SEATTLE GENETICS

CLINICAL TRIAL AGREEMENT
SGN33A-005 (no. 08/0VZ/16/013-P)

This Clinical Trial Agreement (the “Agreement”) is
made as of the day the last party to subscribe below
(the “Effective Date”) by and between

Seattle Genetics, Inc., a Delaware corporation,
located at 21823 30th Dr. SE, Bothell, WA 98021
USA, represented by Marie Anne Stager, Executive
Director, Clinical Operations (the “Company”),

which has authorized Seattle Genetics UK,
Limited, located at 20-22 Bedford Row, WC1 4J8S,
London, United Kingdom as its legal

representative, and

Pharmaceutical Research Associates CZ, s.r.o.,
located at Praha 7, Jankovcova 1569/2¢, 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 (“CRO”) as clinical
research organization acting as an independent
contractor of Company, and

Fakultni nemocnice Ostrava, with its seat at 17.
listopadu 1790, Ostrava-Poruba, Post Code 708 52,
Czech Republic, represented by MUDr. Josef
Srovnal, Deputy Director for Medical Care;
Company ID no.: 00843989, Tax ID no.:
CZ0084398; Foundation Deed of the Ministry of
Health of the Czech Republic dated 25th November
1990, reference no. OP-054-25.11.90, Bank and
banking address: CSOB, a.s., Hollarova 5, 702 00
Ostrava, Czech Republic; Account no.: 8010-
0309258333/0300; IBAN: CZ29 0300 0080 1003
0925 833, BIC code (SWIFT): CEKOCZPP,
Variable symbol: 49071011,  (hereinafter the
“Institution”), and

I vith place of

performance at address: Fakultn“i nemocnice
Ostrava, Haematooncology Clinic,17. listopadu
1790, 708 52 Ostrava-Poruba, Czech Republic, the
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SMLOUVA O KLINICKEM HODNOCENI
SGN33A-005 (&. 08/0VZ/16/013-P)

Tato Smlouva o klinickém hodnoceni (dale jen
“Smlouva”) je uzaviena dne, kdy posledni ze stran
pripoji nize sviij podpis (dale jen “Den ucinnosti”),
a to mezi

Seattle Genetics, Inc., spole¢nosti zaloZzenou podle
prava statu Delaware, se sidlem 21823 30th Dr. SE,
Bothell, WA 98021 Spojené¢ staty americké,
zastoupenou Marie Anne Stager, Vykonny feditel,
Klinické Operations (dale jen “Spolecnost”), ktery
utanovil spolecnost Seattle Genetics UK, Limited,
se sidlem 20-22 Bedford Row, WC1 4JS, London,
Spojené kralovstvi, jako svého opravnéného
zastupce, a

Pharmaceutical Research Associates CZ, s.r.o.,
se sidlem Praha 7, Jankovcova 1569/2¢c, PSC 170
00, Ceska republika, IC: 27636852, spolec¢nosti s
rucenim omezenym fadn¢ zapsanou v Obchodnim
rejstitku  Ceské republiky vedeném Méstskym
soudem v Praze, oddil C, vlozka 120574,
zastoupend MUDr. Andreou KI¢, prokuristkou
(dadle jen “CRO”) jakozto smluvni vyzkumnou
organizaci jednajici jako mnezavisly dodavatel
smluvniho plnéni Spolec¢nosti, a

Fakultni nemocnice Ostrava, se sidlem 17.
listopadu 1790, Ostrava-Poruba, PSC 708 52,
Ceska republika, ve vécech této smlouvy je
opravnén jednat a podepisovat: MUDr. Josef
Srovnal, naméstek feditele pro 1é¢ebnou péci; IC:
00843989, DIC: CZ00843989, Zfizovaci listina
MZ CR ze dne 25.listopadu 1990, &j. OP-054-
25.11.90; Bankovni spojeni: CSOB, a.s., Hollarova
5, 702 00 Ostrava, Ceska republika; Cislo uétu:
8010-0309258333/0300; IBAN: CZ29 0300 0080
1003 0925 833; BIC kod (SWIFT): CEKOCZPP,
Variabilni  symbol: 649071011  (dale jen
“Instituce™), a

. ¢ orocovistm
na adrese Fakultni nemocnice Ostrava, Klinika
hematoonkologie, 17. listopadu 1790, Ostrava-

Poruba, PSC 708 52, Ceska republika (dale jen
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investigator for the
Investigator”)

Trial (the “Principal

BACKGROUND

The Company

is engaged in the
development of [N (o

“Product”).

By separate agreement, the Company has
engaged CRO for the purposes of
performing  certain  obligations in

connection to the Clinical Trial.

The Compan wishes to have C.
* conduct a

clinical trial (“Clinical Trial”’) described in
the rotocol entitled

Genetics number

Seattle
SGN33A-005 (the “Protocol”), using the
Product and the facilities and certain
resources of the Institution. The Protocol
is incorporated into this Agreement by this
reference.

protocol

The Institution has agreed to perform each
Clinical Trial under the terms and
conditions of this Agreement.

AGREEMENT

In consideration of the foregoing and of the

»Hlavni zkouSejici*)

A.

B.

UvoD
Spolecnost  provadi  vyvoj pripravku
I < jcn Produl”)

Na zaklad¢ separatni smlouvy, Spole¢nost
smluvné zavazala CRO, a to za ucCelem
provedeni  konkrétnich  povinnosti v
souvislosti s Klinickym hodnocenim.

Spole¢nost si ieje, aby
N, o<

klinické hodnoceni (dale jen “Klinické
hodnoceni”) popsané v protokolu s nazvem

protokolu Seattle Genetics ¢. SGN33A-005
(dale jen “Protokol”), uzivajici Produkt a
zatizeni a konkrétni zdroje Instituce. Na
zaklad¢ zde uvedeného odkazu ptredstavuje
Protokol nedilnou soucast této Smlouvy.

Instituce projevila souhlas, Ze provede
kazdé jednotlivé Klinické hodnoceni v
souladu s podminkami a ustanovenimi této
Smlouvy.

SMLOUVA

Po zohlednéni shora uvedenych skutecnosti

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

a vzajemnych prislibli, jeZ jsou obsazeny v této
Smlouvg, strany se dohodly nasledovné:

1. Performance of Clinical Trial 1. Provedeni Klinického hodnoceni

1.1 Obecné povinnosti Instituce a Hlavniho
zkousejiciho. Instituce se zavazuje, ze

1.1  General Responsibilities  of
Institution and Principal Investigator.

The Institution shall ensure that the zajisti, Zze Hlavni zkouSejici bude
Principal Investigator will directly provadét dohled a bude primamée
supervise and be primarily responsible odpovédny za vykon a vedeni
for performance and administration of Klinického hodnoceni a  vynalozi

the Clinical Trial and will use best
efforts to complete the Clinical Trial in

odpovidajici usili za Gcelem dokonceni
Klinického hodnoceni v souladu s
sGN33A-005, P1
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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 Institution. The
Institution will provide all 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 Institution, or
if for any reason Principal Investigator
becomes unavailable or otherwise
unable to direct the performance of the
applicable Clinical Trial, Institution
shall notify Company promptly. The
Institution shall notify Company in
writing if a Principal Investigator
intends to leave the Institution and
shall provide (a) Principal
Investigator’s new contact information
to his or her proposed successor and to
Company and (b) make all reasonable
efforts to 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 Company is not promptly
identified, this Agreement may be
terminated by Company in its sole
discretion in accordance with Section
14.3. In the event of continuation, any
substitute principal investigator shall
sign documentation provided by
Company acknowledging his or her
new duties as Principal Investigator.

1.2 EC Approval. The Company 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

nejvyssimi profesiondlnimi standardy, a
to vCas a souladné s podminkami
Protokolu. Klinické hodnoceni bude
provedeno vyluéné¢ v prostorach a
zafizenich Instituce. Instituce poskytne
vesSkery personal, a to zejména vcetné
odbornych  pracovnikii na  useku
laboratote, 1ékarny a klinické podpory a
dale 1ékafe v mife dostatecné pro ucely
véasného a fadného dokonceni kazdého
Klinického hodnoceni. Sluzby Hlavniho
Zkousejiciho jsou nezbytné k provadéni
Klinického hodnoceni. Pokud ukon¢i
Hlavni ZkouSejici jeho/jeji vztah s
Instituci, nebo pokud z néjakého jiného
divodu neni Hlavni Zkousejici k
dispozici nebo neni-li schopen zajistit
vykon Klinického hodnoceni, Instituce
okamzit¢ oznami Zadavateli tuto
skutecnost. Instituce oznami v pisemné
podobé Spolecnosti, pokud Hlavni
Zkousejici planuje ukonlit pracovni
pom¢ér v Instituci a Instituce poskytne (a)
nové kontaktni udaje tykajici se
navrhovaného nastupce za Hlavniho
Zkousejiciho, a (b) vynalozi veskeré
ptfimétené usili, Zze Hlavni zkousSejci
poskytne  rozumnou podporu  pfi
prechodu povinnosti Hlavniho
Zkousejictho na nového néstupce.
Nelze-li nalézt nahradu pfijatelnou pro
Spolecnost, mtize SpoleCnost od této
Smlouvy odstoupit zpisobem v této
Smlouvé stanovenym v Clanku 14.3.
Pokud je ndhrada nalezena, novy
nastupce Zkousejiciho by mél podepsat
dokumentaci poskytnutou Spolecnosti
v souvislosti s akceptaci novych
povinnosti vyplyvajicich z role Hlavniho
Zkousejiciho. O  ptipadné zméné
Hlavniho zkousSejicitho bude sepsan
dodatek k této Smlouvé.

1.2 Souhlasné stanovisko EK.
Spole¢nost ziska souhlasné
stanovisko piislusné Lokalni etické
komise a Multicentrické etické
komise ve vztahu k prisluSnému
Protokolu a jakékoli dalsi piislusné
nezavislé udaje ¢i data tykajici se
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equivalent entity (“EC”), as well as any
other approvals required by the
Institution 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 Company and the
Institution. 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 Company in
compliance with Applicable Law. The
Institution will retain such document
according to the policies of the
Institution and will forward a copy to
the Company upon request. No subject
may be enrolled in the Clinical Trial
until such informed consent has been
obtained.

14  Flectronic Data  Capture.
Institution and Principal Investigator
acknowledge that Company may retain
one or more companies to provide
services involving electronic document
and data collection, retention and

bezpecnosti  a/nebo  povoleni
instituce  zajiStujici  monitoring
Subjekti hodnoceni  ¢i jiného
odpovidajiciho subjektu (dale jen
“EK™), jakoz i dal§i povoleni a
souhlasy pozadované Instituci a
Prislusnymi pravnimi ptedpisy (ve
smyslu nize wuvedené definice)
zejména souhlas Statniho Gradu pro
kontrolu 1é¢iv  (“SUKL”) k
provedeni Klinického hodnoceni.
Jakékoli zmény Protokolu nebudou
platné a G¢inné, nebudou-li
provedeny formou pisemné dohody
Spolecnosti a Instituce. Lécba
jakéhokoli  subjektu  hodnoceni
nebude zahajena, nebude-li predtim
ziskano povoleni EK / SUKL a
nebude-li splnén jakykoli
pozadavek vyplyvajici z
Ptislusnych pravnich predpisti a
nebudou-li ziskany souhlasy
pozadované za ucelem provedeni
Klinického hodnoceni.

1.3 Pisemny informovany  souhlas.
Hlavni zkousejici je zodpovédny za
opatfeni fadné podepsaného
pisemného souhlasu od kazdého
Subjektu hodnoceni ucastniciho se
Klinického  hodnoceni  (kazdy
jednotlivé  dale jen  “Subjekt
hodnoceni”), a to v podobé
schvalené EK / SUKL a Spole¢nosti
v souladu s Pfislusnymi pravnimi
predpisy. Instituce je povinna
evidovat takovy dokument v souladu
s vnitfnimi  pravidly Instituce,
prficemz  poskytne jeho  kopii
Spole¢nosti na jeji zadost. Zadny
Subjekt hodnoceni nebude zarazen
do Klinického hodnoceni, nebyl-li
pfedtim opatfen jeho pisemny
infomovany souhlas.

1.4 Elektronicky sbér dat. Instituce a Hlavni

ZkouSejici berou na védomi, ze
Spole¢nost miize umoznit jedné nebo
vice spoleCnostem poskytovat sluzby,
pfi kterych dochdzi ke zpracovani
elektronickych dokumenti a sbéru dat,
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processing  associated  with  the
performance of a Clinical Trial.
Institution 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
Institution and Company’s designee,
and (b) train and maintain sufficient
and appropriate staff and personnel in
the operation of the EDC terminal.
Principal Investigator will, during the
Clinical Trial and throughout the term
of this Agreement, be familiar with the
operation of the EDC terminal and
supervise the staff and personnel who
are operating the same.

1.5 CRO. Company has retained CRO
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 Company. The
Institution agrees that it shall ensure
the Principal Investigator and all
Clinical ~Trial staff shall, fully
cooperate with CRO in its capacity as
Company’s contract research
organization for the Clinical Trial (and
CRO’s designee, if applicable), in the
same way that Institution and Principal
Investigator are obliged to cooperate
with Company related thereto.

1.5

uchovavani a zpracovani dat ve
spojitosti s Klinickym hodnocenim.
Instituce  se zavazuje, Ze bude (a)
vlastnit nebo mit pfistup do prostor,
pocitacovych systémti a internetové
spojeni nutné k zajisténi elektronického
sbéru dat (“EDC”), terminal, ktery
umozni vstup k pfislusnym klinickym
datim a dokumentim a pfenosu mezi
Instituci a zmocnénci Spolecnosti a (b)
mit vySkoleny a vhodny persondl k
pomoci pii elektronickém sbéru dat.
Hlavni zkouSejici byl v pribéhu
Klinického hodnoceni a po celou dobu
trvani této Smlouvy obeznamen se
systémem elektronického sbéru dat a
rovnéz tak dohlédne na zaméstnance a
personal, kteti poskytuji stejné sluzby.

CRO. Spolecnost smluvné zavazala
CRO jakozto nezavislého dodavatele
smluvniho plnéni k provedeni urcitych
sluzeb smluvni vyzkumné organizace v
souvislosti ] timto Klinickym
hodnocenim, a to vcetné vyjednani
smluv o klinickém hodnoceni s
jednotlivymi misty vykonu klinického
hodnoceni, resp. centry, jménem a ve
prospéch Spolecnosti. Instituce souhlasi,
ze zajisti, Ze Hlavni zkouSejici a
personal  zapojeny do  provadéni
Klinického hodnoceni poskytnou plnou
souc¢innost CRO, a to z pozice smluvni
vyzkumné organizace jednajici jménem
Spolecnosti ve vztahu ke Klinickému
hodnoceni (a piipadn¢ zastupci ¢i
zmocnénci CRO, dle konkrétnich
podminek), stejn¢ jako jsou Instituce a
Hlavni zkousSejici povinni spolupracovat
a poskytovat soucinnost Spolecnosti v
téze souvislosti.

2. Representations, Warranties and Certain 2. ProhlaSeni, Zaruky a Urcité Zavazky

Covenants

2.1 Authority. Institution represents
and warrants that it has the legal
authority to enter into this Agreement.
Both  Institution and  Principal

2.1 Opravnéni. Instituce timto prohlasuje a
zaruCuje, Ze je plné¢ opravnéna k
uzavieni této Smlouvy. Jak Instituce, tak
Hlavni zkousejici prohlasuji a zarucuji,
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Investigator represent and warrant:
(a) that they have the legal authority to
perform the Clinical Trial and (b) that
the terms of the Clinical Trial, the
Protocol, and this Agreement do not
conflict with and would not result in a
breach under any agreement to which
either is a party. During the term of this
Agreement, neither Institution nor
Principal Investigator will enter into
any agreement to provide services that
would in any way impair its ability to
complete the Clinical Trial in a timely
fashion.

2.2 Applicable Law. Institution and
Principal Investigator ~ represent,
warrant and covenant that in the course
of performing the Clinical Trial and in
connection  with  all  activities
hereunder, Institution and Principal
Investigator will, and Institution shall
ensure that any Sub-investigators (as
defined below) and all staff and
personnel 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 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 Act no. 101/2000 Coll. on
Personal Data Protection, as amended
and Further Conditions for Clinical
Trials of Human Medicines, as
amended (collectively, “Applicable
Law”). Institution will ensure that only
individuals who are appropriately
trained and qualified assist in the

ze: (a)jsou pln¢ opravnéni k provedeni
Klinického hodnoceni a (b)ze
podminky Klinického hodnoceni,
Protokolu a této Smlouvy nejsou v
rozporu a nebudou rezultovat v poruseni
ustanoveni jakékoli smlouvy ¢i dohody,
jiz je, kterykoli z téchto subjektd
smluvni stranou. Po dobu trvani
platnosti této Smlouvy ani Instituce, ani
Hlavni zkouSejici neuzaviou jakoukoli
smlouvu, na jejimz zakladé by byly
poskytovany sluzby, jez by jakkoli
narusovaly ¢i branily jejich moZnostem
provést Klinické hodnoceni tadné a
vcas.

2.2 Piislusné pravni predpisy. Instituce a
Hlavni zkousSejici timto prohlasuji,
zarucuji a zavazuji se, ze v prub&hu
provadéni Klinického hodnoceni a
dale v souvislosti s veSkerymi
¢innostmi a aktivitami vyplyvajicimi
z této Smlouvy, Instituce a Hlavni
zkousejici budou, a dale Instituce
zajisti, ze jakykoli Spoluzkousejici
(ve smyslu definice nize uvedené) a
veskery personal ¢i zaméstnanci
poskytujici soucinnost pii provadéni
Klinického hodnoceni, budou jednat
v souladu s veskerymi platnymi a
zavaznymi  pravnimi  piedpisy,
pravidly, nafizenimi, smérnicemi a
obecné akceptovanymi standardy; a
to zejména vcetné predpisi na
ochranu osobnich udajii a pravidel a
nafizeni vztahujicich se k ochrané
zdravotnich zaznamli a zdravotni
dokumentace; pravidly a smérnicemi
spravné klinické praxe shrnutymi v
pravidlech Mezinarodni konference
pro Harmonizaci spravné klinické
praxe (dale jen “ICHGCP”);
Natizenimi EU ¢. 2001/20/EC a
2005/28/EC a pravnimi piedpisy
Ceské republiky, zejména v souladu
se zakonem ¢. 378/2007 Sb., o
lé¢ivech, v platném znéni, zdkonem
¢. 372/2011 Sb., o zdravotnich
sluzbach, v platném znéni, vyhlasky
¢. 226/2008 Sb., o spravné klinické
praxi a zakonem ¢. 101/2000 Sb., o
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conduct of the Clinical Trial. Principal
Investigator shall properly supervise all
persons  performing  services in
connection with the Clinical Trial and
shall ensure that they comply with the
terms of this Agreement and the
requirements of the Protocol.

2.3 Personnel. Institution represents
and warrants that its personnel
(including the Principal Investigator),
facilities and study  participant
population are adequate to perform its
obligations under this Agreement and
the Protocol.

2.4  Debarment. Institution and
Principal Investigator represent,
warrant and covenant that neither has
been, and in the course of performing
the Clinical Trial, neither Institution
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. Institution and Principal
Investigator agree and undertake to
immediately notify Company 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.

ochrané osobnich tdajt, v platném
znéni a  blizSich  podminkach
klinického  hodnoceni  1éCivych
ptipravkd, v platném znéni
(spole¢n¢ dale jen “Prislusné pravni
pfedpisy”). Instituce je povinna
zajistit, ze do provadéni Klinického
hodnoceni mohou byt zapojeny
vyluéné osoby, které jsou fadnym
zpusobem vzdélany a kvalifikovany
pro dany ucel. Hlavni zkousSejici
bude vést veskeré osoby zapojené do
poskytovani sluzeb v souvislosti s
Klinickym hodnocenim a dale
zajisti, ze tyto osoby budou jednat v
souladu s podminkami této Smlouvy
a pozadavky Protokolu.

2.3 Personal. Instituce timto prohlasuje
a zaruCuje, ze jeji personal a
zameéstnanci (a to véetné¢ Hlavniho
zkousejiciho), zafizeni a populacni
skupina pro studijni ucely, maji
dostacujici charakter ve vztahu ke
splnéni zévazkli vyplyvajicich z
této Smlouvy a Protokolu.

2.4 Zakaz vykonu ¢innosti. Instituce a
Hlavni zkousejici timto prohlasuji,
zarucuji a zavazuji se, ze ani jeden
z téchto subjektil nebyl, a v
pribéhu  provadéni  Klinického
hodnoceni, ani Instituce, ani Hlavni
zkousejici nevyuzili, ani nevyuziji,
a to jakymkoli zpisobem, sluzeb
jakékoli osoby, jiz byla uloZena
sankce zakazu vykonu Cinnosti, €i
ji  nebylo odebrano pfislusné
opravnéni ze strany FDA na
zéklad¢ zékona “Generic Drug
Enforcement Act” z roku 1992
nebo na zakladé¢ jakéhokoli
obdobného regulatorniho ¢i
zakonného piedpisu C€i navazujici
legislativy, pravidel ¢i pravnich
predpisii.  Instituice a  Hlavni
zkousSejici souhlasi, Ze neprodlené
pisemné¢ vyrozumi Spolecnost a
CRO, dozvi-li se kterykoli z téchto
subjektd, ze jakékoli takové osobé
byla ulozena sankce zdkazu vykonu
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C¢innosti ¢i ji bylo odejmuto
prislusné opravnéni, nebo, ze bylo
zahajeno fizeni, jehoz vysledkem
muze byt ulozeni takové sankce i
odejmuti opravnéni po dobu
provadéni Klinického hodnoceni ¢i
po jeho provedeni.

2.5 Ownership. Institution and 2.5 Vlastnictvi. Instituce a Hlavni
Principal Investigator will not assert zkousejici nebudou prosazovat
any right or claim with respect to jakakoli prava ¢i  uplatiiovat
Clinical  Trial = Information  or jakékoli naroky ve vztahu k
Inventions and each of Institution and Udajtim klinického hodnoceni ~&i
Principal Investigator acknowledges Vynaleztim, a jak Instituce, tak
and agrees that all Clinical Trial Hlavni zkousejici timto prohlasuji a
Information and all Inventions are souhlasi, e veskeré Udaje
intellectual property owned by the klinického hodnoceni a veskeré
Company. Vynalezy jsou duSevnim
vlastnictvim Spole¢nosti.
2.6 Subinvestigators. Principal 2.6 Spoluzkousejici. Hlavni zkousSejici

Investigator will supervise the conduct
of the Clinical Trial, and may appoint
such other qualified employees of
Institution as subinvestigators
(“Subinvestigators”), in accordance
with Applicable Law and the Protocol,
to assist in the conduct of a Clinical
Trial and Institution shall ensure that
Principal  Investigator  shall  be
responsible for leading and supervising
any such Subinvestigator or team of
Subinvestigators. The Principal
Investigator is an employee of

se zavazuje, ze bude dohlizet nad
vykonem Klinického hodnoceni a
je  opravnén  povéiit  dalsi
kvalifikované zameéstnance
Instituce jako spoluzkousejici (dale
jen “Spoluzkousejici”), a to v
souladu s PrisluSnymi pravnimi
predpisy a  Protokolem, aby
poskytli sou€innost a pomoc pfi
provadéni Klinického hodnoceni a
Instituce  zajisti, Ze  Hlavni
zkousejici bude odpovidat za
vedeni a vykon dohledu nad

Institution and Institution accepts full jakymkoliv takovym
responsibility  for the  Principal Spoluzkous$ejicim nebo  tymem
Investigator’s conduct of the Clinical Spoluzkousejicich. Hlavni
Trial and compliance with this zkousejici  je zameéstnancem

Agreement and the Protocol, and holds
Principal Investigator responsible to
Institution to carry out the Clinical
Trial in strict accordance with the
terms of this Agreement and the
Protocol. Institution may not assign the
conduct of the Clinical Trial to a
different principal investigator without
prior written authorization from
Company.

Instituce a Instituce timto souhlasi s
plnou  odpovédnosti  Hlavniho
zkousejiciho za provedeni tohoto
Klinického hodnoceni a s tim, Ze
bude jednat v souladu s touto
Smlouvou a Protokolem. Instituce
neni opravnéna jmenovat ¢i pridélit
jiného hlavniho zkousSejiciho k
provedeni Klinického hodnoceni,
aniz by k takovému tukonu od
Spolecnosti  ziskala  piedchozi
pisemné zmocnéni.
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2.7 Financial Disclosure and Conflicts.
Principal Investigator shall timely
complete, sign and deliver to Company
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
Subinvestigators and any family
member of the Principal Investigator or
any Subinvestigators that are required
to be disclosed pursuant to Applicable
Law. Institution 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. Institution 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 Institution 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 Institution.
Principal Investigator and Institution
agree to provide (and update as needed
or required) all financial disclosures
and information reasonably required by
Company in connection with the
Clinical Trial. Principal Investigator
will comply with the policies and
procedures of the Institution and any
other organization(s) with which
Principal Investigator is affiliated,
including any applicable financial
policies.  Institution shall notify
Company promptly of any conflict
between the terms of this Agreement

2.7 Finanéni prohldSeni a rozpory.

Hlavni zkouSejici vCas a fadné
vyplni, podepise a poskytne
Spolecnosti ¢i jejimu uréenému
zastupci veskeré formulare,
dokumenty a regulatorni
dokumentaci, jejichz vyhotoveni je
vyzadovano na zakladé Ptislusnych
pravnich pfedpisti v souvislosti se
zahajenim Klinického hodnoceni.
Pro tugely tohoto Clanku, Hlavni
zkouSejici se =zavazuje, ze vcas
sdéli, a to pisemnou formou na
prislusném  formulari, jakakoli
finan¢ni ujednani ¢i naroky tykajici
se Hlavniho zkousejicitho ¢i
jakéhokoli  Spoluzkousejiciho a
jakéhokoli rodinného piislusnika
Hlavniho zkousejiciho ¢i
Spoluzkousejiciho, jejichz sdéleni,
zvefejnéni  ¢i  poskytnuti  jsou
vyzadovana \% souladu ]
Prislusnymi  pravnimi pfedpisy.
Instituce  zajisti, ze  Hlavni
zkouSejici  provede  aktualizaci
takového pisemného prohlaseni dle
potieby, a to za ucelem zajisténi
jejich presnosti a uplnosti po dobu
platnosti této Smlouvy a po dobu
trvani  jakékoli  jiné  lhuty
vyzadované na zéakladé Ptislusnych

pravnich predpis. Instituce
prohlaSsuje  a  zaruCuje, ze
ustanoveni finan¢ni povahy

obsazené v této Smlouve, zejména
véetn¢  Protokolu,  neodporuji
jakymkoliv jinym zévazkim ¢i
povinnostem, jez muze Hlavni
zkouSejici  mit  vici  svému
zaméstnavateli,  spoleéniku  ¢i
jakékoli treti strané a Instituce a
Hlavni zkouSejici prohlasuji a
zarucuji, ze finanéni ujednani
obsazena v této Smlouvé nezavdaji
vzniku jakéhokoli stfetu zajmi ze
strany Hlavniho zkousSejiciho nebo
Instituce. Hlavni zkouSejici a
Instituce souhlasi, Ze poskytnou (a
zajisti jejich aktualizaci dle potieby
¢i na vyzvu) veskera finan¢ni
prohlaseni a informace, jez mohou
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and any such policy or procedure, and
the parties will attempt to reach an
appropriate accommodation.

2.8 Investigator Meetings. From time
to time, Company may hold meetings
of investigators to discuss and update
the scientific and medical community
on Company clinical trial studies and
results. If the Principal Investigator
desires to attend the meeting and
requests that Company reimburse it for
costs associated with travel or lodging,
the Principal Investigator will first seek
Company written consent prior to
incurring any cost or charge. Company
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.

2.8

byt divodnée pozadovana
Spolecnosti v souvislosti s timto
Klinickym hodnocenim. Hlavni
zkousejici bude jednat v souladu se
smérnicemi, pravidly a postupy
vyzadovanymi Instituci a jakékoli
jiné organizace(i), k nimz je Hlavni

zkouSejici  pfidruzen, zejména
veéetné  jakychkoli  finan¢nich
pravidel. Instituce bezodkladné

pisemné oznami Spolecnosti vznik
jakéhokoli stietu ¢i rozporu mezi
ustanovenimi  této Smlouvy a
jakymkoli takovym pravidlem ¢i
postupem a strany se zavazuji, Ze se
pokusi dosahnout vhodného
narovnani ¢i dohody.

Porady zkousejicich. Obcas muze
Spolecnost uspofadat porady ¢i
setkani zkouSejicich za tucCelem
projednani a aktualizace poznatk
védecké a I1ékafské komunity v
souvislosti ] klinickymi
hodnocenimi Spolecnosti a jejich
vysledky. V pfipad¢, ze
Hlavni zkouSejici vyjadii zajem
zucCastnit se takové porady Cci
jednani a bude pozadovat, aby mu
Spolecnost  proplatila  veskeré
naklady a vydaje spojené s takovou
cestou Ci souvisejicim ubytovani,
Hlavni zkousSejici je v takové
situaci nejdiive povinen vyzadat si
predchozi pisemny souhlas
Spolecnosti, a to pfed vynaloZenim
jakéhokoli vydaje ¢i uskutecnénim
jakékoli uhrady. Spolecnost
neproplati Hlavnimu zkousSejicimu
jakékoli vydaje ¢i uhrady v ptipadé,
ze Hlavni zkousejici bude mit jiné
komer¢ni davody proto, aby byl
pritomen v misté porady ¢i setkani,
zejména vcéetné Ucasti na lékarském
kongresu ¢i sjezdu nebo v piipade,
kdy proplaceni takovych nakladi ¢i
uhrad by piedstavovalo poruseni
platnych pravnich predpisii nebo v
dané dob¢ aktudlnich etickych
Pharma Kodext .
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2.9 Subject Enrollment. Institution
shall ensure that Principal Investigator
shall only enroll Subjects that meet the
applicable  Protocol  requirements.
Institution shall ensure that Principal
Investigator shall exercise independent
medical judgment as to the
compatibility of each Subject with the
Protocol requirements.

2.10 Regulatory Inspections. Institution
shall ensure that Principal Investigator
shall notify Company 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, Institution shall notify
Company and its designees
immediately and  shall  permit
representatives of Company to be
present during such inspection,
investigation or audit.

2.11 Certification. The Institution and
Principal 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

2.9 Zatfazovani Subjektd hodnoceni.

Instituce  zajisti, Ze  Hlavni
zkousejici  zafadi vylutné ty
Subjekty hodnoceni, které splni
prislusné pozadavky stanovené
Protokolem. Instituce zajisti, ze se
Hlavni  zkouSejici  bude v
lékatskych otazkach rozhodovat
nezavisle, a to zejména ve vztahu
kompatibility kazdého Subjektu
hodnoceni k pozadavkim
Protokolu.

2.10 Provadéni kontrol regulatornimi

2.11

urady. Instituce se zavazuje, Ze
zajisti, ze Hlavni zkouSejici
pisemn¢ vyrozumi Spolecnost a jeji
zastupce v pripadé, ze FDA ¢i
jakykoli regulatorni ufad ¢i jiny
organ s jurisdikei v klinickych
otazkach oznami provedeni
kontroly, Setfeni ¢i auditu, nebo je-
li bez takového ohlaseni kontrola,
Setfeni ¢i audit zahajena. V
navaznosti na ozndmeni o ohlaSené
kontrole, fizeni ¢i auditu
Klinického hodnoceni ze strany
FDA ¢i jiného regulatorniho tfadu
¢i jiného organu s jurisdikci v
klinickych otazkach, Instituce se
zavazuje, ze vyrozumi Spolecnost a
jeji zastupce, a to neprodlené a
umozni  zastupcim  Spolecnosti
ucast bcéhem vykonu takovych
kontrol, Setfeni ¢i auditu.

Osvédceni. Instituce a Hlavni
Zkousejici timto kazdy za sebe
zaruCuji a slibuji, Ze v souvislosti
s touto Smlouvou, neposkytli ani
neposkytnou, nenabidli ani
nenabidnou (pifimo ani nepfimo)
zadnou nedovolenou platbu (ani
nedovoli jinym osobam, aby ji
poskytly nebo nabidly), penize ani
jiné hodnotné plnéni statnimu
ufednikovi, scilem nedovolené
ovlivnit ukon nebo rozhodnuti
takové ufedni osoby, pfimét tiedni
osobu, aby vrozporu se svymi
povinnostmi provedla ur¢ity ukon
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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.

Records and Reports

3.1 Record Keeping and Audits. The
Principal Investigator will provide the
Company 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 Company or CRO. CRFs will be
the property of the Company. The
Principal Investigator will also prepare
and maintain records, case histories,
and files with all pertinent information
as required by Applicable Law and
sufficient to enable the Institution to
furnish the Company and CRO with
complete and accurate information
regarding all aspects and results of the
Clinical Trial. The originals of all such
records and materials will be
maintained by the Institution and will
not be destroyed without written
authorization by the Company. A copy
of such materials will be provided to
the Company upon request. The
Company 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.

nebo se jej zdrzela, ziskat
neopravnénou  vyhodu, anebo
podnitit statniho ufednika
k nedovolenému pouziti jeho vlivu
ke zméné€ nebo ovlivnéni ukonu
nebo rozhodnuti statniho organu.

Vedeni zdznamu a oznameni

3.1 Vedeni zaznamt a provadéni auditu.
Hlavni  zkousSejici poskytne
Spolecnosti a/nebo jejimu zastupci
vyplnéné electronické formulafe se
zaznamy o Subjektech hodnoceni
(kazdy jednotliveé dale jen “CRF”) a
informace o stavu a vyvoji, jez
budou detailné popisovat vysledky a
zavéry Klinického hodnoceni dle
pozadavki Protokolu ¢i v jiné forme
pozadované Spole¢nosti ¢i CRO.
CRFs budou predmétem vlastnictvi
Spolecnosti.  Hlavni  zkousSejici
rovnéz piipravi a bude vést
zaznamy, piipadové anamnézy, a
soubory obsahujici veskeré ptislusné
informace v souladu s pozadavky
Prislusnych pravnich predpisi, které
budou dostatecné pro ucel, aby
Instituce byla schopna poskytnout
Spolec¢nosti a CRO, tplné a presné
informace tykajici se veSkerych
aspektt, otazek a  vysledki
Klinického hodnoceni. Originaly
veskerych takovych zaznamt a
materialy budou vedeny Instituci a
nebudou zni¢eny bez predchoziho
pisemného opravnéni poskytnutého
Spolecnosti. Kopie takovych
materialt bude poskytnuta
Spole¢nosti na zakladé vyzvy.
Spolec¢nost a jeji zastupce budou
rovnéz opravnéni provadét kontrolu
a auditovat takové zdznamy a
jakékoli dalsi Informace tykajici se
klinického hodnoceni nebo platebni
zdznamy, jakoz 1 k provedeni
kontroly mista, kde je Klinické
hodnoceni provadéno, a to kdykoli v
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3.2 Adverse Change. The Principal
Investigator and the Institution will
immediately notify the Company and
CRO of any serious adverse event or
reaction to therapy or adverse clinical
development of which it becomes

navaznosti na oznameni odeslané s
dostatecnymi ptedstihem.

3.2 Nepfiznivé ¢ nezadouci zmény.

Hlavni  zkouSejici a  Instituce
neprodlené¢ vyrozumi Spolecnost a
CRO o jakékoli nezadouci udalosti
¢i reakci na terapii ¢i nepfiznivy
klinicky vyvoj o kterém se dozvi v

aware in the course of the Clinical prubéhu  provadéni  Klinického
Trial. All such notifications will be hodnoceni. Veskera takova
promptly confirmed by the Principal oznameni budou neprodlené

Investigator and the Institution in
writing.

potvrzena Hlavnim zkouSejicim a
Instituci v pisemné podobé.

3.3 Confidential Nature of Reports. All 3.3 Duvérna povaha zdznami a zprav.
Clinical Trial Information and CRFs Veskeré Informace tykajici se
are deemed to be the Company’s Klinického hodnoceni a CRFs jsou
Confidential Information (as defined in povazovany za Diavérné informace
Section 5 below). This paragraph does Spolecnosti  (ve smyslu jejich
not apply to patient case histories. definice uvedené v Clanku 5 niZe).
Tento odstavec se nevztahuje na
ptipady  predchozich  anamnéz
pacientd.
3.4 Data Protection. The Institution and 3.4 Ochrana _ udaju.  Instituce a

Company each agree that it will, and
the Institution agrees that it shall
ensure that the Principal Investigator
shall, comply with their respective
obligations as  required  under
applicable privacy and data protection
laws, to the extent applicable to each.
The  Institution and  Principal
Investigator will obtain the written
consent of each Subject in accordance
with Section 1.3 above, such consent to
allow Institution and  Principal
Investigator to disclose the Subject’s
personal health information to the
Company, its licensees and
collaborators, and to CRO, and the

Spolecnost, kazdy samostatné¢ za
sebe souhlasi, Ze budou jednat, a
Instituce souhlasi, ze =zajisti, ze
Hlavni zkousejici bude jednat, v
souladu s  jejich  pfislusnymi
povinnostmi, jez vyplyvaji z
ptislusnych pravnich predpisi na
ochranu osobnich udaju, a to v
rozsahu, ktery se na kazdy z téchto
subjektl vztahuje. Instituce a Hlavni
zkousejici ziskaji pisemny souhlas
kazdého Subjektu hodnoceni v
souladu s odst. 1.3 vySe, pfiCemz
takovy souhlas umozni Instituci a
Hlavnimu zkousSejicimu poskytnuti
¢i sdéleni informaci vztahujicich se

Principal Investigator will provide k zdravotnimu stavu Subjektu
his/her consent and will obtain the hodnoceni Spole¢nosti,  jejim
Clinical Trial staff members’ consent nabyvateliom a  spolupracujicim

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

subjektim a CRO, a Hlavni
zkousejici poskytne svij souhlas a
ziska od Clenti personalu klinického
hodnoceni souhlas tykajici se jejich
osobnich udaji pro ucely pouziti,
zpracovani, drzeni a pfevod jejich
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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 Clinical Trial staff
have the right to access and correct
their personal data. In order to exercise
this right, the requests should be
addressed to the Company and CRO.

3.5 Subject Information. All Clinical
Trial Information will be furnished to
Company or a representative of
Company without patient names.
Company and its designee has the right
to review patient records and other
relevant raw data to verify entries in
the CRFs. Company 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. Company
and its designees retain  the
responsibility for making required
reports and disclosures and other
communications with other appropriate
regulatory authorities. Institution and
Principal  Investigator  agree to
cooperate with Company and its
designees in connection therewith. Any
noncompliance with this Section by

udajii do zemi odliSnych od jejich
domovského statu, ve kterych
nemusi byt stejnd uroven ochrany
jako v jejich domovském statu. Pro
jakékoli osobni udaje obdrzené bud’
od Subjektd hodnoceni nebo od
Clenti personalu klinického
hodnoceni, bude Zadavatel
‘spravcem udaji’ pro piipady, kdy je
Studie provadéna v Evropské Unii.
Hlavni  zkousejici a  Clenové
personalu  klinického hodnoceni
budou mit pravo k pfistupu ke svym
osobnim udajim a budou opravnéni
pozadovat  jejich upfesnéni ¢i
opravu. Za ucelem vykonu tohoto
opravnéni, veskeré zadosti budou
predkladany Spolecnosti a CRO.

3.5 Informace o Subjektech hodnoceni.
Veskeré Informace tykajici se
Klinického hodnoceni budou
poskytnuty Spolecnosti ¢i jejimu
zastupci, a to bez uvedeni jména
pacienta. SpoleCnost a ji zmocnény
zastupce, budou opravnéni
kontrolovat zaznamy o pacientech a
dalsi relevantni zdrojova data za
ucelem ovéteni zaznami
provedenych v CRFs. Spolecnost v
zadném  okamziku  nezvefejni,
neposkytne, nesdéli ¢i neuvede
jméno jakéhokoli Subjektu
hodnoceni ¢i jakoukoli informaci,
jez by kterykoli Subjekt hodnoceni
idetifikovala, a to jakékoli tieti
stran¢, nebude-li takovy pozadavek
vyplyvat z Pfislusnych pravnich
predpisit ¢i nebude-li vyzadovan ze
strany FDA.

3.6 Oznamovaci povinnost vuci
pfislusnym institucim a ufadim.
Spole¢nost a jeji zastupci si
vyhrazuji ponechani odpovédnosti
za provadéni pozadovanych
oznameni, sd€leni, zvefejnéni ¢i jiné
formy komunikace s pfislusnymi
regulatornimi intitucemi. Instituce a
Hlavni zkousejici souhlasi, ze v této
souvislosti bude spolupracovat se
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Institution or Principal Investigator
shall constitute a material breach of
this Agreement.

Obligations of the Company

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

Pursuant to the Regulation no.

226/2008 Coll. as amended, the
Product will be stored at the
Institution’s Pharmacy, which
undertakes to comply with good
pharmacy  practice  requirements,
applicable guidelines of the SUKL
[Statni Gstav pro kontrolu 1é¢iv (State

Spolecnosti.  Jakékoli  neplnéni
povinnosti vyplyvajicich z tohoto
Clanku ze strany Instituce nebo

Hlavniho zkousejiciho bude
predstavovat podstatné poruseni této
Smlouvy.

Zavazky Spolecnosti

4.1 Poskytnuti Produktu. Produkt pro
Klinické  hodnoceni  Spolecnost
poskytne zdarma Hlavnimu
zkousejicimu, a to v dostate¢ném
mnozstvi pro ucely provadéni
Klinického hodnoceni. Instituce
neposkytne ¢i neptfevede jakékoli
mnozstvi Produktu jakékoli tfeti
stran€, nebude-li k tomu =ziskan
predchozi pisemny souhlas
Spolecnosti, pricemz Spolecnost je
na zékladé svého vyhradniho
rozhodnuti opravnéna poskytnuti
takového souhlasu odeptit. Jakékoli
mnozstvi nespotiebovaného
Produktu (bud’® vracené Subjekty
hodnoceni ¢i v jejich zastoupeni, jez
bude zbyvat po  dokonceni
Klinického hodnoceni, ¢i jakkoli
jinak) bude, dle pokynt Spole¢nosti
¢i ji zmocnéného zastupce, vraceno
Spolecnosti ¢i bude zlikvidovano
Instituci fadnym zptisobem na
naklady a dle pokyni Zadavatele.
Veskery Produkt je a zistane

vlastnictvim Spolecnosti. S
vyjimkou zptsobu pouziti, ktery je
specifikovan v Protokolu,

neposkytuje  Spolecnost Instituci
jakékoli wvyslovna ¢i implikovana
prava dusevniho vlastnictvi ve
vztahu k Produktu ¢i k jakékoli
forme ¢i metodé vyroby Ci pouziti
Produktu.

Produkt bude v souladu s vyhlaskou ¢.
226/2008 Sb., vplatném znéni,
uskladnén v Lékarné Instituce, ktera
se zavazuje dodrzovat podminky
spravné lékarenské praxe,
souvisejici pokyny SUKL a zaruGuje
manipulaci s Produktem  pouze
opravnénymi  osobami. Lékarna
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S.

Institute for Drug Control)] and
warrants handling of the Product by
authorized personnel only. The
Institution’s  Pharmacy shall be
responsible for receiving the shipments
of Product and dispensing the Product
to the Principal Investigator or to an
authorized person by the Principal
Investigator.

4.2 Payment. CRO on behalf of the
Company 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
Company or CRO for CRFs which are
not completed and submitted to the
Company or its designee by the time
specified by the Company or which
cannot be evaluated by
the Company. Company and Principal
Investigator represent and warrant that
they shall not enter into any legal
relationship relating to this Clinical
Trial, without the Institution's approval.

The Parties hereby represent and warrant

that there is no conflict of interest on
their part of a financial or non-financial
nature that would prevent proper
conduct of the Clinical Trial pursuant
to Applicable Law.

Confidential  Information. = During  the 5.

sGN33A-005, P1
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Instituce bude zodpovidat za piijem
zasilky Produktu a vydej Produktu
Hlavnimu zkouSejicimu nebo jim
povétené osobe.

4.2 Platby. CRO jménem Spolecnosti
provede thrady za ucelem finan¢ni
podpory Klinického hodnoceni, a to
dle podminek uvedenych v Priloze
A, jez je ptipojena k této Smlouvée a
na  zakladé  tohoto  odkazu
predstavuje jeji nedilnou soucast;
avsak za podminky, ze jakékoli
uhrada nebude provedena ze strany
CRO ve vztahu k tém CRFs, které
nebyly vyplnény a poskytnuty
Spolecnosti ¢i jejimu zastupci v Case
pozadovaném Spolecnosti, pfipadné
které nebude Spolecnost schopna
vyhodnotit. Spole¢nost a Hlavni
zkousejici prohlasuji a zarucuji, ze
nevstoupi do Zzadného pravniho
vztahu vztahujicimu se k tomuto
Klinickému hodnoceni, aniz by s tim
Instituce vyjadtila souhlas.

Smluvni strany timto prohlasuji, ze z
jejich strany neexistuje zadny stiet
zajmid  finan¢ni ¢i  nefinancni
povahy, ktery by branil tadné
realizaci Klinick¢ého hodnoceni v
souladu s platnymi  pravnimi
predpisy.

Duvémé  informace. B¢éhem  provadéni
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(a)

(b)

(©)

performance of the Clinical Trial and during
the term of this Agreement, the Institution
and/or the Principal Investigator may receive
confidential or trade secret information,
including without limitation information
concerning the Company’s present and future
business, Clinical Trial Information,
Inventions,  Product, marketing plans,
regulatory submissions, product lines, product
plans, date testing and research techniques,
inventions, processes, practices, trade secrets,
and like information from or on behalf of the

Company (collectively, “Confidential
Information”). The Institution and 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 Company’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 Institution prior to its receipt from
the Company, as evidenced by written
documentation;

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

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

In the event Institution 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 Institution shall
provide prompt notice of such court order or
requirement to the Company to enable the

sGN33A-005, P1
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Klinického hodnoceni a po dobu platnosti této
Smlouvy, Instituce a/nebo Hlavni zkousejici
mize obdrzet divémé tudaje ¢i informace
predstavujici obchodni tajemstvi, zejména
vcetn¢ informaci vztahujicich se k soucasné ¢i
budouci obchodni cCinnosti  Spolecnosti,
Informaci tykajicich se Klinického hodnoceni,
Vynalezli, Produktu, marketingovych plant,
podani regulatorni povahy, sortimentnich
nabidek, vyrobnich pland, technik zkousSeni dat
a dalsiho vyvoje, objevll, postupli, metod,
obchodnich tajemstvi, a informaci obdobné
povahy od nebo v zastoupeni Spole¢nosti
(spolecné dale jen “Duvérné informace”).
Instituce a Hlavni zkousSejici budou pouzivat
takové Duvérné informace pouze pro
pfimétené ucely nezbytné ke splnéni zavazkt
vyplyvajicich z této Smlouvy a bude udrzovat
v divérném rezimu veskeré takové Duveérné
informace a nezvefejni, neposkytne ¢i je
nesdéli a nezpfistupni takové Divérné
informace jakymkoli tfetim strandm bez
predchoziho pisemného svoleni Spolecnosti, a
to po dobu sedmi (7) let od ukonceni platnosti
této Smlouvy. Tento zavazek se nebude
vztahovat k jakékoli informaci, ktera:

(a) byla Hlavnimu zkousejicimu a/nebo
Instituci znama pted jejim poskytnutim
ze strany Spolecnosti, coz lze prokazat
pisemnou dokumentaci;

(b) byla, nebo se stane vefejné piistupnou ¢i
znamou, aniz by doslo k jakémukoli
pochybeni  ze  strany  Hlavniho
zkousejiciho a/nebo Instituce; nebo

(c) ktera je ziskana od tfeti strany, ktera je
opravnéna takovou informaci sdélit,

poskytnout, zpfistupnit ¢i zvefejnit
Hlavnimu zkousejicimu a/nebo
Instituci.

V piipadé€, Ze budou Instituce nebo Hlavni
zkousejici povinni sdélit, zpfistupnit Cci
poskytnout Duvérné informace na zakladé
rozhodnuti soudu, spravniho ufadu ¢i organu
statni spravy, Hlavni zkousSejici a/nebo
Instituce neprodlen¢ pisemné Spolecnosti
oznami pozadavek dle takové rozhodnuti
soudu ¢i jiné takové zadosti, aby Spolecnost
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Company to seek a protective order or
otherwise prevent or restrict such disclosure.

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

Publications, Press Releases, and Use of

mohla uplatnit ochranny navrh na vydani
predbézného opatfeni Ci jinak predejit ¢i
omezit takové poskytnuti, sdéleni ¢i
zptistupnéni.

Princip Transparence. Hlavni zkousejici a
Instituce rozumi a souhlasi, Ze Spolecnost
bude opravnéna  ucinit  pfistupnymi
informace 0 veskerych odmeénach
uhrazenych Hlavnimu zkouSejicimu a/nebo
Instituci, a to v souladu se svymi
povinnostmi, jez ji plynou z pfislusnych
pravnich predpisti upravujicich a regulujicich
obchodni ¢innost  Spolecnosti.  Hlavni
zkousSejici a Instituce dale souhlasi, Zze
umozni Spolecnosti zpfistupnit informace o
jakychkoli thradach vyplacenych Instituci
a/nebo Hlavnimu zkouSejicimu, a to
zpasobem, ktery bude podléhat vyluénému
rozhodnuti Spolecnosti.

Zverejnéni, tiskova prohlaSeni a Pouziti ndzvu

Institution Name

7.1 Publication Rights. The Principal
Investigator and the Institution shall
retain the right to publish research
results generated by the Institution
pursuant to the Clinical Trial in pursuit
of educational and scientific purposes.
However, the Institution 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
Company 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 Company’s
Confidential Information without prior
written approval of the Company, and
Institution shall promptly remove any
Confidential Information identified and
requested by the Company. If
requested by the Company, Principal
Investigator and Institution shall delay
the submission of any publication or

Instituce

7.1 Opréavnéni k publika¢ni c¢innosti.
Hlavni zkousSejici a Instituce si
zachovaji  opravnéni  publikovat
vysledky vyzkumu dosazené
Institueci  na  zdkladé  tohoto
Klinického hodnoceni, a to pro
edukacni a védecké tucely. Presto
vSak, Hlavni zkouSejici a Instituce
timto vyslovné souhlasi, ze veskeré
navrhy ur¢ené k publikaci ¢i ustni
prezentaci, zejména vcetné rukopist,
vytahli, posterd, a dél vizualniho
charakteru, jez budou zaloZena na
Klinickém hodnoceni ¢i jakychkoli
jeho wvysledcich, budou ptedlozeny
Spolecnosti nejméné Sedesat (60)
dnt pred datem navrhovaného
predlozeni takovych ndvrht k
publikaci ¢i prezentaci. Takové
zvefejnéni a prezentace nebudou
odhalovat jakékoli Duvérné
informace Spole¢nosti, nebude-li k
tomu ziskdno predchozi pisemné
svoleni Spolecnosti a Instituce
neprodlené odstrani jakékoli
Dutvémné informace, jez budou jako
takové oznaceny, ¢i u nichz je tak
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presentation up to sixty (60) days from
the date of the Company’s request for
such a delay to permit the preparation
and filing of related patent
applications. In addition, the Company
shall have the right to require that any
publication or presentation concerning
the work performed hereunder
acknowledge the Company’s support.

7.2 Press Releases. The Institution will

cooperate with the Company in the
preparation of mutually agreeable press
releases and other publicity disclosing
the existence of this Agreement or
other information related to the
Clinical Trial. Except for such
mutually agreed press releases or
publicity, none of the Institution,
Principal Investigator, or the Company
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 Company may publicize
general information regarding such
study without the Institution’s consent.

pozadovano ze strany Spolecnosti. V
pripadé zadosti Spolecnosti, Hlavni
zkousejici a  Instituce  odlozi
uskute¢néni jakéhokoli zvetejnéni i
prezentace po dobu Sedesati (60)
dnti od Zzadosti Spole¢nosti o takovy
odklad, aby ji bylo umoznéno
pfipravit pfislusna podani a podat
souvisejici patentové prihlasky. Dale
pak, Spolecnost bude opravnéna
pozadovat, aby jakékoli zvefejnéni
¢i prezentace tykajici se cCinnosti
provadénych na zakladé této
Smlouvy, obsahovalo odkaz na
podporu a pomoc Spolecnosti.

7.2 Tiskova prohlaSeni. Instituce se

zavazuje, ze bude spolupracovat se
Spolecnosti ohledn¢  ptipravy
vzajemn¢ odsouhlasenych tiskovych
prohlaseni a jakychkoli dalSich
zvetejnéni ¢i odhaleni existence této
Smlouvy ¢i jakékoli jiné informace
vztahujici se k tomuto Klinickému
hodnoceni. S vyjimkou takto
vzajemn¢ dohodnutych tiskovych
prohlaseni nebo publikacni ¢innosti,
ani Instituce, ani Hlavni zkousejici,
ani Spole¢nost nebudou publikovat
jakékoli takové informace, neziskaji-
li k tomu predchozi pisemny souhlas
dotcené strany, avSak za podminky,
ze v pripad¢€, ze Klinické hodnoceni
je soucasti multicentrické studie,
bude Spolecnost opravnéna
publikovat obecné informace
tykajici se takové studie, aniz by k
tomu potfebovala souhlas Instituce.

7.3 Institution Name. The Company agrees 7.3 Nazev Instituce. Spolecnost
not to use the name of the Institution, souhlasi, ze nebude pouzivat nazvu
the Principal Investigator, any other Instituce, jména Hlavniho

physician, faculty member, employee
or student of the Institution for any
purpose without receiving the prior
written approval of the Institution;
provided; however, that the Company
expressly reserves the right to use any
and all such names solely for the
purposes of complying with all
applicable laws or regulations,

zkousejiciho ani jakychkoli dalSich
Iekaiti, Clend fakulty, zaméstnanci
¢i studentd Instituce, a to pro
jakékoli ucely, neziska-li pro to
predchozi pisemny souhlas Instituce;
to vSak za podminky, Ze Spolecnost
si timto vyslovné ponechava
opravnéni pouzit jakykoli nazev ¢i
jméno vyluéné pro ucely plnéni
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including legally required public
disclosures, and for the Company’s
financing related activities. Any
request for approval to use the name of
the Institution or of an individual shall
be addressed to _ at
the address listed below, or to the

pozadavkd stanovenych veskerymi
prislusSnymi pravnimi piedpisy a
narizenim, veetné zakonem
pozadovanych zvefejnéni, a dale ve
vztahu k finanénim  aktivitdm
Spolecnosti.  Jakakoli zadost k
pouziti nazvu Instituce ¢i jména

individual, as appropriate: jakékoli  osob bude zaslana
I | —
uvedenou adresu, ¢i predana
pfislusné osobé, dle podminek

konkrétniho ﬁfiﬁadu:

After the completion of the Clinical Trial, Smluvni strany se dohodly, Ze na
the Parties have agreed that upon the zakladé Zadosti Etické komise
request of the Institution's Ethic Instituce Spole¢nost poskytne, po
Committee, Company shall provide a ukonceni  Klinického hodnoceni,
list of publications related to the results seznam publikaci vztahujicich se
of this Clinical Trial. k vysledkim  tohoto  Klinického

hodnoceni.

Inventions/Clinical Trial Information

8.1 Clinical Trial Information. Institution

represents, warrants and covenants that
its employees and agents (including the

8. Objevy/ Informace tykajici

se Klinického

hodnoceni

8.1 Informace tvkajici

se Klinického
hodnoceni. Instituce prohlasuje,
zaruCuje a zavazuje se, Ze jeji

Principal Investigator) are zaméstnanci a zastupci  (vCetné
contractually obliged to convey to Hlavniho zkousejiciho) jsou
Institution all right, title and interest in smluvné zavazani poskytnout a

and to all results, data, documents,
information and clinical specimens
(including tissue samples) provided,
generated or compiled by Institution or
Principal Investigator or both as a

prevést na Instituci veskera prava a
naroky vu¢i veskerym vysledkiim,
datim,  udajim,  dokumentiim,
informacim a klinickym vzorkim
(v€etné vzorki tkang) poskytnutych,

result of conducting a Clinical Trial ziskanych,  vygenerovanych  ¢i
(“Clinical Trial Information”) and zkompilovanych  Instituci  nebo
inventions, improvements, know-how Hlavnim zkouSejicim ¢i ob&ma

or discoveries, whether or not
patentable, made, conceived or reduced
to practice in connection with the
performance of work hereunder or

témito subjekty jakozto vysledek
provadéni  Klinického hodnoceni
(dale jen “Informace tykajici se
Klinického hodnoceni”) a objevy,

otherwise in connection with the vylepSeni, know-how ¢i vynalezy,
Clinical Trial, which relate to the bez ohledu na to, zda jsou
Clinical Trial, Protocol or Product, or patentovatelné ¢l nikoli,

chemicals or compounds structurally
related to the Product, including,
among other things, its or their use,
formulation, manufacture, mechanism,
or composition, as well as any

uskuteCnéné, dosazené ¢i uvedené
do praxe v souvislosti s vykonem
¢innosti na zaklad¢ této Smlouvy ¢i
v jakékoli jiné souvislosti s
Klinickym hodnocenim, jez se
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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 Confidential Information,
Clinical ~ Trial Information and
Inventions as those in this Agreement.

vztahuji ke Klinickému hodnoceni,
Protokolu ¢i  Produktu, nebo
chemické latce ¢i sloucening, jez se
strukturdlné  poji  k  Produktu,
zejména mimo jiné k jejich pouziti,
vyjadieni, vyrobé, mechanismu ¢i
slozeni, jakoz 1 k jakémukoli
derivatu, vysledku ¢i  vylepSeni,
jichz bylo na tomto zakladé
dosazeno  (spole¢n¢ dale jen,
“Objevy”) a ze veskeré Strany, které
poskytly pristup k Duvérnym
informacim (ve smyslu definovaném
nize) uzaviou dohody o dvérnosti,
zédkazu zpristupnéni ¢i odhaleni
predmétnych informaci a pievodu
vynalezi ¢i  objevl, jejichz
podminky ochrany jsou minimalné
rovné podminkdm ochrany
poskytnuté Divérnym informacim,
Informacim tykajicim se Klinického
hodnoceni a Objeviim na zakladé
této Smlouvy.

8.2 Inventions. The Company, Principal 8.2 Objevy. Spolec¢nost, Hlavni
Investigator and Institution do not zkousejici a Instituce

expect that Inventions will be
conceived or reduced to practice during
the Clinical Trial. However, the
Principal Investigator and Institution
agree that all Inventions shall be the
sole property of the Company. The
Principal Investigator and Institution
agree that all Inventions will promptly
be disclosed to the Company and will
assure and obtain the assistance of
Principal Investigator in making patent
applications in any country in the
world at the Company’s request and
expense. The Principal Investigator
and Institution agree to assist in
prosecuting such patent applications,
including executing or obtaining the
execution of all papers necessary to
transfer to the Company all of
Institution’s right, title and interest in
Inventions and all patents and patent
applications. Institution and Principal
Investigator hereby assign to Company
all their right, title and interest in and
to all Inventions, and they agree to take

nepiedpokladaji, Ze dojde k dosazeni
Objevu ¢i jeho uvedeni do praxe
béhem provadéni tohoto Klinického
hodnoceni. Presto vSak, Hlavni
zkousejici a Instituce timto souhlasi,
ze veSkeré Objevy budou vyhradnim
vlastnictvim  Spole¢nosti. Hlavni
zkousejici a Instituce souhlasi, Ze
veskeré Objevy budou neodkladné
sdéleny a odhaleny Spolecnosti a
zajisti a ziskaji sou¢innost Hlavniho
zkousejiciho pri vyhotoveni
patentové prihlasky v jakémkoli
staté¢, a to na =zakladé Zadosti
Spolecnosti a na jeji naklady.
Hlavni  zkouSejici a Instituce
souhlasi, ze poskytnou pomoc a
soucinnost pii realizaci takovych
patentovych  pfihlasek,  vcetné
podpisu €i zajisténi podpisu veskeré
dokumentace ¢i listin nezbytnych k
pfevodu vsech prav a naroku
Instituce ve vztahu k Objeviim, a to
na Spole¢nost, jakoz i veskerych
patenti a patentovych pfihlasek.
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further acts as may be required to
convey ownership in all Inventions to
Company, 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
Company  shall  reimburse  the
Institution for any reasonable and
necessary expenses actually incurred in
the course of such assistance which
have been prior-approved by the
Company and which are documented
by a written receipt. In no event shall
the Institution obtain or acquire any
rights of any kind with respect to any
Product or the Company’s Confidential
Information, or any other materials or
information provided by or on behalf
of the Company in connection with the
Clinical Trial. Notwithstanding the
above, if an invention, discovery or
improvement arises as the result of
Institution’s use of Confidential
Information or a Product 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 Company.

Instituce a Hlavni zkousejici timto
prevadi na Spole¢nost veskera sva
prava a naroky k veskerym Objeviim
a souhlasi, ze uskutecni dalsi tkony
¢i kroky, jez mohou byt pozadovany
za uCelem realizace pfevodu
vlastnictvi ke vSem Objeviim na
Spolecnost, vcetné  vyhotoveni,
uzavieni a podepsani, nebo zajisténi,
ze jejich zaméstnanci (vCetné
Hlavniho zkousejiciho), statutarni
orgadny, vedouci pracovnici ¢i
zastupci  vyhotovi, uzaviou i
podepiSou, jakékoli dokumenty
nezbytné k uskuteCnéni shora
uvedeného. Tato povinnost
zptistupnit, odhalit, sdélit,
poskytnout pomoc a soucinnost a
podepsat  pfislusné  dokumenty
zustava v platnosti i v pfipadé
vyprseni platnosti ¢i pfi ukonceni
platnosti této Smlouvy. Spolecnost
Instituci uhradi jakékoli divodné a
nezbytné naklady, jez byly skute¢né
vynalozeny v priabéhu poskytovani
takové souCinnosti, a jez byly
pfedem schvaleny Spolecnosti a jsou
nalezite zdokumentovany
pisemnymi doklady. V ZzZadném
ptipadé¢  Instituce  neziska  ¢Ci
nenabude pravo jakéhokoli druhu
tykajici se Produktu ¢i Duvérnych
informaci Spole¢nosti, ¢i jakémukoli
jinému materidlu ¢i  informacim
poskytnutym  jménem ¢i v
zastoupeni Spole¢nosti v souvislosti
s timto Klinickym hodnocenim. Bez
ohledu na shora uvedené, v ptipade,
ze dojde ke wvzniku jakéhokoli
objevu, vynalezu ¢i zlepSeni, a to
jakozto vysledku jakéhokoli pouziti
Diivérnych informaci ¢i Produktu ze
strany Instituce, a to pro jakykoli
ucel, jenz je odlisny od provedeni
Klinického hodnoceni, takovy objev,
vynalez ¢ vylepSeni  budou
povazovany piedmét vyhradniho
vlastnictvi Spolecnosti.

9. Indemnification by Company. The Company 9.  Odskodnéni ze strany Spolecnosti.
will indemnify, hold harmless and defend the Spolecnost odSkodni, bude kryt a hajit Instituci
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Institution, and its trustees, directors, officers,
employees, physicians and agents, including
the Principal Investigator (collectively the
“Institution 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 Product 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
Institution Indemnitees; or (b) failure to adhere
to the terms of the Protocol or this Agreement.

Company’s indemnification obligations
shall be subject to the following conditions:
(1) Institution shall properly maintain and,
if requested, make available to Company,
records concerning the receipt, storage,
handling and wuse of the Product;
(i1) Institution shall promptly report to
Company any significant or alarming
developments that may occur during the
Clinical Trial as well as any information
from which it may reasonably conclude
that an incident of bodily injury, sickness,
disease, or death might occur or has
occurred; (iii) Institution shall not enter
into any settlement of a Claim for which
indemnification is  sought  without
Company’s  prior  written  consent;
(iv) Institution will not, without prior
written consent of Company, voluntarily
make any payment in connection with any
Claim;  (v) Institution  shall  provide
Company written notice of any Claims for
damages against Institution that might
relate to the Clinical Trial as soon as
Institution  receives  notice  thereof,
regardless of whether Institution intends to
make an indemnification claim against
Company; (vi) Institution shall tender
defense of any Claim subject to
indemnification to Company and fully
cooperate with and assist Company in the
investigation, negotiation, settlement and
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a jeji spravce, cleny statutarnich organd,
vedouci pracovniky, zaméstnance, lékaie a
zastupce, a to vcetn¢ Hlavniho zkousSejiciho
(souhrnné dale jen “Odskodnovani na strané
Instituce™) vuc¢i veskerym zalobam podanym
tfetimi stranami, soudnim fizenim, narokim a
Setfenim ("dale jen “Naroky”), jez mohou byt
vzneseny i zahajeny a veskerym rozsudkdm,
nahradam $kod, odpovédnostnim zavazkdm,
nakladim a vydajim, vyplyvajicim z pouziti
Produktu v naprostém souladu s piislusSnym
Protokolem, avSak pouze v takovém rozsahu, v
jakém jakykoli takovy Narok neni zptisoben ¢i
neni dusledkem (a) jakéhokoli nedbalostniho
¢i  umyslného jednani ¢i  opomenuti
Odskodnovanych na strané Instituce; nebo
(b) poruseni povinnosti jednat v souladu s
podminkami Protokolu ¢i této Smlouvy.

Zavazky Spolecnosti vztahujici se k
povinnosti odskodnéni budou podléhat
nasledujicim podminkam: (i) Instituce je
povinna tadné vést, a je-li tak pozadovano,
zptistupnit Spolecnosti, zdznamy tykajici se
prijeti, skladovani, manipulace a pouziti
Produktu; (ii) Instituce neprodlené oznami
Spolecnosti  jakékoli  podstatné  ¢i
znepokojujici prubéhy i situace, ke kterym
muze dojit béhem provadéni Klinického
hodnoceni, jakoz i jakékoli informace, na
jejichz zaklad¢ lze dojit k davodnému
zaveéru, ze mize dojit, ¢i doslo ke vzniku
ujmy na zdravi, choroby, onemocnéni c¢i
smrti; (iii) Instituce neuzavie jakékoli
vyrovnani ¢i narovnani Naroku ohledné
kterého vyzaduje uplatnéni odskodnéni
neziska-li k tomu pfedchozi pisemny
souhlas  Spolecnosti; (iv) Instituce bez
predchoziho pisemného svoleni Spole¢nosti
dobrovolné neucini jakoukoli thradu v
souvislosti s jakymkoli = Néarokem;
(v) Instituce poskytne Spolecnosti pisemné
oznameni o jakémkoli Naroku na nahradu
skody uplatnéné vici Instituci, jez se muze
vztahovat ke Klinickému hodnoceni, a to
bez zbyte¢ného odkladu poté, co Instituce
obdrzi vyzvu k takové udalosti se pojici, a
to bez ohledu na skuteCnost, zda Instituce
hodl4a uplatnit narok na odSkodnéni vuci
Spolecnosti; (vi) Instituce nabidne procesni
obranu vici jakémukoli Naroku za
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defense of the Claim; (vii) Company shall
control any such investigation, negotiation,
settlement and defense of any such Claim
or lawsuit, provided that Company may not
admit liability on the part of Institution or
include any remedy against Institution
other than money damages without
Institution’s prior written consent, which
consent shall not be unreasonably withheld
or delayed; and (viii) Company shall
always have the right to control any action
related to the Product.

In the event a Subject suffers injury as a
direct result of his/her participation in the
Clinical Trial, Institution shall provide
reasonably necessary medical treatment for
such injury and, if such injury is not
covered by medical or hospital insurance,
the Company shall reimburse Institution for
the cost of such treatment. Notwithstanding
the foregoing sentence, the Company shall
not be obligated to reimburse the
Institution for such costs if such injury
arises out of or is related to (1) a failure of
Institution, or any of its personnel
conducting the Clinical Trial, to adhere to
the terms of the Protocol, (2)the
negligence or misconduct of Institution or
any of the 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 personnel.
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podminek odskodnéni ze strany Spole¢nosti
a poskytne plnou souinnost a bude
spolupracovat se Spolec¢nosti pri
prosetiovani, negociaci, dosaZeni vyrovnani
¢i narovnani a procesni obrané¢ vuCi
Naroku; (vii) Spole¢nost bude vykonavat
kontrolu nad  jakymkoliv  takovym
vySetfovanim, negociaci, podminkami
vyrovnani ¢i narovnani a vedenim procesni
obrany vuci jakémukoli takovému Naroku
nebo Zzalobé, avsak za podminky, ze
Spole¢nost neni  oprdvnéna  pripustit
odpovédnost za Skodu ze strany Instituce
nebo nezahrne jakykoli prostiedek napravy
uplatnény vacéi Instituci odliSny, nezli je
finanéni nahrada Skody, nebyl-li k
takovému postupu poskytnut piedchozi
pisemny  souhlas Instituce, pficemz
poskytnuti  takového souhlasu nebude
bezdivodné odpirano ¢i zadrzovano; a
(viii) Spole¢nost bude vzdy opravnéna
uplatnovat vykon kontroly nad jakoukoli
¢innosti ¢i ukonem, jez se tykaji Produktu.

V pripad¢€, Zze Subjekt utrpi jmu na zdravi
jakozto pfimy duasledek své ucasti v
Klinickém hodnoceni, Instituce poskytne
pfiméfenou, avSak nezbytnou Iékaiskou
péci s ohledem na takovou ujmu na zdravi,
a v pripadé, Ze nebude takova jma na
zdravi uhrazena z prostedkll zdravotniho ¢i
nemocni¢niho pojisténi, Spole¢nost
Instituci nahradi néklady takové péce a
osetfovani. Bez ohledu na znéni ptedchozi
véty, Spolecnost nebude povinna proplatit
Instituci takové naklady v pripadé, ze
takova ujma na zdravi vyplyne z, ¢i je
spojena s (1) poruSenim  povinnosti
Instituce, nebo jakéhokoli jejiho
zaméstnance  provadéjictho  Klinické
hodnoceni, jednat v souladu s podminkami
Protokolu, (2) nedbalostnim jednanim ¢i
nespravnym postupem na stran¢ Instituce ¢i
jakéhokoli jejiho zaméstnance
provadgjiciho Klinické hodnoceni, zejména
veetné Hlavniho zkousejiciho,
(3) predchoziho, Jiz existujiciho
abnormalniho zdravotniho stavu ¢i jiného
existujiciho onemocnéni Subjektu
hodnoceni, nebo 1é¢by, ktera by byla
Subjektu hodnoceni poskytnuta za béznych
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10. Indemnification by Institution. The Institution

will indemnify, hold harmless and defend the
Company, 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 Institution Indemnitees or
(b) breach of this Agreement or failure to
adhere to the terms of the Protocol by any
Institution Indemnitees.  The Institution’s
indemnification  obligations under this
Section 10 shall be subject to the following
conditions: (i) Company does not enter into
any settlement of a Claim for which
indemnification is sought without Institution’s
prior written consent; (ii) Company does not,
without prior written consent of Institution,
voluntarily make any payment in connection
with any Claim; (iii) Company provides
Institution written notice of any Claims for
damages against Company that might relate to
the Clinical Trial as soon as Company receives
notice thereof, regardless of whether Company
intends to make an indemnification claim

against Institution; (iv) Company tenders
defense of any Claim subject to
indemnification to Institution and fully

cooperates with and assists Institution in the
investigation, negotiation, settlement and
defense of the Claim; and (v) Company allows
Institution to control any such investigation,
negotiation, settlement and defense of any
such Claim or lawsuit, provided that
Institution may not admit liability on the part
of Company or include any remedy against
Company other than money damages without
Company’s prior written consent, which
consent shall not be unreasonably withheld or
delayed.
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10.

podminek bez ohledu na jeho tucast v
Klinickém hodnoceni, nebo (4) Subjekt
hodnoceni nedodrzi odlivodnéné pokyny
poskytnuté jeho Ilékatem ¢i jakymkoli
¢lenem persondlu zapojeného do vykonu
Klinického hodnoceni.

Odskodnéni ze strany Instituce. Instituce
odskodni, bude kryt a hajit Spolecnost a jeji
Cleny  statutarnich  organd, vedouci
pracovniky, zaméstnance a zastupce vici
veSkerym Naroklim, jez mohou byt

vzneseny ¢i  zahdjeny a  vesSkerym
rozsudkiim, nahradam skod,
odpovédnostnim zavazklim, nakladim a
vydajim, vyplyvajicim bud’ z
(a) jakéhokoli nedbalostniho ¢i umyslného
jednani  ¢i  opomenuti  zpusobeného

Odskodnovanymi na strané Instituce; nebo
(b) poruseni smluvnich podminek této
Smlouvy ¢i poruSeni povinnosti jednat v
souladu s podminkami Protokolu ze strany
Odskodnovanych na strané¢ Instituce.
Zavazky tykajici se povinnosti odskodnéni
ze strany Instituce v souladu s timto
¢lankem 10 budou podléhat nasledujicim
podminkam: (i) Spole¢nost  neuzavie
jakékoli vyrovnani ¢i narovnani Naroku,
ohledn¢ kterého je Instituci uplatnén narok
na odskodnéni, neziska-li k tomu predchozi
pisemny souhlas Instituce; (ii) Spolecnost
bez predchoziho pisemného svoleni
Instituce dobrovolné neucini jakoukoli
uhradu v souvislosti s jakymkoli Narokem;
(ii1) Spolecnost poskytne Instituci pisemné
oznameni o jakémkoli Naroku na nahradu
Skody uplatnéném vici Spolecnosti, jez se
muze vztahovat ke Klinickému hodnoceni,
a to bez ohledu na skuteCnost, zda
Spolecnost hodla uplatnit narok na
odskodnéni vici Instituci; (vi) Spolecnost
nabidne procesni obranu vacéi jakémukoli
Naroku za podminek odskodnéni ze strany
Instituce a poskytne plnou soucinnost a
bude spolupracovat s Instituci pfi
prosetfovani, negociaci, dosazeni vyrovnani
¢i narovnani a procesni obran¢ vUci
Naroku; a (v) Spole¢nost umozni Instituci
vykon kontroly nad jakymkoliv takovym
vySetfovanim, negociaci, podminkami
vyrovnani ¢i narovnani a vedenim procesni
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11.

12.

Liability Insurance. The parties hereto
acknowledge that Company has obtained
Insurance cover, in accordance with and to the
extent required by Applicable Law (in
compliance with § 52 par.3, f) of the Act no.
378/2007 Coll., on Pharmaceuticals, as
amended), for Subject injuries arising from
their participation in the Clinical Trial.
Certificate of Insurance is attached hereto as
Appendix B. The Company is obliged to
maintain insurance for the whole duration of
the Clinical Trial conduct. The Institution shall
maintain  insurance  or  self-insurance
reasonably adequate to cover any liabilities
arising out of its or the Principal Investigator’s
obligations under this Agreement. The
Institution shall, at Company’s or CRO’s
request, have its insurance carrier for such
insurance furnish to Company 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 Company and
CRO.

Relationship of the Parties. The Institution and
the Principal Investigator shall both be deemed
to be independent contractors for all purposes
and for all services to be provided under this
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11.

obrany vuci jakémukoli takovému Naroku
nebo zalobé, avSak za podminky, Zze
Instituce  neni  opravnéna  pfipustit
odpovédnost za Skodu ze strany Spole¢nosti
nebo nezahrne jakykoli prostfedek napravy
uplatnény vu¢i Spolecnosti odlisny nezli
finanéni ndhradu Skody, nebyl-li k
takovému postupu poskytnut predchozi
pisemny souhlas Spole¢nosti, pficemz
poskytnuti takového souhlasu nebude
bezdtivodné odpirano ¢i zadrzovano.

Pojisténi odpovédnosti za Skodu. Strany
timto berou na védomi, Ze Spolecnost
ziskala pojistné kryti, a to v souladu s, a v
rozsahu pozadovaném Ptislusnymi
pravnimi predpisy (v souladu s § 52 odst. 3
pism. f) zakona ¢. 378/2007 Sb., o 1é¢ivech,
ve znéni pozdéjsich predpisl), v souvislosti
s ujmou na zdravi Subjektd hodnoceni,
vzniknuvs$i z jejich ucasti v Klinickém
hodnoceni. Pojistny certifikat tvoti Prilohu
B této Smlouvy. SpoleCnost je povinna
udrzovat pojisténi po celou dobu provadéni
Klinického hodnoceni. Instituce je povinna
zachovavat pojisténi ¢i mit zfizeny vlastni
pojistny fond, a to v dostate¢né, adekvatni
vysi ke kryti jakychkoli odpovédnostnich
zévazkl vyplynuvsich z jejich povinnosti a
zévazkl z této Smlouvy plynoucich, nebo
povinnosti a zévazkl Hlavniho
zkousejiciho upravenych touto Smlouvou.
Instituce se =zavazuje, Z¢ na Vvyzvu
Spolecnosti ¢i CRO, zajisti, Ze pojistitel
takového  jejiho  pojisténi  poskytne
Spolecnosti ¢i CRO, a to dle podminek
konkrétniho ptipadu, potvrzeni prokazujici,
ze takové pojisténi je platné a ucinné,
pricemz takové potvrzeni bude uvadét
jakoukoli  spolutdast  pojisténého, a
zavazuje se, ze takové pojisténi po dobu,
kdy tato Smlouva bude platna a ucinna,
nebude ukonfeno ¢i omezeno pied
uplynutim tficeti (30) dnit od odeslani
pisemného oznameni zaslaného Spolecnosti
a CRO.

12. Vztah Stran. Pro veskeré ucely a ve vztahu ke

sluzbam, jez budou poskytovany za podminek
této Smlouvy, budou jak Instituce tak i Hlavni
zkousejici povazovani za nezavislé dodavatele
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Agreement, and neither the agent nor the
employee of the Company or CRO. Neither
the Principal Investigator nor the Institution
shall have authority to make any statements,
representations or commitments of any kind,
or to take any action, which shall be binding
upon the Company or CRO, except as
expressly provided for in this Agreement or
authorized in writing by the Company or
CRO, as the case may be. Institution shall
assume full responsibility for billing and
reimbursement from all payors other than
Company.

smluvniho plnéni, a nikoli za zastupce C¢i
zaméstnance Spolecnosti ¢i CRO. Ani Hlavni
zkousejici, ani Instituce nebudou opravnéni
Cinit jakakoli prohlaseni, vyjadfeni ¢i zdvazky
jakéhokoli druhu, nebo konat jakékoli tikony,
jez budou zavazné vicéi SpoleCnosti nebo
CRO, s vyjimkou takovych ukont, jez jsou
vyslovné upraveny touto Smlouvou nebo k
nimz budou zmocnéni pisemnym opravnénim
poskytnutym Spolec¢nosti nebo CRO, dle
podminek konkrétniho pfipadu. Instituce se
zavazuje, ze prebira plnou odpovédnost za
fakturaci a uhrady od vSech platci uhrad
odlisnych od Spolec¢nosti.

13. Warranties. EXCEPT AS EXPRESSLY 13. Ziruky. S VYJIMKOU UPRAVY V TOMTO
STATED HEREIN, NEITHER THE DOKUMENTU VYSLOVNE UVEDENE,
COMPANY NOR THE CRO MAKES ANY ANI SPOLECNOST, ANI CRO,
WARRANTIES, EXPRESS OR IMPLIED, NEPOSKYTUJI JAKEKOLI ZARUKY,
WITH RESPECT TO ANY CLINICAL VYSLOVNE (I IMPLIKOVANE, VE
TRIAL, ANY PRODUCT OR ANY VZTAHU K JAKEMUKOLI KLINICKEMU
MATERIALS OR PROCESSES PROVIDED HODNOCENI, JAKEMUKOLI PRODUKTU
HEREUNDER, INCLUDING WITHOUT CI JAKEMUKOLI MATERIALU NEBO
LIMITATION ANY WARRANTIES OF POSTUPU POSKYTNUTEMU ZA
MERCHANTABILITY OR FITNESS FOR A PODMINEK TETO SMLOUVY, ZEJIMENA
PARTICULAR PURPOSE. NEITHER THE VCETNE JAKYCHKOLI ZARUK
COMPANY NOR CRO SHALL BE LIABLE OBCHODOVATELNOSTI CI
FOR ANY CONSEQUENTIAL, PUNITIVE, POUZITELNOSTI PRO URCITY
INDIRECT, OR OTHER DAMAGES KONKRETNI UCEL. ANI SPOLECNOST,
SUFFERED BY INSTITUTION OR ANI CRO NEBUDOU ODPOVEDNE ZA
PRINCIPAL INVESTIGATOR OR ANY JAKEKOLI  NASLEDNE, SANKCNI,
OTHERS AS A RESULT OF ANY NEPRIME CI JINE NAHRADY SKOD,
NEGLIGENCE OR WILLFUL ACT OR KTERE UTRPI INSTITUCE CI HLAVNI
OMISSION; OR FAILURE TO ADHERE TO ZKOUSEJICI  JAKOZTO  DUSLEDEK
THE TERMS OF THE PROTOCOL OF THIS JAKEHOKOLI NEDBALOSTNiHO (I
CLINICAL TRIAL. UMYSLNEHO JEDNANI CI OPOMENUTI,

NEBO PORUSENI POVINNOSTI JEDNAT
Y SOULADU S PODMINKAMI
PROTOKOLU TOHOTO KLINICKEHO
HODNOCENI.
14. Term and Termination Doba platnosti a ukonéeni platnosti
141 Term. This Agreement shall 14.1 Doba platnosti. Tato Smlouva
commence on the Effective Date and nabude ucéinnosti ke Dni u¢innosti a
shall remain in effect, unless zastane ucinnou, nebude-li

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

ukonéena jeji platnost a ucinnost
diive za nize uvedenych podminek
do okamziku dokonceni Klinického
hodnoceni, a do doby, nez Hlavni
zkousejici predlozi Spolecnosti ¢i ji
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to Company or its designee, and
Company or its designee has accepted
all such CRFs and documents.

Subject Study treatment period lasts
approximately * If
the difference between the actual
duration and the anticipated duration is
longer than 6 months, the Parties shall
revise this Agreement in form of a

written Amendment.
14.2  Termination

(a) Company Termination. The Company
reserves the right to terminate this
Agreement in whole or in part, with or
without cause, at any time upon thirty
(30) days’ written notice.

(b) 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 (i1) 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
patient safety. No additional patients
may be enrolled in the Clinical Trial
after the Institution has received notice
of such termination from the Company
or CRO and any advance payments to
the Institution will be immediately
refunded to the Company or its
designee.

uréenému zmocnénci veskeré CRFs
a dalsi dokumentaci vyzadovanou
Protokolem a SpoleCnost, ¢i ji
uréeny zmocnénec veSkeré takové
CRF’s a dokumenty akceptuje.

Obdobi 1écby Subjektu hodnoceni trva
piiblizng I

Pfipadna odchylka skute¢né doby
trvani od pfedpokladané doby trvani
delsi nez 6 mésicti vyZaduje zménu
této Smlouvy ve formé pisemného
dodatku.

14.2 Ukonceni platnosti

(a)

(b)

Ukonceni  platnosti  Spolecnosti.
Spole¢nost si  vyhrazuje pravo
ukoncit platnost této Smlouvy, a to
jako celku ¢i jeji ¢asti, s udanim ¢i
bez udani divodu, a to v kterykoli
Casovy okamzik pisemnou vypovedi
s ftficeti (30) denni vypovédni
lhtitou.

Ukonceni platnosti v duasledku
poruseni Smlouvy. Bez ohledu na
shora uvedené, Strana muze vedle
jakychkoli  ostatnich  dostupnych
prostiedkti  napravy, (i) ukoncit
platnost této Smlouvy s okamzitou
platnosti a ucinnosti v pripade
podstatného  poruSeni smluvnich
podminek jinou Stranou
spocivajicim v nedodrzeni podminek
Protokolu, a (ii) ukoncit platnost této
Smlouvy s okamzitou u€innosti v
ptipadé zasadniho prodleni,
opominuti ¢i podstatného poruseni
smluvnich podminek této Smlouvy,
avsak s tim, Ze Strana, jez se
dopousti poruseni/prodleni
neposkytne  napravu  takového
podstatného prodleni, opominuti ¢i
poruseni, ¢i nebude-li jednat v
souladu se shora uvedenym ve lhité
patnacti (15) dni ode dne, kdy
obdrzi vyzvu ke zdrzeni se takového
jednani. V takovém pfiipad¢, 1écba
jakéhokoli  Subjektu  hodnoceni
muize byt kontinualn€¢ poskytovana,
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14.3 Immediate Termination. Company

may immediately terminate this
Agreement (in addition to any other
remedies available to it), by providing
written notice to Institution upon the
occurrence of any of the following:
(a) the Principal Investigator becomes
unable to complete the Clinical Trial,
(b) the Institution 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 Company, 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 Company determines in
it sole discretion that Institution or
Principal Investigator has failed to
recruit or enroll a sufficient number of
study  subjects, or (f) Company
determines in its sole discretion that
either  Institution or  Principal
Investigator has materially breached
the terms of this Agreement or the
Protocol and such breach cannot be
cured.

14.3 Okamzité

aby bylo uc¢inéno zadost pozadavku
na zajisténi bezpecnosti zdravi
pacienta. Do Klinického hodnoceni
nebudou po okamziku, kdy Instituce
obdrzi ozndmeni o takovém
ukonceni platnosti odeslané
Spolecnosti ¢i CRO, zatazeni zadni
dalsi pacienti a veskeré zalohové
platby budou Instituci neprodlené
navraceny  SpoleCnosti  ¢i  ji
uréenému zastupci.

ukonceni  platnosti.
Spolecnost je opravnéna ukoncit
platnost této Smlouvy s okamzitou
ucinnosti (vedle jakychkoli ostatnich
dostupnych prostfedkti napravy),
doru¢enim pisemného oznameni
Instituci, dojde-li ke kterékoli z
nasledujicich udalosti: (a) Hlavni
zkousejici prestane byt schopen

dokoncit Klinické hodnoceni,
(b) Instituce nebude poskytovat c¢i
nebude schopna poskytnout

dostatecné prostory, zafizeni a
zdroje  nezbytné k  dokonceni
Klinického  hodnoceni,  (c) EK
doporu¢i  ukonceni  Klinického
hodnoceni, (d) Spole¢nost v ramci
své vylucné diskrece dospéje k
zavéru, ze bezpecnost Subjektl
hodnoceni je ohrozena nebo data,
udaje a vysledky Klinického
hodnoceni podporuji rozhodnuti k
ukonceni studie z jakéhokoli
divodu, zejména véetné¢ divodl
bezpecnosti zdravi Subjekti
hodnoceni, (e) Spolecnost na
zéklad¢ svého vylu¢ného rozhodnuti
dospéje k zaveéru, ze Instituce nebo

Hlavni  zkouSejici nesplnili  ¢i
neprovedli nabor ¢i  zafazeni
dostate¢ného poctu Subjekti

hodnoceni, nebo (f) Spole¢nost v
ramci  své  vyluéné  diskrece
rozhodne, Ze bud Instituce nebo
Hlavni  zkouSejici  podstatnym
zpisobem porusili podminky této
Smlouvy nebo Protokolu a takové
porusenim nemuize byt zhojeno.
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14.4  Effect of Termination. In the event

that this Agreement is terminated prior
to completion of the Clinical Trial, for
any reason, Institution shall ensure that
Principal Investigator (a) ceases
enrolling subjects in the Clinical Trial,
(b) ceases treating Subjects under the
Protocol as directed by Company or
CRO to the extent medically
permissible and appropriate,
(c) terminates, as soon as practicable,
all other Clinical Trial activities, and
(d) furnishes to Company a final report
for the Clinical Trial in the form
reasonably acceptable to Company.
Promptly  following any  such
termination, Institution and Principal
Investigator will provide to Company
all data collected in connection with
the Clinical Trial; provided, however,
that Institution 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 Institution or
Principal Investigator, Company or
CRO shall pay Institution for all the
services it has completed hereunder
prior to the date of termination or
expiration. Institution shall promptly
refund to Company or CRO, as
directed, upon  termination  or
expiration any unearned payments.

14.4 Utinky ukon&eni platnosti. V

pripadé, Zze bude ukoncena platnost
této Smlouvy pied dokoncenim
Klinického hodnoceni, a to z
jakéhokoli dtvodu, Instituce zajisti,
ze Hlavni zkousSejici (a) zastavi
zatazovani Subjektti hodnoceni do
Klinického hodnoceni, (b) ukonci
1é¢bu Subjekti hodnoceni
provadénou dle Protokolu podle
pokynti Spole¢nosti nebo CRO, a to
v rozsahu, jenz je medicinsky
piispustny a vhodny, (c) ukonéi, a to
v terminu nejdiive mozném, veskeré
dalsi cCinnosti a aktivity v ramci
Klinického hodnoceni, a
(d) poskytne Spole¢nosti zavéreénou
Zpravu ohledné Klinického
hodnoceni ve formé, jez bude
divodné pfijatelnd pro Spolecnost.
Neprodlené v navaznosti na jakékoli
takové ukonceni platnosti, Instituce
a Hlavni zkouSejici poskytnou
Spolecnosti veskera data a tudaje
shromézdéné a ziskané v souvislosti
s Klinickym hodnocenim; avSak to
za podminky, Ze Instituce bude
opravnéna ponechat si jednu (1)
dokumentarni  kopii  Duvérnych
Informaci pro ucely archivace
zaznami, a to za podminky
nepferusené¢ho dodrzovani
povinnosti  zachovavat  davérny
rezim takovych informaci a dale
povinnosti nenakladat s takovymi
udaji v souladu s podminkami
uvedenymi v této Smlouvé. V
navaznosti na ukonceni platnosti
Smlouvy ¢i vyprSeni jeji platnosti,
neni-li platnost Smlouvy ukonéena z
divodu  podstatného  poruseni
smluvnich podminek Instituci ¢i
Hlavnim Zkous$ejicim, Spole¢nost
nebo CRO uhradi Instituci veskeré
Cinnosti a aktivity, jez byly
dokonCeny za podminek této
Smlouvy pied datem ukonceni
platnosti Smlouvy ¢i uplynutim jeji
platnosti. Instituce se zavazuje, Ze
neprodlené navrati Spolec¢nosti nebo
CRO, a to dle obdrzenych pokyni a
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14.5  Survival. In addition to the terms
that survive in accordance with the
terms hereunder, Sections 1.4, 2-3,
5-10, and 12-16 shall survive
termination of this Agreement.

15. Return of Product. Upon termination of this

Agreement, the Institution will, at the
reasonable cost of the Company, return to the
Company or its designee all nondisposable
Product, 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 Company to the Institution 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

instrukci, v navaznosti na ukonceni
platnosti Smlouvy ¢i vyprSeni jeji
platnosti veskeré platby, na které
nevznikl narok.

14.5 Pietrvani v platnosti.  Vedle
podminek a ustanoveni, jez zlstanou
zavazné po ukonceni platnosti této
Smlouvy za podminek v ni
uvedenych, Odstavec 1.4, a Clénky
2-3, 5-10, a 12-16 zustanou zavazné
i po ukonCeni platnosti této
Smlouvy.

15. Vraceni Produktu. V navaznosti na ukonéeni

platnosti této Smlouvy, Instituce se zavazuje,
ze na naklady Spolecnosti v pfiméfené vysi,
vrati Spolecnosti €¢i ji urCenému zmocnénci,
veskeré mnozstvi nepouzitého Produktu,
zafizeni a materialy, jakoz i veskeré kopie
nakresti, specifikaci, manuali a dalSich
tisténych  ¢i  reprodukovanych  materialt
(vCetn¢ informaci obsaZzenych na médiich
pfistupnych prostfednictvim vypocetni
techniky) poskytnutych SpoleCnosti, ¢i jejim
jménem, Instituci ¢i Hlavnimu zkousejicimu
na zakladé tohoto Klinického hodnoceni.

16. Rizné

16.1 Dodatky a Vzdani se prav.
Jakékoli wustanoveni ¢i podminka
této Smlouvy muize byt predmétem
zmény Ci vzdani se prava vyhradné
na zékladé pisemného souhlasného
ujednani Stran ¢i jejich pfislusnych
pravnich nastupcii, postupnikd ¢i
nabyvatelt. Jakykoli dodatek ¢i
vzdani se prav uskutecnéné v
souladu s timto Clankem 16.1 bude
pravné zavazné vuci Strandm a
jejich pravnim nastupcim,
postupnikiim ¢i nabyvatelim.

16.2 Oznameni. Jakékoli oznameni
pozadované ¢i pripustné na zakladé
této Smlouvy bude ucinéné v
pisemné formé a bude povazovano
za fadné pfijaté, bude-li dorucené
osobn¢ ¢ kuryrni  sluzbou,
“overnight” dorucovaci sluzbou ¢i
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after being deposited in the regular
mail as certified or 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. Notices to Institution shall be
made to following contact:

Fakultni nemocnice Ostrava
Centrum klinickych studii
17. listopadu 1790/5

708 52 Ostrava - Poruba

Czech Republic
Telefon:
Fax:

Notices to Principal Investigator
shall be made to following
contact:

Fakultni nemocnice Ostrava
Klinika hematoonkologie
17. listopadu 1790/5

708 52 Ostrava - Poruba

Czech Republic

Teteton: I

16.3  Assignment. The Institution agrees
not to assign any of its rights or
obligations under this Agreement to
any other party without first obtaining
the Company’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

sGN33A-005, P1
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potvrzenym faxovym pfenosem,
nebo po uplynuti ¢tyficeti osmi (48)
hodin poté, co bylo oznameni
pfedano bézné postovni sluzbé jako
doporucena ¢i potvrzend posStovni
zasilka  (leteckd v pfipadé
mezinarodniho odesilani) s piredem
uhrazenym postovnym, je-li takové
oznameni odesilano  Strané¢ -
adresatu na takovou pfislusnou
adresu Strany ¢i faxové Cislo Strany
uvedené nize nebo nasledné
zménéné na zakladé pisemného
oznameni. Sdéleni urcena Instituci
budou wucinéna na nasledujicich
kontaktech:

Fakultni nemocnice Ostrava
Centrum klinickych studii
17. listopadu 1790/5

708 52 Ostrava - Poruba

Ceska republika
Telefon:
Fax:

Sdéleni uréena Hlavnimu
zkousejicimu budou u¢inéna na

nésleduiicich kontaktech:

Fakultni nemocnice Ostrava
Klinika hematoonkologie
17. listopadu 1790/5

708 52 Ostrava - Poruba

Ceskaé republika

Teteton: I

16.3 Postoupeni. Instituce timto
souhlasi, Ze nepfevede ¢i nepostoupi
jakékoli své pravo ¢i  zavazek
vyplyvajici z této Smlouvy na
jakoukoli stranu, aniz by si k
takovému kroku obstarala piedchozi
pisemny  souhlas Spole¢nosti.
Podminky a ustanoveni této
Smlouvy se ptizptisobi a uplatni ve
prospéch Stran a budou zavazné
vici  pfisluSnym  opravnénym
pravnim nastupcim Stran ¢i vuci
jejich postupnikiim a nabyvatelm.
Z4dné ustanoveni této Smlouvy,
vyslovné ¢i  implikované, neni

-32- Seattle Genetics



Agreement, except as
provided in this Agreement.

expressly

16.4  Injunctive Relief. The Parties agree

that irreparable damage would be
caused in the event that any of the
provisions of this Agreement were not
performed in  accordance  with
stipulated specific terms and conditions
or were otherwise breached. It is
hereby accordingly agreed that the
Parties shall be entitled to seek an
injunction or injunctions to prevent any
violations of this Agreement and to
enforce specifically the terms and
provisions of this Agreement in any
court of competent jurisdiction, this
being in addition to any other remedy
to which they are entitled by applicable
legal regulations.

16.5 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 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

zamysSleno zplsobem, jenz by
proptjcoval jakékoli stran¢ odlisné
od Stran této Smlouvy, ¢i jejich
pfislusSnym pravnim nastupctm,
postupnikim  ¢i  nabyvatelim,
jakakoli prava, opravné prostredky,
povinnosti ¢i zavazky odskodnéni za
podminek této Smlouvy, ¢i v jejim
disledku, neni-li tak vyslovné
uvedeno v této Smlouve.

16.4 Opatfeni ochranného charakteru.

Strany timto souhlasi, Ze dojde ke
vzniku neodcinitelné Skody, a to v
pripadé, ze jakékoli ustanoveni této
Smlouvy nebylo naplnéno v souladu
s v ném definovanymi podminkami
nebo bylo-li jinak poruseno. Strany
timto  odpovidajicim  zpusobem
souhlasi, Ze Strany budou opravnény
podat navrh na vydani opatieni
ochranného charakteru ¢i navrh na
vydani predbézného opatfeni nebo
vice navrht na vydani opatfeni
ochranného charakteru za ucelem
zabranéni poruSeni této Smlouvy a
vynuceni  jejich zde vyslovné
upravenych podminek a ustanoveni,
u jakéhokoliv piislusného soudu,
pricemz takova moznost piedstavuje
prosttedek napravy, jehoz lze vyuzit
vedle ostatnich prostfedkii napravy,
ktera jsou ji poskytnuta k uplatnéni
na zakladé pfislusnych pravnich
predpist.

16.5 Oddélitelnost. V piipade, ze

jedno ¢i  vice wustanoveni této
Smlouvy jsou povazovany za
nevykonatelné ¢i nevynutitelné, a to
na zakladé¢ prislusnych pravnich
predpisti, Strany souhlasi, ze nové
projednaji  a  vyjednaji  obsah
takovych dotcenych ustanoveni, a to
pti uplatnéni principu dobré viry, za
ucelem  dosazeni  ekonomické
pozice, kterou kazda ze Stran pokud
mozna, co nejblize méla na zaklade
takového ustanoveni dot¢ené¢ho
nedostatkem  vykonatelnosti. 'V
ptipadé, Ze Strany nebudou schopny
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such provision were so excluded and
(ii1) the balance of the Agreement shall
be enforceable in accordance with its
terms.

16.6  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.

16.7 Trading Restrictions. Information

that the Principal Investigator or other
employees of Institution may learn
during the course of a Clinical Trial
may be deemed to be “material inside
information” about Company. In order
to avoid any actual or perceived
conflicts of interest and the potential
violation of federal or state securities
laws, neither Institution nor any
Principal Investigator will purchase or
trade in any stock or other securities of
Company, 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
Institution employees directly involved

dosahnout vzajemné
akceptovatelného nahrazeni
takového ustanoveni, pak (i) takové
ustanoveni bude vylouCeno ze
Smlouvy, (ii) vyvazenost Smlouvy
bude vykladana takovym zpiisobem,
jako by takové ustanoveni bylo
vylou€eno (iii) vyvazenost Smlouvy
bude vykonatelna a vynutitelna v
souladu s jejimi podminkami a
ustanovenimi.

16.6 Celistvost Smlouvy. Tato

Smlouva a veskeré Smlouvy
souvisejici  se  Studii, vcetn¢
veskerych piiloh téchto dokumentt,
jsou vysledkem vzajemnych jednani
Stran této Smlouvy, a predstavuji
celistvé a 1Uplné ujednani mezi
takovymi Stranami v souvislosti se
zalezitostmi, jeZ jsou predmétem
téchto  smluvnich ujednani a
subsumuyji veskera  predchozi
ujednani, dohody a navrhy smluv
jednotlivych Stran, a to ve vztahu k
obchodnimu  pfipadu, jenz je
upraven Vv téchto dokumentech.
Jakakoli ostatni pisemna ¢i Ustni
ujednani, smlouvy ¢i dohody mezi
Stranami existujici s ohledem na
takovy obchodni pfipad jsou timto
vyslovné zruseny.

16.7 Obchodni omezeni. Informace,

které se mize Hlavni zkousSejici ¢i
dalsi zaméstnanci Instituce dozveédét
v pribéhu Klinického hodnoceni
mohou byt povazovany za
“informace s podstatnym vnitinim
vyznamem”,  ktery se  tyka
Spolecnosti. Za ucelem toho, aby
nedochazelo k  jakymkoli  ¢i
domnivanym stfetim zajmd a
potencialnim porusenim federalnich
¢i statnich pravnich predpisi na
useku cennych papird, ani Instituce
ani Hlavni zkouSejici nebudou
opravnéni ke koupi ¢i prodeji
jakychkoli akcii Spolec¢nosti, nebo
nebudou doporucovat tretim
subjektim, aby tak ucinili, a to po
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in the applicable Clinical Trial, and
Institution 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
1s created, this Section 16.7 shall not
restrict in any way Institution or the
university or institution of which
Institution 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.

16.8 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.

This Agreement is executed in four (4)

counterparts in Czech and English
language. In case of discrepancies of
the language versions, Czech language

dobu trvani pfislusného Klinického
hodnoceni a poté po dobu dalSich
sto osmdesati (180) dnt. Toto
omezeni se vztahuje rovnéz na
veskeré zaméstnance Instituce pfimo
zapojené do prislusného Klinického
hodnoceni. Instituce se zavazuje, Ze
véem témto svym  zapojenym
zaméstnanciim toto omezeni nalezité
sdéli. Bez ohledu na shora uvedené,
v rozsahu, ktery je pfipustny na
zéklad¢ Prislusnych pravnich
ptredpist, a dale v rozsahu, v jakém
nedojde ke vzniku stietu zajmu,
tento Odstavec 16.7 nebude jakkoli
omezovat Instituci nebo univerzitu
¢i instituci, jiz je je Instituce soucasti
ve vztahu k realizaci jakychkoli
investic do podilovych fondi nebo
individualnich cennych papird v
ramci bézného vykonu
podnikatelské ¢innosti, jménem a v
zastoupeni ~ univerzity ¢ Vv
souvislosti s mnadacni Cinnosti
Instituce, jejim rezervnim fondem ¢i
v souvislosti s jakoukoli obdobnou
aktivitou.

16.8 Neexistence tieti obmyslené
strany; Vyklad Smlouvy. Tato
Smlouva je uzaviena vyluéné ve
prospéch Stran této Smlouvy a s
vyjimkou podminek vyslovné v této
Smlouvé uvedenych, jakakoli osoba
¢i subjekt nebude pfimym i
nepiimym obmyslenym piijemcem,
a nebude mit jakykoli pfimy ¢i
nepiimy zalobni diivod ¢i narok v
souvislosti s touto Smlouvou. Nazvy
jednotlivych odstavet této Smlouvy
slouzi vyluéné¢ tucelu umoznéni
snadnéj$i orientace a k provedeni
ptislusnych odkazli, a nemaji byt
povazovany za soucast této Smlouvy
nebo fidit ¢i ovliviiovat vyznam,
vyklad ¢i Géinek této Smlouvy.

Tato Smlouva je sepsana ve Ctyfech (4)
vyhotovenich v ceském a anglickém

jazyce. V piipadé rozporu obou
jazykovych verzi je rozhodujici
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version shall prevail.

This Agreement is governed by and
interpreted in accordance with the laws
of the Czech Republic.

Any disputes, controversy or claims arising
out of this Agreement or in connection
with it, which are not possible to be
settled within thirty (30) days by
mutual agreement of the contractual
parties will be addressed to the
competent court of the Czech Republic.

Exhibits:

Exhibit A — Budget and Payment Terms

Exhibit B — Insurance Certificate

Exhibit C — Study approval from Local and
Multicentric Ethical Committees

Exhibit D — Study approval from State
Institute for Drug Control

Exhibit E — Authorization for Sponsor
representation

Ceské znéni Smlouvy.

Tato Smlouva se fidi a je vykladana
v souladu s pravnimi piedpisy Ceské
republiky.

Jakékoli spory, neshody nebo naroky
vzniklé na zékladé této Smlouvy
nebo ve spojitosti s ni, které neni
béhem tficeti (30) dnd mozné
urovnat vzajemnou dohodou
smluvnich stran, budou feSeny
prostiednictvim pfislusného soudu
Ceské republiky.

Ptilohy:

Priloha A — Rozpocet a platebni piehled

Ptiloha B — Pojistny certifikat

Pfiloha C — Souhlasné stanovisko LEK a
MEK

Ptiloha D — Povoleni SUKL

Ptiloha E — PInd moc k zastupovani
zadavatele
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The parties hereto have caused this
Agreement to be executed on their behalf by their
duly authorized representatives to be effective as set

forth above.

PHARMACEUTICAL RESEARCH
ASSOCIATES CZ

By/Podpis:

Name/Jméno: MUDr. Andrea KI¢
Title/Funkce: Proxy / Prokuristka

Date/Datum:

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

Ceska republika / Czech Republic
Fox Nof. fove:

Strany timto potvrzuji, Zze Smlouva je

uzavirana jejich jménem pfipojenim podpist
opravnénych zastupcii Stran, a to s U¢innosti k
datu stanovenému vyse.

SEATTLE GENETICS, INC.

By/Podpis:

Name/Jméno:

Title/Funkce:

Date/Datum:

Address/Adresa: 21823 30" Dr. SE
Bothell, WA 98021

U.S.A./Spoijené staty americké
Fax Nore. fuxe: R

FAKULTNI NEMOCNICE OSTRAVA

By/Podpis:

Name/Jméno: MUDr. Josef Srovnal
Title/FunkceDeputy Director for Medical
Care/naméstek feditele pro 1écebnou péci

Date/Datum:

Address/Adresa: 17. listopadu 1790

708 52 Ostrava-Poruba

Ceska republika / Czech Republic
HLAVNI ZKOUSEJICI
By/Podpis:

Name/Jméno: [

Date/Datum:
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