CLINICAL TRIAL AGREEMENT

THIS AGREEMENT (this
“Agreement”) is made and entered into
as of the date of disclosure in the
Register of Contracts (the "Effective
Date™) by and between
Immunomedics, Inc., a Delaware
corporation having a place of business at
300 The American Road, Morris Plains,
New Jersey 07950, tax ID: 61-1009366

(hereinafter "SPONSOR"), and

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENT

TUTO SMLOUVU (dale jen
~Smlouva“) uzaviraji dnem uverejnéni v
registru smluv (dale jen ,Den Ucinnosti*)
Immunomedics, Inc., spolecnost
registrovana v Delaware, se sidlem
300 The American Road, Morris Plains,
New Jersey 07950
DIC: 61-1009366

(dale jen ,ZADAVATEL"), a

Fakultni nemocnice Ostrava
17. listopadu 1790/5, 708 52 Ostrava —
Poruba, Czech Republic

CRN: 00845989
VAT: CZ00843989

The deed of foundation issued by the
Ministry of Health of the Czech Republic
on 25 November 1990 under
Ref. No. OP-054-25.11.90Person
authorised to act and sign in the matters
of this Agreement:

doc. MUDr. Petr Vavra, Ph.D., Deputy
Director for Science and Research

Bank Name: Ceska narodni banka

Bank Address: Na Prikope 28, 115 03
Prague 1

Account number: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761
SWIFT: CNBACZPP

Variable Symbol: xxxxxxxx

(hereinafter “INSTITUTION”),

with its employee
XXXXXXXX, With a workplace at: XXXXXXXX,

Fakultni nemocnice Ostrava
17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika

1C: 00843989
DIC: CZ00843989

ZFizovadi listina MZ CR ze dne 25.
listopadu 1990 &.j. OP-054-25.11.90
ve vécech této smlouvy je opravnén
jednat a podepisovat: doc. MUDr. Petr
Vavra, Ph.D., naméstek reditele pro
védu a vyzkum

Bankovni spojeni: Ceska narodni banka
Adresa banky: Na Prikopé 28, 115 03
Praha 1

Cislo uctu: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761
BIC kod (SWIFT): CNBACZPP

Variabilni symbol: XXXXxxxx

(dale jen ,POSKYTOVATEL"),

se zaméstnancem
XXXXXXXX, S pracovistém na adrese:
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Fakultni nemocnice  Ostrava, 17.
listopadu 1790/5, 708 52 Ostrava-Poruba

XxXXxxxxx, Fakultni nemocnice Ostrava,
17. listopadu 1790/5, 708 52 Ostrava-
Poruba

(herein after "INVESTIGATOR").

RECITALS

WHEREAS, SPONSOR conducts
business in the research, development,
and manufacture of biopharmaceutical
products.

WHEREAS, SPONSOR desires
INSTITUTION to conduct a clinical trial
and INSTITUTION desires to conduct
same, said trial being entitled:

Protocol: IMMU 132-06. A Phase Il
open label, study of IMMU-132 in
metastatic urothelial cancer after failure
of platinum-based regimen or anti-PD-1/
PD-L1 based immunotherapy
(said study, as it may be amended or
supplemented hereafter from time to
time in accordance with this Agreement,

referred to as the "Study").

The SPONSOR entered into a
separate agreement with Comharsa Life
Sciences Limited, a company registred in
accordance with Irish law, with its
registered office located at Mespil
Business Centre, Mespil House, Sussex
Road, Dublin 4, Ireland (hereinafter
“Combharsa”), an independent vendor, for
Comharsa to act as SPONSOR’s
representative in relation to the Study for
the purposes of the EU Directive No.
2001/20/EC; and Comharsa accepted
this authorization.

The SPONSOR entered into a

(dale jen ,ZKOUSEJICI*).

PREAMBULE

VZHLEDEM K TOMU, ZE
ZADAVATEL provadi vyzkum, vyvoj a
vyrobu biofarmaceutickych ptipravkd.

VZHLEDEM K TOMU, ZE
ZADAVATEL chce, aby POSKYTOVATEL
provedl a POSKYTOVATEL chce proveést
klinické hodnoceni s nazvem

Protokol ¢.: IMMU 132-06. Oteviena
studie faze 11 hodnotici IMMU-132
v |écbé metastazujiciho urotelidlniho
karcinomu po selh&ni platinového
rezimu nebo imunoterapie na bazi anti-
PD-1/ PD-L1
(Klinické hodnoceni s uvedenym
protokolem, ktery midZe byt ¢as od ¢asu
pozménén nebo doplnén v souladu
s touto Smlouvou, déle jen ,Studie*).

ZADAVATEL v ramci samostatné
smlouvy najal spoleCnost Comharsa Life
Sciences Limited, spolecnost
registrovanou v souladu s irskym pravem
se sidlem na adrese Mespil Business
Centre, Mespil House, Sussex Road,
Dublin 4, Irsko (dale jen “Comharsa”)
jako nezavisléeho dodavatele, aby v
souvislosti se studii pro ucely smérnice
EU 2001/20/ES jednala coby
ZADAVATELOV zastupce podle této
smérnice, a Comharsa toto jmenovani
prijala.

ZADAVATEL v ramci samostatné
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separate agreement with Pharmaceutical
Research Associates CZ, s.r.o., located at
Praha 7, Jankovcova 1569/2c, Post Code
(PSC): 170 00, Czech Republic, IC
(company ID number): 27636852, the
limited liability company duly registered
in the Commercial Register of the Czech
Republic maintained by the Municipal
Court in Prague, Section C, Entry 120574,
represented by xxxxxxxx (hereinafter
“PRA™), to authorise it in connection with
this Study for the purposes of the Clinical
Trial Regulation (EU) No. 536/2014 to
act as SPONSOR's contact person under
this Regulation and to ensure for the
SPONSOR certain Study-related activities
including but not limited to negotiating
the Agreement, arranging for a
translation into the Czech language,
communicating with regulatory agencies,
preparing and reviewing documents,
monitoring; and PRA accepted this
authorisation.

NOW, THEREFORE, subject to the
terms, conditions and covenants
hereinafter set forth, INSTITUTION and
SPONSOR agree as follows:

Article 1 - The Study

1.1  INSTITUTION, through the
INVESTIGATOR, shall conduct the Study
in accordance with the Protocol approved
by the IRB/Ethics Committee having
jurisdiction for the Study, as the same
may be changed from time to time
hereafter (hereinafter the "Protocol")
and in accordance with prudent research
practices. SPONSOR shall, where
required by applicable law and/or the
Protocol, submit the Protocol for review
and approval to a State Institute of Drug
Control and an independent review
committee of scientists or other qualified
individuals as set forth in the Declaration

smlouvy najal spolecnost Pharmaceutical
Research Associates CZ, s.r.o., se sidlem
Praha 7, Jankovcova 1569/2c, PSC 170
00, Ceska republika, IC: 27636852,
spolecnosti s rucenim omezenym fadné
zapsanou v Obchodnim rejstfiku Ceské
republiky vedeném Méstskym soudem v
Praze, oddil C, vlozka 120574,
zastoupenou xxxxxxxx (dale jen “PRA”),
aby v souvislosti s touto Studii pro ucely
smérnice EU ¢. 536/2014, o klinickém
hodnoceni jednala coby ZADAVATELOVA
kontaktni osoba podle této smérnice, a
dale pro ZADAVATELE zajistovala urcité
Cinnosti v ramci Studie, predevSim
vyjednavani Smlouvy, sjednani prekladu
do Cceského jazyka, komunikace s
regulacnimi organy, pfiprava a revize
dokumentll, monitorska cinnost, a PRA
toto povéreni prijala.

NYNI SE PROTO za nésledujicich
podminek a ujednani POSKYTOVATEL
a ZADAVATEL dohodli takto:

1.1 POSKYTOVATEL
prostrednictvim ZKOUSEJICIHO provede
Studii v souladu s Protokolem
schvalenym etickou komisi prislusnou pro
Studii, ve znéni pozdéjsSich zmén (dale
jen ,Protokol”), a v souladu se spravnou

vyzkumnou  praxi. VyZzaduje-li to
pfislusné pravo a/nebo  Protokol,
ZADAVATEL predlozi Protokol
k prezkumu a schvaleni — Statnimu

Ustavu pro kontrolu lééiv a nezavislé
hodnotici komisi sloZzené z védcl nebo
jinych kvalifikovanych osob v souladu
s Helsinskou deklaraci se soudni
prislusnosti nad provadénim studie
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of Helsinki having jurisdiction over the
conduct of the study (any such board,
body or committee referred to
hereinafter as the "IRB"). Changes to
the Protocol may be made (i) in
accordance with procedures outlined in
the Protocol, or (ii) by written agreement
of the INSTITUTION and SPONSOR.
Changes to the Protocol shall be
accompanied by such notification, review
and/or approval to or by the IRB as may
be required by applicable law and/or the
Protocol.

1.2  The INVESTIGATOR for the
Study shall be responsible for the
administration and supervision of the
Study in accordance with the Protocol
and the terms and conditions of this
Agreement. As part of this Agreement,
INVESTIGATOR may appoint such other
individuals as INVESTIGATOR may deem
appropriate as sub-investigators
("SUB-INVESTIGATORS") to assist in the
conduct of the Study in accordance with
applicable law and/or the Protocol. If the
INVESTIGATOR leaves or is removed
from the INSTITUTION, then the
INSTITUTION shall, within 10 days after
the date on which the INSTITUTION
learns of such departure (whether actual
or pending), provide written notice
thereof to SPONSOR and INSTITUTION
shall make reasonable efforts to propose
to SPONSOR a substitute
INVESTIGATOR, with comparable
gualifications, within such 10-day period.
If INVESTIGATOR becomes unable or
unwilling to continue the Study for any
reason, INSTITUTION shall promptly
propose a substitute INVESTIGATOR
with comparable qualifications.

1.3 The SPONSOR
acknowledges that the choice of the
INVESTIGATOR is SPONSOR's. The

(jakékoliv takovd komise, orgdn nebo
vybor dale jen ,IRB"). Zmény Protokolu
lze provést (i) postupy stanovenymi
v Protokolu, nebo (ii) pisemnou dohodou
POSKYTOVATELE a ZADAVATELE.
Zmény Protokolu musi byt oznameny,
prezkoumany a/nebo schvaleny IRB tak,
jak to pozaduje pfrislusné pravo a/nebo
Protokol.

1.2  ZKOUSEJICI odpovida za
administrativu a dohled nad Studii
v souladu s Protokolem a podminkami
této Smlouvy. ZKOUSEJICI miZe na
zakladé této Smlouvy jmenovat jiné
fyzické osoby, které bude povaZzovat za
vhodné, do funkce spoluzkousejicich
(dale jen ,SPOLUZKOUSEJICI"), ktefi mu
budou poméahat s provadénim Studie
v souladu s prislusnym pravem a/nebo
Protokolem. V pfipadé _  ukonceni
pracovniho pomeéru ZKOUSEJICIHO a
POSKYTOVATELE je POSKYTOVATEL
povinen o tom do 10 dnl ode dne, kdy
se 0 ukonceni (skute¢ném ¢i budoucim)
dozvi, pisemné vyrozumét ZADAVATELE
a musi vynalozit primérené Usili na to,
aby ZADAVATELI béhem této Ihdty
10 dnd predlozil navrh na nahradniho
ZKOUSEJICIHO se _ srovnatelnou
kvalifikaci. Jestlize ZKOUSEJICI prestane
byt z jakéhokoliv déivodu schopen nebo
ochoten pokracovat v provadéni Studie,

POSKYTOVATEL neprodlené navrhne
nahradniho ZKOUSEJICIHO se
srovnatelnou kvalifikaci.

1.3 ZADAVATEL bere na

védomi, ze je odpovédny za vybér
ZKOUSEJICIHO. POSKYTOVATEL je
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INSTITUTION is responsible for the
INVESTIGATOR, all SUB-
INVESTIGATORS, and other employees
of the INSTITUTION involved in the
conduct of the Study (collectively,
“Personnel”) in accordance with the laws
of the Czech Republic, in particular the
Act No. 262/2006 Coll., the Labour Code,
and the Act No. 372/2011, on health care
services, as amended. The INSTITUTION
will ensure that the Personnel will comply
with the terms and conditions of this
Agreement that apply to them (including,
without limitation, the Protocol) and with
all applicable laws, rules, regulations and
other governmental requirements in the
performance and documentation of the
Study. Without in any way limiting the
foregoing, these obligations shall include
the following:

(@) The INSTITUTION, through
the INVESTIGATOR and each
SUBINVESTIGATOR, shall, in
compliance with applicable

governmental requirements and
the Protocol, (i) prepare and
maintain complete, appropriate
and accurate written records,
Reports, Results (both as defined
below), laboratory notebooks,
data and case histories with all
pertinent data  documented
(collectively, “Records™) as
required by the Protocol on case
report forms  supplied by
SPONSOR, such case report forms
which shall be completed within
three (3) days of a subject visit,
(i) retain in a safe and secure
location such Records after
completion of the Study in
accordance with applicable law
and the Protocol, (iii)) obtain
advance written and signed (and
witnessed, if applicable) informed

odpovédny za ZKOUSEJICIHO, viechny
SPOLUZKOUSEJICI a ostatni
zaméstnance POSKYTOVATELE podilejici
se na provadéni klinického hodnoceni
(dale spolecné “Persondl”), v souladu s
pravnim radem Ceské republiky, zejména
dle zakona €. 262/2006 Sb., zakonik
prace a zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach v platném znéni.,
POSKYTOVATEL zajisti, Ze Personal bude
dodrzovat podminky této Smlouvy, ktere
se na né vztahuji (mimo jiné vcetné
Protokolu) a veskeré prislusné zakony,

pravidla, predpisy a jiné vladni
pozadavky pri realizaci a dokumentovani
Studie. Bez jakéhokoliv  omezeni

predchoziho plati, Ze soucasti téchto
zavazkd bude mimo jiné nasleduijici:

(a) POSKYTOVATELV o

prostrednictvim ZKOUSEJICIHO a
kazdého jednotlivého
SPOLUZKOUSEJICIHO v souladu
s prislusnymi viladnimi pozadavky
a Protokolem: (i) vyhotovi a bude
evidovat UpIné, nélezité a spravné

pisemné zaznamy, Zpravy,
Vysledky (oboji tak, jak je
definovano nize), laboratorni

poznamky, data a anamnestické
Udaje spolu se vSemi prislusnymi
doloZzenymi daty (spolecné dale
jen ,Zaznamy"“), jak vyZaduje
Protokol, na formulafich zaznam(
subjektu hodnoceni (case report
form, CRF) dodanych
ZADAVATELEM, které musi byt
vyplnény do tfi (3) dnl od
navstévy  pacienta; (i) bude
archivovat Zaznamy po ukonceni

Studie na  bezpetném a
zajiSténém  misté v souladu
s prislusnym zakonem a

Protokolem; (iii) predem zajisti
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consent from each of the subjects
(or  their duly authorized
representatives) participating in
this Study, (iv) maintain general
Study oversight at all times during
the Study, (v) document any
delegation of authority for the
conduct of the Study to
appropriately trained Personnel,
(vi) take full responsibility for the
handling, (vii) ensure that all
source data (electronic and non-
electronic) are made available to
the monitor for source data
verification, and (viii) that access
to and completion of all required
Study documentation, (including
but not limited to, case report
forms, randomization systems,
screening, enrollment and
randomization logs, delegation of
authority log, informed consent
log, drug accountability), is
performed only by authorized
Personnel. INSTITUTION shall not
destroy any Records and any
other Study documents before the
expiry of a fifteen-year period
from the completion of the Study
without the prior written consent
of SPONSOR; provided, however,
that INSTITUTION and
INVESTIGATOR  will  promptly
notify SPONSOR of any accidental
loss or destruction of Records or
any other Study data. For clarity,
such notice shall not remedy any
breach resulting from such
accidental loss or destruction.

pisemny a podepsany (a
dosvédceny, hodi-li se)
informovany souhlas kazdého
jednotlivého pacienta (nebo jeho
radné opravnéného zastupce)
Ucastniciho se Studie; (iv) bude
béhem celé Studie zajiStovat
obecny dohled nad Studii;
(v) doloZi jakekoliv delegovani
opravnéni provadét Studii na
nalezité  vyskoleny  Personal;
(vi) bude pIné odpovédny za
nakladani s Hodnocenym lécivym
pripravkem; (vii) zajisti
zpristupnéni veskerych zdrojovych
dat (v elektronické i
neelektronické podobé)
monitorovi ke kontrole zdrojovych
dat, a (viii) zajisti, Ze pristup
k veSkeré pozadované studijni
dokumentaci (mimo jiné
zaznamim subjektu hodnoceni,
randomizacnim systémlm,
vstupnim, zarazovacim a
randomizacnim denik@m, deniku
delegovani opravnéni, deniku
informovanych souhlasd, deniku
evidence I|éCiv) a moznost ji
vyplfiovat bude mit pouze
opravnény Personal.
POSKYTOVATEL bez predchoziho
pisemného souhlasu ZADAVATELE
nezlikviduje  pred  uplynutim
patnacti let od ukonceni studie
Zzadné Zaznamy ani jiné studijni
dokumenty; POSKYTOVATEL a
ZKOUSEJICI = zaroven  budou
neprodlené informovat
ZADAVATELE o jakékoliv ndhodné
ztraté ¢ zniCeni Zaznaml nebo
jakychkoliv jinych studijnich dat.
Pro jednoznacnost plati, ze toto
oznameni nebude predstavovat
napravu jakéhokoliv smluvniho
poruseni  plynouciho z takové
nahodné ztraty ¢i zniceni.
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(b) The INSTITUTION and/or
INVESTIGATOR  shall notify
SPONSOR within the earlier of (i)
24 hours or (ii) applicable FDA and
International  Conference on
Harmonization (“ICH™)
requirements, and/or local laws
and regulations, and/or the
requirements of the Protocol after
learning of any adverse reaction in
the course of the Study.
INSTITUTION and
INVESTIGATOR further agree to
follow-up such notification of
adverse reaction with appropriate
reports, records, and data in
compliance with the Protocol and
all applicable legal and regulatory
requirements. If INSTITUTION or
INVESTIGATOR becomes aware
of any quality or other complaints
associated with the Study drug(s),
they each agree to promptly notify
SPONSOR in writing in compliance
with the Protocol and applicable
FDA and ICH requirements or local
laws and regulations.

(c) Upon reasonable notice
and at reasonable times during
the term of this Agreement, the
SPONSOR may examine and
inspect the Study facilities, to
validate case reports against
original data, to make copies of
Records and monitor the work
performed hereunder, and to
determine the adequacy of the
facilities and whether the Study is
being conducted in compliance
with this Agreement, the Protocol
and relevant governmental
requirements. INSTITUTION,

(b) POSKYTOVATEL  a/nebo
ZKOUSEJICI nahlési ZADAVATELI
jakykoliv nezadouci uc¢inek béhem
Studie v kratSi  z nasledujicich
IhGt: (i) do 24 hodin od zjisténi
nebo (i) podle prislusnych
pozadavkl FDA a Mezinarodni
konference pro harmonizaci (dale
jen ICH“) a/nebo mistnich
zakonl a predpisd a/nebo
pozadavk{ Protokolu.
POSKYTOVATEL a ZKOUSEJICI se
dale zavazuji, Ze budou na
oznameni nezadouciho Ucinku
déle reagovat nalezitymi
hlaSenimi, zaznamy a daty
v souladu s Protokolem a vSemi
prislusnymi zakonnymi a
regulatornimi pozadavky. Dozvi-li
se POSKYTOVATEL nebo
ZKOUSEJICI o jakychkoliv
stiznostech tykajicich se kvality
nebo jinych aspekt Hodnoceného
léCivého pripravku, kazdy z nich
se zavazuje, Ze bude neprodlené
pisemné informovat ZADAVATELE
v souladu s Protokolem a
prislusnymi pozadavky FDA a ICH
nebo mistnimi zakony a predpisy.

(c) ZADAVATEL milze po
priméreném oznameni a
v pfimérenych dobach béhem
smluvni doby provést kontrolu a
prohlidku studijnich zafizenich,
zkontrolovat  shodu  kazuistik
s originalnimi daty, pofizovat si
kopie Zaznaml a monitorovat
praci provedenou podle této
Smlouvy a  rozhodnout o
vhodnosti téchto zafizeni a o tom,
zda je Studie provadéna v souladu
s touto Smlouvou, Protokolem a
prislusnymi vladnimi pozadavky.
POSKYTOVATEL prostfednictvim
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through the INVESTIGATOR, shall
ensure that all case report form
documentation is completed prior
to a visit and that all Records are
promptly documented either by
Investigator, or a documented
delegate of the Personnel. Upon
further reasonable request from
SPONSOR, the INVESTIGATOR
and/or INSTITUTION agrees to
provide necessary clinical data
gueries/corrections  or  other
requests in a timely manner to the
SPONSOR. The INVESTIGATOR
and INSTITUTION generally
agrees, as applicable, to fully and
reasonably co-operate in any
audit of the Study by SPONSOR,
the relevant health authorities or
their respective representatives.

(d) INSTITUTION shall provide
the SPONSOR with prompt notice
of any governmental or regulatory
review, audit or inspection of a
facility or processes related to the
Study. To the extent allowed by
applicable law, regulation and/or
the governmental/regulatory
agency, INSTITUTION agrees that
should the SPONSOR request to
be present during such review,
audit or inspection, INSTITUTION
shall use reasonable efforts to
accommodate such request. In
addition, INSTITUTION shall use
reasonable efforts to allow the
SPONSOR the opportunity to
prospectively review and
comment upon INSTITUTION’s
proposed response to any such
review, audit or inspection and the
SPONSOR agrees to review and
comment on such response within
the reasonable time parameters
requested by the INSTITUTION

ZKOUSEJICIHO  zajisti vypInéni
veSkerych  zdznaml  subjektu
hodnoceni pred navstévou a
neprodlené dolozeni  vSech
Zaznamd bud’ ZKOUSEJICIM,
nebo doloZzenym delegatem z fad
Personalu. ZKOUSEJICI a/nebo
POSKYTOVATEL se zavazuiji, Ze na
dalsi primérenou Zadost
ZADAVATELE predaii
ZADAVATELI  vCas nezbytné
dotazy / opravy klinickych Gdajt
nebo jiné Zadosti. ZKOUSEJICI a
POSKYTOVATEL se  obecné
zavazuji, hodi-li se, Ze poskytnou
plné a primérené soucinnost pri
jakémkoliv auditu Studie ze strany
ZADAVATELE, prisludnych
zdravotnickych organd nebo jejich
prislusnych zastupct.

(d) POSKYTOVATEL bude
neprodlené informovat
ZADAVATELE o jakékoliv vladni
nebo regulatorni kontrole, auditu
nebo inspekci zarizeni nebo
procestl souvisejicich se Studii.
POSKYTOVATEL se v rozsahu
povoleném prislusSnym zakonem,
predpisem a/nebo organem statni
spravy zavazuje, Ze pozada-li
ZADAVATEL o moznost zlcastnit
se takové kontroly, auditu nebo
inspekce, POSKYTOVATEL
vynaloZi primérené Usili, aby
zadosti vyhovél. POSKYTOVATEL
dale vynalozi primérené usili, aby
ZADAVATELI umoznil pripadné se
seznamit s navrhem odpovédi
POSKYTOVATELE na jakoukoliv
takovou kontrolu, audit nebo
inspekci a vyjadrit se k nému, a
ZADAVATEL se zavazuje, Ze se
s takovou odpovédi seznami a
vyjadri se k ni v pfimérené Casové
Ih(té pozadované
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based on the requirements of the
particular  review, audit or
inspection. INSTITUTION agrees
to give reasonable consideration
to any comments the SPONSOR
may provide. In the event that
the prospective review by the
SPONSOR of INSTITUTION’s
proposed response is not feasible
due to the time demands of the
particular  review, audit or
inspection, INSTITUTION shall
then provide the SPONSOR with a
copy of INSTITUTION’s response
to any such review, audit or
inspection and allow SPONSOR to
submit their own separate
response if they so choose.

(e) INSTITUTION, through the
INVESTIGATOR, will notify
SPONSOR and the IRB after
becoming aware of any deviation
from the Protocol and will record
such Protocol deviations in the
Study Records. To the extent
possible, INSTITUTION shall
make its best efforts to quickly
remedy and appropriately
document deviations.

() INSTITUTION and
INVESTIGATOR will ensure that
adequate numbers of qualified
Personnel are assigned to the
Study to meet its obligations
under this Agreement. The
INSTITUTION represents and
certifies to SPONSOR as of the
Effective Date and throughout the
term of this Agreement that: (i)
the INVESTIGATOR and any other
Personnel who conduct the Study
are properly qualified,

POSKYTOVATELEM na zakladé
pozadavkl konkrétni kontroly,
auditu nebo inspekce.
POSKYTOVATEL se zavazuje, ze
primérené  zohledni  veSkeré
pripadné pripominky
ZADAVATELE. Nebude-li z d@vodu
Casovych pozadavkd konkrétni
kontroly, auditu nebo inspekce
mozné, aby se ZADAVATEL
pfipadné seznamil s navrhem
odpovedi POSKYTOVATELE,
POSKYTOVATEL pak  preda
ZADAVATELI  kopii  odpovédi
POSKYTOVATELE na jakoukoliv
takovou kontrolu, audit nebo
inspekci a umozni ZADAVATELI,
aby podal svou vlastni
samostatnou odpovéd’, bude-li o
to mit zajem.

(e) POSKYTOVATEL _  bude
prostfednictvim  ZKOUSEJICIHO
informovat ZADAVATELE a IRB o
veskerych odchylkéach od
Protokolu, o kterych se dozvi, a
zaznamena takové odchylky od
Protokolu do Studijnich zaznamd.
POSKYTOVATEL vynaloZi veSkeré
asili, nakolik to bude mozné, aby
zajistil rychle napravu a aby
odchylky nalezité dolozil.

()  POSKYTOVATEL a
ZKOUSEJICI  zajisti  vycClenéni
odpovidajiciho poctu

kvalifikovaného Personélu pro
Studii ke splnéni zavazk( podle
této Smlouvy. POSKYTOVATEL
prohlasuje a potvrzuje
ZADAVATELI, ze ke Dni ucinnosti
a béhem celé smluvni doby:
(i) ZKOUSEJICI a jakykoliv dal3i
Personal provadéjici Studii maji
radnou kvalifikaci, praxi a, hodi-li
se, licenci, povoleni a osvédceni
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experienced, and, as applicable,
licensed, credentialed, and
certified, to perform the Study and
will perform the Study in a
professional manner consistent
with industry and academic
standards for the conduct of
research of a similar nature, (ii)

the facilities used by
INSTITUTION to conduct the
Study are adequate and

appropriate to perform the Study
in accordance with the
requirements of this Agreement,
including, without limitation, the
Protocol, and (iii) neither the
United States government nor any
agency thereof, nor any other
third party, has funded or will fund
any part of the Study.

1.4 SPONSOR shall provide to
the INSTITUTION’s pharmacy, without
cost to INSTITUTION, sufficient amounts
of the Study drug to conduct the Study.
Such supply of Study drug shall bear (i)
the name of the designated pharmacist,
(i) the address of INSTITUTION's
pharmacy, and (iii) the Protocol number
as follows:

1. XXXXXXXX
2. LEKARNA FNO, 17.
LISTOPADU 1790, 708 52 OSTRAVA-
PORUBA
3. IMMU-132-06

INVESTIGATOR may not use or
dispose of the Study drug in any way
other than as specified in the Protocol.
Neither INSTITUTION nor
INVESTIGATOR  shall transfer, or
otherwise make available, any portion of
the Study drug to any third party. Neither
INSTITUTION nor INVESTIGATOR shall
use any portion of the Study drug for any

k provadéni Studie a budou
provadét Studii profesionalnim
zpldsobem vyhovujicim odbornym
a akademickym normam pro

provadéni vyzkumu obdobné
povahy; (ii) zafizeni pouzivana
POSKYTOVATELEM  k provadéni

Studie jsou odpovidajici a nalezita
k provadéni  Studie v souladu
s pozadavky této Smlouvy, mimo
jiné vCetné Protokolu, a (iii) viada
Spojenych statech americkych ani
zadny jeji urad ani zadna treti
strana nefinancovala ani nebude
financovat zadnou ¢ast Studie.

1.4 ZADAVATEL poskytne
bezplatné do Iékarny POSKYTOVATELE
Hodnoceny Iécivy pripravek v objemu

postacujicim k provadéni Studie.
ZADAVATEL zajisti distribuci  zasilky
léCiva do Iékarny POSKYTOVATELE.

Zasilka musi byt oznacena 1. jménem
odpovédného farmaceuta, 2. adresou
lékarny a 3. Cislem Protokolu.

1. XXXXXXXX
2. LEKARNA FNO, 17.
LISTOPADU 1790, 708 52
OSTRAVA-PORUBA
3. IMMU-132-06

ZKOUSEJICI  nesmi  pouZivat
Hodnoceny IéCivy pripravek ani jej nesmi
likvidovat nijak jinak, neZ jak stanovi
Protokol. =~ POSKYTOVATEL ani
ZKOUSEJICI nepreda ani jinak
nezpristupni zadnou cCast Hodnoceného
léCivého pripravku zadné treti strané.
POSKYTOVATEL  ani  ZKOUSEIJICI
nepouziji zadnou ¢ast Hodnoceného
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purpose other than conducting the
Study. INSTITUTION shall ensure
Personnel in the INSTITUTION's
pharmacy will store, handle and use the
Study drug in compliance with applicable
laws, rules, regulations,
recommendations, and the terms and
conditions of this Agreement (including,
without limitation, the Protocol), and the
Decree No. 226/2008 Coll., as amended,
and INSTITUTION agrees to comply with
the terms and conditions of good
pharmacy practice and the related
guidelines of the State Institute for Drug
Control, and guarantees that the Study
drug will be handled by authorised
persons only. THE STUDY DRUG IS
PROVIDED BY SPONSOR ON AN “AS IS”
BASIS. SPONSOR HEREBY DISCLAIMS
ANY  WARRANTIES, EXPRESS OR
IMPLIED, CONCERNING THE STUDY
DRUG, INCLUDING, WITHOUT
LIMITATION, ANY WARRANTIES OF
NON-INFRINGEMENT,
MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE.

The INSTITUTION's pharmacy will
be responsible for receipt of the Study
drug supply and for dispensing it to the
INVESTIGATOR or a person designated
by him. Any Study Drug that will not be
used for the clinical trial will be returned
by the INSTITUTION and the
INVESTIGATOR to the SPONSOR. This
provision also applies to all drugs
supplied by the Sponsor for the Study
that exceed their shelf life. The
SPONSOR, as a producer of waste,
agrees to ensure at its own expense,
both during and after the completion of
the Study, to facilitate the transfer of the
unusable medicinal product to an
authorised person pursuant to the Act
No. 185/2001 Coll., on wastes and the
implementing regulations, as amended.

léCivého pripravku k zadnému jinému
ucelu nez k provadéni  Studie.
POSKYTOVATEL a ZKOUSEJICI budou
Hodnoceny lécivy pripravek uchovavat
v Lékarné POSKYTOVATELE, ktera s nim
bude nakladat a pouzivat jej v souladu
s pravidly, predpisy, doporucenimi a
podminkami této Smlouvy (a Protokolu)
a s vyhlaskou €. 226/2008 Sb., v platném
znéni, a ktera se zavazuje dodrZovat
podminky spravné lekarenske praxe,
souvisejici pokyny SUKL a zaruCuje
manipulaci s Ié¢ivem pouze opravnénymi
osobami.  ZADAVATEL ~ POSKYTUJE
HODNOCENY LECIVY PRIPRAVEK TAK,
JAK JE. ZADAVATEL SE TIMTO ZRIKA

ODPOVEDNOSTI_  ZA  JAKAKOLIV
VYSLOVNA €I KONKLUDENTN{
PROHLASENI TYKAJICI SE

HODNOCENEHO LECIVEHO PRIPRAVKU,
MIMO JINE JAKAKOLIV PROHLASENI O
NEPORUSENI _ PREDPISU,
OBCHODOVATELNOSTI CI VHODNOSTI
KE KONKRETNIMU UCELU.

Lékarna POSKYTOVATELE bude

zodpovidat za prijem zasilky
Hodnoceného léciva a vydej
Hodnoceného lé¢iva ZKOUSEJICIMU

nebo jim povérené osobé. Hodnocené
léCivo, které nebude pouzito v ramci
klinického hodnoceni, vrati
POSKYTOVATEL a ZKOUSEJICI
ZADAVATELI. Toto ujednani se vztahuje
i na veskera I|éCiva  dodana
ZADAVATELEM vV ramci klinického
hodnoceni, u nichz ubéhla doba
pouzitelnosti. ZADAVATEL se jako
plvodce odpadu zavazuje, Ze zajisti na
vlastni naklady, jak v prlibéhu Studie, tak
i po jejim  skonCeni, predani
nepouzitelného  |écivého  pripravku
opravnéné osobé v souladu s ust. zakona
C. 185/2001 Sb., o odpadech a jeho
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Article 2 - Compensation

2.1 SPONSOR shall make
payments to INSTITUTION in connection
with the Study in such amount to be
determined and paid in the manner set
forth in Exhibit A hereto; provided,
however, that SPONSOR may suspend
payment if, in SPONSOR’s reasonable
determination and after SPONSOR'’s
adequate justification to INSTITUTION,
INSTITUTION has not complied with the
requirements of this  Agreement
(including, without limitation, the
Protocol). INSTITUTION will accomplish
and complete the Study within the
maximum budget set forth on said
Exhibit A, and will not commit to any
expenses in excess of such maximum
amount without SPONSOR's prior written
consent. Each party agrees to discuss
budgetary matters with the other party
as either party may request from time to
time.

Article 3 - Staff and Facilities

3.1 Except where SPONSOR
has otherwise agreed in writing,
INSTITUTION shall arrange and pay for
all necessary laboratory and other
facilities, equipment, supplies (other than
the Study drug), and Personnel required
to discharge INVESTIGATOR's
obligations under the Study.
INVESTIGATOR will perform the work
required under this Agreement in an
efficient and professional manner and
will use his/her best efforts to complete
the Study within the time period
estimated therefore. INSTITUTION and
INVESTIGATOR have the expertise, time
and resources to conduct the Study per
this Agreement. INSTITUTION and

provadécimi predpisy v platném znéni.
Clanek 2 - Odména

2.1 ZADAVATEL zaplati
POSKYTOVATELI v souvislosti se Studii
Castky ve vysi, ktera bude stanovena a
uhrazena zplsobem uvedenym
v Priloze A této Smlouvy; ZADAVATEL ale
mlze zadrzet platbu, jestlize pfimérené
usoudi a odpovidajicim zplsobem
POSKYTOVATELI oddvodni, ze
POSKYTOVATEL nesplnil pozadavky této
Smlouvy (mimo jiné vcetné Protokolu).
POSKYTOVATEL bude realizovat a
dokonéi Studii s rozpoctem do vysSe
stanovené v Priloze A této Smlouvy a bez
predchoziho pisemného souhlasu
ZADAVATELE nevynalozi zadné castky
nad uvedenou maximalni vysi. Kazda
smluvni strana se zavazuje, Ze na
pfipadnou zadost protistrany projedna
rozpocCtové zaleZitosti s protistranou.

Clanek 3 - Pracovnici a zafizeni

3.1 Jestlize se ZADAVATEL
nedohodne pisemné jinak,
POSKYTOVATEL zajisti a zaplati veSkera
potfebna laboratorni a jina zafizeni,
vybaveni, dodavky (kromé Hodnoceného
leCivého pFipravku) a Personal potrebny
ke splnéni zavazkl ZKOUSEJICIHO
v ramci Studie. ZKOUSEJICI provede
praci pozadovanou podle této Smlouvy
efektivnim a profesionalnim zplsobem a
vynalozi veskeré Usili na dokonceni
Studie v planovaném casovém terminu.
POSKYTOVATEL a ZKOUSEJICI maji
odborné znalosti, c¢as a zdroje
k provedeni Studie podle této Smlouvy.
POSKYTOVATEL a ZKOUSEJICI provedou
Studii v souladu s obecné uznavanou
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INVESTIGATOR shall conduct the Study
in accordance with generally accepted
Good Clinical Practices (“GCP”) and all
applicable laws, rules, and regulations,
including,  without limitation, the
Act No. 378/2007 Coll., on
pharmaceuticals, as amended, the Act
No. 372/2011 Coll., on health care
services, as amended, the Decree
No. 226/2008 Coll., on good clinical
practice and detailed conditions of clinical
trials on medicinal products, as
amended, and the Act No. 101/2000
Coll., on the protection of personal data,
as amended, as well as the
INSTITUTION’s internal policies and
procedures to the extent they do not
conflict with any of the foregoing.

3.2 The INVESTIGATOR and
INSTITUTION agrees that
reimbursement of Study fees shall be
made payable directly to INSTITUTION.
The payments of remuneration detailed
in Exhibit B are the only and exclusive
manner of due financial

the Study. The
declares that it has not entered with the
INVESTIGATOR into any separate
agreement on remuneration for the
conduct of the Study. All matters of
compensation, benefits and other terms
of engagement of any nature for
INVESTIGATOR and Personnel used in
the Study shall be solely a matter
between INSTITUTION and such
individuals, regardless of whether such
individuals are considered employees,
agents or independent contractors of
INSTITUTION.

3.3 Each SUBINVESTIGATOR
and any support staff shall comply with
the terms of this Agreement to the same
extent as INVESTIGATOR hereunder.

settlement
between the Parties for the conduct of
SPONSOR hereby

spravnou Klinickou praxi (dale jen ,,SKP*)
a vsemi prislusnymi zakony, pravidly a
predpisy, véetné, bez omezeni, zakona €.
378/2007 Sb. o lécivech, v platném
znéni, zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach, v platném znéni,
vyhlasky ¢. 226/2008 Sb. o spravné
Klinické praxi a podminkach klinického
hodnoceni 1éCiv, v platném znéni a
zakona €. 101/2000 Sb., o ochrané
osobnich Udajd, v platném znéni a
zaroven s internimi politikami a postupy
POSKYTOVATELE v mire, ve které nejsou
ve stretu s ni¢im z predchoziho.

3.2 ZKOUSEJIci a
POSKYTOVATEL se zavazuji, Ze odména
za Studii bude vyplacena primo
POSKYTOVATELLI. Platby odmeény
uvedené v Priloze A predstavuji jediny a
vyluény zplsob Fadného financniho
vyporadani mezi smluvnimi stranami.
ZADAVATEL  timto  prohlasuje, ze
neuzaviel se ZKOUSEJICIM separatni
smlouvu na odménu za ucelem provedeni
klinického hodnoceni. VeSkeré zalezitosti
tykajici se nahrad, benefitd a ostatnich
zaméstnaneckych podminek jakékoliv
povahy pro ZKOUSEJICIHO a Personal
pouzity ve Studii budou vyhradné
zaleZitosti mezi POSKYTOVATELEM a
témito fyzickymi osobami bez ohledu na
to, zda jsou tyto fyzické osoby
povazovany za zameéstnance, zastupce
nebo nezavislé smluvni dodavatele
POSKYTOVATELE.

3.3 Kazdy jednotlivy
SPOLUZKOUSEJICI a vsichni pomocni
pracovnici  jsou povinni dodrZovat
podminky této Smlouvy ve stejném
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INVESTIGATOR will take appropriate
steps to inform each such person of
his/her obligations hereunder and to
obtain his/her agreement to abide by the
terms and conditions of this Agreement.
Notwithstanding the foregoing, the
INSTITUTION and the INVESTIGATOR
shall be responsible and liable for the
conduct of all Personnel.

Article 4 - Reports

4.1 INVESTIGATOR shall keep
SPONSOR advised of the status of the
Study via periodic written reports
(“Reports”). The frequency of Reports
shall be mutually agreed to by both
parties. If required by SPONSOR, there
shall also be a final written Report of the
Study presented to SPONSOR.

4.2 All case report forms and
other Reports submitted to SPONSOR
and all Records generated hereunder
shall become the sole and exclusive
property of SPONSOR and may be used
by SPONSOR for any purpose without
further  obligation or liability to
INSTITUTION or INVESTIGATOR.
INVESTIGATOR shall have the right to
obtain and use the Results (as defined
below) in order to publish such Results as
provided in Article 5 below, for
continuing academic non-commercial
research purposes and for the treatment
and medical care of any Study subject
only. A subject's individual medical
records and other Personal Information
(as defined below) shall remain the
property of the INSTITUTION.
INSTITUTION and INVESTIGATOR will
comply with applicable laws and
regulations governing the privacy and
security of subject information, including
the Act No. 101/2000 Coll., on personal

rozsahu jako ZKOUSEJICI. ZKOUSEJICI
pfijme nalezita opatfeni k tomu, aby
kazdou takovou osobu seznamil s jejimi
z&vazky podle této Smlouvy a aby zajistil
jeji zavazek, ze se bude ridit podminkami
této Smlouvy. Bez Ujmy na predchozim
plati, Ze POSKYTOVATEL a ZKOUSEJICI
budou odpovédni za konani veskerého
Personalu.

V.,

lanek 4 - Zpravy

4.1  ZKOUSEJICI bude
pravidelné informovat ZADAVATELE o
stavu Studie prostrednictvim
pravidelnych pisemnych zprav (dle jen
LZpravy"). Obé smluvni strany se
navzajem dohodnou na cCetnosti Zprav.
Na Zadost ZADAVATELE predlozi
ZKOUSEJICI ZADAVATELI také
zavérecnou pisemnou Zpravu o Studii.

4.2  VeSkeré zaznamy subjektu
hodnoceni a jiné Zpravy predané
ZADAVATELI a v8echny Zaznamy
vytvorené podle této Smlouvy se stavaji
vyhradnim a vyluénym majetkem
ZADAVATELE, ktery je milze pouzit
k jakémukoliv Ucelu bez dalSiho zavazku
¢i odpovédnosti vici POSKYTOVATELI a
ZKOUSEJICIMU. ZKOUSEJICI ma pravo
ziskat a pouzivat Vysledky (jak jsou
definovany nize) vyhradné za Ucelem
jejich zverejnéni, jak je uvedeno nize
v ¢lanku 5, k dalsimu akademickému
nekomercnimu vyzkumu a klécbhé a
zdravotni péci pro jakykoliv subjekt
Studie. Jednotlivé zdravotni zdznamy a
jiné Osobni udaje (jak jsou definovany
nize) subjektu zlstavaji majetkem
POSKYVTO,VA,\TELE. POSKYTOVATEL a
ZKOUSEJICI budou dodrzovat prislusné
zakony a predpisy tykajici se ddvérnosti
a ochrany informaci o subjektech vcetné
zakona ¢. 101/2000 Sb., o o ochrané
osobnich Udajli a nafizeni Evropského
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data protection, as amended, and the
Regulation (EC) No. 726/2004 of the
European Parliament and of the Council
(hereinafter “GDPR™). INSTITUTION will
obtain written authorization from Study
subjects or IRB waivers of authorization
to use and disclose subjects’ Personal
Information to the extent necessary to
conduct the Study and provide Records
to Sponsor for its legitimate use. Results
shall be transmitted to SPONSOR by
electronic data capture system or other
mutually agreed upon method. Study
Records shall be retained by
INVESTIGATOR for such period of time
required by law and/or by the Protocol.
INVESTIGATOR shall be entitled to
retain, for archival purposes, a copy of
the case report forms. For the purposes
of this Agreement “Personal Information”
shall have the meaning ascribed to it in
Art. 4 para. 1 of the GDPR.

4.3 The INSTITUTION and
INVESTIGATOR shall, throughout the
term of this Agreement, comply with all
applicable data protection and privacy
laws, rules and regulations, as amended
from time to time, with respect to the
collection, use, processing, storage,
transfer, modification, deletion and/or
disclosure of any Personal Information
under this Agreement. In the event that
the INSTITUTION and INVESTIGATOR
shall provide Personal Information to
SPONSOR, the Institution and
Investigator represents and warrant
certifies that they are not violating any
applicable laws, rules or regulations, or
the rights of any individual or entity, by
providing such Personal Information to
SPONSOR. The INSTITUTION and
INVESTIGATOR shall notify SPONSOR
immediately of any accidental, unlawful
or unauthorized uses or disclosures of
Personal Information of which it becomes

parlamentu a Rady (EU) ¢. 2016/679 (dle
jen “GDPR”), ve znéni pozdéjsich
predpisd.  POSKYTOVATEL  zajisti
pisemné opravnéni ze strany subjektd
Studie nebo ziska od IRB zprosSténi

povinnosti  ziskat takové opravnéni
k pouziti a sdéleni Osobnich dajd
subjektt v rozsahu potfebném

k provedeni Studie a predani Zaznamd
ZADAVATELI  k legitimnimu  pouZiti.
Vysledky budou predany ZADAVATELI
prostrednictvim systému pro elektronicky
pfenos dat nebo jinym vzajemne
sjednanym zplsobem. ZKOUSEJICI bude
uchovavat studijni Zaznamy po dobu
pozadovanou ze zakona  a/nebo
Protokolem. ZKOUSEJICI bude opravnén
ponechat si kopii zdznam{ subjektu
hodnoceni pro Ucely archivace. Pro Ucely
této Smlouvy jsou ,Osobni udaje*
chapany ve vyznamu dle ¢l 4 odst. 1
GDPR.

4.3 POSKYTOVATEL a
ZKOUSEJICI budou po celou smluvni
dobu dodrzovat veskeré prislusné

zakony, pravidla a predpisy na ochranu
osobnich udajli, ve znéni pozdéjsich
predpisli, tykajici se zaznamenavani,
pouzivani,  zpracovani,  uchovéavani,
predavani, Udpravy, vymazu a/nebo
sdélovani veskerych Osobnich udajll
podle této Smlouvy. V pfipade, Zze
POSKYTOVATEL a ZKOUSEJICI predaji
ZADAVATELI Osobni Udaje,
POSKYTOVATEL a ZKOUSEJICi
prohlasuji, zaruCuji a potvrzuji, ze
poskytnutim téchto Osobnich Gdajd
ZADAVATELI neporusuji zadné prislusné
zakony, pravidla ani predpisy ani prava
zadné fyzické osoby Ci subjektu.
POSKYTOVATEL a ZKOUSEJICI budou
neprodlené informovat ZADAVATELE o
veskerych pripadech nahodného,
nezakonného i neopravnéného pouziti
nebo sdéleni Osobnich Udajll, o kterych
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aware. Notwithstanding the foregoing,
for purposes of this Agreement, any
information provided to SPONSOR shall
always be anonymized, and shall not in
any case identify or be capable of
identifying any individual, or shall be, or
be deemed to be, “Personal Information”
under any applicable laws, rules or
regulations. Further, no information
other than the information provided to
complete the Study shall be provided to
SPONSOR under this Agreement.

4.4 INSTITUTION AND
INVESTIGATOR agree not to disclose or
provide access to any Records (or portion
thereof) to any third party or to use the
Records (or any portion thereof) without
SPONSOR's  prior written consent;
provided, however, that subject to the
terms and conditions herein,
INSTITUTION may use data arising from
the Study in non-commercial research.
INSTITUTION and INVESTIGATOR also
agree not to identify, either on a blinded
or unblinded basis, subjects from the
Study in order to benefit research
conducted or sponsored by any third
party, without SPONSOR's prior written
consent. The foregoing shall not affect
INSTITUTION or INVESTIGATOR's right
to publish or to use the Results for
internal  non-commercial  academic
research as set forth in Article 5 herein,
to disclose information required by law,
or to disclose or use the Records for the
medical care of any specific Study
subject.

Article 5 - Publication

5.1 All data and information, including
raw data and case report forms,
generated as a result of the Study

(“Results™), will be promptly and

se dozvi. Bez Ujmy na predchozim plati,
Ze pro Ucely této Smlouvy budou veskeré
informace predané ZADAVATELI vzdy
anonymizované a Vv zadném pripadé
z nich nebude mozné urcit totoznost
zadné fyzické osoby a nebudou - ani se
nebude mit za to, Ze jsou - ,,Osobnimi
udaji* podle zadnych pfislusnych zakond,
pravidel a predpist. ZADAVATELI
nebudou podle této Smlouvy déle
predany zadné jiné informace kromé
informaci predanych k realizaci Studie.

4.4 POSKYTOVATEL a
ZKOUSEJICI se zavazuji, ze nesdéli ani
nezpristupni Zadné Zaznamy (ani jejich
Cast) zadné treti strané ani nepouziji
Zaznamy (ani zadnou jejich Cast) bez
predchoziho pisemného souhlasu
ZADAVATELE; POSKYTOVATEL ale smi
za podminek této Smlouvy pouZivat data
plynouci ze Studie k nekomercnimu
vyzkumu. POSKYTOVATEL a ZKOUSEJICI
se dale zavazuji, Zze bez predchoziho
pisemného  souhlasu = ZADAVATELE
zaslepené ani nezaslepené neurci
totoznost subjektl ze Studie ve prospéch
vyzkumu provadéného nebo zadavaného
jakoukoliv treti stranou. Predchozim
ustanovenim neni dotéeno pravo
POSKYTOVATELE ani ZKOUSEJICIHO na
zverejnéni  nebo  pouziti  Vysledkd
k internimu nekomercnimu
akademickému vyzkumu, jak je uvedeno
v €élanku 5 této Smlouvy, ke sdéleni
informaci poZadovanych ze zakona nebo
ke sdéleni ¢i pouZiti Zaznamd k Iékarské

péCi o kterykoliv konkrétni subjekt
Studie.

Clanek 5 - Zverejnéni
5.1 Veskera data a informace vcetné

prvotnich dat a zaznamO subjektu
hodnoceni vytvorené na zakladé Studie
(dale jen ,Vysledky") budou neprodlené
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fully disclosed to the SPONSOR.
All such Results shall be the sole
and exclusive property of the
SPONSOR and may be freely
utilized by the Sponsor in any
manner desired subject to the
publication rights set out in
Section 5.2 below.

5.2  The Results of the Study shall be

treated in confidence by the
INSTITUTION and
INVESTIGATOR, except that

INSTITUTION retains the right to
publish any and all of its Results,

subject  to the following
provisions:
(@) Prior to submission for

publication or presentation
describing or disclosing any
of the Results of any aspect
of the Study, INSTITUTION
shall send the SPONSOR a
copy of such proposed
publication, and shall allow
the SPONSOR 90 days from
the date of mailing to
review such publication.
The purposes of such
review are: (i) to provide
the SPONSOR with the
opportunity to review and
comment on the contents

a v plném rozsahu sdéleny ZADAVATELI.
VesSkeré tyto Vysledky budou vyhradnim
a vyluéinym majetkem ZADAVATELE,
ktery je mdze svobodné pouzit
jakymkoliv  Zadoucim zplsobem  pfi
dodrzeni prav na zverejnéni uvedenych
nize v odst. 5.2.

5.2 POSKYTOVATEL a ZKOUSEJICI
budou zachovavat ddvérnost Vysledkd
Studie stim, Ze POSKYTOVATEL si
vyhrazuje pravo zverejnit veskeré i
kterékoliv své Vysledky pfi splnéni
nasledujicich ustanoveni:

POSKYTOVATEL zasle
ZADAVATELI pred podanim
ke zverejnéni nebo
prezentaci  popisujici  Ci
sdélujici kterékoliv
Vysledky tykajici se
kteréhokoliv aspektu
Studie kopii takové
navrhované publikace a
poskytne ZADAVATELI
lhitu 90dnd ode dne
odeslani takové publikace
ke kontrole. Kontrola ma
nasledujici Ucely:
(i) poskytnout

ZADAVATELI prilezitost ke

()

of the proposed kontrole obsahu
publication; (ii) to identify navrhované publikace a
any Proprietary vyjadreni se  k nému;
Information belonging to (i) zjistit veskeré
the SPONSOR to be deleted Vlastnické informace patfici
from the proposed ZADAVATELI, aby byly
publication; (iii) to z navrhované publikace
determine  whether the vypustény; (ii) zjistit, zda
proposed publication navrhovana publikace
contains subject matter for obsahuje predmét, pro
which patent protection ktery by méla byt pred
should be sought prior to zverejnénim publikace
publication. INSTITUTION podana patentova
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(b)

(©)

shall consider in good faith
SPONSOR'’s comments.
Should the SPONSOR
believe the subject matter
of the proposed publication
contains Proprietary
Information belonging to
the SPONSOR or contains a
patentable invention, then
prior to the expiration of 90
days period, the SPONSOR
shall give written
notification of such
determination to  the
INSTITUTION.

Upon receipt of such
written notice from the
SPONSOR that the

proposed publication
contains a  patentable
invention, the
INSTITUTION will
thereafter delay
submission of the proposed
publication for an

additional period of up to
60 days to permit
preparation and filing of
patent application(s) on
each  such invention.
Thereafter, the Institution
shall be free to submit the
proposed publication and
to publish the Results.
Notwithstanding the
foregoing, in no event may
INSTITUTION publish or
present any Results until
eighteen (18) months after
data lock of all sites
participating in the Study.

Upon receipt of written
notice from the SPONSOR
that the proposed

(b)

(©)

prihlaska. POSKYTOVATEL
v dobré vife  zohledni
pripominky ZADAVATELE.
Bude-li mit ZADAVATEL za
to, ze predmét navrhované
publikace obsahuje
Vlastnické informace patfici
ZADAVATELI nebo
obsahuje  patentovatelny
vynalez, ZADAVATEL je
povinen stim pisemné
seznamit POSKYTOVATELE
jesté  pred  uplynutim
90denni |haty.

JestliZe  POSKYTOVATEL
obdrzi pisemné oznameni
ZADAVATELE, ze
navrhovana publikace
obsahuje  patentovatelny
vynalez, POSKYTOVATEL
odloZi podani navrhované
publikace o dalSi obdobi
v délce do 60dnl, aby
umoznil pripravu a podani
patentové prihlasky
(prihlasek) ke kazdému
takovému vynalezu.
POSKYTOVATEL bude mit
poté moznost podat
navrhovanou publikaci a
zverejnit  Vysledky. Bez
Ujmy na predchozim plati,
ze POSKYTOVATEL nesmi
v Zadném pripadé zverejnit
ani  prezentovat Zadné
Vysledky ve |h{ité osmnacti
(18) mésicli od uzavérky
databaze pro vSechna
studijni centra.

Jestlize POSKYTOVATEL
obdrzi pisemné oznameni
ZADAVATELE, Ze
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publication contains
Proprietary Information of
the SPONSOR, the
INSTITUTION shall delete
all Proprietary Information
of the SPONSOR prior to
submission for publication
or presentation.
5.3  The SPONSOR shall have the right
to use, copy and distribute as it
sees fit any of the published
Results of the Study and to use
and copy unpublished Results,
provided that the SPONSOR may
not use the name of the
INSTITUTION or its
INVESTIGATOR for any public or
commercial purpose, including
advertising, promotional or sales
literature or product labeling
without the prior written consent
of the INSTITUTION, unless
required by law or regulation.

5.4 The Parties agree that after the
completion of the Study the SPONSOR
will provide the INSTITUTION with a list
of publications including the Study
results.

Article 6 - Confidential Information

6.1 Itis understood that in the course
of carrying out this Agreement,
(a) the SPONSOR may from time
to time provide (or have provided
on its behalf) the INSTITUTION
and INVESTIGATOR with
information and materials in
connection with this Agreement
(including, without limitation, the
Study drug, Protocol, case report
forms and the Study), or (b)
information and materials

navrhovana publikace
obsahuje Vlastnické
informace  ZADAVATELE,
POSKYTOVATEL veskeré
Vlastnické informace
ZADAVATELE pred

vvvvvv

prezentaci vypusti.

5.3 ZADAVATEL mé& pravo pouZit,
kopirovat a Sifit, jak to uzna za vhodné,
veskeré zverejnéné Vysledky Studie a
pouzit a kopirovat nezverejnéné
Vysledky; nevyzaduje-li to zakon (i
predpis, ZADAVATEL ale nesmi bez
predchoziho pisemného souhlasu
POSKYTOVATELE pouzit nazev
POSKYTOVATELE ani jméno
ZKOUSEJICIHO k zadnému vefejnému
ani komerénimu Ucelu vcetné inzerce,
propagacni ¢i obchodni literatury nebo
oznaceni pripravku.

5.4 Smluvni strany se dohodly, Ze
ZADAVATEL poskytne POSKYTOVATELI
po ukonceni klinického hodnoceni
seznam  publikaci  vztahujicich  se
k vysledk@im tohoto klinického
hodnoceni.

Clanek 6 - Divérné informace

6.1 Ma se za to, ze béhem pInéni
Smlouvy (a) ZADAVATEL mize ¢as od
Casu predat (nebo nechat predat svym
jménem) POSKYTOVATELI a
ZKOUSEJICIMU informace a materialy
v souvislosti s touto Smlouvou (mimo
jiné Hodnocenym léCivym pripravkem,
Protokolem, zaznamy subjektu
hodnoceni a Studii), nebo (b) mlze dojit
k vypracovani, vytvoreni i vyhotoveni
informaci a materiald (véetné Vysledk{)
tykajicich se Studie nebo souvisejicich
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(including the Results) may be
developed, created or generated
with respect to the Study or in
connection with this Agreement,

all of which is proprietary or
confidential information of the
SPONSOR (collectively,
"Proprietary Information”). The
INVESTIGATOR and
INSTITUTION agree to hold
Proprietary Information in

confidence and not to disclose
Proprietary Information to any
third party without the prior
written consent of the SPONSOR;
provided that Proprietary
Information may be disclosed to
Personnel who (i) have a need to
know the Proprietary Information
in connection with the Study and
(i) agree to be bound in writing by
the confidentiality provisions of
this Agreement. [INSTITUTION
shall be responsible for any
breach of the provisions of this
Article 6 by INVESTIGATOR or the
Personnel. If INSTITUTION is
required by applicable law or court
order to disclose Proprietary
Information, INSTITUTION shall
give SPONSOR prompt written
notice of such requirement such
that SPONSOR shall have the
opportunity to apply for a
protective order, injunction or for
confidential treatment of such
Proprietary Information.
INSTITUTION shall disclose only
the minimum Proprietary
Information to be disclosed in
order to comply, whether or not a
protective order or other similar
order is obtained by SPONSOR.
INSTITUTION and
INVESTIGATOR shall use the
Proprietary Information solely for

s touto Smlouvou, které budou vSechny
vlastnickymi ¢i dGvérnymi informacemi
ZADAVATELE (spolecné dale jen
Vlastnické informace*). ZKOUSEJICI a
POSKYTOVATEL se zavazuji zachovavat
dbvérnost Vlastnickych informaci a
nesdélit Vlastnické informace zadné treti
strané bez predchoziho pisemného
souhlasu  ZADAVATELE; Vlastnické
informace ale mohou byt sdéleny
Personalu, ktery (i) potrebuje Vlastnické
informace znat v souvislosti se Studii a
(i) ktery se pisemné zavaze dodrzovat

ustanoveni o d0vérnosti podle této
Smlouvy. POSKYTOVATEL ponese
odpovédnost za vesSkera poruSeni

ustanoveni tohoto clanku 6 ze strany
ZKOUSEJICIHO nebo Personalu. Bude-li
POSKYTOVATEL na zakladé prislusného
zakona nebo soudniho narizeni povinen
sdélit Vlastnické informace, neprodlené
s timto pozadavkem pisemné seznami
ZADAVATELE, aby mél ZADAVATEL
prilezitost pozadat o ochranny prikaz,
predbézné opatieni (injunction) nebo
zajisténi dGvérnosti Vlastnickych
informaci. POSKYTOVATEL sdéli
Vlastnické informace pouze v nejmensim
poZzadovaném rozsahu, a to bez ohledu
na to, zda ZADAVATEL zajisti ochranny
pfikaz nebo jiné obdobné nafrizeni.
POSKYTOVATEL a ZKOUSEJICI budou
Vlastnické informace pouzivat vyhradné
za UCelem provadéni Studie a za Zadnym
jingm Ucelem. POSKYTOVATEL bude
neprodlené informovat ZADAVATELE o
veSkerych  ztratich nebo  naruSeni
Vlastnickych informaci a poskytne
ZADAVATELI soucinnost pfi zmirnéni
ztraty nebo naruseni.
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the purpose of conducting the
Study and for no other purposes.
INSTITUTION shall immediately
notify SPONSOR of any loss or
compromise of Proprietary
Information and shall cooperate
with SPONSOR to mitigate the loss
or compromise.

6.2 The obligation described in|6.2 Z&avazek uvedeny vySe v odst. 6.1
paragraph 6.1 above shall not |se nevztahuje na Zadné Vlastnické
apply to any Proprietary | informace, u kterych mdze
Information which the | POSKYTOVATEL prostrednictvim
INSTITUTION can demonstrate | predchozi pisesmné dokumentace dolozit
through  pre-existing  written | nasleduijici:
documentation:

Vlastnické informace jsou
nebo se stanou verejné
znamymi bez jakéhokoliv
nezakonného konani nebo
nedbalosti na  strané

(@) is or becomes publicly (@)
known through no
wrongful or negligent act
on the part of the

Institution, the

INVESTIGATOR or any POSKYTOVATELE,

Personnel: ZKOUSI’EJICIHO nebo
Personalu;

(b)  can be shown to have been
known to the Institution
prior to the time of the
SPONSOR's disclosure;

(b)  POSKYTOVATEL
prokazatelné znal
Vlastnické informace pred
sdélenim ze strany

ZADAVATELE;

(c) is generally disclosed to ()  ZADAVATEL Vlastnické
third  parties by the informace obecné sdéluje
SPONSOR without similar tretim stranam bez
restrictions on such third obdobnych omezeni
parties; or tykajicich se  takovych

tretich stran; nebo

(d)  which is published in (d)  Vlastnické informace jsou
accordance W|th_ the zverejnény v souladu
express terms of Article 5. s vyslovnymi podminkami

¢lanku 5.

6.3  Except as otherwise specified by | 6.3  Nestanovi-li zdkon jinak, veSkeré
law, all Proprietary Information | Vlastnické informace budou neprodlené
shall be promptly delivered to the | predany ZADAVATELI pfi dokonceni
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SPONSOR upon completion of the

Study or termination of this

Agreement or at such earlier time

as the SPONSOR may request.
6.4 The obligations of the
INSTITUTION under this Article 6
shall continue indefinitely.

Article 7 — Insurance and Liability

7.1 The relationship of
SPONSOR and INSTITUTION under this
Agreement is that of independent

contractors, and this Agreement shall
not, and is not intended to, make the
parties partners, joint venturers, or
agents of one another. No party to this
Agreement shall have the power to bind
or obligate the other party.

7.2 INSTITUTION warrants
and represents that it has taken out an
insurance policy covering its liability for
damage caused in connection with the
provision of health services pursuant to
section 45(2)(n) of the Act No. 372/2011
Coll., on health services. Upon request of
the SPONSOR, INSTITUTION will provide
the SPONSOR with proof of such
insurance coverage.

7.3 XXXXXXXX

7.4 EXCEPT IN CONNECTION
WITH CASES UNDER ARTICLE9, A
BREACH OF CONFIDENTIALITY UNDER
ARTICLE 6, BREACHES OF
INTELLECTUAL PROPERTY
OBLIGATIONS SET FORTH HEREIN,
GROSS NEGLIGENCE OR WILLFUL
MISCONDUCT, IN NO EVENT SHALL
EITHER PARTY BE LIABLE FOR ANY
INDIRECT, INCIDENTAL, SPECIAL,
CONSEQUENTIAL, PUNITIVE, OR
EXEMPLARY DAMAGES (INCLUDING,

Studie nebo ukonceni této Smlouvy nebo

v drivéjsi  Indté, o kterou pfipadné
pozada ZADAVATEL.
6.4 Zavazky POSKYTOVATELE podle

tohoto ¢lanku 6 plati na dobu neurcitou.

v

Clanek 7 — Pojisténi a odpovédnost

7.1 Vztah  ZADAVATELE a
POSKYTOVATELE podle této Smlouvy je
vztahem nezavislych smluvnich partner(
a smluvni strany se touto Smlouvou
nestavaji ani nemaji stat vzajemnymi
spolecniky, ucastniky spolec¢ného
podniku i zastupci. Zadna ze stran této
Smlouvy neni opravnéna zavazovat
protistranu.

7.2  POSKYTOVATEL zarucuje a
prohlaSuje, Ze ma uzavienou pojistnou
smlouvu o pojisténi své odpovédnosti za
Skodu zplsobenou v souvislosti s
poskytovanim zdravotnich sluzeb
v souladu s 8§ 45 odst. 2 pism. n) zdkona
€. 372/2011 Sb., o zdravotnich sluzbach.
,;» POSKYTOVATEL predlozi ZADAVATELI

na Zadost ZADAVATELE pojistny
certifikat.

7.3 XXOXXXXX

7.4 ZADNA SMLUVNI STRANA

NEBUDE KROME PRIPADU v CL. 9,
PRIPADU SOUVISEJICICH S PORUSENIM
ZAVAZKU ~ DUVERNOSTI ~ PODLE
CLANKU 6,  PORUSENIM  ZAVAZK{
TYKAJICICH SE DUSEVNIHO
VLASTNICTVI STANOVENYCH V TETO
SMLOUVE, HRUBE NEDBALOSTI NEBO
UMYSLNEHO NEZAKONNEHO JEDNANI
ODPOVEDNA ZA ZADNOU NEPRIMOU,
NAHODNOU, ZVLASTNI, NASLEDNOU,
SANKCNI NEBO EXEMPLARNI NAHRADU
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WITHOUT LIMITATION, DAMAGES FOR
LOSS OF BUSINESS PROFITS, BUSINESS
INTERRUPTION, OR LOSS OF DATA),
WHETHER IN AN ACTION BASED IN
CONTRACT, TORT, OR OTHERWISE,
ARISING OUT OF OR IN CONNECTION
WITH THIS AGREEMENT.

Article 8 - Term and Termination

SKODY (MIMO JINE NAHRADU USLEHO
ZISKU,  SKODY ZPUSOBENE
PRERUSENIM PODNIKANI NEBO
ZTRATOU DAT) NA ZAKLADE SMLUVNIM,
DELIKTNEPRAVNIM  NEBO  JINEM,
PLYNOUCI Z TETO SMLOUVY NEBO S Ni
SOUVISEJICI.

Clanek 8 - Smluvni doba a skonéeni

8.1 This Agreement becomes
effective on the Effective Date and valid
on the date of signature by all parties
andunless sooner terminated as herein
expressly provided, will continue until
completion of the Study and the final
acceptance by SPONSOR of all Records
required to be provided under the
Protocol. If INSTITUTION does not enroll
two (2) subjects in accordance with the
recruitment procedures set forth in the
Protocol within six (6) months, then
SPONSOR may terminate the Study and
this Agreement upon written notice to
the Institution.

The expected term of duration of
the Study is from the signature of this
Agreement until xxx. If the actual term of
duration exceeds the expected term of
duration by more than 6 months, this
Agreement will have to be altered by
means of a written amendment.

8.2 This Agreement (or any
Study conducted hereunder) may be
terminated:

(@) by SPONSOR, with or
without cause, effective as of such
date as may be set forth in its
written  notice  thereof to
INVESTIGATOR, without penalty
or liability therefor and without
payment of any further

Smlouvy

8.1 Tato Smlouva nabyva
ucinnosti Dnem Ucinnosti a platnosti
dnem podpisu vSech smluvnich stran, a
nebude-li ukoncéena predcasné
zplsobem vyslovné uvedenym v této
Smlouvé, plati do dokonceni Studie a
kone¢ného prevzeti ZADAVATELEM
vSech Zaznamd, které maiji byt predany
podle Protokolu. Nedojde-li do Sesti
(6) mésicl k zarazeni dvou (2) subjektd
POSKYTOVATELEM v souladu s postupy
pro zarazeni uvedenymi Vv Protokolu,
ZADAVATEL miZze Studii a tuto Smlouvu
ukoncit pisemnou vypovéedi
POSKYTOVATELLI.

Predpokladana doba trvani klinického
hodnoceni je od podpisu této smlouvy do
xxx. Pfipadna odchylka skutec¢né doby
trvani od predpokladané doby trvani
presahujici tuto dobu o vice nez 6 mésicl
vyZzaduje zménu této smlouvy ve formé
pisemného dodatku.

8.2 Tato Smlouva (nebo
jakakoliv Studie provadéna podle této
Smlouvy) miZe byt ukoncena:

(@) ZADAVATELEM s udanim
dlvodu ¢ bez udani ddvodu
s ucinnosti ke dni stanovenému
v pisemné vypoveédi
ZKOUSEJICIMU, bez pokuty nebo
odpovédnosti a bez veskeré dalsi
nahrady s vyjimkou ustanoveni
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compensation hereunder except
as provided in Section 8.3;

(b) by either party for a
material breach of a provision
hereof, which is not cured within
thirty (30) days following receipt
of written notice thereof to the
other party; or

(c) by mutual written
agreement.
8.3 If, prior to completion of

the Study, this Agreement is terminated
in accordance with this Article 8 for any
reason, (a) SPONSOR shall pay such
amount for the services actually
rendered in accordance with this
Agreement (including, without limitation,
the Protocol) and all reasonable, actual,
out-of-pocket  non-cancelable  costs
incurred by INSTITUTION hereunder up
to the recorded receipt date of notice of
termination as determined in the manner
set forth on Exhibit A and (b)
INSTITUTION shall promptly return to
SPONSOR any funds paid in advance by
SPONSOR to INSTITUTION under this
Agreement for which work has not been
completed by INSTITUTION. Articles 4,
5, 6 and 9 and Sections 1.3, 1.4, 3.2, 3.3,
7.1, 7.4 and this 8.3 shall survive any
termination or expiration of this
Agreement, as well as any other terms
which by their intent or meaning are
intended to so survive. No termination
hereunder shall constitute a waiver of
any rights or causes of action that either
party may have based upon events
occurring prior to the termination date.

odst. 8.3;

(b)  kteroukoliv smluvni stranou

z d@vodu podstatného poruseni

smluvniho ustanoveni, jestlize

protistrana  nezajisti  npravu
poruseni do tficeti (30) dnl od
obdrzeni pisemné vyzvy

k naprave; nebo

(c) vzajemnou pisemnou

dohodou.

8.3 Dojde-li pred dokoncenim
Studie  k ukonleni této  Smlouvy
v souladu s timto Clankem 8
z jakéhokoliv dGvodu, pak
(a) ZADAVATEL  zaplati za  sluZby

skuteCné poskytnuté v souladu s touto
Smlouvou (mimo jiné véetné Protokolu) a
proplati vSechny primérené, skutecné
vynaloZené, nezrusitelné naklady vzniklé
POSKYTOVATELI podle této Smlouvy do
zaznamenaného dne prevzeti pisemné
vypoveédi zplsobem uvedenym
v Pfiloze A, a  (b) POSKYTOVATEL
neprodlené vrati ZADAVATELI veskeré
financni prostredky, které ZADAVATEL
poskytl POSKYTOVATELI formou zalohy
podle této Smlouvy a_ = které
POSKYTOVATEL neodpracoval. Clanky 4,
5,6a9aodstavce 1.3,1.4,3.2,3.3, 7.1,
7.4 a tento odstavec 8.3 plati - stejné
jako veSkeré ostatni podminky, jejichz
umysl nebo vyznam naznacuji, ze maji
platit - i nadale po ukonceni platnosti této
Smlouvy vypovédi ¢i uplynutim smluvni
doby. Ukonceni Smlouvy nepredstavuije
vzdani se jakychkoliv prav ¢i prostiedkd
napravy, které mize kterakoliv smluvni
strana mit z titulu udalosti, k nimz doslo
do dne ukonceni.

8.4 The SPONSOR 8.4 ZADAVATEL bere na védomi,
acknowledges that the INSTITUTION is [ Ze  POSKYTOVATEL je povinnen
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obliged to disclose agreements and
information  pursuant to the
No. 340/2015 Coll., on special conditions
for the effectiveness of certain contracts,
disclosure of these contracts, and on the

Contracts Act), as amended. The Parties
agree that on the date of signature to this
Agreement by the last paty to sign, the

this Agreement in an electronic,
machine-readable format to the emalil
address: jana.papezova@fno.cz. The
INSTITUTION is held liable for disclosure
hereof pursuant to the previous
paragraph. If the SPONSOR fails to
comply with the duty, the INSTITUTION

five days before the limit time for

Contracts Act.

Article 9 - General

9.1 Distinct from any medical
expenses covered by Section 9.2 below,
SPONSOR  will indemnify and hold
harmless the INVESTIGATOR,
SUBINVESTIGATORS, INSTITUTION and
its directors, trustees, officers,
employees and agents (collectively, the
"Indemnitees”), from and against any
amounts paid or payable by an
Indemnitee to a Study subject to the

extent resulting from claims, legal
proceedings or causes of actions
(collectively, "Claims™) asserted or

initiated by such subject based upon
personal injury (including death) to such
Study subject, which injury is sustained
as a result of the administration of the
Study drug in accordance with the
Protocol, except to the extent such
Claims, are attributable to:

failure of

0] the the

Act

register of contracts (the Register of

SPONSOR will send a blinded version of

will be entitled to disclose the Agreement

disclosure according to the Register of

uverejiovat smlouvy a informace v
souladu se zakonem ¢&. 340/2015 Sb., o
zvlastnich podminkach ucinnosti
nékterych smluv, uverejhovani téchto
smluv a o registru smluv (zakon o
registru smluv), ve znéni pozdé&jSich
predpisd. Smluvni strany se dohodly, ze
ZADAVATEL zaSle zaslepenou verzi této
Smlouvy nejpozdéji v den jejiho podpisu,
a to ve strojové citelném formatu v
elektronické podobé na emailovou
adresu  jana.papezova@fno.cz. Za
uverejnéni Smlouvy dle predchoziho
odstavce odpovidd POSKYTOVATEL.
Pokud ZADAVATEL danou povinnost
nesplni, je POSKYTOVATEL opravnén
uverejnit Smlouvu sam nejdfive 5 dnd
pred vyprSenim lhity ke zvefejnéni dle
zakona o registru smiuv.

Clanek 9 - Obecna ustanoveni

9.1 Vedle veskerych nakladd na
zdravotni péci uvedenych nize v odst. 9.2
se ZADAVATEL zavazuje poskytnout
POSKYTOVATELI, ZKOUSEJICIMU,
SPOLUZKOUSEJICIM a dalsim osobam
podilejicim se na klinickém hodnocni
(spolecné dale jen “Prijemci zavazku™)
nahradu Skody za Ujmu zpUsobenou tteti
osobé ve vysi treti osobou Uspésné
uplatnéného naroku u soudu. Tento
narok se vSak musi vylucné tykat tjmy na
zdravi (véetné smrti), ktera subjektu
hodnoceni, jenz se fadné ucastnil
klinického hodnoceni, vznikla v primé
souvislosti s uzivanim  hodnoceného
léCivého pripravku Ci s postupem uzitym
v souladu s protokolem klinického
hodnoceni, s vyjimkou toho, nakolik Ize
takové Naroky pfipsat:

0] nedodrzeni - ze strany
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INSTITUTION, INVESTIGATOR
and/or any Personnel involved in
the performance of the Study to
adhere to the terms of the Study
protocol or any written
instructions (including, without
limitation, package inserts, where
appropriate) relative to the use of
study drugs or devices used in the
performance of the Study, or to
comply with applicable laws or
regulations, or

(i)  any breach of this
Agreement by, or any negligent or
wrongful act or omission, fraud or
willful  malfeasance of, the
INSTITUTION, INVESTIGATOR
and/or  Personnel  (including
employees, agents or
independent contractors) involved
in the performance of the Study.

It is a condition precedent to SPONSOR's
indemnification obligations under this
Section 9.1 that each such Indemnitee
seeking indemnity hereunder must (i)
promptly notify SPONSOR of the
assertion of any such Claims against
it/nim/her, (ii) fully cooperate with
SPONSOR regarding any such Claims
(including access to pertinent records
and documents and provision of relevant
testimony) and in determining the scope
of SPONSOR's obligations hereunder.
Subject to the foregoing, each
Indemnitee may participate in any such

POSKYTOVATELE,
ZKOUSEJICIHO a/nebo Personélu
provadéjiciho Studii - podminek
Protokolu nebo jakychkoliv
pisemnych pokynt (mimo jiné
pribalovych letak{, hodi-li se) pro
pouzivani studijnich Iékl nebo
prostiredk( pouzitych pri
provadéni Studie nebo nedodrzeni
prislusnych zakon( nebo
predpisl; nebo

(i)  jakémukoliv poruseni této
Smlouvy nebo jakémukoliv
nedbalostnimu nebo

nezakonnému konani ¢i nekonani,
podvodnému nebo Umysinému
protipravnimu jednéni ze strany
POSKYTOVATELE,

ZKOUSEJICIHO a/nebo Personélu
(véetné zaméstnancl, zastupcl
nebo  nezavislych  smluvnich
dodavateld) provadéjiciho Studii.

Odkladaci podminkou splnéni zavazku
odskodnéni ZADAVATELEM podle tohoto

odst. 9.1  je povinnost  kazdého
jednotlivého Prijemce zavazku
pozadujiciho odskodnéni podle této
Smlouvy (i) neprodlené informovat
ZADAVATELE o vzneseni jakychkoliv
takovych ~ Narokd  vi&  Prijemci
slibu; (i) poskytnout ZADAVATELI
plnou soucinnost pfi FeSeni téchto

Narok{ (véetné zpfistupnéni prislusnych
zaznamd a dokumentld a poskytnuti
prislusné svédecké vypovédi) a stanoveni
rozsahu zavazkl ZADAVATELE podle této

Claims at its/his/her own cost and|Smlouvy. Za podminky predchoziho
expense. ustanoveni plati, Ze se kazdy jednotlivy
Prijemce slibu midZe zapojit do feSeni
jakychkoliv takovych Narokd na své
vlastni naklady a vydaje.
9.2 If any party to this 9.2 Dozvi-li se kterakoliv
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Agreement becomes aware of a claim or
potential claim, relating to a Study
subject injury or illness that may have
been caused by the Study, that party will,
within 5 days of such awareness, notify
the other parties of the claim. Whether
or not the subject has made a claim, the
parties will cooperate to determine the
relationship, if any, of the Study to the
injury or illness. If it is or may be related,
the parties will cooperate to facilitate
diagnosis and delivery of a course of
treatment for the injury or illness.
SPONSOR agrees to pay for the cost of
reasonable and customary medical
treatment of any illness or injury
sustained by a Study subject as a result
of the administration of the Study drug in
accordance with the Protocol (except to
the extent such costs are covered by the
subject's insurance or other third party
coverage); provided, however, that
SPONSOR's  obligations under this
Section 9.2 shall not apply to the extent
that any such costs or such illness or
injury is attributable to:

0] the failure of  the
INSTITUTION, INVESTIGATOR or
any Personnel involved in the
Study to adhere to the terms of
the Protocol or any current written
instructions consistent with the
Protocol provided by SPONSOR

(including, without limitation,
package inserts, where
appropriate), or comply with

governmental requirements, this
Agreement or applicable law;

(i)  any negligent or wrongful
act or omission, fraud or willful

smluvni strana o naroku ¢ mozném
naroku souvisejicim s Ujmou na zdravi
subjektu Studie ¢i onemocnénim, které

Fici tato
smluvni strana vyrozumi ostatni smluvni
strany o tomto naroku do 5 dnd ode dne,
kdy se o ném sama dozvédeéla. Smluvni
strany si bez ohledu na to, zda dany
subjekt  vznesl narok, poskytnou
vzajemné soucinnost pfi  stanoveni
pripadného pri¢inného vztahu Studie a
dané Ujmy na zdravi ¢i onemocnéni.
V pfipadé existence nebo moziné
existence pri¢inného vztahu si smluvni
strany poskytnou vzajemné soucinnost
ke stanoveni diagndzy a zajisténi lécby
ujmy c&i onemocnéni. ZADAVATEL se
zavazuje uhradit naklady na primérenou
a obvyklou zdravotni péci v pripadé
jakéhokoliv onemocnéni ¢ Gjmy na
zdravi subjektu Studie nasledkem podéani
Hodnoceného léCivého pripravku
v souladu s Protokolem (s vyjimkou
rozsahu, v némZ jsou takové néaklady
kryty  pojisténim  subjektu  nebo
pojisténim jiné treti strany); zavazky
ZADAVATELE podle tohoto odst. 9.2 se
pritom nevztahuji na rozsah, ve kterém
lze veSkeré takové naklady ¢i takové
onemocnéni nebo Ujmu na zdravi pfipsat:

0] nedodrzeni -
POSKYTOVATELE,
ZKOUSEJICIHO a/nebo Personalu
provadéjiciho Studii - podminek
Protokolu nebo jakychkoliv
platnych  pisemnych  pokyn(
ZADAVATELE ve shodé
s Protokolem (mimo jiné
pribalovych letdkll, hodi-li se)
nebo nedodrZeni jinych vladnich
pozadavkll, této Smlouvy nebo
prislusného zakona;

ze strany

(i)  jakémukoliv nedbalostnimu
nebo nezakonnému konani di
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malfeasance, of the

INSTITUTION, INVESTIGATOR of

any Personnel (including
employees, agents or
independent contractors) involved
in the Study;

(iii)
disease or any concurrent disease
not caused by the administration
of the Study drug in accordance
with the Protocol; and/or

(iv) the Study subject's failure
to comply with instructions
contained in the Informed

Consent executed by such subject
or communicated to the subject

by Study personnel.

Except as stated above, SPONSOR

will not compensate the subject for lost

wages or any other damages, expenses,
or losses.

9.3 No right or license is
granted under this Agreement by
SPONSOR to the INSTITUTION either
expressly or by implication, except as
specifically set forth herein.
INSTITUTION and INVESTIGATOR shall
not recruit potential study subjects for a
clinical study that has the similar
eligibility criteria as the eligibility criteria
of the Study unless and until the
INSTITUTION and Investigator have met
the enrollment requirements of the

Study.

9.4 All matters affecting the
interpretation, validity and performance
of this Agreement shall be governed by
the laws of the Czech Republic, without

the Study subject's primary

nekonani, podvodnému nebo
amysinému protipravnimu jednani
ze strany  POSKYTOVATELE,
ZKOUSEJICIHO a/nebo Personélu
(véetné zaméstnancl, zastupcl
nebo  nezavislych  smluvnich
dodavateld) provadéjiciho Studii;

(i) zakladnimu  onemocnéni
nebo jakémukoliv soub&znému
onemocnéni  subjektu  Studie,
které nebylo zplsobeno podanim
Hodnoceného 1éCivého pripravku
v souladu s Protokolem; a/nebo

(iv) nedodrZeni - ze strany
subjektu  Studie -  pokyn{
obsazenych v informovaném

souhlasu podepsanym subjektem
Studie nebo sdélenych subjektu
Personalem.

ZADAVATEL s vyjimkou vySe uvedenych
pfipadd neposkytne subjektu nahradu
uslé mzdy ani Zadné jiné skody, nakladd
Ci ztrat.

9.3  Nestanovi-li se tak vyslovné
vtéto Smlouvé, ZADAVATEL touto
Smlouvou neudéluje POSKYTOVATELI
vyslovné ani konkludentné zadné pravo
ani licenci. Pokud a dokud
POSKYTOVATEL a ZKOUSEJICI nesplini
pozadavky na zafazeni do Studie,
POSKYTOVATEL a ZKOUSEJICI nezafadi
mozné subjekty Studie do Zadného
klinického hodnoceni s podobnymi kritérii
pro zarazeni, jako jsou kritéria pro
zarazeni do Studie.

9.4 Veskeré zalezitosti tykajici
se vykladu, platnosti a plnéni_této
Smlouvy se budou fidit zakony Ceské
republiky bez ohledu na jeho kolizni
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regard or giving effect to its conflict of
laws principles. This Agreement,
including the annexed Exhibit(s), sets
forth the entire understanding between
the parties herein, and cannot be
changed or supplemented except by
written agreement executed by the party
or parties to be charged therewith. This
Agreement may not be assigned by
either party without the prior written
consent of the other party (not to be
unreasonably withheld). This Agreement
may not be changed or supplemented,
except by a writing executed by both
parties. No failure or delay in exercising
any right hereunder will be considered a
waiver thereof unless expressly waived in
writing by the party to be charged
therewith. No waiver on one occasion
will be considered a continuing or
subsequent waiver. If a court of
competent  jurisdiction finds  any
provision of this Agreement legally
invalid or unenforceable, such finding will
not affect the validity or enforceability of
any other provision of this Agreement
and the parties agree to negotiate to
revise the provision to make it valid and
enforceable.

9.5 All legal notices to be given
by either party to the other shall be made
in writing by hand delivery or by
registered or certified mail, return receipt
requested or by other method reasonably
capable of proof of receipt thereof and
addressed to the parties at their
respective addresses first set forth above
(and if to the SPONSOR to the attention
of:

Immunomedics, Inc.

300 The American Road
Morris Plains, New Jersey 07950
Attention: Clinical Research
Department

normy. Tato Smlouva vcetné Priloh
predstavuje Uplnou dohodu smluvnich
stran a Ize ji ménit ¢i doplnovat vyhradné
pisemnou dohodou opatienou podpisem
dotéené smluvni strany i dotcenych
smluvnich stran. Bez predchoziho
pisemného souhlasu protistrany (ktery
nebude nepfimérené odpiran) nemize
Zadna smluvni strana Smlouvu prevadét.
Smluvni zmény ¢i dodatky Ize provést
pouze pisemné s podpisem obou
smluvnich stran. Absence vykonu (i
prodleni ve vykonu kteréhokoliv prava
podle této Smlouvy nepredstavuje vzdani
se takového prava, pokud se jej dotéena
smluvni  strana nevzda pisemné.
Jednorazové vzdani se prava nezaklada
trvalé ani nasledné vzdani se prava.
Shleda-li soud s prislusnou pravomoci, ze
je kterékoliv smluvni ustanoveni pravné
neplatné ¢ nevymahatelné, timto
nalezem nebude dotéena platnost di
vymahatelnost  kteréhokoliv  jiného
smluvniho ustanoveni a smluvni strany se
zavazuji, ze zahadji jednani za Ucelem
Upravy dotceného ustanoveni, aby
zajistily jeho platnost a vymahatelnost.

9.5 VeSkera zakonna
oznameni, které ma kterakoliv smluvni
strana dat protistrané, musi byt

vyhotovena pisemné a dorucena osobné
nebo doporucenou postovni zasilkou
s dodejkou nebo jinym zplsobem,
u kterého Ize primérené dolozit doruceni,
a to na adresu prislusné smluvni strany
uvedenou v zahlavi této Smlouvy - a
v pripadé oznameni pro ZADAVATELE na
adresu:

Immunomedics, Inc.

300 The American Road
Morris Plains, New Jersey 07950
Pro: Clinical Research
Department
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Any notice shall be effective as of its date
of receipt.

9.6 SPONSOR will not use the
INSTITUTION or INVESTIGATOR's name
in any advertising or promotional
material or make any representation
relative to the Study drug which would
constitute an express or implied
endorsement by INSTITUTION or
INVESTIGATOR of any commercial
product or service (and will not authorize
others to do so), except as may be
required by law or with the
INSTITUTION’s  written  permission;
provided, that SPONSOR may, without
prior consent, identify INSTITUTION as
the entity that conducted the Study, and
identify INVESTIGATOR as conducting
the Study at the INSTITUTION. Except as
expressly permitted by this Agreement,
INSTITUTION agrees not to use
SPONSOR's name in any manner. In the
event that either party determines that
applicable  securities laws require
disclosure of this Agreement, such party
shall promptly notify the other and the
parties shall cooperate in making a
disclosure (joint disclosure if necessary)
which shall meet the requirements of the
applicable securities laws.

9.7 INSTITUTION and
INVESTIGATOR shall promptly disclose
to SPONSOR any discovery or invention
(whether or not patentable) conceived,
reduced to practice, made, developed or
arising out of, in whole or in part, by or
on behalf of INSTITUTION in the
performance of the Study or derived from
Proprietary  Information, including,

Veskera oznameni nabyvaji Ucinnosti
dnem doruceni.

9.6 S vyjimkami poZzadovanymi
ze zakona nebo pisemné povolenymi
POSKYTOVATELEM ZADAVATEL
nepouZzije (ani neopravni jiné osoby, aby
pouzily) nazev POSKYTOVATELE ani
jméno  ZKOUSEJICIHO v Z&dném
reklamnim ani propagacnim materialu a
neucini (ani neopravni jiné osoby, aby
ucinily) zadné prohlaseni v souvislosti
s Hodnocenym  léCivym  pripravkem,
které by predstavovalo vyslovné ¢di
konkludentni  schvalovani jakéhokoliv
komercniho pripravku nebo sluzby
POSKYTOVATELEM nebo ZKOUSEJICIM;
ZADAVATEL ale smi bez predchoziho
souhlasu uvést POSKYTOVATELE jako
subjekt, ktery provadél Studii, a
ZKOUSEJICIHO jako osobu provadéjici
Studii u POSKYTOVATELE.
POSKYTOVATEL se - s vyjimkami
vyslovné povolenymi touto Smilouvou -
zavazuje ktomu, Ze nijak nepouZije
ndzev ZADAVATELE. V pfipadé, Ze
kterakoliv smluvni strana zjisti, Ze
prislusné zakony o cennych papirech
vyzaduji sdéleni této Smlouvy, tato
smluvni strana neprodlené vyrozumi
protistranu a smluvni strany si navzajem
poskytnou soucinnosti prfi  sdéleni
(spolecném sdéleni, bude-li tfeba), které
bude splfiovat poZadavky pfrislusnych
zakonl o cennych papirech.

9.7 POSKYTOVATEL a
ZKOUSEJICI neprodlené seznami
ZADAVATELE s kazdym objevem nebo
vynalezem (patentovatelnym Ci
nepatentovatelnym) objevenym,
realizovanym, vytvorenym, vyvinutym
nebo plynoucim plné nebo zCasti
POSKYTOVATELEM nebo jménem
POSKYTOVATELE pri provadéni Studie
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without limitation, any discovery or
invention that relates to the Study
drug(s), including its administration or
use, alone or in combination with any
other drug or device (“Invention™). All
such Inventions shall be the sole and
exclusive property of the SPONSOR, and
INSTITUTION hereby transfers and
assigns, and shall cause all of Personnel
(including the INVESTIGATOR) engaged
by INSTITUTION to transfer and assign,
without additional consideration, to
SPONSOR all right, title and interest each
may have in and to any such Invention
and Records worldwide and will
cooperate to effect the foregoing. Upon
the request and at the reasonable
expense of Sponsor, INSTITUTION and
INVESTIGATOR shall execute and deliver
any and all instruments and documents,
and take such other acts as may be
necessary or desirable, to document the
assignments made under this Section 9.7
or to enable SPONSOR to secure its rights
in the Records and the Inventions, and
all intellectual property or other
proprietary rights relating thereto, in any
and all jurisdictions, or to apply for,
prosecute and enforce any intellectual
property or other proprietary rights in
any and all jurisdictions with respect to
the Records or the Inventions, or to
obtain any extension, validation, re-
issue, continuance, or renewal of any
such intellectual property or other
proprietary right. If for any reason any
portion of this Section 9.7 is ineffective to
result in ownership by SPONSOR of the
Records or any Invention (and any
associated intellectual property or other
proprietary rights with respect thereto),
INSTITUTION and INVESTIGATOR each
hereby grant to SPONSOR a perpetual,
irrevocable, exclusive, worldwide,
royalty-free, fully transferable,
sublicenseable license to the Records and

nebo odvozenym z Vlastnickych
informaci, mimo jiné kazdym objevem
nebo  vynalezem  vztahujicim  se
k Hodnocenému  |é¢ivému  pripravku
véetné jeho podani nebo pouziti
vV monoterapii nebo v kombinaci
s libovovolnym  jinym Iékem nebo
prostredkem (dale jen ,Vynélez").
VeSkeré  takové  Vynalezy  budou
vylulnym a vyhradnim majetkem
ZADAVATELE a POSKYTOVATEL timto
prevadi a zajisti, Zze veSkery Personal

(vCetné ZKOUSEJICIHO)
POSKYTOVATELE prevede, bez dalsi
uplaty na  ZADAVATELE vSechna

vlastnicka a jinad prava, ktera mlze mit
k jakémukoliv takovému Vynélezu a
Zaznamim na celém svété, a poskytne
soucinnost k dosazeni vy$e uvedeného.
POSKYTOVATEL a ZKOUSEJICI na Zadost
a na primérené naklady ZADAVATELE
podepiSi a doru¢i veskeré pravni
instrumenty a dokumenty a ucini jina
takova opatreni, ktera mohou byt
potfebna ¢i Zadouci k dolozeni prevodd
provedenych podle tohoto odst. 9.7 nebo
k tomu, aby ZADAVATEL mohl zajistit sva
prava k Zaznamdm a Vynalezdm a
veSkerému duSevnimu vlastnictvi nebo
jinym  vlastnickym  pravim s tim
souvisejicim ve veSkerych jurisdikcich
nebo aby mohl podat Zadost o uznani,
podat navrh na vykon a vymahat veSkera
prava k dusevnimu vlastnictvi nebo jina
vlastnicka prava ve veskerych jurisdikcich
vzhledem k Zaznamtm nebo Vynalezim
nebo aby zajistil jakékoliv prodlouzeni
platnosti, validaci, opakované vydani,
pokraCovani nebo obnoveni veskerych
takovych prav k duSevnimu vlastnictvi
nebo jiného vlastnického prava. Bude-li
z jakéhokoliv  dlvodu jakakoliv ~ ¢ast
tohoto odst. 9.7 neucinnou pti zajisténi
vlastnického prava ZADAVATELE
k ZaznamUm nebo jakémukoliv Vynalezu
(a  jakychkoliv  souvisejicich  prav
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each such Invention (and associated
intellectual property and other
proprietary rights with respect thereto).

9.8 INSTITUTION hereby
represents and certifies that neither it nor
INVESTIGATOR, and as far as it is aware
after due inquiry, none of the
SUBINVESTIGATORS, Personnel or other

persons or entities (including their
employees, partners, shareholders,
members, subsidiaries and affiliates)

providing services for the Study, are or
have ever been debarred, disqualified, or
banned by FDA or analogous
governmental authority from conducting
clinical trials or is under investigation by
FDA or analogous governmental
authority for debarment, disqualification
or any similar regulatory action, and will
not use, the services of any person
debarred under the Generic Drug
Enforcement Act of 1992, as amended
(GDEA), in any capacity, in connection
with any of the services performed
pursuant to this Agreement. This
certification applies in respect of officers,
agents and employees of INSTITUTION.
INSTITUTION agrees to notify SPONSOR
promptly in the event any person so used
ever becomes debarred under the GDEA
or by the FDA or analogous
governmental authority.

9.9 So that SPONSOR may
fulfill its certification and other financial
disclosure obligations under 21 CFR Part

k duSevnimu vlastnictvi nebo jinych
vlastnickych prav vzhledem k témuz),
POSKYTOVATEL i ZKOUSEJICI sam za
sebe timto udéluji ZADAVATELI trvalou,
nezrusitelnou, vyluc¢nou, celosvétovou,
bezplatnou, pIné prevoditelnou, dale
licencovatelnou licenci k Zaznamim a
kazdému takovému jednotlivému
Vyndlezu (a  souvisejicim  pravim
k duSevnimu  vlastnictvi a  jinym
vlastnickym praviim vzhledem k témuz).

9.8 POSKYTOVATEL timto
prohlaSuje a potvrzuje, Zze ani on ani
ZKOUSEJICI, a pokud je mu znamo po
fadném  Setfeni, ani nikdo ze
SPOLUZKOUSEJICICH, Personalu nebo
jinych osob ¢i subjektd (véetné jejich
zaméstnancl, partnerl, akcionard,
spolecnikd, dcefinych osob a pobocek)
poskytujicich sluzby pro Studii nejsou ani
nebyli diskvalifikovani ze strany FDA
nebo rovnocenného organu statni spravy
k provadéni klinickych hodnoceni ani
nejsou predmétem Setfeni ze strany FDA
nebo rovnocenného organu statni spravy
ve véci diskvalifikace nebo jakéhokoliv
obdobného regulatorniho fizeni a
nepouziji sluzeb zadné osoby
diskvalifikované podle zdkona z roku
1992, o generikach, v platném znéni
(GDEA) v Zzadném postaveni v souvislosti
se zadnymi sluzbami provadénymi podle
této Smlouvy. Toto potvrzeni se vztahuje
na funkcionare, zastupce a zaméstnance
POSKYTOVATELE. POSKYTOVATEL se
zavazuje, Ze bude ZADAVATELE
neprodlené informovat v pripadé, ze
kterakoliv takto pouzita osoba bude
diskvalifikovdna podle GDEA nebo ze
strany FDA ¢ rovnocenného organu
statni spravy.

9.9 POSKYTOVATEL zajisti, Ze
ZKOUSEJICI  a  kazdy  jednotlivy
SPOLUZKOUSEJICI pred Gcasti ve Studii
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54 to the FDA and such other laws and
regulations as may from time to time be
or become applicable with respect
thereto, the INSTITUTION shall ensure
that, prior to their participation in the
Study, the INVESTIGATOR and each
SUBINVESTIGATOR shall provide such
financial disclosures to SPONSOR as
SPONSOR may request with adequate
justification, on such forms as SPONSOR
may supply or as SPONSOR may
approve. During the time the Study is
being conducted and for one (1) year
thereafter, the INVESTIGATOR and each
SUBINVESTIGATOR shall, on SPONSOR'’s
request, update such forms promptly and
provide same to SPONSOR as may be
requested by SPONSOR or whenever any
material change occurs in the
information disclosed by a previous form.

9.10 Notices intended for the
INSTITUTION will be sent to the
following address:

Fakultni nemocnice Ostrava,
Clinical Trials Centre,

17. listopadu 1790/5,

708 52 Ostrava - Poruba,
Czech Republic.

Phone: XXXXXXXX

Fax: XXXXXXXX

9.11 Any disputes, controversies, or
claims resulting from or connected with,
this Agreement that cannot be resolved
by mutual agreement of the Parties will
be solved by the competent court of the
Czech Republic.

9.12 This Agreement is executed in the
Czech and English languages. In case of
a discrepancy between the language
versions, the Czech version of this
Agreement will prevail.

predd ZADAVATELI takova finan¢ni
pfiznani, jakd mdze ZADAVATEL
pozadovat s adekvatnim oddvodnénim,
na takovych formulafich, jaké mize
ZADAVATEL dodat nebo schvalit, aby tak
ZADAVATEL mohl splnit sve zavazky
tykajici se potvrzeni a jinych financnich
sdéleni podle hlavy 21 sbirky federalnich
zakonl USA (Code of Federal
Regulations, CFR), ¢ast 54. ZKOUSEJICI
a kazdy jednotlivy SPOLUZKOUSEJICI
béhem provadéni Studie a po dobu
jednoho (1) roku po Studii zajisti na
Zadost ZADAVATELE okamZitou
aktualizaci takovych formularG a jejich
predani ZADAVATELI, jak to mize
ZADAVATEL pozadovat nebo pri jakékoliv
podstatné zméné informaci uvedenych
v predchozim formulari.

9.10 Sdéleni urcena POSKYTOVATELI
budou zaslana na adresu:

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

708 52 Ostrava - Poruba
Ceska republika

Telefon: XXXXXXXX

Fax: XXXXXXXX

9.11 Jakékoli spory, neshody nebo
naroky vzniklé na zakladé této smlouvy
nebo ve spojitosti s ni, které neni mozné
urovnat vzajemnou dohodou smluvnich
stran, budou FeSeny prostrednictvim
prislusného soudu Ceské republiky.

9.12 Tato smlouva je sepsana v ¢eském
a anglickém jazyce. V pripadé rozporu
obou jazykovych verzi je rozhodujici
Ceské znéni smlouvy.
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IN WITNESS WHEREOF, the parties
hereto have executed this Agreement
herein below. This Agreement is
executed in three counterparts, each of
which constitutes an original and all of
which together constitute one
instrument.

NA DUKAZ TOHO smluvni strany nize
podepsaly tuto Smlouvu. Smlouvu je
vyhotovena ve trech stejnopisech,
z nichz kazdy bude mit silu originalu a
vSechny spole¢né budou predstavovat
jediny pravni instrument.

IMMUNOMEDICS, INC.:

By/Podpis:

Name/Jméno:

Title/Funkce:

Date/Datum:

Fakultni nemocnice Ostrava

By/Podpis:

Name/Jméno: doc. MUDr. Petr Vavra,
Ph.D.

Title/Funkce: Deputy Director for
Science and Reseach /
Naméstek reditele pro
védu a vyzkum
Date/Datum:

Clinical Trial Agreement

PROTOCOL: IMMU132-06
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By/Podpis:

Name/IJmEéno: XXXXXXXX

Title/Funkce: Investigator / ZkouSejici

Date/Datum:
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EXHIBIT A

XXXXXXXX

PRILOHA A

XXXXXXXX
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EXHIBIT B/PRILOHA B
BUDGET/ROZPOCET

XXXXXXXX
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