit ¢i poskytnout Divérné
informace na zdkladé rozhodnuti
soudu, sprdvniho ufadu ¢i orgdnu

staitni spravy, Hlavni zkouSejici
a/nebo  Poskytovatel = neprodleng
pisemné Zadavateli ozndmi

pozadavek dle takového rozhodnuti
soudu ¢i jiné takové Zadosti, aby
Zadavatel mohl uplatnit ochranny
navrh na vydani pfedbéZného opatieni
¢i jinak predejit ¢i omezit takové
poskytnuti, sdéleni ¢i zptistupnéni.

Princip Transparence. Hlavni zkousejici a

Poskytovatel rozumi a souhlasi, Ze
Zadavatel  bude  opravnén  ucinit
pfistupnymi informace o veSkerych

odméndch uhrazenych Poskytovateli, a to
v souladu se svymi povinnostmi, jez ji
plynou z pfisluSnych pravnich piedpist
upravujicich a regulujicich obchodni
¢innost Zadavatele. Poskytovatel déle
souhlasi, Ze umozni Zadavateli zpiistupnit

informace o  jakychkoli  dhradach
vyplacenych  Poskytovateli, a to
zplisobem, ktery bude podléhat

vyluénému rozhodnuti Zadavatele.

Zverejnéni, tiskovd prohlaSeni a Pouziti

Provider Name

7.1 Publication Rights. The Principal
Investigator and the Provider
shall retain the right to publish
research results generated by the
Provider pursuant to the Clinical
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nazvu Poskytovatele

7.1  Opravnéni k publikacni ¢innosti.
Hlavni zkousejici a Poskytovatel
si zachovaji opravnéni
publikovat vysledky vyzkumu
dosazené Poskytovatelem na

Seattle Genetics



Trial in pursuit of educational
and scientific purposes.
However, the Provider and
Principal Investigator expressly
agree that all drafts of any
publications or oral
presentations, including without
limitation manuscripts, abstracts,
posters, and visual works based
on the Clinical Trial or any
results of the Clinical Trial shall
be submitted to the Sponsor at
least sixty (60) days prior to the
proposed submission of such
drafts for  publication or
presentation. Such publications
and presentations shall not
divulge any of the Sponsor’s
Confidential Information
without prior written approval of
the Sponsor, and Provider shall
promptly remove any
Confidential Information
identified and requested by the
Sponsor. If requested by the
Sponsor, Principal Investigator
and Provider shall delay the
submission of any publication or
presentation up to sixty (60)
days from the date of the
Sponsor’s request for such a
delay to permit the preparation
and filing of related patent
applications. In addition, the
Sponsor shall have the right to
require that any publication or
presentation  concerning the
work  performed  hereunder
acknowledge the  Sponsor’s
support.

7.2 Press Releases. The Provider will

cooperate with the Sponsor in
the preparation of mutually
agreeable press releases and
other publicity disclosing the
existence of this Agreement or
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zdkladé¢  tohoto  Klinického
hodnoceni, a to pro edukacni a
védecké ducely. Presto vsak,
Hlavni zkousejici a Poskytovatel
timto vyslovné souhlasi, Ze
veSkeré ndvrhy uréené k
publikaci ¢i dustni prezentaci,
zejména  vcetné  rukopisd,
vytaht, posterd, a d¢l vizudlniho
charakteru, jez budou zaloZena
na Klinickém hodnoceni ¢i
jakychkoli  jeho  vysledcich,
budou piedloZeny Zadavateli
nejmén¢ Sedesat (60) dnt pied
datem navrhovaného piredlozeni
takovych navrhtt k publikaci ¢i
prezentaci. Takové zvefejnéni a
prezentace nebudou odhalovat
jakékoli Dutveérmné informace
Zadavatele, nebude-li k tomu
ziskano  pfedchozi  pisemné
svoleni Zadavatele a
Poskytovatel neprodleng
odstrani  jakékoli = Duvérné
informace, jez budou jako
takové oznaceny, i u nichzZ je
tak poZadovdno ze strany
Zadavatele. V piipadé¢ Zadosti
Zadavatele, Hlavni zkouSejici a
Poskytovatel odlozi uskute¢néni
jakéhokoli zvetejnéni ¢i
prezentace po dobu Sedesati (60)
dnt od Zadosti Zadavatele o
takovy odklad, aby ji bylo
umoznéno pfipravit piislusna
poddni a podat souvisejici
patentové prihlasky. Déle pak,
Zadavatel bude opravnén
pozadovat, aby jakékoli
zvetejnéni ¢i prezentace tykajici
se Cinnosti provddénych na
zakladé této Smlouvy,
obsahovalo odkaz na podporu a
pomoc Zadavatele.

7.2 Tiskova prohldSeni. Poskytovatel

se zavazuje, Ze bude
spolupracovat se Zadavatelem
ohledné¢ pfipravy vzdjemné
odsouhlasenych tiskovych
prohldSeni a jakychkoli dalSich
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other information related to the
Clinical Trial. Except for such
mutually agreed press releases
or publicity, none of the
Provider, Principal Investigator,
or the Sponsor will publicize
any such information without
the other party’s prior written
consent, provided, however, that
if a Clinical Trial is part of a
multi-center study, the Sponsor
may publicize general
information  regarding  such
study without the Provider’s
consent.

7.3 Provider Name. The Sponsor

agrees not to use the name of the
Provider, the Principal
Investigator, any other
physician, faculty = member,
employee or student of the
Provider for any purpose
without receiving the prior
written approval of the Provider;
provided; however, that the
Sponsor expressly reserves the
right to use any and all such
names solely for the purposes of
complying with all applicable
laws or regulations, including
legally required public
disclosures, and for the
Sponsor’s  financing  related
activities. Any request for
approval to use the name of the
Provider or of an individual
shall be addressed to Mrs. Dasa
Prokiipkova at the address
listed Dbelow, or to the
individual, as appropriate.

Fakultni nemocnice Hradec
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zvetejnéni ¢i odhaleni existence
této Smlouvy ¢i jakékoli jiné
informace vztahujici se k tomuto

Klinickému hodnoceni. S
vyjimkou  takto  vzdjemné
dohodnutych tiskovych

prohldaSeni nebo  publikacni
¢innosti, ani Poskytovatel, ani
Hlavni zkouSejici, ani Zadavatel
nebudou publikovat jakékoli
takové informace, neziskaji-li k
tomu pfedchozi pisemny souhlas
dotéené  strany, avSak za
podminky, Ze v pfipadé, Ze
Klinické hodnoceni je soucasti
multicentrické  studie, bude
Zadavatel oprdvnén publikovat
obecné informace tykajici se
takové studie, aniZ by k tomu
potfeboval souhlas
Poskytovatele.

7.3 Nazev Poskytovatele. Zadavatel

souhlasi, Ze nebude pouzivat
ndzvu Poskytovatele, jména
Hlavnitho  zkouSejictho  ani
jakychkoli dalsich 1ékait, clent
fakulty, zaméstnanct ¢i student
Poskytovatele, a to pro jakékoli
ucely, neziskd-li pro to
pfedchozi pisemny  souhlas
Poskytovatele; to vSak za
podminky, Ze Zadavatel si timto
vyslovné ponechdvd opravnéni
pouZzit jakykoli ndzev ¢i jméno
vyluéné¢ pro tcely plnéni
pozadavkil stanovenych
veSkerymi ptisluSnymi pravnimi
pfedpisy a nafizenim, vcetné
zédkonem poZadovanych
zvefejnéni, a dédle ve vztahu k
finan¢nim aktivitim Zadavatele.
Jakdkoli zadost k pouziti ndzvu
Poskytovatele ¢i jména jakékoli
osoby bude zasldna pani DasSe
Prokiipkové a to na niZe
uvedenou adresu, ¢i preddna
pifslusné osobég, dle podminek
konkrétniho pripadu.

Fakultni nemocnice Hradec

Seattle Genetics



Krélové

Legal Dpt. — Dasa Proktpkova
Sokolskd 581, 500 05 Hradec
Kralové — Novy Hradec Krélové
Czech Republic

8. Inventions/Clinical Trial Information

8.1

Clinical Trial Information.
Provider represents, warrants
and covenants that its employees
and agents (including the
Principal  Investigator)  are
contractually obliged to convey
to Provider all right, title and
interest in and to all results, data,
documents, information and
clinical specimens (including
tissue samples) provided,
generated or compiled by
Provider or Principal
Investigator or both as a result of
conducting a Clinical Trial
(“Clinical Trial Information™)
and inventions, improvements,
know-how  or  discoveries,
whether or not patentable, made,
conceived or reduced to practice
in  connection  with  the
performance of work hereunder
or otherwise in connection with
the Clinical Trial, which relate
to the Clinical Trial, Protocol or
Study Drug, or chemicals or
compounds structurally related
to the Study Drug, including,
among other things, its or their
use, formulation, manufacture,
mechanism, or composition, as
well as any derivatives, progeny,
or improvements developed
there from (collectively,
“Inventions”) and that all parties
given access to Confidential
Information (as defined below)
will have entered into a
confidentiality, = nondisclosure
and  invention  assignment
agreement the terms of which
are at least as protective of the
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Krélové

Pravni odbor — Dasa Proktlipkova
Sokolskd 581, 500 05 Hradec
Kralové — Novy Hradec Kréilové
Ceska republika

8. Objevy/ Informace tykajici se Klinického

hodnoceni

8.1

Informace tykajici se Klinického
hodnoceni. Poskytovatel
prohlasuje, zarucuje a zavazuje
se, Ze jeji zaméstnanci a zastupci
(v€etn¢ Hlavniho zkousejiciho)
jsou smluvné zavazani
poskytnout a  prevést na
Poskytovatele veskerd prava a
naroky vici veskerym
vysledkim, datim, tdajim,
dokumentum, informacim a
klinickym vzorkim (vCetné
vzorkli tkan¢€) poskytnutych,
ziskanych, vygenerovanych ¢i
zkompilovanych

Poskytovatelem nebo Hlavnim
zkousejicim ¢i obéma témito
subjekty  jakoZto  vysledek
provadéni Klinického hodnoceni
(dédle jen “Informace tykajici se
Klinického  hodnoceni”) a
objevy, vylepseni, know-how ¢i
vyndlezy, bez ohledu na to, zda
jsou patentovatelné ¢i nikoli,
uskute¢néné, dosazené ¢i
uvedené do praxe v souvislosti s
vykonem c¢innosti na zdklad¢
této Smlouvy ¢i v jakékoli jiné
souvislosti S Klinickym
hodnocenim, jeZ se vztahuji ke
Klinickému hodnoceni,
Protokolu ¢ Hodnocenému
1é¢ivu, nebo chemické latce Ci
sloucening, jeZ se strukturdlné
poji k Hodnocenému 1éc¢ivu,
zejména mimo jiné k jejich
pouziti,  vyjadfeni,  vyrobé,
mechanismu ¢i sloZeni, jakoZ i k
jakémukoli derivatu, vysledku ¢i
vylepseni, jichZ bylo na tomto
zdkladé dosaZeno (spolecné dile
jen, “Objevy”) a Ze veSkeré
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8.2 Inventions. The

Confidential Information,
Clinical Trial Information and
Inventions as those in this
Agreement.

Sponsor,
Principal  Investigator  and
Provider do not expect that
Inventions will be conceived or
reduced to practice during the
Clinical Trial. However, the
Principal  Investigator = and
Provider  agree  that all
Inventions shall be the sole
property of the Sponsor. The
Principal  Investigator  and
Provider  agree  that all
Inventions will promptly be
disclosed to the Sponsor and
will assure and obtain the
assistance of Principal
Investigator in making patent
applications in any country in
the world at the Sponsor’s
request and expense. The
Principal  Investigator  and
Provider agree to assist in
prosecuting such patent
applications, including
executing or obtaining the
execution of all papers necessary
to transfer to the Sponsor all of
Provider’s right, title and
interest in Inventions and all
patents and patent applications.
Provider and Principal
Investigator hereby assign to
Sponsor all their right, title and
interest in and to all Inventions,
and they agree to take further
acts as may be required to
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8.2

Strany, které poskytly pfistup k
Dlvérmnym  informacim  (ve
smyslu  definovaném  niZe)
uzaviou dohody o divérnosti,
zdkazu zpiistupnéni ¢i odhaleni
pfedmétnych informaci a
pfevodu vyndlezi ¢i objevu,
jejichz podminky ochrany jsou
minimiln¢ rovné podminkdm
ochrany poskytnuté Duvérnym
informacim, Informacim
tykajicim se Klinického
hodnoceni a Objevim na
zakladé této Smlouvy.

Objevy.  Zadavatel, Hlavni
zkousejici a  Poskytovatel
nepiedpokladaji, ze dojde k
dosaZeni Objevu ¢i jeho uvedeni
do praxe beéhem provadéni
tohoto Klinického hodnoceni.
Presto vSak, Hlavni zkouSejici a
Poskytovatel timto souhlasi, Ze
veskeré Objevy budou
vyhradnim vlastnictvim
Zadavatele. Hlavni zkousejici a
Poskytovatel souhlasi, 7e
veskeré Objevy budou
neodkladné sdéleny a odhaleny
Zadavateli a zajisti a ziskaji
soucinnost Hlavniho
zkousejictho pfi  vyhotoveni
patentové pifihlasky v jakémkoli
staté, a to na zakladé Zadosti
Zadavatele a na jeho ndklady.
Hlavni zkousSejici a Poskytovatel
souhlasi, Ze poskytnou pomoc a
soucinnost pii realizaci
takovych patentovych ptihlasek,
véetn¢ podpisu Ci  zajisténi
podpisu veskeré dokumentace ¢i
listin nezbytnych k pfevodu
vSech prav a narokl
Poskytovatele ve vztahu k
Objeviim, a to na Zadavatele,
jakoZz 1 veSkerych patentl a
patentovych prihlasek.
Poskytovatel a Hlavni zkousSejici
timto pfevadi na Zadavatele
veskerd svd prdva a ndroky k
veskerym Objeviim a souhlasi,
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convey ownership in all
Inventions to Sponsor, including
executing, or causing its
employees (including the
Principal Investigator), officers
or agents to execute, any
documents necessary to
effectuate the foregoing. This
obligation to disclose, assist and
execute shall survive the
expiration or termination of this
Agreement. The Sponsor shall
reimburse the Provider for any
reasonable and necessary
expenses actually incurred in the
course of such assistance which
have been prior-approved by the
Sponsor and  which  are
documented by a written receipt.
In no event shall the Provider
obtain or acquire any rights of
any kind with respect to any
Study Drug or the Sponsor’s
Confidential Information, or any
other materials or information
provided by or on behalf of the
Sponsor in connection with the
Clinical Trial. Notwithstanding
the above, if an invention,
discovery or improvement arises
as the result of Provider’s use of
Confidential Information or a
Study Drug for any purpose
other than the performance of
the  Clinical  Trial, such
invention, discovery or
improvement shall be
considered the sole and
exclusive property of Sponsor.
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kroky, jez  mohou byt
pozadovdny za ucelem realizace
pfevodu vlastnictvi ke vSem
Objeviim na Zadavatele, vcetné
vyhotovent, uzavieni a
podepsani, nebo zajiSténi, Ze
jejich  zaméstnanci  (vCetné
Hlavniho zkousejiciho),
statutdrni  orgdny,  vedouci
pracovnici ¢i zastupci vyhotovi,
uzaviou ¢i podepiSou, jakékoli
dokumenty nezbytné k
uskute¢néni shora uvedeného.
Tato  povinnost  zpfistupnit,
odhalit,  sdélit,  poskytnout
pomoc a soucinnost a podepsat
prislusné dokumenty zdstiva v
platnosti i v pifipadé vyprSeni
platnosti ¢ pfi  ukonceni
platnosti této Smlouvy.
Zadavatel Poskytovateli uhradi
jakékoli divodné a nezbytné
naklady, jez byly skutecné
vynaloZeny v prabéhu
poskytovani takové soucinnosti,
a jez byly predem schvdleny
Zadavatelem a jsou nalezité
zdokumentovany pisemnymi
doklady. V Z4adném piipadé
Poskytovatel neziska ¢i
nenabude pravo jakéhokoli
druhu tykajici se Hodnoceného
IéCiva ¢i Duvérnych informaci
Zadavatele, ¢i  jakémukoli
jinému materidlu ¢i informacim
poskytnutym jménem i v
zastoupeni Zadavatele v
souvislosti s timto Klinickym
hodnocenim. Bez ohledu na
shora uvedené, v piipadé, Ze
dojde ke wvzniku jakéhokoli
objevu, vyndlezu ¢i zlepsSeni, a
to jakozto vysledku jakéhokoli
pouziti Duvérnych informaci ¢i
Hodnoceného 1éCiva ze strany
Poskytovatele, a to pro jakykoli
ucel, jenz je odliSny od
provedeni Klinického
hodnocent, takovy objev,
vyndlez ¢i  vylepSeni budou
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8.3 Ownership. Provider and
Principal Investigator will not
assert any right or claim with
respect to  Clinical  Trial
Information or Inventions and
each of Provider and Principal
Investigator acknowledges and
agrees that all Clinical Trial
Information and all Inventions
are intellectual property owned
by the Sponsor.

Indemnification by Sponsor. The Sponsor
will indemnify, hold harmless and defend the
Provider, and its trustees, directors, officers,
employees, physicians and agents, including
the Principal Investigator (collectively the
“Provider Indemnitees”) against all third
party actions, suits, claims, demands and
prosecutions (“Claims”) that may be brought
or instituted, and all judgments, damages,
liabilities, costs and expenses resulting there
from, arising out of the use of a Study Drug
in strict accordance with the applicable
Protocol, but only to the extent that any such
Claim is not caused by or the result of (a) any
negligence or willful act or omission of any
Provider Indemnitees; or (b) failure to adhere
to the terms of the Protocol or this
Agreement.

Sponsor’s  indemnification obligations
shall be subject to the following
conditions: (i) Provider shall properly
maintain and, if requested, make available
to Sponsor, records concerning the
receipt, storage, handling and use of the
Study Drug; (ii) Provider shall promptly
report to Sponsor any significant or
alarming developments that may occur
during the Clinical Trial as well as any
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povazovany predmét vyhradniho
vlastnictvi Zadavatele.

8.3 Vlastnictvi. Poskytovatel a Hlavni
zkousejici nebudou prosazovat
jakdkoli prdva ¢&i uplatiovat
jakékoli naroky ve vztahu k
Udajim  klinického hodnoceni
¢i Vynalezlim, a jak
Poskytovatel, tak Hlavni
zkousejici timto prohlaSuji a
souhlasi, 7e veskeré Udaje
klinického hodnoceni a veskeré
Vynilezy  jsou dusevnim
vlastnictvim Zadavatele.

OdSkodnéni ze strany Zadavatele.
Zadavatel odskodni, bude kryt a hajit
Poskytovatele a jeho sprdvce, Ccleny
statutarnich organt, vedouci pracovniky,
zaméstnance, lékafe a zastupce, a to
véetné¢ Hlavniho zkouSejiciho (souhrnné
ddle jen “OdSkodilovani na strang
Poskytovatele™) viici veSkerym Zalobdm
podanym tfetimi stranami, soudnim
fizenim, narokim a Setfenim ("déle jen
“Ndaroky”), jez mohou byt vzneseny Ci
zahdjeny a veSkerym  rozsudkiim,
ndhraddm Skod, odpovédnostnim
zdvazkiim, ndkladim a  vydajim,
vyplyvajicim z pouZiti Hodnoceného
1éCiva v naprostém souladu s ptisluSnym
Protokolem, avSak pouze v takovém
rozsahu, v jakém jakykoli takovy Narok
neni zpusoben ¢i neni disledkem
(a) jakéhokoli nedbalostniho ¢i imysIného
jednani ¢i opomenuti Odskodiovanych na
strané Poskytovatele; nebo (b) poruseni
povinnosti jednat v souladu s podminkami
Protokolu ¢i této Smlouvy.

Zéavazky Zadavatele vztahujici se k
povinnosti odSkodnéni budou podléhat
nasledujicim podminkam: (i) Poskytovatel
je povinen ftadné vést, a je-li tak
pozadovano,  zpfistupnit  Zadavateli,
zdznamy tykajici se pfijeti, skladovéni,
manipulace a pouZiti Hodnoceného lé€iva;
(ii) Poskytovatel  neprodlené¢  ozndmi
Zadavateli  jakékoli  podstatné  ¢i
znepokojujici pribéhy ¢i situace, ke
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information from which it may reasonably
conclude that an incident of bodily injury,
sickness, disease, or death might occur or
has occurred; (ii1) Provider shall not enter
into any settlement of a Claim for which
indemnification is  sought  without
Sponsor’s  prior  written  consent;
(iv) Provider will not, without prior
written consent of Sponsor, voluntarily
make any payment in connection with any
Claim; (v) Provider shall provide Sponsor
written notice of any Claims for damages
against Provider that might relate to the
Clinical Trial as soon as Provider receives
notice thereof, regardless of whether
Provider intends to make an
indemnification claim against Sponsor;
(vi) Provider shall tender defense of any
Claim subject to indemnification to
Sponsor and fully cooperate with and
assist Sponsor in the investigation,
negotiation, settlement and defense of the
Claim; (vii) Sponsor shall control any
such investigation, negotiation, settlement
and defense of any such Claim or lawsuit,
provided that Sponsor may not admit
liability on the part of Provider or include
any remedy against Provider other than
money damages without Provider’s prior
written consent, which consent shall not
be unreasonably withheld or delayed; and
(viii) Sponsor shall always have the right
to control any action related to the Study
Drug.
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kterym mutze dojit béhem provadéni
Klinického hodnoceni, jakoz i1 jakékoli
informace, na jejichz zdkladé lze dojit k
divodnému zavéru, Zze muze dojit, Ci
doslo ke vzniku tjmy na zdravi, choroby,
onemocnéni ¢i smirti; (iii) Poskytovatel
neuzavie jakékoli vyrovnani ¢i narovnani
Néaroku ohledné¢ kterého vyZzaduje
uplatnéni odSkodnéni neziskd-li k tomu
pfedchozi pisemny souhlas Zadavatele;
(iv) Poskytovatel bez ptedchoziho
pisemného svoleni Zadavatele dobrovolné
neucini jakoukoli thradu v souvislosti s
jakymkoli  Nérokem; (v) Poskytovatel
poskytne Zadavateli pisemné ozndmeni o
jakémkoli Néroku na ndhradu Skody
uplatnéné vuci Poskytovateli, jez se muze
vztahovat ke Klinickému hodnoceni, a to
bez zbyte¢ného odkladu poté, co
Poskytovatel obdrzi vyzvu k takové
udélosti se pojici, a to bez ohledu na
skuteCnost, zda Poskytovatel hodla
uplatnit narok na odSkodnéni vuci
Zadavateli;  (vi) Poskytovatel nabidne
procesni obranu vuci jakémukoli Naroku
za podminek odSkodnéni ze strany
Zadavatele a poskytne plnou soucinnost a
bude spolupracovat se Zadavatelem pfi
proSetfovani, negociaci, dosaZeni
vyrovndni ¢i narovnani a procesni obrang
vuc¢i Naroku; (vii) Zadavatel bude
vykondvat kontrolu nad jakymkoliv
takovym vySetfovanim, negociaci,
podminkami vyrovnani ¢i narovnini a
vedenim procesni obrany vici jakémukoli
takovému Ndéroku nebo Zalobé, avSak za
podminky, Ze Zadavatel neni oprivnén
pfipustit odpovédnost za Skodu ze strany
Poskytovatele nebo nezahrne jakykoli
prosttedek  ndpravy uplatnény  vuéi
Poskytovateli odlisny, nezli je financni
ndhrada Skody, nebyl-li k takovému
postupu poskytnut ptfedchozi pisemny
souhlas Poskytovatele, pfi¢emZ poskytnuti
takového souhlasu nebude bezdivodné
odpirdno ¢i zadrZzovano; a (viii) Zadavatel
bude vzdy oprdvnén uplatiiovat vykon
kontroly nad jakoukoli Cinnosti ¢i
ukonem, jez se tykaji Hodnoceného
1&Civa.
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In the event a Subject suffers injury as a
direct result of his/her participation in the
Clinical Trial, Provider shall provide
reasonably necessary medical treatment
for such injury and, if such injury is not
covered by medical or hospital insurance,
the Sponsor shall reimburse Provider for
the cost of such treatment.
Notwithstanding the foregoing sentence,
the Sponsor shall not be obligated to
reimburse the Provider for such costs if
such injury arises out of or is related to
(1) a failure of Provider, or any of its
Cooperating Personnel conducting the
Clinical Trial, to adhere to the terms of the
Protocol, (2) the negligence or misconduct
of Provider or any of the Cooperating
Personnel conducting the Clinical Trial,
including the Principal Investigator, (3) a
pre-existing abnormal medical condition
or underlying disease of the Subject or
treatment that would have been provided
to the Subject in the ordinary course
notwithstanding  participation in the
Clinical Trial, or (4)the Subject not
following the reasonable instructions of
their physician or any Clinical Trial
Cooperating Personnel.

10. Indemnification by Provider. The Provider

will indemnify, hold harmless and defend the
Sponsor, and its directors, officers,
employees, and agents, against all Claims
that may be brought or instituted, and all
judgments, damages, liabilities, costs and
expenses resulting there from, arising out of
either (a) any negligence or willful act or
omission of any Provider Indemnitees or
(b) breach of this Agreement or failure to
adhere to the terms of the Protocol by any
Provider Indemnitees. The Provider’s
indemnification obligations under this
Section 10 shall be subject to the following
conditions: (i) Sponsor does not enter into
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V piipadé, Ze Subjekt utrpi 4jmu na zdravi
jakozto piimy dusledek své ucasti v
Klinickém  hodnoceni, = Poskytovatel
poskytne pfiméfenou, avSak nezbytnou
Iékatskou péci s ohledem na takovou
Ujmu na zdravi, a v pfipad€, Ze nebude
takovd djma na zdravi uhrazena z
prosttedkt zdravotniho ¢i nemocni¢niho
pojisténi, Zadavatel Poskytovateli nahradi
ndklady takové péce a oSetfovani. Bez
ohledu na znéni predchozi véty, Zadavatel
nebude povinen proplatit Poskytovateli
takové ndklady v ptipadé€, Ze takova djma
na zdravi vyplyne z, ¢i je spojend s
(1) porusenim povinnosti Poskytovatele,
nebo jakéhokoli Spolupracujici osoby
provadéjici Klinické hodnoceni, jednat v
souladu s podminkami  Protokolu,
(2) nedbalostnim jedndnim ¢i nespravnym
postupem na stran¢ Poskytovatele i

jakéhokoli Spolupracujici osoby
provadejici Klinické hodnoceni, zejména
véetné Hlavniho zkousejiciho,

(3) ptedchoziho, JizZ existujictho
abnormalniho zdravotniho stavu ¢i jiného
existujictho onemocnéni Subjektu
hodnoceni, nebo 1éCby, kterd by byla
Subjektu  hodnoceni  poskytnuta za
béZnych podminek bez ohledu na jeho
ucast v Klinickém hodnoceni, nebo
(4) Subjekt hodnoceni nedodrzi
odiivodnéné pokyny poskytnuté jeho
Iékatem C¢i jakoukoliv  Spolupracujici
osobou zapojenou do vykonu Klinického
hodnoceni.

Poskytovatele.
Poskytovatel odSkodni, bude kryt a hgjit
Zadavatele a jeho Cleny statutdrnich organ,
vedouci pracovniky, zaméstnance a zastupce
vici veskerym Ndérokdm, jeZ mohou byt
vzneseny ¢i zahdjeny a veSkerym rozsudkiim,
nahradam $kod, odpovédnostnim zavazklm,
nakladim a vydajum, vyplyvajicim bud z
(a) jakéhokoli nedbalostniho ¢i tmyslného
jedndni ¢ opomenuti  zplsobeného
Odskodnovanymi na stran¢ Poskytovatele;
nebo (b) poruSeni smluvnich podminek této
Smlouvy ¢i poruSeni povinnosti jednat v
souladu s podminkami Protokolu ze strany
OdsSkodiiovanych na strané Poskytovatele.
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11.

any settlement of a Claim for which
indemnification is sought without Provider’s
prior written consent; (ii) Sponsor does not,
without prior written consent of Provider,
voluntarily make any payment in connection
with any Claim; (iii) Sponsor provides
Provider written notice of any Claims for
damages against Sponsor that might relate to
the Clinical Trial as soon as Sponsor receives
notice thereof, regardless of whether Sponsor
intends to make an indemnification claim

against  Provider; (iv) Sponsor  tenders
defense of any Claim subject to
indemnification to Provider and fully

cooperates with and assists Provider in the
investigation, negotiation, settlement and
defense of the Claim; and (v) Sponsor allows
Provider to control any such investigation,
negotiation, settlement and defense of any
such Claim or lawsuit, provided that Provider
may not admit liability on the part of Sponsor
or include any remedy against Sponsor other
than money damages without Sponsor’s prior
written consent, which consent shall not be
unreasonably withheld or delayed.

Liability Insurance. The parties hereto
acknowledge that Sponsor has obtained
insurance cover, in accordance with and to
the extent required by Article 52 para. 3(f) of
Act No. 378/2007 Coll., on Pharmaceuticals,
as amended, and shall secure insurance cover
for this Clinical Trial and for Subject injuries
arising from their participation in the Clinical
Trial. The Provider shall maintain insurance
or self-insurance reasonably adequate to
cover any liabilities arising out of its or the
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Zavazky tykajici se povinnosti odskodnéni ze
strany Poskytovatele v souladu s timto
Cldnkem 10 budou podléhat nésledujicim
podminkdm: (i) Zadavatel neuzavie jakékoli
vyrovndni ¢i narovnani Naroku, ohledné
kterého je Poskytovatelem uplatnén nédrok na
odskodnéni, neziskd-li k tomu piedchozi
pisemny souhlas Poskytovatele;
(ii) Zadavatel bez pifedchoziho pisemného
svoleni Poskytovatele dobrovolné¢ neucini
jakoukoli dhradu v souvislosti s jakymkoli
Nérokem; (iii) Zadavatel poskytne
Poskytovateli pisemné ozndmeni o jakémkoli
Néroku na ndhradu Skody uplatnéném vaci
Zadavateli, jez se muze vztahovat ke
Klinickému hodnoceni, a to bez ohledu na
skute€nost, zda Zadavatel hodld uplatnit
narok na odSkodnéni vuc¢i Poskytovateli;
(vi) Zadavatel nabidne procesni obranu vuci
jakémukoli Niroku za podminek odSkodnéni
ze strany Poskytovatele a poskytne plnou
souinnost a bude spolupracovat s
Poskytovatelem pii proSetfovédni, negociaci,
dosazeni vyrovnani ¢i narovnani a procesni
obrané vuci Naroku; a (v) Zadavatel umozni

Poskytovateli vykon kontroly nad
jakymkoliv takovym vySetfovanim,
negociaci, podminkami  vyrovndni i

narovndni a vedenim procesni obrany vici
jakémukoli takovému Naroku nebo Zalobé,
avSak za podminky, Ze Poskytovatel neni
opravnéna pripustit odpoveédnost za Skodu ze
strany Zadavatele nebo nezahrne jakykoli
prosttedek ndpravy uplatnény vici Zadavateli
odli$ny neZli finan¢ni ndhradu Skody, nebyl-
li k takovému postupu poskytnut predchozi
pisemny souhlas Zadavatele, pfi¢emz
poskytnuti  takového souhlasu nebude
bezduvodné odpirano ¢i zadrZovano.

Pojisténi odpovédnosti za Skodu. Strany
timto berou na védomi, Zze Zadavatel
ziskal pojistné kryti, a to v souladu s ust.§
52 odst. 3, pism.f) zdkona ¢&. 378/2007
Sb., o 1écivech, v platném znéni zajisti
pojisténi klinického hodnoceni.
Poskytovatel je povinen zachovdvat
pojisténi €i mit ziizeny vlastni pojistny
fond, a to v dostatecné, adekvétni vysi ke
kryti jakychkoli odpovédnostnich zdvazkt
vyplynuvSich z jejich povinnosti a
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13.

Principal Investigator’s obligations under this
Agreement. The Provider shall, at Sponsor’s
or CRO’s request, have its insurance carrier
for such insurance furnish to Sponsor or
CRO, as the case may be, a certificate
evidencing that such insurance is in force,
such certificate to indicate any deductible
and/or self-insured retention and stipulate
that such insurance will not be canceled or
reduced while this Agreement is in effect
without at least thirty (30) days prior written
notice to Sponsor and CRO.

Relationship of the Parties. The Provider and
the Principal Investigator shall both be
deemed to be independent contractors for all
purposes and for all services to be provided
under this Agreement, and neither the agent
nor the employee of the Sponsor or CRO.
Neither the Principal Investigator nor the
Provider shall have authority to make any
statements, representations or commitments
of any kind, or to take any action, which shall
be binding upon the Sponsor or CRO, except
as expressly provided for in this Agreement
or authorized in writing by the Sponsor or
CRO, as the case may be. Provider shall
assume full responsibility for billing and
reimbursement from all payors other than
Sponsor.

Warranties. EXCEPT AS EXPRESSLY
STATED HEREIN, NEITHER THE
SPONSOR NOR THE CRO MAKES ANY
WARRANTIES, EXPRESS OR IMPLIED,
WITH RESPECT TO ANY CLINICAL
TRIAL, ANY STUDY DRUG OR ANY
MATERIALS OR PROCESSES
PROVIDED HEREUNDER, INCLUDING
WITHOUT LIMITATION ANY
WARRANTIES OF MERCHANTABILITY
OR FITNESS FOR A PARTICULAR
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zdvazkil z této Smlouvy plynoucich, nebo
povinnosti ~a  zdvazk  Hlavniho
zkousejicitho upravenych touto Smlouvou.
Poskytovatel se zavazuje, Ze na vyzvu
Zadavatele ¢i CRO, zajisti, Ze pojistitel
takového jejtho  pojiSténi  poskytne
Zadavateli ¢i CRO, a to dle podminek
konkrétniho piipadu, potvrzeni
prokazujici, Ze takové pojisténi je platné a
ucinné, pficemz takové potvrzeni bude
uvadeét jakoukoli spoluticast pojisténého, a
zavazuje se, Ze takové pojisténi po dobu,
kdy tato Smlouva bude platnd a ucinna,
nebude ukonceno ¢i omezeno pred
uplynutim tficeti (30) dnii od odeslani
pisemného oznameni zaslaného
Zadavateli a CRO.

Vztah Stran. Pro veskeré Gcely a ve vztahu
ke sluzbam, jeZ budou poskytoviany za

podminek této Smlouvy, budou jak
Poskytovatel tak i Hlavni zkouSejici
povazovdni za nezdvislé dodavatele

smluvniho plnéni, a nikoli za zastupce ci
zaméstnance Zadavatele ¢i CRO. Ani

Hlavni zkouSejici, ani Poskytovatel
nebudou  oprdvnéni  Cinit  jakakoli
prohlaseni,  vyjadfeni ¢i  zdvazky

jakéhokoli druhu, nebo konat jakékoli
ukony, jeZ budou zdvazné viuci Zadavateli
nebo CRO, s vyjimkou takovych tkont,

jez jsou vyslovné upraveny touto
Smlouvou nebo k nimZ budou zmocnéni
pisemnym  oprivnénim  poskytnutym

Zadavatelem nebo CRO, dle podminek
konkrétnitho ptipadu. Poskytovatel se
zavazuje, Ze ptrebira plnou odpovédnost za
fakturaci a dhrady od vSech platci thrad
odli$nych od Zadavatele.

Zaruky. S VYJIMKOU UPRAVY V
TOMTO DOKUMENTU VYSLOVNE
UVEDENE, ANI ZADAVATEL, ANI
CRO, NEPOSKYTUJI JAKEKOLI
ZARUKY, VYSLOVNE CI
IMPLIKOVANE, VE VZTAHU K
JAKEMUKOLI KLINICKEMU
HODNOCENI, JAKEMUKOLI
HODNOCENEMU LECIVU C1
JAKEMUKOLI MATERIALU NEBO
POSTUPU POSKYTNUTEMU ZA
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PURPOSE. NEITHER THE SPONSOR
NOR CRO SHALL BE LIABLE FOR ANY
CONSEQUENTIAL, PUNITIVE,
INDIRECT, OR OTHER DAMAGES
SUFFERED BY PROVIDER OR
PRINCIPAL INVESTIGATOR OR ANY
OTHERS AS A RESULT OF ANY
CLINICAL TRIAL.

14. Term and Termination

14.1 Term. This Agreement shall
commence on the Effective Date
and shall remain in effect, unless
terminated earlier as provided
below, until the completion of
the Clinical Trial and Principal
Investigator has submitted all
CRFs and other documentation
required by the Protocol to
Sponsor or its designee, and
Sponsor or its designee has
accepted all such CRFs and
documents. Subject  Study
treatment period lasts
approximately 4 months. After
treatment period, Subject will
continue in follow-up visits
and/or follow-up phone calls
until the Clinical Trial is closed.
The Clinical Trial is expected to
stay open for about | llsince
the first Subject is enrolled.
Expected number of Subjects
per site is [|j

14.2 Termination

(a) Sponsor Termination. The Sponsor
reserves the right to terminate this
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14.

PODMINEK TETO SMLOUVY,
ZEJMENA VCETNE JAKYCHKOLI
ZARUK OBCHODOVATELNOSTI CI
POUZITELNOSTI PRO  URCITY
KONKRETNI UCEL. ANI
ZADAVATEL, ANI CRO NEBUDOU
ODPOVEDNE ZA JAKEKOLI
NASLEDNE, SANKCNI, NEPRIME CI
JINE NAHRADY SKOD, KTERE
UTRPI POSKYTOVATEL CI HLAVNI
ZKOUSEJICI JAKOZTO DUSLEDEK
JAKEHOKOLI KLINICKEHO
HODNOCENI.

Doba platnosti a ukon¢eni platnosti

(a)

14.1 Doba platnosti. Tato Smlouva
nabude dcinnosti ke  Dni
ucinnosti a zlstane ucinnou,
nebude-li ukoncena jeji platnost
a ucinnost difive =za niZe
uvedenych podminek do
okamziku dokonceni Klinického
hodnoceni, a do doby, nez
Hlavni  zkouSejici  pfedlozi
Zadavateli ¢i ji urenému
zmocnénci veSkeré CRFs a dals{
dokumentaci vyzadovanou
Protokolem a Zadavatel, ¢i jeho
ureny  zmocnénec  veSkeré
takové CRF’s a dokumenty
akceptuje. Obdobi 1écby
Subjektu hodnoceni trva
ptiblizné¢ 4 meésice. Po obdobi
1é¢by se bude Subjekt hodnoceni
uCastnit naslednych navstév
a/nebo néaslednych telefonnich
hovori az do  ukonceni
Klinického hodnoceni. Ocekdva
se, Ze klinické hodnoceni bude
otevieno po dobu | od
zafazeni  prvniho  Subjektu
hodnoceni. Predpokladany pocet
Subjektt hodnoceni na
fesitelské centrum jsoufj

14.2 Ukonceni platnosti

UkoncCeni  platnosti  Zadavatelem.
Zadavatel si vyhrazuje pravo ukoncit
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(b)

Agreement in whole or in part, with or
without cause, at any time upon thirty
(30) days’ written notice.

Termination for Breach.
Notwithstanding the above, a party
may in addition to any other available
remedies, (i) immediately terminate
this Agreement upon another party’s
material failure to adhere to the
Protocol, and (ii) immediately
terminate this Agreement upon the
other party’s material default or breach
of this Agreement, provided that the
breaching/defaulting party fails to
remedy such material default, breach
or failure to adhere within fifteen (15)
days after written notice thereof. In
such event, treatment for any Subject
may be continued as required for
Subject safety. No additional Subjects
may be enrolled in the Clinical Trial
after the Provider has received notice
of such termination from the Sponsor
or CRO and any advance payments to
the Provider will be immediately
refunded to the Sponsor or its
designee.

14.3 Immediate Termination. Sponsor
may immediately terminate this
Agreement (in addition to any
other remedies available to it),
by providing written notice to
Provider upon the occurrence of
any of the following: (a)the
Principal Investigator becomes
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(b)

platnost této Smlouvy, a to jako celku
¢i jeji Casti, s uddnim ¢i bez udani
divodu, a to v kterykoli c¢asovy
okamzik pisemnou vypovedi s tficeti
(30) denni vypovédni Ihtitou.

Ukonceni platnosti v dtsledku
poruSeni Smlouvy. Bez ohledu na
shora uvedené, Strana muize vedle
jakychkoli  ostatnich  dostupnych
prosttedkt napravy, (1) ukoncit
platnost této Smlouvy s okamZitou
platnosti a dcinnosti v  piipadé
podstatného  poruSeni  smluvnich
podminek jinou Stranou spocivajicim
v nedodrZzeni podminek Protokolu, a
(ii) ukoncit platnost této Smlouvy s
okamzitou d€innosti v  pifipadé
zdsadntho prodleni, opominuti ¢&i
podstatného  poruSeni  smluvnich
podminek této Smlouvy, avsak s tim,
7e  Strana, jeZz se  dopousti
poruseni/prodleni neposkytne nédpravu
takového podstatného  prodlent,
opominuti ¢i poruseni, ¢i nebude-li
jednat v souladu se shora uvedenym ve
lhiité patnacti (15) dnit ode dne, kdy
obdrzi vyzvu ke zdrZeni se takového
jednani. V takovém pfipad¢, 1écba
jakéhokoli Subjektu hodnoceni miZzZe
byt kontinudln€ poskytovéna, aby bylo
u¢inéno zadost poZadavku na zajistén{
bezpecnosti zdravi Subjektu
hodnoceni. Do Klinického hodnoceni
nebudou po okamziku, kdy
Poskytovatel obdrzi ozndmeni o
takovém ukonceni platnosti odeslané
Zadavatelem ¢i CRO, zafazeny zadné
dalsi Subjekty hodnoceni a veSkeré
zélohové platby budou
Poskytovatelem neprodlené navriceny
Zadavateli ¢i jim urenému zastupci.

14.3 Okamzité  ukonceni  platnosti.
Zadavatel je opravnén ukonCit
platnost  této  Smlouvy s
okamzitou dCinnosti  (vedle
jakychkoli ostatnich dostupnych
prostiedkl ndpravy), doruc¢enim
pisemného ozndmeni
Poskytovateli,  dojde-li ke
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unable to complete the Clinical
Trial, (b) the Provider fails to
provide sufficient facilities and
resources to complete the
Clinical Trial, (c)an EC
recommends the termination of
the Clinical Trial, (d)if the
Sponsor, in its sole opinion,
deems that the safety of the
Subjects is at risk or the Clinical
Trial data and results support
termination of the study for any
reason, including without
limitation Subject safety, (e) the
Sponsor determines in its sole
discretion that Provider or
Principal Investigator has failed
to recruit or enroll a sufficient
number of study subjects, or
(f) Sponsor determines in its
sole discretion that either
Provider or Principal
Investigator ~ has  materially
breached the terms of this
Agreement or the Protocol and
such breach cannot be cured.

14.4 Effect of Termination. In the

event that this Agreement is
terminated prior to completion
of the Clinical Trial, for any
reason, Provider shall ensure
that Principal Investigator (a)
ceases enrolling subjects in the
Clinical Trial, (b) ceases treating
Subjects under the Protocol as
directed by Sponsor or CRO to
the extent medically permissible
and appropriate, (c) terminates,
as soon as practicable, all other
Clinical Trial activities, and
(d) furnishes to Sponsor a final
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kterékoli z nasledujicich
uddlosti: (a) Hlavni zkouSejici
pfestane byt schopen dokoncit
Klinické hodnoceni,
(b) Poskytovatel nebude
poskytovat ¢i nebude schopna
poskytnout dostate¢né prostory,
zafizeni a zdroje nezbytné k
dokoncenf Klinického
hodnoceni, (c) EK doporuéi
ukonceni Klinického hodnoceni,
(d) Zadavatel v ramci své
vyluéné diskrece dospéje k
zavéru, Ze bezpecnost Subjektil
hodnoceni je ohroZena nebo
data, ddaje a  vysledky
Klinického hodnoceni podporuji
rozhodnuti k ukonceni studie z
jakéhokoli divodu, zejména
véetn¢  dlvodi  bezpecnosti
zdravi  Subjekti  hodnocent,
(e) Zadavatel na zakladé svého
vyluéného rozhodnuti dospéje k
zavéru, Ze Poskytovatel nebo
Hlavni zkousSejici nesplnili ¢i
neprovedli ndbor ¢i zafazeni
dostate¢ného pocétu  Subjektt
hodnoceni, nebo (f) Zadavatel v
rdmci svého vylu¢ného uvazeni
rozhodne, Ze bud’ Poskytovatel
nebo Hlavn{ zkousejici
podstatnym zpiisobem porusili
podminky této Smlouvy nebo
Protokolu a takové poruseni
nemuze byt zvraceno.

14.4 U&inky ukon¢eni platnosti. V

piipadé, Ze bude ukoncena
platnost této Smlouvy pred
dokoncenim Klinického
hodnoceni, a to z jakéhokoli
divodu, Poskytovatel zajisti, Ze
Hlavni zkouSejici (a) zastavi
zafazovani Subjektl hodnoceni
do Klinického hodnoceni,
(b) ukon¢i  1écbu  Subjekth
hodnoceni  provddénou dle
Protokolu podle pokynti
Zadavatele nebo CRO, a to v
rozsahu, jenZ je medicinsky
pifspustny a vhodny, (c) ukonéi,
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report for the Clinical Trial in
the form reasonably acceptable
to Sponsor. Promptly following
any such termination, Provider
and Principal Investigator will
provide to Sponsor all data
collected in connection with the
Clinical Trial; provided,
however, that Provider may
retain one (1) copy of
documentary Confidential
Information for record keeping
purposes subject to its ongoing
compliance with the
confidentiality and non-use
obligations set forth in this
Agreement. Upon termination
or expiration of this Agreement,
unless the Agreement is being
terminated for the material
breach of Provider or Principal
Investigator, Sponsor or CRO
shall pay Provider for all the
services it has completed
hereunder prior to the date of
termination or expiration.
Provider shall promptly refund
to Sponsor or CRO, as directed,
upon termination or expiration
any unearned payments.

14.5 Survival. In addition to the terms

that survive in accordance with
the terms hereunder,
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a to v terminu nejdiive mozném,
veSkeré dal$i ¢innosti a aktivity
v rdmci Klinického hodnocent, a
(d) poskytne Zadavateli
zavéreCnou  zpravu ohledné
Klinického hodnoceni ve formé,
jez bude diivodné pfiijatelnd pro
Zadavatele. Neprodlené v
ndvaznosti na jakékoli takové
ukonceni platnosti, Poskytovatel
a Hlavni zkousejici poskytnou
Zadavateli veSkerd data a ddaje
shromdzdéné a ziskané v
souvislosti S Klinickym
hodnocenim; avSak to za
podminky, Ze Poskytovatel bude
oprdvnén ponechat si jednu (1)
dokumentarni kopii Duvérnych
Informaci pro ucely archivace
zaznaml, a to za podminky
nepieruseného dodrzovani
povinnosti zachovavat divérny
rezim takovych informaci a déle
povinnosti nenakladat S
takovymi 1daji v souladu s
podminkami uvedenymi v této
Smlouvé. V ndvaznosti na
ukonceni platnosti Smlouvy Cci
vyprSeni jeji platnosti, neni-li
platnost Smlouvy ukoncena z
divodu podstatného poruseni
smluvnich podminek
Poskytovatelem ¢i  Hlavnim
Zkousejicim, Zadavatel nebo
CRO  uhradi Poskytovateli
veskeré Cinnosti a aktivity, jez
byly dokoneny za podminek
této Smlouvy pfed datem
ukonceni platnosti Smlouvy ¢i
uplynutim jejl platnosti.
Poskytovatel se zavazuje, Ze
neprodlené navrati Zadavateli
nebo CRO, a to dle obdrzenych
pokynt a instrukci, v ndvaznosti
na ukonceni platnosti Smlouvy
¢i vyprSeni jeji platnosti veskeré
platby, na které nevznikl narok.

14.5 Pfetrvani v platnosti. Vedle

podminek a ustanoveni, jez
zlstanou zdvazné po ukonceni
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Sections 1.4, 2-3, 5-10, and
12-16 shall survive termination
of this Agreement.

15. Return of Study Drug. Upon termination of
this Agreement, the Provider will, at the
reasonable cost of the Sponsor, return to the
Sponsor or its designee all nondisposable
Study Drug, devices and materials, as well as
all copies of drawings, specifications,
manuals and other printed or reproduced
material (including information stored on
machine-readable media) provided by or on
behalf of the Sponsor to the Provider or the
Principal Investigator pursuant to the Clinical
Trial.

16. Miscellaneous

16.1  Amendments and Waivers. Any
term of this Agreement may be
amended or waived only with the
written consent of the parties or
their respective successors and
assigns. Any amendment or
waiver effected in accordance
with this Section 16.1 shall be
binding upon the parties and their
respective successors and assigns.

16.2 Notice. Any notice required or
permitted by this Agreement shall
be in writing and shall be deemed
sufficient upon receipt, when
delivered personally or by courier,
overnight delivery service or
confirmed facsimile, or forty-eight
(48) hours after being deposited in
the regular mail as certified or
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platnosti  této Smlouvy za
podminek v ni wuvedenych,
Odstavec 1.4, a Clanky 2-3,
5-10, a 12-16 zastanou zavazné 1
po ukonceni platnosti této
Smlouvy.

Vriceni Hodnoceného 1é¢iva. V ndvaznosti
na ukonfeni platnosti této Smlouvy,
Poskytovatel se zavazuje, Ze na ndklady
Zadavatele v pfiméfené vysi, vrati Zadavateli
¢i jim wuréenému zmocnénci, veSkeré
mnozstvi nepouZitého Hodnoceného 1éciva,
zafizeni a materidly, jakoz i veskeré kopie
ndkrest, specifikaci, manudld a dalSich
tisténych ¢ reprodukovanych materidld
(v€etn€é informaci obsaZenych na médiich
pfistupnych  prostfednictvim  vypocetni
techniky) poskytnutych Zadavatelem, ¢i jeho
jménem,  Poskytovateli ¢ Hlavnimu
zkousejicimu na zdklad¢ tohoto Klinického
hodnoceni.

. Ruzné

16.1 Dodatky a Vzdani se prav.
Jakékoli ustanoveni ¢i podminka
této  Smlouvy mize byt
pfedmétem zmeény ¢i vzdani se

prava vyhradné¢ na zdkladé
pisemného souhlasného
uyjednani Stran ¢ jejich

ptislusnych pravnich nastupcq,
postupniki  ¢i  nabyvatell.
Jakykoli dodatek ¢i vzdani se
prav uskutecnéné v souladu s
timto Clankem 16.1 bude pravné
zavazné vucéi Strandm a jejich
pravnim nastupciim,
postupnikim ¢i nabyvateltm.
16.2 Ozndmeni. Jakékoli ozndmeni
pozadované ¢i piipustné na
zékladé¢ této Smlouvy bude
ucinéné v pisemné forme a bude
povaZovdno za fadné prijaté,

bude-li dorucené osobné Ci
kuryrni sluzbou, “overnight”
dorucovaci sluzbou éi

potvrzenym faxovym pienosem,
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16.3

16.4

registered mail (airmail if sent
internationally)  with  postage
prepaid, if such notice is
addressed to the party to be
notified at such party’s address or
facsimile number as set forth
below, or as subsequently
modified by written notice.

Assignment. The Provider agrees
not to assign any of its rights or
obligations under this Agreement
to any other party without first
obtaining the Sponsor’s written
approval. The terms and
conditions of this Agreement shall
inure to the benefit of and be
binding upon the respective
permitted successors and assigns
of the parties. Nothing in this
Agreement, express or implied, is
intended to confer upon any party
other than the parties hereto or
their respective successors and
assigns any rights, remedies,
obligations, or liabilities under or
by reason of this Agreement,
except as expressly provided in
this Agreement.

Governing Law; Jurisdiction. This
agreement shall be governed by
the laws of the Czech Republic.
Any disputes arising from this
Agreement or connected with it
shall be governed and finally
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16.3

16.4

nebo po uplynuti Ctyficeti osmi
(48) hodin poté, co bylo
oznameni pfedéno béZzné
postovni sluzbé jako doporucena
¢i potvrzend poStovni zdsilka

(letecka \% ptipadé
mezinarodniho  odesilani) s

pfedem uhrazenym poStovnym,
je-li takové ozndmeni odesildno
Strané — adresdtu na takovou
pifisluSnou adresu Strany ¢i
faxové Cislo Strany uvedené
niZe nebo nésledné zménéné na
zakladé pisemného oznameni.

Postoupeni. Poskytovatel timto
souhlasi, Ze nepievede ¢i
nepostoupi jakékoli své pravo ci
zavazek vyplyvajici z této
Smlouvy na jakoukoli stranu,
aniz by si k takovému kroku
obstarala pfedchozi pisemny
souhlas Zadavatele. Podminky a
ustanoveni této Smlouvy se
ptizptisobi a uplatni ve prospéch
Stran a budou zdvazné vuci
pifslusnym opravnénym
pravnim ndstupciim Stran i
vici  jejich  postupnikim a
nabyvatelim. Zadné ustanoveni
této Smlouvy, vyslovné ¢i
implikované, neni zamysleno
zpusobem, jenZ by propujcoval
jakékoli stran€ odlisné od Stran
této  Smlouvy, &I jejich
ptisluSnym pravnim nastupctim,
postupnikim ¢i  nabyvateldm,

jakakoli prava, opravné
prostiedky, povinnosti ¢i
zévazky odskodnéni za

podminek této Smlouvy, ¢ v
jejim dusledku, neni-li tak
vyslovn¢ uvedeno v  této
Smlouvé.

Rozhodné privo; Jurisdikce.
Tato Smlouva se fidi pravnim

fadem Ceské republiky.
Ptipadné spory  vyplyvajici
z této smlouvy nebo

v souvislosti s ni se budou ridit a
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16.5

16.6

decided by the competent courts
of the Czech Republic.

Injunctive Relief. The Parties agree
that irreparable damage would
occur in the event that any of the
provisions of this Agreement were
not performed in accordance with
their specific terms or were
otherwise breached. It is
accordingly agreed that the Parties
shall be entitled to seek an
injunction or injunctions to prevent
breaches of this Agreement and to
enforce specifically the terms and
provisions of this Agreement in any
court of the Czech Republic, this
being in addition to any other
remedy to which they are entitled at
law or in equity. The Parties further
agree that in the event any such
equitable relief is granted in the
Czech Republic, they will not object
to courts in other jurisdictions

granting  provisional  remedies
enforcing such courts of the Czech
Republic judgments.

Severability. If one or more
provisions of this Agreement are
held to be unenforceable under
applicable law, the parties agree to
renegotiate such provision in good
faith, in order to maintain the
economic position enjoyed by
each party as close as possible to
that under the provision rendered
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16.5

16.6

budou  konecn¢  rozhodnuty
pifsluSnymi soudy Ceské
republiky.

Opatieni ochranného charakteru.
Strany timto souhlasi, Ze dojde
ke vzniku neodc¢initelné skody, a
to v piipadé, Zze jakékoli
ustanoveni této Smlouvy nebylo
naplnéno v souladu s v ném
definovanymi podminkami nebo
bylo-li jinak poruSeno. Strany
timto odpovidajicim zptisobem
souhlasi, Ze Strany budou
oprdvnény podat ndvrh na
vydani opatfeni ochranného
charakteru nebo vice nivrhl na
vydani opatfeni ochranného
charakteru za tcelem zabranéni
poruseni této Smlouvy a
vynuceni jejich zde vyslovné

upravenych podminek a
ustanoveni, a to prostfednictvim
jakéhokoli soudu Ceské
republiky,  pficemz  takova
moznost predstavuje prostiedek
napravy vedle ostatnich

prosttedkl ndpravy, kterd jsou ji
poskytnuta k uplatnéni na
zaklad¢ prisluSnych pravnich
predpist ¢i prava equity. Strany
déle souhlasi, Ze v pfipade, Ze
jakykoli  takovy  prostiedek
ndpravy podle priva equity je
udélen v Ceské republice,
nebudou pfedmétnou véc
napadat u soudil jiné jurisdikce
poskytujice  tak  provizorni
soudni opatfeni pro vynuceni
takovych  rozhodnuti  soudl
Ceské republiky.

Oddélitelnost. V  piipadeé, Ze
jedno ¢&i vice ustanoveni této
Smlouvy jsou povazovany za
nevykonatelné ¢i nevynutitelné,
a to na zédkladé pfisluSnych
pravnich  pfedpist,  Strany
souhlasi, Ze nové projednaji a
vyjednaji ~ obsah  takovych
dotéenych ustanoveni, a to pfi
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unenforceable. In the event that
the parties cannot reach a
mutually agreeable and
enforceable replacement for such
provision, then (i) such provision
shall be excluded from this
Agreement, (ii) the balance of the
Agreement shall be interpreted as
if such provision were so excluded
and (iii) the balance of the
Agreement shall be enforceable in
accordance with its terms.

16.7 Entire Agreement. This Agreement

and all Study Agreements,
including all exhibits hereto and
thereto, are the product of both of
the parties hereto, and constitute
the entire agreement between such
parties pertaining to the subject
matter hereof, and merges all prior
negotiations and drafts of the
parties with regard to the
transactions contemplated herein.
Any and all other written or oral
agreements existing between the
parties hereto regarding such
transactions are expressly
canceled. This Agreement is to be
executed in four (4) counterparts,
each Party will receive one
counterpart.

In case of any discrepancy
between English and Czech
version of this Agreement, Czech
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16.7

uplatnéni principu dobré viry, za
ucelem dosaZzeni ekonomické
pozice, kterou kazdd ze Stran
pokud mozn4, co nejblize méla
na zdkladé takového ustanoveni
dotéeného nedostatkem
vykonatelnosti. V piipadée, zZe
Strany nebudou schopny
dosdhnout vzdjemné
akceptovatelného nahrazeni
takového wustanoveni, pak (i)
takové ustanoven{ bude
vylou€eno ze Smlouvy, (ii)
vyvazenost Smlouvy  bude
vykldddna takovym zptisobem,
jako by takové ustanoveni bylo
vyloueno  (iii)  vyvaZenost
Smlouvy bude vykonatelnd a
vynutitelnd v souladu s jejimi
podminkami a ustanovenimi.

Celistvost  Smlouvy.  Tato
Smlouva a vesSkeré Smlouvy
souvisejici se Studii, vcetné
veskerych piiloh téchto
dokumentti, jsou vysledkem
vzajemnych jedndni Stran této
Smlouvy, a predstavuji celistvé
a Uplné ujednani mezi takovymi
Stranami v souvislosti  se
zaleZitostmi, jeZ jsou pfedmétem
téchto smluvnich ujedndni a
subsumuji veSkera ptfedchozi
ujednani, dohody a navrhy
smluv jednotlivych Stran, a to
ve vztahu k obchodnimu
ptipadu, jenZ je upraven v téchto
dokumentech. Jakdkoli ostatni
pisemnd ¢i Ustni ujedndni,
smlouvy ¢i  dohody mezi
Stranami existujici s ohledem na
takovy obchodni piipad jsou
timto vyslovné zruSeny. Tato
Smlouva je vyhotovena ve
ctyfech (4) vyhotovenich, kazda
smluvni strana obdrzi jedno
vyhotoveni.

V ptipadé¢ rozporu mezi anglickou
a Ceskou verzi této Smlouvy ma
pfednost a je rozhodujici verze
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version is prevailing one.

16.8 Trading Restrictions. Information

that the Principal Investigator or
other employees of Provider may
learn during the course of a
Clinical Trial may be deemed to
be “material inside information”
about Sponsor. In order to avoid
any actual or perceived conflicts
of interest and the potential
violation of federal or state
securities laws, neither Provider
nor any Principal Investigator will
purchase or trade in any stock or
other securities of Sponsor, or
recommend that others do so,
during the term of the applicable
Clinical Trial and for a period of
one hundred eighty (180) days
thereafter. This restriction shall
also apply to all Provider
employees directly involved in
the applicable Clinical Trial, and
Provider shall communicate this
restriction to all such employees.
Notwithstanding the foregoing, to
the  extent  permitted by
Applicable Law and to the extent
no conflict of interest is created,
this Section 16.8 shall not restrict
in any way Provider or the
university or institution of which
Provider is a part from making
investments in pooled investment
vehicles such as mutual funds, or
in individual securities in the
ordinary course of business on
behalf of the university’s or
institution’s endowment, reserve
fund or the like.
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Ceska.

16.8 Obchodni omezeni. Informace,

které se mize Hlavni zkousSejici
¢i dalsi zaméstnanci
Poskytovatele  dozvédét v
pribéhu Klinického hodnoceni
mohou byt povaZoviny za
“informace S podstatnym
vnitinim vyznamem”, ktery se
tykd Zadavatele. Za ucelem
toho, aby nedochdzelo k
jakymkoli  ¢i  domnivanym
sttetim z4jmd a potencidlnim
porusenim federalnich ¢i
statnich pravnich predpisi na
useku cennych papird, ani
Poskytovatel ani Hlavni
zkousejici nebudou oprdvnéni
ke koupi ¢i prodeji jakychkoli
akcii Zadavatele, nebo nebudou
doporucovat tfetim subjekttim,
aby tak ucinili, a to po dobu
trvani ptislusného Klinického
hodnoceni a poté po dobu
dal$ich sto osmdeséati (180) dnd.
Toto omezeni se vztahuje
rovnéZ na veskeré zamestnance
Poskytovatele piimo zapojené
do  pfislusného  Klinického
hodnoceni.  Poskytovatel  se
zavazuje, Zze vSem témto svym
zapojenym zaméstnanciim toto
omezeni nalezit¢ sdeli. Bez
ohledu na shora uvedené, v
rozsahu, ktery je piipustny na
zakladé PiisluSnych pravnich
predpist, a déile v rozsahu, v
jakém nedojde ke vzniku stfetu
zajmi, tento Odstavec 16.8
nebude  jakkoli omezovat
Poskytovatele nebo univerzitu ¢i
instituci, jiZz je Poskytovatel
soucdsti ve vztahu k realizaci
jakychkoli investic do
podilovych fondi nebo
individualnich cennych papirti v
ramci béZného vykonu
podnikatelské Cinnosti, jménem
a v zastoupeni univerzity ¢i v
souvislosti s nadaéni cinnosti
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16.9

No _ Third-Party  Beneficiaries;
Construction. This Agreement is
entered into for the sole benefit of
the parties hereof, and except as
expressly provided herein, no
other person or entity will be a
direct or indirect beneficiary of, or
will have any direct or indirect
cause of action or claim in
connection with, this Agreement.
The captions and headings of the
different paragraphs of this
Agreement are for convenience
and reference only, and are not to
be taken as part of this Agreement
or to control or affect the
meaning, construction or effect of
this Agreement.

16.10 Sponsor agrees with the publication

of the Agreement and its
requirements by Provider (where
such version of the Agreement to
be made public shall be provided
by Sponsor or its designee to
Provider, where such information
in the Agreement may be redacted
to the extent allowed by the
following referenced law) to
fulfill the obligations imposed by
the valid and effective legislation,
namely Act no. 106/1999 Coll.,
On Free Access to Information, as
amended, Civil Code no. 89/2012
Coll., as amended and Act No.
340/2015 Coll., on the registry
agreements, as amended.
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30.

16.9

16.10

instituce,  jejim  rezervnim
fondem ¢i v souvislosti s
jakoukoli obdobnou aktivitou.

Neexistence tieti obmysSlené strany:;

Vyklad Smlouvy. Tato Smlouva
je uzaviena vylucné ve prospéch
Stran této Smlouvy a s vyjimkou
podminek  vyslovné¢ v  této
Smlouvé uvedenych, jakdkoli
osoba ¢i subjekt nebude pifimym
¢i nepiimym obmySlenym
pfijemcem, a nebude mit jakykoli
pfimy ¢i nepiimy Zalobni divod
¢i ndrok v souvislosti s touto
Smlouvou. N&zvy jednotlivych
odstavcl  této Smlouvy slouzi
vylu¢né ucelu umoznéni snadnéjsi
orientace. a k  provedeni
ptislusnych odkazli, a nemaji byt
povazovidny za souCdst této
Smlouvy nebo fidit ¢i ovliviiovat
vyznam, vyklad ¢i udcinek této
Smlouvy.

Zadavatel souhlasi se zvefejnénim
Smlouvy a jejich nalezitosti
Poskytovatelem (kdy verze této
Smlouvy ke zvefejnéni bude
Poskytovateli poskytnuta
Zadavatelem nebo jeho
zéastupcem, kdy mohou byt v této
Smlouvé  redigovany  takové
informace, které jsou povolené v
rozsahu ndsledného odkazujictho
se zdkona) za ucelem splnéni
povinnosti uloZenych ji platnou a
ucinnou prévni Upravou, a to
zejména zdkonem ¢. 106/1999
Sb., o svobodném pfistupu
k informacim, ve znéni pozdé&jsich
predpist, obcanskym zakonikem
¢. 89/2012 Sb., ve znéni
pozdé&jsich predpist a zdkonem C.
340/2015 Sb., o registru smluv, ve
znéni pozdéjsich predpist.
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The parties hereto have caused this Strany timto potvrzuji, Ze Smlouva je
Agreement to be executed on their behalf by their uzavirdna jejich jménem pfipojenim podpist
duly authorized representatives to be effective as opravnénych zastupct Stran, a to s u¢innosti k datu
set forth above. stanovenému vyse.

PHARMACEUTICAL RESEARCH SEATTLE GENETICS, INC.
ASSOCIATES CZ, S.R.O.

By/Podpis: By/Podpis:

Name/Jméno: MUDr. Andrea KI¢ Name/Jméno:

Title/Funkce: Proxy / Prokuristka Title/Funkce:

Date/Datum: 2. 11.2016

Address/Adresa: Jankovcova 1569/2¢
170 00 Prague 7

Ceska republika / Czech Republic

Fax No/¢. faxu: +420234 115119

FAKULTNI NEMOCNICE HRADEC KRALOVE

By/Podpis:

Name/Jméno: prof. MUDr. Vladimir Pali¢ka, CSc.,

dr. h.c.

Title/Funkce: Director / Reditel

Date/Datum: 10. 11. 2016

Address/Adresa: Sokolska 581
500 05 Hradec Krélové-Novy
Hradec-Krélové
Ceské Republika / Czech Rep.
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Date/Datum: 25. 10. 2016

Address/Adresa: 21823 30" Dr. SE
Bothell, WA 98021
U.S.A./Spojené staty americké

Fax No/¢. faxu:  (425) 527-4109

By/Podpis:

Name/Jméno: | NS

Title/Funkce: Principal Investigator / Hlavn{
zkousSejici
Date/Datum: 10. 11. 2016
Address/Adresa: Sokolska 581
500 05 Hradec Krélové-Novy

Hradec Kralové
Ceska Republika / Czech Republic
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EXHIBIT A / PRILOHA A
BUDGET / ROZPOCET

BUDGET IN CZECH LANGUAGE / ROZPOCET V CESKEM JAZYCE

[Exhibit A is kept blank based on non-disclosure [Pfiloha A je ponechdna prazdnd dle ujedndni o
agreement in accordance with Article 16.10 of this nezvefejiiovani v souladu s ¢lankem 16.10 této
Agreement] Smlouvy]
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PAYMENT SCHEDULE / PLATEBNI PREHLED

Payments will be made on a quarterly
basis within thirty (30) days of upon valid
invoice receipt and of completion of each
activity period based upon the services
completed during the previous three (3)
months. The initial activity period will
begin on the first day of the month in
which the first patient first visit is
completed.

Payments will be made based on
completed Subject visits that have been
entered into Medidata EDC CRFs.

EDC CRFs must be completed within ten
(10) business days of each Subject visit.

Quarterly payments may be held if data
entry is delinquent more than thirty (30)
calendar days.

Payment of all invoiceable costs as set out
in the Budget will be made within thirty
(30) days of receipt of valid invoice, after
Study Agreement execution.

CRO will withhold ten percent (10%) of
all payments for Subject visits until CRO
issues the final payment as described
herein. CRO will reimburse the Payee, in
accordance with the Budget and these
Payment Terms, the remaining ninety
percent (90%) of fee payment due
(collectively, “Interim Payments™).

CRO will pay the remaining ten percent
(10%) of fees owed (the final payment)
when all EDC CRFs have been reviewed
and accepted by the Sponsor and all
queries are resolved. The total amount for
one patient after the fulfilment of all
conditions specified in this Agreement,
including the remaining ten percent 10%
of fees owed will be for

42-

1. Platby budou hrazeny ctvrtletné, a to ve lhité
tficeti (30) dnti od doruceni fadné faktury po
uplynuti kazdého platebniho obdobi v
ndvaznosti na sluzby dokonfené bchem
predchozich ¥ (3) mésici. Uvodni platebni
obdobi zapo¢ne prvnim dnem mésice, ve

kterém byla dokonfena prvni névStéva
prvniho pacienta.
2. Platby budou uskutecnény na zdkladé

dokoncenych navstév Subjekti hodnoceni, o
kterych byl zanesen pfislusSny zaznam do
Medidata EDC CRFs.

3. EDC CRFs musi byt vyplnény nejpozdéji do

deseti (10) pracovnich dnii od data kazdé
navstévy Subjektu hodnoceni.

4. Ctvrtletni platby mohou byt zadrzoviny v

ptipadé, kdy zdznam dat neni proveden do
tficeti (30) kalendarnich dni.

5. Uhrady vsech fakturovatelnych nakladd, jeZ

jsou definovany v Rozpoc¢tu budou provedeny
ve lhuté tficeti (30) dnd od obdrzeni fadné a
platné faktury, a to po uzavieni Smlouvy o
klinickém hodnoceni.

6. CRO zadrzi ¢ast veskerych plateb za navstévy

Subjektd hodnoceni ve vysi deseti procent
(10%), a to do doby, neZ CRO uskutecni
zévérecnou thradu za podminek
definovanych v této Smlouveé. CRO poskytne
tdhradu Pifjemci plateb v souladu s
Rozpoctem a t€mito Platebnimi podminkami,
a to ve vysi zbylé Casti, tj. devadesati procent
(90%) plateb, na které vznikl narok (souhrnné
déle jen “Mezitimni platby™).

7. CRO vyplati zbyvajici ¢ast ve vysi deseti

procent (10%) plateb, na které vznikl ndrok
(z&v€re¢nd dhrada) poté, co veskeré EDC
CRFs byly Zadavatelem zkontrolovany a

odsouhlaseny a dale poté, co budou
zodpovézeny a  vyjasnény  vSechny
dodatecné dotazy. Celkovd c¢astka za

jednoho pacienta bude po splnéni vSech
podminek definovanych v této smlouvé

Exhibit A
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one patient, in case of realization of all
subject visits according to protocol. The
maximum anticipated value of the
transaction (after completion of all
conditions defined in this Agreement and
in protocol) shall be 1.434.846 CZK.

VAT will be calculated according to the
applicable laws.

Invoicing. All invoices must contain the
Protocol title and number, a detailed
summary of the payment to be made,
supporting documents (if any), and be
addressed to the following:

Pharmaceutical Research

Sponso | Associates CZ, s.t.0.

r (CRO | IC (company ID number):
paying | 27636852

agent) | Accounts Payable

Jankovcova 1569/2¢

170 00 Praha 7

Czech Republic

CRO Email:
investigatorinvoices @prahs.co
m

* Invoices missing any of the above
information may result in delayed
payment.

véetné¢ zbyvajicich deseti procent 10%
plateb  Cinit za jednoho
pacienta, v piipadé¢ uskute¢neni vSech
navstév pacienta dle protokolu. Maximalni
pfedpokladand hodnota plnéni (po splnéni
vSech podminek definovanych v této
smlouvé a v protokolu) bude Cinit
1.434.846,-K¢.

8. DPH bude feseno dle platnych zakont.

9. Fakturace. VSechny faktury musi obsahovat

nazev a Cislo protokolu, podrobné shrunuti
platby, kterd se ma provést, (pfipadné)
podrobné dokumenty, a je nutné je zaslat na
tuto adresu:

Garant
smlouvy

0
klinickém

hodnoceni

Pharmaceutical Research
Zadavatel | Associates CZ, s.r.o.

(platebni | IC: 27636852

zastupce | Accounts Payable

CRO) Jankovcova 1569/2¢

170 00 Praha 7

Ceska republika

CRO Email:
investigatorinvoices @prahs.com

*  Absence téchto tdaji na faktufe mize mit
za nasledek zpozdéni platby.
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