CLINICAL TRIAL AGREEMENT

Protocol # MOR208C204

Trial Title: A Phase Il/lll, Randomised,
Multicentre  Study of MORO00208  with
Bendamustine versus Rituximab with
Bendamustine in Patients with Relapsed or
Refractory Diffuse Large B-Cell Lymphoma (R-R
DLBCL) Who Are Not Eligible for High-Dose
Chemotherapy (HDC) and Autologous Stem-Cell
Transplantation (ASCT) — B-MIND

This Clinical Trial Agreement (“Agreement”) is
entered into by and among the following parties:

MorphoSys AG,

a German company with a principal place of
business at Lena-Christ-Strasse 48, 82152
Martinsried/Planegg, Germany
(“Sponsor”);

and

Fakultni nemocnice Hradec Kralove
with a place of business
at Sokolska 581, 500 05 Hradec Kralove — Novy
Hradec Kralové, Czech Republic,
zastoupena
prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.,
statutory representative,
DIC CZ00179906,

(“Provider”)

and

IV. interni hematologicka klinika Fakultni
nemocnice Hradec Kralové,
with place of business
at Sokolska 581, 500 05 Hradec Kralove — Novy
Hradec Kralove
Czech Republic
(PI),

and shall, except Section 30 which becomes
effective upon signature of the Agreement by
both Parties, become effective as of the
Effective Date, i.e. date of publication of this
Agreement in the Public register of the contracts
according to Czech Act no. 340/2015 Coll after
the last signature of the Agreement by the
Parties.
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SMLOUVA O KLINICKEM HODNOCENI

Protokol €. MOR208C204

Nazev klinického hodnoceni: Randomizované,
multicentrické  klinické hodnoceni faze Il/lI
pfipravku  MOR00208 s bendamustinem v
porovnani s rituximabem s bendamustinem u
pacientu s relabujicim nebo refrakternim difuznim
velkobunéénym B-lymfomem (R-R DLBCL), ktefi
nejsou zpusobili k 1écbé vysokymi davkami
chemoterapie (HDC) a autologni transplantaci
kmenovych bunék (ASCT) — B-MIND

Tato smlouva o klinickém hodnoceni (dale jen
.Ssmlouva“) se wuzavira mezi nasledujicimi
stranami:

MorphoSys AG,
némecka spolecnost se sidlem na adrese
Lena-Christ-Strasse 48, 82152
Martinsried/Planegg, Némecko
(dale jen ,zadavatel);

a

Fakultni nemocnice Hradec Kralové
se sidlem na adrese
Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Ceska Republika,
zastoupena
prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.,
statutarnim zastupcem,
DIC CZ00179906
(dale jen ,Poskytovatel®);

a

IV. interni hematologicka klinika Fakultni
nemocnice Hradec Kralové,
s adresou pracovisté
Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové
Ceska republika
(dale jen ,hlavni zkouSejici*),

a vstoupi v platnost k datu ucinnosti, tj. dnem
uvefejnéni smlouvy v registru smluv dle zékona €.
340/2015 Sb. po podpisu smlouvy posledni
smluvni stranou, s vyjimkou Cclanku 30, ktery
vstupuje v platnost podpisem této smlouvy vSemi
smluvnimi stranami.

Page / Strana 1 of 39



Sponsor, Provider, and PI are hereinafter each
referred to as a “Party” and collectively as the
“Parties”.

Preamble:

Whereas, by separate agreement, Sponsor has
engaged ICON Clinical Research Limited, a
company with a principal place of business at
South County Business Park, Leopardstown,
Dublin 18, Ireland, acting as an independent
contract research organization together with its
affiliates including without limitations ICON
Clinical Research s.r.o., V Parku 2335/20, Praha
4 — Chodov, 148 00, Czech Republic, registered
in the Commercial Register at the Municipal
Court in Prague, Section C, Insert 130386, with
a company registration number of 28171586
together with its clinical affiliates (i) to organize
and monitor the Trial on behalf of Sponsor and
to represent Sponsor for all the activities
necessary for the successful performance of the
Trial, as described hereunder, and (ii) to sign this
Agreement on behalf of Sponsor.

Whereas, Sponsor wishes the Trial to be
conducted at Provider and Provider and Pl are
willing to conduct the Trial in accordance with
the terms of this Agreement.

NOW, THEREFORE, for valuable
consideration, the receipt and adequacy of
which is hereby acknowledged, the Parties
hereby covenant and agree to be bound as
follows:

Definitions:

Whenever used in the Agreement with an initial
capital letter, the term shall have the meaning
specified below. The plural form of each
definition shall have the correlative meaning.

“Applicable Law” shall mean the Clinical Trials
Directive 2001/20/EC, the GCP Directive
2005/28/EC, the Data Protection Directive
95/46/EC, and any subsequent version of the
foregoing, as well as any applicable national law
implementing the provisions of the foregoing, the
GCPMP/ICH/135/95 Note for Guidance on Good
Clinical Practice as amended from time to time,
the 1964 Declaration of Helsinki as most

MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final

Zadavatel, poskytovatel a hlavni zkouSejici jsou
jednotlivé vtomto dokumentu oznacovani jako
.Ssmluvni strana“ aspole¢né jako ,smluvni
strany”.

Preambule:

Vzhledem ktomu, Ze =zadavatel na z&kladé
samostatné smlouvy najal spole¢nost ICON
Clinical Research Limited, se sidlem na adrese
South County Business Park, Leopardstown,
Dublin 18, Irsko, aby pusobila jako nezavisla
smluvni vyzkumna organizace spole¢né se svymi
dcefinymi  pobo¢kami, mimo jiné vcetné
spole¢nosti ICON Clinical Research s.r.o., V Parku
2335/20, Praha 4 — Chodov, 148 00, Ceska
republika, zapsané v obchodnim rejstiiku u
Méstského soudu v Praze, oddil C, vloZka 130386,

IC 28171586 aspolecné sjejimi  klinickymi
pobo&kami (i) k organizovani a sledovani
klinického  hodnoceni  jménem  zadavatele

a k zastupovani zadavatele ve vsech ¢innostech
nezbytnych pro uspé&Sné provedeni klinického
hodnoceni, jak je popsano v této smlouvé, a (ii) k
podpisu této smlouvy jménem zadavatele.

Vzhledem k tomu, zZe si zadavatel pfeje, aby bylo
klinické hodnoceni provadéno poskytovatelem
a poskytovatel a hlavni zkousejici si pfeji provadét
klinické hodnoceni v souladu s ustanovenim této
smlouvy.

PROTO NYNI, po pfislu§ném zvazeni, souhlasu
a primérenosti, které jsou timto potvrzeny,
smluvni __strany souhlasi s nasledujicimi
smluvnimi ustanovenimi:

Definice:

Pfi pouziti v této smlouvé maji nasledujici pojmy
vyznam definovany nize. Mnozné Cislo kazdé
definice ma odpovidajici vyznam.

.Platny zakon“ znamena smérnici ¢. 2001/20/ES
o provadéni  klinického hodnoceni, smérnici
2005/28/ES o spravné klinické praxi, smérnici ¢.
95/46/ES o ochrané osobnich udaji, arovnéz
jakoukoli naslednou verzi vySe uvedeného a platné
narodni zdkony implementujici ustanoveni vyse
uvedeného, dokument GCPMP/ICH/135/95
s pokyny pro spravnou klinickou praxi v platném
znéni, Helsinskou deklaraci zroku 1964
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recently amended and all other applicable
European and national laws, rules and
regulations including, but not limited to
mandatory local laws otherwise prevailing for the
performance of the Trial under this Agreement,
in particular the Act No. 101/2000 Coll. on
Protection of Personal Data, as amended, the
Act on Pharmaceuticals No. 378/2007 Coll., as
amended, the Act on Health Care Services No.
372/2011 Coll., as amended,, Decree No.
226/2008 Coll. on Good Clinical Practices and
on Detailed Conditions for Evaluation of
Pharmaceutical Products, Decree No. 84/2008
Coll. on Good Pharmacy Practice, as amended.

“Biological Samples” shall mean biological
samples (e.g., blood, urine, tissue, saliva, etc.)
obtained from Trial Subjects.

“Comparator Drug” shall mean a placebo or
comparator drug.

“CRF” shall mean a Case Report Form, which is
a paper or electronic questionnaire used to
collect all data generated in the course of the
Trial for each Trial Subject.

‘“CRO” shall mean a Clinical Research
Organization that is or will be engaged by
Sponsor. Currently it is ICON Clinical Research
Limited and its affiliates as described in the
preamble.

‘Effective Date” shall mean the date of
publication of this Aagreement in the Public
register of the contracts according to Czech Act
no. 340/2015 Coll after the last signature of the
Agreement by the Parties.

‘Force Majeure” shall have the meaning set
forth in Article 27.

‘IEC” shall mean an Independent Ethics
Committee, also known as Institutional review
board (IRB) or ethical review board; which is an
independent body (a review board or a
committee, institutional, regional, national, or
supranational), constituted of medical
professionals and non-medical members, whose
responsibility it is to ensure the protection of the
rights, safety and well-being of human subjects
involved in a trial and to provide public
assurance of that protection, by, among other
things, reviewing and approving / providing
favourable opinion on, the trial protocol, the
suitability of the investigator(s), facilities, and the
methods and material to be used in obtaining
and documenting informed consent of the ftrial
subjects.

‘ICF” shall have the meaning set forth in
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v nejnovéjsi verzi a v8echny dalsi platné evropské
a narodni zakony, pfedpisy a nafizeni, mimo jiné
vcetné kogentnich mistnich zakonu platnych pro
provadéni klinického hodnoceni podle této
smlouvy, zejména =zakona ¢. 101/2000 Sb.
o ochrané osobnich dat, ve znéni pozdéjSich
predpisti, zakon ¢&. 378/2007 Sb. o léCivech ve
znéni zakona ¢. 372/2011 Sb. o zdravotnickych
sluzbach, v platném znéni, vyhlaska &. 226/2008
Sb. ospravné Kklinické praxi a o podrobnych
podminkach pro hodnoceni Ié€ivych produktd,
vyhlaska €. 84/2008 Sb. o spravné farmaceutické
praxi, ve znéni pozdéjSich predpisu.

.Biologické vzorky“ znamena biologické vzorky
(napf. krve, moci, tkani, slin atd.) ziskané od
subjektl klinického hodnoceni.

~Srovnavaci lék® znamena

srovnavaci lék.

placebo nebo

,CRF* znamena formulaf pfipadové zpravy (Case
Report Form), ajedna se o papirovy nebo
elektronicky dotaznik pouzivany ke shromazdovani
vSech dat vytvofenych v pribéhu klinického
hodnoceni pro kazdy subjekt klinického hodnoceni.

,CRO“ znamena organizaci klinického vyzkumu
(Clinical Research Organization), ktera bude
zaméstnana zadavatelem. V soucasnosti je to
spole¢nost ICON Clinical Research Limited a jeji
dcefiné pobocky, jak je popsano v preambuli.

.Datum ucinnosti znamena datum uvefejnéni
této smlouvy ve vefejném regitru smluv dle zakona
Ceské republiky &. 340/2015 Sb. po podpisu
smlouvy posledni smluvni stranou.

,Vy$§8i moc* ma stejny vyznam jako v €lanku 27.

JEC“ znamena nezavislou etickou komisi
(Independent Ethics Committee), rovnéz
oznaCovanou jako nezavisla revizni rada (IRB,
Institutional review board) eticka revizni rada; coz
je nezavisly organ (revizni rada nebo komise,
institucionalni, regionalni, narodni nebo
nadnarodni), tvofena zdravotnickymi odborniky
a nelékarfskymi odborniky, jejichz odpovédnosti je
zajistit ochranu prav, bezpecnost a kvalitu Zivota
lidskych subjekti zapojenych do klinického
hodnoceni a poskytnout vefejné zajisténi této
ochrany formou, mimo jiné, kontroly a schvalovani
| poskytovani pfiznivych stanovisek k protokolu
klinického hodnoceni, vhodnosti zkousejicich,
zafizeni ametod a materidlu pouzivaného pfi
ziskavani a dokumentaci informovaného souhlasu
subjektl klinického hodnoceni.

.,Formular informovaného souhlasu“ ma stejny
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Article 7.

“Study team” shall mean the PI, sub-
investigators, collaborators and/or any individual
acting directly or indirectly on behalf of Provider
or Pl in the performance of this Agreement
and/or any individual involved in the conduct of
the Trial at Provider’s Site.

“Invention” shall have the meaning set forth in
Article 13.

“Protocol“ shall mean the support document
containing the detailed description of the Trial
and all amendments thereto identified by
protocol number MOR208C204 and entitled "A
Phase Il/lll, Randomised, Multicentre Study of
MORO00208 with Bendamustine versus
Rituximab with Bendamustine in Patients with
Relapsed or Refractory Diffuse Large B-Cell
Lymphoma (R-R DLBCL) Who Are Not Eligible
for High-Dose Chemotherapy (HDC) and
Autologous Stem-Cell Transplantation (ASCT) —
B-MIND, and any companion protocol(s) later
developed and approved in writing by the
Sponsor and signed by PI that are conducted
concurrently with all or the same Trial Subjects,
including any amendments to the foregoing.

“‘Records” shall mean Trial Subject’s, Trial
records, which include the Provider’s and Pl’s
copies of all Trial Data as well as relevant
source documents.

“‘Representative” shall have the meaning set
forth in Article 20.2.

“Sample Data” shall have the meaning set forth
in Article 11.2 b.

“Sponsor Drug” shall mean the Sponsor’s
product that is being studied in the Trial. If the
Sponsor’s product is being studied in the Trial in
combination with another product, “Sponsor’s
Drug” shall mean the combination.

“Sponsor Indemnitees” shall have the meaning
set forth in Article 16.1.

“SUKL” means State Institute for Drug Control.

“Trial” shall mean the multi-center clinical trial to
be performed in accordance with the Protocol.

“Trial Data” shall include, without limitation,
CRFs (or their equivalent) or electronic data
records, as well as any other documents or
materials created for the Trial and required to be
submitted to Sponsor or the CRO or any other
third party vendor instructed by Sponsor, such
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vyznam jako v ¢lanku 7.

LStudijni tym“ oznacuje hlavniho zkouSejiciho,
spoluzkous$ejici, spolupracujici osoby a jakékoliv
dalSi osoby jednajici pfimo nebo nepfimo jménem
poskytovatele nebo hlavniho zkousSejiciho v ramci
pinéni této smlouvy nebo jakékoli dalSi osoby
zapojené do provadéni klinického hodnoceni
v zafizeni poskytovatele.

,Vynalez"“ ma stejny vyznam jako v &lanku 13.
.Protokol®  oznaduje podplrny  dokument

obsahujici podrobny popis klinického hodnoceni
a vSechny jeho dodatky oznaéeny Cislem protokolu

MOR208C204 a s nazvem ,Randomizované,
multicentrické  klinické hodnoceni faze I/l
pfipravku  MOR00208 s bendamustinem v

porovnani s rituximabem s bendamustinem u
pacientl s relabujicim nebo refrakternim difiznim
velkobunéénym B-lymfomem (R-R DLBCL), ktefi
nejsou zpusobili k |é¢bé vysokymi davkami
chemoterapie (HDC) a autologni transplantaci
kmenovych bunék (ASCT) — B-MIND, a jakykoli
doprovodny protokol nebo protokoly vyvinuté
pozdéji apisemné& schvalené zadavatelem
a podepsané hlavnim zkouSejicim, které jsou
provadény soubéZné se v8emi nebo stejnymi
subjekty hodnoceni, véetn& jakychkoli jejich
dodatkd.

Zaznamy"“ znamena zaznamy hodnoceni subjektu
hodnoceni, které =zahrnuji kopie vSech udajl
hodnoceni poskytovatele a hlavniho zkouS$ejiciho,
jakoz i pfislusné zdrojové dokumenty.

Zastupce® ma stejny vyznam jako v ¢lanku 20.2.

.Data o vzorku“ ma stejny vyznam jako v ¢lanku
11.2b.

,Lék zadavatele“ znamena produkt zadavatele,
ktery bude zkouman v klinickém hodnoceni. Pokud
je pfipravek zadavatele v klinickém hodnoceni
zkouman v kombinaci s jinym pfipravkem, ,Lék
zadavatele“ oznacuje tuto kombinaci.

,OdSkodnované osoby zadavatele® ma stejny
vyznam jako v €lanku 16.1.

~SUKL® znamena Statni Ustav pro kontrolu I&Civ.

,Klinické hodnoceni
klinické hodnoceni
s protokolem.

znamena multicentrické
provadéné v souladu

.Data klinického hodnoceni“ zahrnuji mimo jiné
CRF (Ci jejich ekvivalent) nebo elektronické
zdznamy dat, jakoz i veSkeré daldi dokumenty di
materialy vytvofené pro hodnoceni, au nichz je
pozadovano, aby byly pfedlozeny zadavateli nebo
CRO nebo jakémukoli dodavateli ftfeti strany
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1.1

1.2

1.3

as X-ray, MRI, or other types of medical images,
ECG, EEG, or other types of tracings or
printouts, or data summaries.

“Trial Subject” shall mean a patient participating
in the Trial.

Pl, Sub-Investigators and Collaborators.

Principal Investigator.

Pl is an employee of Provider and shall be
responsible for the direction of the Trial in
accordance with Applicable Law, the Protocol,
Sponsor’s instructions, IEC approval and
Provider’s applicable policies. Provider may not
appoint any other person as principal
investigator without Sponsor’s prior written
approval. Pl shall provide Sponsor and/or CRO
with a written statement about his/her possible
economic or other interests in connection with
the performance of the Trial and Trial
preparations (financial disclosure) upon the
Effective Date. If Pl is unable to perform the
duties required under this Agreement, Provider
and PI shall promptly notify the Sponsor in
writing. If a replacement acceptable to the
Sponsor is not available, this Agreement may be
terminated as provided in Article 17.1c (2) of this
Agreement.

Sub-investigators and Collaborators.

Provider and Pl may delegate duties and
responsibilities to sub-investigators and other
Study team only to the extent permitted by
Applicable Law. Provider and Pl shall ensure
that only individuals who are appropriately
trained and qualified shall assist in the conduct
of the Trial as sub-investigators or Study team.
Provider and PI shall ensure that every sub-
investigator involved in the Trial will submit
Sponsor a dated and signed curriculum vitae
and a signed financial disclosure upon request.

Responsibility for Personnel.

Provider and PI are responsible to Sponsor for
compliance by all Study team with Applicable
Law, the Protocol, Sponsor’s instructions and
the terms of this Agreement. Provider and PI
shall ensure that any Study team who assist
them in the conduct of the Trial are informed of
and agree to abide by all terms of this
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instruovanym zadavatelem, jako jsou rentgenové
snimky, snimky magnetické rezonance nebo jiné
typy lékarskych snimkl, EKG, EEG ¢i jiné typy
sledovani ¢i vytisk{l nebo souhrny dat.

~Subjekt klinického hodnoceni® znamena
pacienta uc€astniciho se klinického hodnoceni.

Hlavni zkousejici, spoluzkousejici

a spolupracujici osoby.

Hlavni zkouSeijici.

Hlavni zkou$ejici je zaméstnanec poskytovatele
a bude odpovédny za fizeni klinického hodnoceni
v souladu s platnymi zakony, protokolem, pokyny
zadavatele, souhlasem IEC a platnymi zasadami
poskytovatele. Poskytovatel nesmi jmenovat jako
hlavniho zkousejiciho jinou osobu bez pfedchoziho
pisemného schvaleni zadavatele. Hlavni zkouSejici
musi zadavateli anebo CRO poskytnout pisemné
prohladeni o svych moznych ekonomickych nebo
jinych zajmech ve spojeni s provadénim tohoto
klinického hodnoceni a pfipravky v klinickém
hodnoceni (finanéni zvefejnéni) k datu ucinnosti.
Pokud hlavni zkouSejici neni schopen plnit své
zadvazky pozadované podle této smlouvy,
poskytovatel a hlavni zkouSejici musi neprodlené
pisemné informovat zadavatele. Pokud neni
k dispozici nahrada pfijatelna pro zadavatele, tato
smlouva miize byt ukonena, jak je uvedeno

v ¢lanku 17.1c (2) této smiouvy.

SpoluzkousSejici a spolupracujici osoby.

Poskytovatel a hlavni zkousSejici mohou delegovat
povinnosti a odpovédnost na spoluzkousSejici nebo
jiné  spolupracujici osoby pouze vrozsahu
povoleném platnymi zakony. Poskytovatel a hlavni
zkouSejici zajisti, aby pfi provadéni klinického
hodnoceni pomahali jako spoluzkou$ejici Ci
pracovnici poskytovatele jen osoby, které jsou
fadné proSkolené a maji odpovidajici kvalifikaci.
Poskytovatel a hlavni zkou$ejici musi zajistit, Ze
kazdy spoluzkousejici zapojeny do klinického
hodnoceni poskytne na pozadani zadavateli
datovany a podepsany zivotopis a podepsané
finanéni prohlaseni.

Odpovédnost pracovniku.

Poskytovatel ahlavni  zkouSejici  odpovidaji
zadavateli za to, Ze vSichni pracovnici
poskytovatele budou dodrZzovat platné zakony,
protokol, pokyny zadavatele apodminky této
smlouvy. Poskytovatel a hlavni zkouSejici zajisti,
aby byli vSichni pracovnici poskytovatele, ktefi
budou pfi provadéni klinického hodnoceni
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1.4

3.1

3.2

Agreement, applicable to the activities they
perform. Provider and PI shall assume all those
responsibilities assigned to clinical study sites
and/or Study team under Applicable Law.

Compliance with Provider’s Policies.

PI shall comply with the policies and procedures
of the Institution(s) and organization(s) with
which PI is affiliated and/or at which PI is
employed, including any applicable financial
policies. Pl will notify Sponsor promptly of any
conflict between the terms of this Agreement
and any such policy or procedure.

No Additional Activities.

No other activities than the ones agreed upon in
the Protocol or otherwise in writing with the
Sponsor may be conducted in relation with Trial
Subjects during the conduct of the Trial.

Independent Ethics Committee and National
Regulatory Authorities:

Approval, Registration and Oversight.

Before the Trial is initiated, Provider and PI shall
ensure that both the Trial and the ICF (as
defined in Article 7) are approved by an IEC that
complies with Applicable Law and all applicable
regulations and that the approval of the
competent national authority (the SUKL) is
obtained. Provider and Pl shall further ensure
that the Trial is subject to continuing oversight by
the IEC throughout its conduct.

Provider and PI shall ensure that the Trial is only
initiated, after this Agreement has been
registered in the Public register of the contracts
to the extent required by applicable law, in
particular Czech Act no. 340/2015 Coll.

Trial Disapproval.

If, through no fault of Provider or PI, the Trial is
disapproved by the IEC, this Agreement shall
immediately terminate with no penalty to the
Provider or PI, as outlined in Article 17.1 a
below.

Trial Conduct.

MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final

pomahat, informovani o vSech podminkach této
smlouvy tykajicich se ¢innosti, které budou
provadét, aaby se =zavazali, Ze je budou
dodrzovat. Poskytovatel ahlavni  zkouS$ejici
pfijimaji vSechny takové odpovédnosti pfifazené
pracovistim klinického hodnoceni anebo studijnimu
tymu podle platnych zakonu.

Dodrzovani zasad poskytovatele.

Hlavni  zkou$ejici bude dodrZzovat z&sady
a postupy zdravotnickych zafizeni a organizaci,
k nimz se pfipojil nebo jichZz je zaméstnancem,
vCéetné veskerych platnych financnich zasad.
Hlavni zkousejici bude bezodkladné informovat
zadavatele o jakémkoli rozporu mezi podminkami
této smlouvy a jakymikoli takovymito zasadami Ci
postupem.

Zadné dalsi éinnosti.

Zadné jiné d&innosti nez takové, které jsou
dohodnuty v protokolu nebo jinak pisemné se
zadavatelem, nesmi byt ve vztahu k subjektim
klinického vyzkumu provadény béhem provadéni
klinického hodnoceni.

Nezdvisla eticka komise a narodni_regulacni
organy:

Schvaleni, reqistrace a dozor.

Nez bude hodnoceni zahajeno, zajisti poskytovatel
a hlavni zkousSejici, Ze jak klinické hodnoceni, tak i
formular informovaného souhlasu (jak je definovan
v ¢lanku 7) budou schvaleny IEC a Ze odpovidaji
platnym zakon{m a vSem platnym pfedpisum a ze
je ziskan souhlas kompetentniho néarodniho
organu (SUKL). Poskytovatel a hlavni zkouSejici
dale zajisti, ze klinické hodnoceni bude podiéhat
trvalému dohledu IEC béhem celého jeho priibéhu.
Poskytovatel a hlavni zkouSejici zajisti, Ze
hodnoceni bude zahajeno az poté, co byla tato
smlouva uvefejnéna ve vefejném registru smiuv
vrozsahu, vjakém je vyZzadovano pfisluSnymi
pravnimi predpisy, zejména zakonem Ceské
republiky ¢. 340/2015 Sb.

Zamitnuti klinického vyzkumu.

Jestlize bude toto hodnoceni bez zavinéni
poskytovatele nebo  hlavniho  zkouSejiciho
zamitnuto |EC, skonéi platnost této smlouvy
okamzité bez jakékoli sankce v(ci poskytovateli
nebo hlavnimu zkouSejicimu, jak je popsano
v ¢lanku 17.1 nize.

Provadéni klinického hodnoceni.
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5.1

5.2

5.3

54

Provider and Pl shall conduct the Trial in
accordance with the Protocol, Sponsor’s or its
designee’s/third party vendor’s (including the
CRO’s) written instructions, and Applicable Law.
Provider shall provide appropriate resources and
facilities to enable PI to conduct the Trial in a
timely and professional manner and in
accordance with the terms of this Agreement.
Sponsor has designated CRO as the Trial
monitor, and Provider and Pl hereby are
authorized to communicate directly with CRO
with respect to Trial monitoring efforts.
Notwithstanding the foregoing, any notice
required to be given to Sponsor under this
Agreement will not be deemed delivered if such
notice is given solely to CRO.

Sponsor Drug.

Provision by Sponsor.

Sponsor shall provide the hospital pharmacy of
Provider with sufficient quantities of the Sponsor
Drug to conduct the Trial, properly packaged
and marked according to Act No. 378/2007 Coll.
If required by the Protocol, and unless otherwise
agreed in writing, Sponsor shall also provide the
Comparator Drug.

The shipments of Sponsor Drug shall be
delivered to the Pharmacy on working days in
normal business hours.

Custody and Dispensing.

Provider and PI shall adhere to Applicable Law
and industry standards as well as, if applicable,
the respective summary of product
characteristics, requiring careful custody and
dispensing of Sponsor Drug and Comparator
Drug, as well as appropriate documentation of
such activities.

Control.

Provider and Pl shall maintain appropriate
control of supplies of Sponsor Drug and
Comparator Drug and shall not administer or
dispense it to anyone who is not a Trial Subject,
or provide access to it to anyone except Study
team.

Use.

Provider and Pl shall use Sponsor Drug and
Comparator Drug only as specified in the
Protocol. Any other use of Sponsor Drug or
Comparator Drug constitutes a material breach
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Poskytovatel a hlavni zkouSejici budou provadét
klinické  hodnoceni v souladu s protokolem,
pisemnymi pokyny zadavatele nebo jeho
zastupce/dodavatele tfeti strany (véetné CRO)
a platnymi zakony. Poskytovatel poskytne vhodné
zdroje a prostory, aby mohl zkousSejici provadét
klinické hodnoceni v&as a profesionalné a podle
podminek této smlouvy. Zadavatel ur€il CRO jako
monitora klinického hodnoceni a poskytovatel
a hlavni  zkouSejici jsou timto  opravnéni
komunikovat pfimo s CRO sohledem na
monitorovani tohoto klinického hodnoceni. Bez
ohledu na vySe uvedené, jakékoli oznameni, které
musi byt podle této smlouvy pfedano zadavateli,
nebude povaZovano za dorucené, pokud je toto
oznameni pfedano vylué¢né CRO.

Lék zadavatele.

Zajisténi zadavatelem.

Zadavatel poskytne do nemocnicni 1ékarny
Poskytovatele dostate¢né mnozstvi léku
zadavatele pro provedeni klinického hodnoceni,
vzdy fadné zabaleny a oznafeny dle zak. ¢.
378/2007 Sb.. Vyzaduje-li to protokol a neni-li
pisemné dohodnuto jinak, poskytne zadavatel
rovnéz srovnavaci lék.

Dodavky Iéku budou probihat v pracovni dny.
Dodavky Iéku budou probihat v pracovni dny
v bé&zné pracovni dobé.

Uschova a vyde;j.

Poskytovatel a hlavni zkouSejici budou dodrzovat
platné zakony a standardy v oboru arovnéz,
odpovidajici souhrn  charakteristik  pfipravku,
vyzadujici pe€livou uUschovu avydej Iéku
zadavatele a srovnavaciho Iéku, jakoz i Fadnou
dokumentaci takovychto Cinnosti.

Kontrola.

Poskytovatel a hlavni zkouSejici zajisti stalou
fadnou kontrolu nad dodavkami 1éku zadavatele i
srovnavaciho Iéku anebudou jej podavat Cdi
vydavat nikomu, kdo neni subjektem hodnoceni,
ani neumozni pfistup k nému nikomu kromé
pracovnik(l poskytovatele.

Pouziti.
Poskytovatel a hlavni zkouSejici budou pouZivat
Iék zadavatele &i srovnavaci Iék pouze tak, jak je

uvedeno v protokolu. Jiné pouziti Iéku zadavatele
¢i srovnavaciho Iéku pfedstavuje podstatné
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5.5

of this Agreement.

Ownership of Sponsor Drug and Comparator
Drug.

Sponsor Drug and Comparator Drug are and
shall remain at all times the property of Sponsor.
Sponsor grants Provider and Pl no express or
implied intellectual property rights in the Sponsor
Drug or and Comparator Drug, or in any
methods of making or using the Sponsor Drug or
Comparator Drug.

Research Grant.

Funding shall be made by way of grant
payments in accordance with Attachment A.
The grant represents direct investigation costs
and Provider’s and PI's costs of conducting the
Trial. All amounts are inclusive of all direct,
indirect, overhead and other costs, including
laboratory and ancillary service charges, and
shall remain firm for the duration of the Trial,
unless otherwise agreed in writing by the
Parties. Provider and PI shall comply at all times
with the then current applicable pharmacodes
and codes of conduct.

The Parties acknowledge and agree that
compensation made under this Agreement shall
be made from funds provided by the Sponsor
and payment facilitated by CRO.

Maximum amount of total payments rendered
for services provided under this Agreement will,
approximately be 2.500.000,00 CZK as detailed
in Attachment A, if the enrollment of Trial
Subjects is successful as planned.
Trial _Subject Enrollment and Informed
Consent.

Provider and Pl have agreed to enroll qualified
patients as Trial Subjects in the Trial in
accordance with the Protocol. A qualified patient
is one who meets all Protocol criteria for
inclusion in the Trial. Sponsor may discontinue
patient enrollment at Provider if the total
enrolliment needed for the Trial (which is a multi-
center clinical trial) has been achieved. Provider
and Pl shall obtain a signed written Informed
Consent Form (“ICF”) from each Trial Subject
explaining the Trial Subject’s rights in connection
with its relationship with the Provider and PI, in
accordance with instructions in the Protocol and
Applicable Law. The anticipated number of
enrolled Trial Subjects for this Site is [}
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porudeni této smlouvy.

Vlastnictvi |Iéku zadavatele a srovnavaciho Iéku.

Lék zadavatele asrovnavaci lék jsou atrvale
zUstanou ve vlastnictvi zadavatele. Zadavatel
neudéluje poskytovateli ani hlavnimu zkou$ejicimu
zadna vyslovna ani implicitni prava kléku
zadavatele a/nebo srovnavaciho Iéku ani jakymkoli
zpUsobdm jejich vyroby nebo pouzivani.

Vyzkumny grant.

Financovani bude realizovano prostfednictvim
plateb grantd vsouladu s pfilohou A. Grant
predstavuje pfimé naklady  poskytovatele
a hlavniho zkousejiciho souvisejici s provadénim
klinického hodnoceni. Veskeré Castky jsou vcetné
vSech pfimych, nepfimych, rezijnich a jinych
nakladua, vcetné poplatkll za laboratorni ajiné
doplriikové sluzby, a zustanou po dobu trvani
hodnoceni pevné, nebude-li pisemné mezi
stranami dohodnuto jinak. Poskytovatel a hlavni
zkousejici musi vzdy dodrzovat vSechny platné
farmakologické kodexy a etické kodexy.

Smluvni strany uznavaji asouhlasi stim, Zze
kompenzace ucinéné podle této smlouvy budou
provadény zfinanénich zdrojd  poskytnutych
zadavatelem a platba bude zprostfedkovana CRO.

Maximalni vy8e celkovych plateb poskytnutych za
sluzby poskytované na zakladé této smlouvy bude
pfiblizné 2 500 000.00 CZK jak je specifikovano
v pfiloze A, pokud bude nabor subjekt klinického
hodnoceni uspésny, jak je planovano.

Zarazeni_subjektu do hodnoceni a informovany
souhlas.

Poskytovatel a hlavni zkou$ejici souhlasi s tim, Ze
budou do hodnoceni zafazovat zpUsobilé pacienty
jako subjekty hodnoceni v souladu s protokolem.
Zpusobily pacient je takovy, ktery spliuje vSechna
kritéria pro zafazeni do klinického hodnoceni.
Zadavatel muze ukonéit zafazovani pacientll v
zafizeni  poskytovatele v pfipadé, Ze bylo
dosazeno celkového poctu zafazeni potfebného
pro klinické hodnoceni (které je multicentrickym
klinickym hodnocenim). Poskytovatel a hlavni
zkousejici ziskaji podpis pisemného formulare
informovaného souhlasu pro kazdy subjekt
klinického hodnoceni vysvétlujici prava subjektu
hodnoceni v souvislosti s jeho vztahy
s poskytovatelem a hlavnim zkouSejicim v souladu
s pokyny v protokolu a platnymi zakony.
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9.1

9.2

Adverse Events.

Provider and Pl shall report adverse events
experienced by Trial Subjects in accordance
with instructions in the Protocol. This includes,
where required, prompt reporting to Sponsor
and CRO by telephone.

Protected Personal Data, including Health
Information.

Protection of Personal Data, including Health
Information.

The Parties recognize a common goal of
securing all personal data, including individually
identifiable health information, and holding such
data and information in confidence and
protecting it from unauthorized disclosure.
Provider and PI represent and warrant that they
shall comply with the provisions of any
Applicable Law relating to the confidentiality,
privacy and security of such data and
information.

Consent to Use and Disclose Personal Data,
including Health Information.

Provider and Pl shall obtain a written privacy
consent, complying with Applicable Law, for
each Trial Subject referring to the collection,
use, processing, storing and transfer (including
outside EU) of their personal data, including
health information and Biological Samples,
which shall enable Provider and Pl as far as
permitted under Applicable Law to provide
Sponsor, CRO and other persons and entities
designated by Sponsor with completed CRFs,
source documents and all other information
required by the Protocol. The Parties recognize
that, pursuant to this Agreement, they have the
responsibility to protect all personal data,
including  individually  identifiable  patient
information and to restrict the use of such data
and information to those persons and entities,
including  officers, directors, employees,
consultants, contractors, subcontractors and
agents, who must have access to such
information in order to fulfill their assigned duties
with respect to the Trial and in accordance with
Applicable Law. Such use also shall be
restricted to those uses permitted in the consent
forms and neither Provider, Pl, Sponsor nor
CRO nor any party to whom Sponsor or CRO
may disclose individually identifiable health
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Pfedpokladany pofet zafazenych
hodnoceni je il pro toto centrum.

subjektl

Nezadouci prihody.

Poskytovatel a hlavni zkouSejici oznami nezadouci
pfihody zjisténé u subjektll hodnoceni v souladu
s pokyny v protokolu. Toto pfipadné zahrnuje
bezodkladné telefonické oznameni zadavateli
a CRO.

Chranéné osobni udaje, véetné zdravotnickych
informaci.

Ochrana_osobnich (daji, véetné zdravotnickych
informaci.

Strany uznavaji spole¢ny cil zabezpeceni vSech
osobnich udajl, vEetné osobné identifikovatelnych
zdravotnich informaci, a to, Ze budou takova data
udrzovat jako davérna abudou je chranit pred
neopravnénym zvefejnénim. Poskytovatel a hlavni
zkousejici  prohladuji  a zaruéuji, Ze budou
dodrzovat ustanoveni veskerych platnych zakonu
tykajicich se duavérnosti, ochrany soukromi
a bezpecnosti takovych dat a informaci.

Souhlas s pouzitim a zverejnénim osobnich udajd,
véetné zdravotnickych informaci.

Poskytovatel a hlavni zkou$ejici ziskaji od
kazdého subjektu klinického hodnoceni pisemny
souhlas s pouzitim osobnich Gdaju v souladu
s platnymi zakony tykajici se shromazdovani,
pouziti, zpracovani, ukladani a pfenosu (v&etné
prfenosu mimo EU) jejich osobnich udajl, vcetné
zdravotnich informaci a biologickych vzorku, které
umozniuji poskytovateli a hlavnimu zkouSejicimu
v rozsahu povolenym podle platnych zakon(
poskytovat zadavateli, CRO a jinym fyzickym
a pravnickym osobam jmenovanym zadavatelem
vyplnéné CRF, zdrojové dokumenty a veSkeré
dal$i protokolem vyzadované informace. Smluvni
strany uznavaji, Ze jsou podle této smlouvy
odpovédné za ochranu vSech osobnich udaju,
v€éetné osobné identifikovatelnych informaci
o pacientech, a omezi pouzivani takovychto dat
ainformaci na ty osoby asubjekty, vcetné
vedoucich, Ffediteld, zaméstnancli, poradc,
dodavatell, subdodavatell a zastupct, které musi
mit k takovym informacim pfistup, aby mohly pinit
jim pfidélené povinnosti souvisejici s timto
klinickym hodnocenim av souladu s platnymi
zakony. Takovéto pouZziti musi byt rovnéz omezeno
na ty osoby, jimz je toto povoleno ve formulafich
souhlasu, a ani poskytovatel, hlavni zkou$ejici,
zadavatel, CRO ani jakakoli strana, které mohou
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9.3

information may use such information to recruit
research subjects to additional studies, to
advertise additional studies or products, or to
perform marketing or marketing research.
Provider and PI shall provide Sponsor and CRO
an opportunity to review and approve the
content of the consent (including any revisions
made during the course of the Trial) before it is
used. However, the ICF will be approved by the
competent IEC and provided to Provider and PI
by Sponsor or CRO. Without Sponsor’s approval
the ICF may not be modified by Provider and/or
CRO.

Personal Data of Study team.

Prior to and during the course of the Trial,
Provider and Pl may provide to Sponsor
personal data relating to Provider, Pl or Study
team, the collection, processing and transfer of
which may be subject to applicable data
protection and privacy laws. The Sponsor has
the right to include the name and workplace
address of PIl, including his/her contact
information such as an email address and/or
telephone number, in a computer database and
to process them. Pl hereby consents to the
collection, use, processing, storing and transfer
(including outside the EU) of his/her personal
data by CRO, Sponsor and their respective
affiliates such as his/her name, job title, office
address, including his/her contact information
such as an email address and/or telephone
number, and involvement in the Trial for the
purposes of (a) ensuring proper conduct of the
Trial; (b) review by a regulatory authority, the
Sponsor, or Sponsor’s third party vendors (who
are engaged for the conduct of the Trial) or the
CRO; (c) satisfying legal or regulatory
requirements; (d) publication of the names in
recognized public registers such as the EudraCT
database, the DIMDI database
("Pharmnet.Bund"), the "ClinicalTrialRegister.eu"
or the “clinicaltrial.gov" register or in other
publications about the Trial in scientific journals;
and/or (e) maintaining databases by Sponsor,
CRO or their respective affiliates for use in
selecting sites in future clinical investigations.
Moreover, Provider and Pl shall obtain any
additional consent necessary for the collection,
use, processing, storing and transfer (including
outside the EU) of personal data pertaining to
the Provider, Pl and Study team for the above
purposes by using the respective data privacy
form in Attachment B directly or at least as a
guidance for a similar form.
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zadavatel nebo CRO osobné identifikovatelné
zdravotni informace sdélit, nesmi takovéto
informace pouzit pro nabor subjektt klinického
hodnoceni pro daldi studie, k propagaci dalSich
studii nebo pfipravkl Ci k provadéni marketingu
nebo marketingovych prizkumud. Poskytovatel
a hlavni zkouSejici poskytnou zadavateli a CRO
prilezitost zkontrolovat a schvalit obsah souhlasu
(v€etné vesSkerych revizi provedenych v prabéhu
klinického hodnoceni) dfive, nez bude pouZit.
Formulaf informovaného souhlasu v3ak bude
schvalen pfislusnou IEC a pfedloZen poskytovateli
a hlavnimu zkouSejicimu zadavatelem nebo CRO.
Bez schvaleni zadavatele nesmi poskytovatel ani
CRO formularf informovaného souhlasu ménit.

Osobni udaje studijniho tymu.

Pfed klinickym hodnocenim a v jeho prabéhu musi
poskytovatel ahlavni  zkouSejici  poskytnout
zadavateli osobni udaje tykajici se poskytovatele,
hlavniho zkousejiciho nebo studijniho tymu, jejichZ
sbér, zpracovani a pfenos muze podléhat platnym
zékondm na ochranu osobnich udaju a soukromi.
Zadavatel ma pravo =zafadit jméno a adresu
pracovisté hlavniho zkouSejiciho véetné jeho
kontaktnich udajl, jako e-mailova adresa anebo
telefonni  Cislo, do pocitatové databaze
a zpracovavat je. Hlavni zkouSejici timto poskytujte
souhlas ke shromazdovani, pouzivani, zpracovani,
skladovani a pfenos (v€etné pfenosu mimo EU)
svych osobnich (daju, jako je jméno, nazev
pozice, adresa sidla, v€etné kontaktnich informaci,
jako jsou e-mailova adresa nebo telefonni Eislo,
ainformaci o uc&asti v klinickém hodnoceni ze
strany CRO, zadavatele a jejich pfislusnych
pobocek pro ucely (a) zajisténi fadného prabéhu
klinického hodnoceni; (b) prezkumu regulacnim
organem, zadavatelem, dodavateli zadavatele
(ktefi jsou najati na provadéni klinického
hodnoceni) nebo CRO; (c) splnéni pozadavki
pravnich  pfedpisli; (d) zvefejhovani jmen
v uznavanych vefejnych registrech, jako je
databaze EudraCT, databaze DIMDI
(,Pharmnet.Bund®), ,ClinicalTrialRegister.eu“ nebo
,clinicaltrial.gov, nebo  vjinych  publikacich
o klinickém hodnoceni ve védeckych Casopisech;
a/nebo (e) udrzovani databazi zadavatele nebo
jeho dcefinych spolecnosti pro pouziti pfi vybéru
pracovist pro budouci klinicka hodnoceni. Navic
musi poskytovatel a hlavni zkouSejici ziskat
dodatecny souhlas potfebny pro shromazdovani,
pouziti, zpracovani, ukladani a pfenos (vCetné
pfenosu mimo EU) osobni udaju tykajicich se
poskytovatele, hlavniho zkou$ejiciho a studijniho
tymu pro vySe uvedené ucely pomoci pfislusného
formulafe na ochranu dlvérnosti udaju v pfiloze B
pfimo nebo jako vzor pro obdobny formular.
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10.

10.1

10.2

10.3

10.4

Confidential Information.

Definition.

Except as specified below, Confidential
Information includes all information provided by
Sponsor and/or CRO, or developed for Sponsor
and/or CRO, Inventions and all data collected
during the Trial, including without limitation
results, reports, technical and economic
information, the existence or terms of this
Agreement or other Trial agreements with the
Sponsor or CRO, commercialization and Trial
strategies, trade secrets and know-how
disclosed by Sponsor and/or CRO to Provider or
Pl directly or indirectly, whether in writing,
electronic, oral or visual transmission, or which
is developed under this Agreement.

Exclusions.

Confidential Information does not include
information that is in the public domain prior to
disclosure by Sponsor or CRO; becomes part of
the public domain during the term of this
confidentiality obligation by any means other
than breach of this Agreement by Provider or PI;
is already known to Provider or PI at the time of
disclosure and is free of any obligations of
confidentiality; or is obtained by Provider or PI,
free of any obligations of confidentiality from a
third party who has a lawful right to disclose it.

Obligations of Confidentiality.

Unless Sponsor provides prior written consent,
Provider and Pl may not use Confidential
Information for any purpose other than that
authorized in this Agreement, nor may Provider
or PI disclose Confidential Information to any
third party except as authorized in this
Agreement or as required by Applicable Law.
Provider and PI shall only disclose Confidential
Information to employees of the Provider who
need to know them for the performance of the
Trial and shall cause the Study team to comply
with the same confidentiality obligations.

Disclosure Required by Applicable Law.

If disclosure of Confidential Information beyond
that expressly authorized in this Agreement is
required by Applicable Law, that disclosure does
not constitute a breach of this Agreement so
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Duvérné informace.

Definice.

Kromé toho, co je uvedeno nize, zahrnuji divérné
informace veskeré informace poskytnuté
zadavatelem a/nebo CRO nebo vyvinuté pro
zadavatele a/nebo CRO, vynalezy (definovany
dale) aveSkeré udaje nashromazdéné béhem
klinického hodnoceni, mimo jiné véetné vysledkd,
zprav, technickych a ekonomickych informaci,
existence €i podminek této smlouvy ¢&i jinych smluv
o klinickém hodnoceni se zadavatelem nebo CRO,
strategii komercializace a klinického hodnoceni,
obchodnich tajemstvi aknow-how sdélenych
zadavatelem ¢i CRO poskytovateli nebo hlavnimu
zkousejicimu pfimo, &i nepfimo, at jiz pisemné,
elektronicky, ustné &i vizualnim pfenosem, nebo
téch, které jsou vyvinuty podle této smlouvy.

Vyjimky.

Duvérné informace nezahrnuji informace, které
jsou vefejné dostupné pfed jejich sdélenim
zadavatelem ¢i CRO; stanou se soucasti vefejné
dostupnych informaci béhem doby platnosti tohoto
zavazku dvérnosti jakymkoliv jinym zplsobem,
nez je poruseni této smlouvy poskytovatelem nebo
hlavnim zkouS$ejicim; jiz jsou znamy poskytovateli
nebo hlavnimu zkou$ejicimu v dobé jejich sdéleni
ajsou prosty jakychkoli zavazku divérnosti nebo
jsou ziskany poskytovatelem nebo hlavnim
zkouSejicim a prosty jakychkoli zavazka duavérnosti
vuci tfeti strané, kterd ma zakonné pravo je
sdélovat.

Zavazky dlvérnosti.

Jestlize neposkytne zadavatel pfedchozi pisemny
souhlas, nesmi poskytovatel a hlavni zkouSejici
pouzit dudvérné informace k jakémukoli jinému
ucelu, nez knémuz jsou touto smlouvou
opravnéni, ani je nesmi sdélit jakékoli tieti strané
s vyjimkou toho, jak je touto smlouvou opravnéna,
Ci jak je vyZadovano =zakonem. Poskytovatel
a hlavni zkousejici sméji pfedat diveérné informace
pouze studijnimu tymu, ktery je potfebuje znat pro
Ucely realizace tohoto klinického hodnoceni,
a musi zajistit, Ze bude studijni tym plnit stejné
zavazky davérnosti.

Zverejnéni vyzadované platnym zakonem.

Jestlize platny zakon vyZzaduje sdéleni duvérnych
informaci nad ramec vyslovného povoleni touto
smlouvou, neni takové sdéleni poruSenim této
smlouvy, pokud poskytovatel nebo hlavni
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10.5

10.6

1.

long as Provider or PI , as applicable, notifies
Sponsor and CRO in writing as far as possible in
advance of the disclosure so as to allow
Sponsor and CRO to take legal action to protect
their Confidential Information, discloses only that
Confidential Information required to comply with
the Applicable Law requirements, and continues
to maintain the confidentiality of this Confidential
Information with respect to all other third parties.

Survival of Obligations.

For Confidential Information other than Trial
Data and Biological Samples and Records,
these obligations of nonuse and nondisclosure
shall survive termination of this Agreement and
continue for a period of iyears after
completion or termination of the Trial or
termination of this Agreement. Permitted uses

and disclosures of Trial Data are described in
Articles 11 and 14 of this Agreement.

Return of Confidential Information.

If requested by Sponsor, Provider and PI shall
return all Confidential Information except that
required to be retained at the Trial site by
Applicable Law or under the Protocol. However,
Provider and Pl may retain a single archival
copy of the Confidential Information in a secured
file for the sole purpose of determining the
scope of obligations incurred under this
Agreement.

Trial Data, Biological Samples, and Records.

Trial Data.

During the course of the Trial, Provider and PI
shall collect and submit certain data to Sponsor
or its third party vendors, including CRO, as
specified in the Protocol, including Trial Data.
Trial Data shall generally be submitted within ten
working days from its collection. All queries must
be resolved within five (5) days of receipt of
such queries by Provider and/or Pl at any time
during the Trial. These periods could be shorter
if this is required by special circumstances (such
as patient safety is at risk, database closure,
interim analysis etc.). Provider and Pl shall
ensure accurate and timely collection, recording,
and submission of Trial Data.

a. Ownership of Trial Data. Sponsor
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zkousejici pisemné pfedem informuje o sdéleni
zadavatele a CRO co mozna nejdfive, aby toto
umoznilo zadavateli a CRO podniknout pravni
kroky s cilem ochranit své duvérné informace,
sdéli pouze ty divérné informace, které jsou
pozadovany, aby bylo vyhovéno pozadavkim
platnych zakonu, adale bude zachovavat
dlvérnost téchto ddvérnych informaci ve vztahu ke
vSem dal8im tfetim stranam.

Pretrvavani povinnosti.

U jinych ddvérnych informaci, nez jsou data
klinického hodnoceni aanalyzy biologickych
vzorkl azaznamu, pretrvavaji tyto zavazky
0 nepouzivani a duvérnosti po ukonéeni platnosti
této smlouvy a budou pokraCovat po dobu

po dokon&eni nebo ukon&eni klinického
hodnoceni nebo ukon&eni této smlouvy. Povolené
pouziti a sdéleni dat klinického hodnoceni je
popsano v ¢lanku 11 a 14 této smlouvy.

Vraceni davérnych informaci.

Je-li to zadavatelem poZadovano, poskytovatel
a hlavni zkousejici na naklady zadavatele vrati i
zlikviduje vesSkeré davérné informace s vyjimkou
téch, u nichz platné zakony nebo protokol vyzaduji,
aby byly na misté hodnoceni zachovany. Nicméné
poskytovatel ahlavni zkousSejici si  mohou
ponechat jednu archivni kopii ddvérnych informaci
v zabezpeCeném souboru vyluéné pro ucel
stanoveni rozsahu zavazkl vzniklych podle této
smlouvy.

Udaje hodnoceni, biologické vzorky a zaznamy.

Data o Kklinickém vyzkumu.

V  prabéhu klinického hodnoceni  budou
poskytovatel a hlavni zkouSejici shromazdovat
a predkladat zadavateli nebo dodavatelim treti
strany, vCetné CRO, ur€ita data, vcetné dat
klinického hodnoceni, tak, jak je wuvedeno
v protokolu.  Data klinického hodnoceni budou
obecné odesilana béhem deseti pracovnich dnu od
jejich shromazdéni. V8echny dotazy musi byt
vyfeSeny do péti (5) dnli od obdrzeni téchto dotazu
poskytovatelem anebo hlavnim zkousejicim kdykoli
béhem provadéni klinického hodnoceni. Tyto lhaty
mohou byt kratSi, pokud to vyzaduji zvlastni
okolnosti (jako je bezpecnost pacientll, uzavreni
databaze, prubézna analyza atd.) Poskytovatel
a hlavni  zkouSejici  zajisti pfesné a v€asné
shromazdéni, zaznamenani a pfedloZeni udajl
klinického hodnoceni.

a. Vlastnictvi_dat o klinickém hodnoceni.
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11.2

11.3

shall be the exclusive owner of all Trial Data.

b. Personal _Information  Protection.
Each Party represents and warrants that
procedures compatible with relevant personal
information and data protection laws and
regulations shall be employed so that
processing and transfer of such information and
data identifiers shall not be impeded.

Biological Samples.

If so specified in the Protocol, Provider and PI
may collect and provide to Sponsor or its
designee/third party vendor Biological Samples
for testing that is not directly related to patient
care or  safety monitoring, including
pharmacokinetic, pharmacogenomic, or
biomarker testing.

a. Use. Provider and PI shall not use
Biological Samples collected under the Protocol
in any manner or for any purpose other than that
described in the Protocol.

b. Sample Data. Sponsor or its
designees/third party vendors shall test
Biological Samples as described in the Protocol.
Unless otherwise specified in the Protocol,
Sponsor shall not provide the results of such
tests (“Sample Data”) to the Provider, Pl or Trial
Subject. Sample Data shall be treated as Trial
Data; therefore, if Sponsor provides Sample
Data to the Provider or PI, that data shall be
subject to the permitted use of Trial Data as
outlined in this Agreement.

Records and Retention.

Provider and PI shall ensure that Records are
kept up to date and maintained in accordance
with Applicable Law. Provider shall retain all
Records and other documents pertaining to the
Trial (including Trial Data and, if and as far as
required by Applicable Law or the Protocol,
Biological Samples), under storage conditions
conducive to their stability and protection, for a
minimum period of fifteen (15)years after
termination of the Trial.

Provider shall provide for archiving free of
charge during the first five (5) years in
accordance with Act No. 378/2007 Coll. During
the following ten (10) years, Provider shall
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Zadavatel je vyluénym majitelem vSech dat
klinického hodnoceni.

b. Ochrana osobnich udaji.  VSechny
strany prohlasuji a zaru€uji, ze budou pouzity
postupy slucitelné s pfisluSnymi zakony

a nafizenimi na ochranu osobnich Udaji tak, aby
zpracovani a prenos takovychto Udaji a datovych
identifikatortl nebyly znemoznény.

Biologické vzorky.

Pokud je specifikovano v protokolu, muze
poskytovatel a hlavni zkou$ejici shromazdovat
a poskytovat zadavateli nebo jim uréenému
zastupci / dodavateli tfeti strany biologické vzorky
pro testovani, které pfimo nesouvisi s péci
o pacienta &i se sledovanim bezpec&nosti, v€etné
farmakokinetického, farmakogenomického
testovani ¢i testovani biomarkeru.

a. Pouziti. Poskytovatel  a hlavni
zkouSejici nebudou pouZivat biologické vzorky
nashromazdéné podle protokolu jakkoli jinak Cdi
k jakémukoli jinému ucelu, nez jak je popsano
v protokolu.

b. Udaje o vzorku.  Biologické vzorky
budou testovany zadavatelem / dodavateli tfetich
stran, jak je popsano v protokolu. Neni-li
v protokolu uvedeno jinak, nebude zadavatel
poskytovat vysledky takovych zkousek (dale jen
,udaje o vzorcich“) poskytovateli, hlavnimu
zkousSejicimu ani subjektu hodnoceni. S Udaji
o vzorcich se musi zachazet jako s daty klinického
hodnoceni; jestlize tedy =zadavatel poskytne
poskytovateli nebo hlavnimu zkouSejicimu udaje
ovzorcich, budou dané Udaje podléhat
povolenému pouziti dat klinického hodnoceni, jak
je popsano v této smlouvé.

Zaznamy a archivace.

Poskytovatel a hlavni zkou$ejici zajisti, aby byly
zédznamy aktualizovany a udrZzovany v souladu
s platnymi zakony. Poskytovatel musi uchovavat
v8echny zaznamy a dalsi dokumenty tykajici se
klinického hodnoceni (v€etné dat klinického
hodnoceni a, vrozsahu poZadovaném platnymi
zakony nebo protokolem, biologickych vzork(l) za
podminek skladovani zajiStujicich jejich stabilitu
a ochranu po minimalni dobu patnacti (15) let po
ukongeni klinického hodnoceni.
Poskytovatel provede bezplatnou archivaci 5 let
v souladu se zdkonem ¢. 378/2007 Sb. a na
dalSich 10 let provede zpoplatnénou archivaci —
Na zpoplatnénou archivaci bude
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12.

12.1

12.2

12.3

provide for archiving for a fee | EGczEG

Il The invoice for the archiving fee shall be
issued following the signing of this Agreement.
Sponsor shall notify Provider six (6) months
before the termination date of the paid retention
period that further archiving is required, and
shall pay the associated fees.

Inspections and Audits.

Access.

Sponsor, authorized representatives of Sponsor,
including the CRO, and/or authorized
representatives of the competent regulatory
authority and/or of the respective IEC, may
during regular business hours examine and — as
far as permitted by Applicable Law - copy all
Records and other documents related to the
Trial: all CRFs and other Trial records (including
Trial Subject records and medical charts; Trial
Subject consent documents; drug receipt and
disposition logs); examine and inspect the
facilities and other activities relating to the Trial
or the IEC; and observe the conduct of the Trial;
in each case provided that such inspections and
actions are not incompatible with national laws.

Notice.

Provider and PI shall inform Sponsor and CRO
without delay, in any case within twenty-four (24)
hours, of any effort or request by regulatory
authorities or other persons to inspect or contact
the Provider, Pl or Study team with regard to the
Trial; shall provide Sponsor and CRO with a
copy of any communications sent by such
persons; and shall provide Sponsor and CRO
the opportunity to participate in any proposed or
actual responses by Provider and Pl to such
communications and — so far as permitted by
Applicable Law - in any inspection.

Cooperation.
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vystavena faktura po podpisu smilouvy.

Zadavatel v predstihu 6 mésicG od konce
zpoplatnéné archivace oznami poskytovateli, Ze
trva na dalSi archivaci a uhradi naklady stim
spojené.

Kontroly a audity.

Pristup.

Na zakladé pfiméfené Zadosti miize zadavatel,
véetné CRO, a/nebo jejich opravnéni zastupci
a/nebo opravnéni zastupci pfislusného regulacniho
organu anebo pfislusné IEC v bézné pracovni
dobé kontrolovat a- vrozsahu povoleném
platnymi zakony — kopirovat: v§echny CRF a dalSi
zaznamy hodnoceni (véetné zaznam( hodnoceni

subjektu hodnoceni a zdravotnich karet;
dokumentll  souhlasu  subjektd  hodnoceni;
zaznaml o prijeti avydeji lékd); provéfovat

a kontrolovat zafizeni a dal$i ¢innosti vztahujici se
k hodnoceni a IEC; a pozorovat provadéni studie;
v kazdém pfipadé za predpokladu, Ze tyto kontroly
a opatfeni nejsou v rozporu s narodnimi zakony.

Oznameni.

Poskytovatel a hlavni zkou$ejici budou informovat
zadavatele a CRO bezodkladné do dvaceti &tyf
(24) hodin ojakékoli snaze ¢&i pozadavku
regulac¢nich organu ¢i jinych osob provést kontrolu
Ci kontaktovat poskytovatele nebo pracovniky
poskytovatele ohledné klinického hodnoceni;
poskytnou zadavateli a CRO kopii veskerych
sdéleni zaslanych takovymito osobami; umozni
zadavateli a CRO podilet se na jakékoli
navrhované nebo skutecné reakci poskytovatele
a hlavniho zkouSejiciho na takovato sdéleni a—
v rozsahu povoleném platnymi zdkony — ucastnit
se jakékoli kontroly.

Spoluprace.
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13.

13.1

13.2

Provider and PI shall ensure the full cooperation
of the Study team and IEC members with any
such inspection and shall ensure timely access
to applicable records and data. Provider and PI
shall promptly resolve any discrepancies that
are identified between the Trial Data and the
Trial Subject’'s medical records. Provider and Pl
shall promptly forward to Sponsor and CRO
copies of any inspection findings that Provider or
Pl receives from a regulatory agency in relation
to the Trial. Whenever feasible, Provider and PI
shall also provide Sponsor and CRO with an
opportunity to prospectively review and
comment on any Provider and Pl responses to
regulatory authority inspections with regard to
the Trial.

Inventions.
Inventions.

Any and all inventions, technologies, know-how,
technical information and related objects
resulting from the performance of the Trial,
otherwise arising out of use, misuse or
modification of Sponsor’s Drug or otherwise
arising in connection with the conduct of the
Trial, also where they are not patentable or not
concluded in any industrial property rights
(“Invention”), are and become the sole property
of the Sponsor. If the conduct of the Trial results
in any Invention, Provider or PIl, as applicable,
shall promptly notify Sponsor in writing. Provider
shall ensure that its contractual arrangements
with the Study team (whether they are its
agents, officers, directors, employees,
subcontractors and other representatives,
including the PI) provide for the assignment of
all interest in any such Invention to Sponsor, free
of any obligation or consideration beyond that
provided for in this Agreement. Provider and PI
shall provide reasonable assistance to Sponsor
in filing and prosecuting any patent applications
relating to Inventions, at Sponsor’s expense.
Sponsor shall have the sole power to apply for,
to prosecute, to enforce, to defend and to
abandon any intellectual property right relating
to Inventions, and Sponsor shall be free to act in
any such matter at its sole discretion. Provider
and Pl shall effect all documents and
assignments necessary to vest all interest in
Inventions in Sponsors, in accordance with
applicable local law.

License.
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Poskytovatel a hlavni zkouSejici zajisti plnou
spolupraci pracovnikli poskytovatele a ¢lent IEC
pfi jakékoli takovéto inspekci a zajisti vasny
pfistup  k pfislusnym  zaznamdm  a datim.
Poskytovatel a hlavni zkou$ejici bezodkladné
vyfeSi veSkeré nesrovnalosti, které jsou zjistény
mezi daty klinického hodnoceni a zdravotnimi
zdznamy subjektd  hodnoceni. Poskytovatel
a hlavni zkousSejici bezodkladné zaSlou zadavateli
a CRO kopie veSkerych nalezl inspekce, které
obdrzi od regulaéniho organu v souvislosti
s klinickym hodnocenim. Kdykoli je to proveditelné,
poskytovatel a hlavni zkouSejici také umozni
zadavateli ¢ CRO potencialné zkontrolovat
a pfipominkovat jakoukoli reakci poskytovatele
a hlavniho zkousejiciho na inspekci regulaéniho
organu v souvislosti s klinickym hodnocenim.

Vynalezy.

Vynalezy.

Vedkeré  vynalezy, technologie, know-how,
technické informace a souvisejici objekty vzniklé
v dusledku realizace klinického hodnoceni, jinak
vyplyvajici z pouZiti, zneuziti nebo zmény Iléku
zadavatele nebo jinak vzniklé v souvislosti
s provadénim klinického hodnoceni, ato i pokud
nejsou patentovatelné ani nebyly zahrnuty do prav
prumyslového viastnictvi (dale jen ,vynalezy®),
jsou astavaji se vyhradnim  vlastnictvim
zadavatele.  Bude-li  vysledkem  provadéni
klinického hodnoceni jakykoli vynalez, musi o tom
poskytovatel nebo hlavni zkou$ejici neprodlené
pisemné informovat zadavatele. Poskytovatel
zajisti, aby jeji smluvni ujednani s pracovniky
poskytovatele (at' uz jsou jeho zastupci, Ufednici,
feditelé, zaméstnanci, subdodavatelé a dalSi
zastupci, vCetné hlavniho zkousejiciho)
obsahovala ustanoveni o postoupeni vSech
vlastnickych  narokll  k takovému  vynalezu
zadavateli, bez jakychkoliv povinnosti nebo odmén
nad ramec stanoveny v této smlouvé. Poskytovatel
a hlavni zkousejici poskytnou zadavateli
pfiméfenou soucinnost pfi podavani a soudnim
domahani se jakychkoli patentovych Z&dosti
vztahujicich se kvynalezu, ato na naklady
zadavatele. Zadavatel ma vylu¢nou pravomoc
Zadat, stihat, prosazovat, hajit avzdat se
jakéhokoli prava duSevniho vlastnictvi v souvislosti
s vynalezy, a zadavatel bude mit moznost jednat
v kazdé takové zalezitosti na zakladé vlastniho
uvazeni. Poskytovatel a hlavni zkou$ejici musi
podepsat v8echny dokumenty a postoupeni
potfebné k pfevedeni vSech prav k vynalezdm na
zadavatele v souladu s platnym zdkonem.

Licence.
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15.

16.

16.1

To the extent that a transfer of an Invention as
described in this Article 13 is not possible,
Provider hereby grants to Sponsor the exclusive
(unlimited in time, territory and scope),
transferable, sub-licensable, irrevocable and
royalty-free license to use and exploit the
Inventions in all manners which are known today
or will become known in the future.

Publications and Publicity.

Publication of the results of the Trial (including
Trial Data) shall be permitted as set forth in the
Protocol. Neither Party shall use the name of the
other Party or any of its employees or
representatives for promotional or advertising
purposes without written permission from the
other Party. However, Sponsor reserves the right
to identify the Provider and/or Pl in association
with a listing of the Protocol in the National
Institutes of Health (NIH) Clinical Trials Data
Bank, other publicly available listings of ongoing
clinical trials, or other patient recruitment
services or mechanisms.

Insurance.

Provider shall maintain, at their own expense,
such professional liability insurance and other
insurance as shall be reasonably necessary to
insure Provider, Pl and other employees in
respect of their indemnity obligations hereunder
and against any claim or claims for damages,
whether arising from personal injury or death
caused directly or indirectly as a result of the
Trial or services provided under this Agreement.
The insurance must remain in place for an
appropriate duration after the Trial in accordance
with Applicable Law. Sponsor declares and
guarantees that they shall maintain Clinical Trial
Insurance in accordance with Section 52(39)
lett.(f) of Act No. 378/2007 Coll., on
Pharmaceuticals, as amended.

Indemnification.

Indemnification by Provider.

Provider shall defend, indemnify and hold
harmless  Sponsor  and its affiliates,
shareholders, officers, directors, employees,
third party vendors, successors and assigns and
the CRO (collectively, the "Sponsor
Indemnitees") from and against any and all
liabilities, claims, actions or suits resulting from
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V rozsahu v jakém neni pfevod vynélezu, jak je
popsano vtomto ¢lanku 13, mozZny, udéluje
poskytovatel zadavateli vyluénou (neomezenou
¢asem, Uzemim arozsahem), pfevoditelnou,
sublicencovatelnou, neodvolatelnou a bezplatnou
licenci k pouziti a vyuziti vynalezd vSemi zpUsoby,
které jsou znamy dnes nebo se stanou znamymi
v budoucnosti.

Publikace a propagace.

Zvefejnéni vysledkd klinického hodnoceni (véetné
dat klinického hodnoceni) bude povoleno, jak je
stanoveno v protokolu. Zadna smluvni strana
nesmi pouZivat jméno druhé smluvni strany nebo
kteréhokoli zjejich zaméstnanci ¢&i zastupcl
k propagaénim & reklamnim  GCellm bez
pisemného souhlasu druhé smluvni strany.
Zadavatel si nicméné vyhrazuje pravo uvadét
jméno poskytovatele a/nebo hlavniho zkousejiciho
v souvislosti s registraci protokolu v databazi
narodnich Ustavll pro klinickd hodnoceni ve
zdravotnictvi, v dalSich  vefejné& dostupnych
registrech probihajicich klinickych hodnoceni nebo
jinych sluzbach & mechanismech zaméfenych na
nabor pacientu.

Pojisténi.

Poskytovatel bude udrzovat na své vlastni naklady
takové pojisténi profesni odpovédnosti za Skodu
a dalSi pojisténi, ktera jsou pfiméfené potfebna
k pojidténi poskytovatele, hlavniho zkousSejiciho a
dalSich zaméstnancli k odSkodnéni za zavazky
podle této smlouvy a proti vSem narokim za $kody,
at jiz vduisledku osobniho zranéni, nebo umrti
zpusobené pfimo, nebo nepfimo v dusledku
klinického hodnoceni nebo sluzeb poskytovanych
podle této smlouvy. Pojisténi musi zustat
v platnosti po odpovidajici dobu po skonceni
klinického hodnoceni v souladu s platnymi zakony.
Zadavatel prohlasSuje a potvrzuje, ze v souladu s
ust. § 52 odst. 3, pism. f) zakona &. 378/2007 Sb.,
o l|éCivech, v platném znéni, zajisti pojisténi
klinického hodnoceni.

Zbaveni odpovédnosti.

Zbaveni odpovédnosti poskytovatelem.

Poskytovatel bude branit, zbavovat odpovédnosti

akryt zadavatele ajeho pfidruzené osoby,
akcionafe, vedouci, Tfeditele, zaméstnance,
dodavatele tfetich stran, pravni nastupce

a nabyvatele a CRO (spole¢né dale jen ,entity
zadavatele zbavené odpovédnosti‘) proti
jakymkoli  Skodam av8em  odpovédnostem,
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16.2

16.3

17.

171

any third party claim made or suit brought
against Sponsor Indemnities arising out of:

a. the negligence or wrongful act or
omission of Provider, Pl or other Study team, or

b. the breach of any term of this
Agreement (including the Protocol) or of
Applicable Law by Provider, Pl and/or Study
team.

Further indemnification by Provider.

Provider further agrees to indemnify and hold
harmless Sponsor Indemnitees against any and
all liability for claims by an employee or
independent contractor of Provider asserting an
employment relationship with a Sponsor
Indemnitee.

Indemnification by Sponsor.

In consideration of the performance of the Trial
in accordance with the provisions of this
Agreement (including the Protocol) and
Applicable Law, Sponsor agrees to defend,
indemnify and hold harmless Provider, Pl and
Study team from and against any and all
liabilities, claims, actions or suits resulting from
any third party claim made or suit brought
against Provider, Pl and other Study team
arising out of the use of the Sponsor Drug,
except to the extent such liabilities, claims,
actions or suits result from Provider’s, Pl's or
other Study team’s negligent or wrongful act or
omission.

Termination.

Termination Conditions.

This Agreement shall terminate upon the earlier
of any of the following events:

a. Disapproval by IEC and/or other
competent regulatory authorities. If, through no
fault of Provider or PI, the Trial is never initiated
because of IEC and/or competent regulatory
authorities’ disapproval, this Agreement shall
terminate immediately.

b. Trial Completion. For purposes of
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narokim, Zalobam nebo soudnim sporiim
vyplyvajicim z narok( tfetich stran proti entitam
zadavatele zbavenym odpovédnosti v dusledku:

a. nedbalost nebo protipravni jednani di
opomenuti poskytovatele, hlavniho zkou$ejiciho
nebo jinych pracovnikl poskytovatele, nebo

b. poruSeni jakéhokoli ustanoveni této
smlouvy (v€etné protokolu) nebo platnych zakonu

poskytovatelem, hlavnim zkou$ejicim anebo
pracovniky poskytovatele.

Dal8i zbaveni odpovédnosti poskytovatelem.
Poskytovatel dale souhlasi stim, Ze zbavi

odpovédnosti a bude udrzovat bez Ujmy entity
zadavatele zbavené odpovédnosti za veskerou
odpovédnost za naroky zaméstnancl nebo
nezavislych dodavatelll poskytovatele narokujicich
si zaméstnanecky vztah s entitami zadavatele
zbavenymi odpovédnosti.

Zbaveni odpovédnosti zadavatelem.

Po zvazeni provadéni Kklinického hodnoceni
v souladu s ustanovenimi této smlouvy (vCetné
protokolu) a platnych zakonl zadavatel souhlasi
s tim, Ze bude branit, zbavovat odpovédnosti a kryt
poskytovatele, hlavniho zkousSejiciho a pracovniky
poskytovatele  proti  jakékoli  odpovédnosti,
narokim, Zalobam nebo soudnim sporiim
vyplyvajicim z narok( tfetich stran nebo soudnim
sporum proti poskytovateli, hlavnimu zkousSejicimu
a pracovnikim poskytovatele vyplyvajici z pouziti
Iéku zadavatele, s vyjimkou pfipadld, kdy tato
odpovédnost, naroky, Zaloby nebo soudni spory
jsou duasledkem nedbalosti nebo protipravniho
jednani &i opomenuti ze strany poskytovatele,

hlavniho zkousejiciho nebo pracovnik(
poskytovatele.

Ukonéeni.

Podminky ukongeni.

Platnost této  smlouvy  ukon&i  kterakoli

z nasledujicich udalosti, kterd nastane dfive:

a. Neschvaleni nezavislou etickou komisi
a/nebo pfislusnymi regulaénimi_organy. Jestlize
toto klinické hodnoceni neni nikdy zahajeno
z davodu zamitnuti IEC a/nebo kompetentniho
regulacniho organu bez zavinéni poskytovatele i

hlavniho zkouSejiciho, skonéi platnost této
smlouvy okamzité.
b. Dokoné&eni Klinického hodnoceni. Pro
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17.2

this Agreement, the Trial shall be considered
complete, and therefore the Agreement shall
terminate, after conclusion of all Protocol-
required activities for all enrolled Trial Subjects;
receipt by Sponsor of all relevant Protocol-
required data, Trial documents and Biological
Samples; and receipt of all payments due to
either Party. The Anticipated duration of the
Clinical Trial is

C. Early Termination of Trial. If the Trial
in its entirety or at Provider is terminated early
as described below, the Agreement shall
terminate after receipt by Sponsor of all relevant
Protocol-required data, Trial documents and
Biological Samples and receipt of all payments
due to either Party for the actually performed
services.

(1 Termination of Trial Upon
Notice. Sponsor reserves the right to terminate
the Trial in its entirety or at Provider only for any
reason upon thirty (30) days written notice to
Provider and PlI.

(2) Immediate Termination of
Trial by Sponsor. Sponsor further reserves the
right to terminate the Trial in its entirety or at
Provider only immediately upon written
notification to Provider and Pl for causes that
include failure to enroll Trial Subjects at a rate
sufficient to achieve Trial performance goals;
material unauthorized deviations from the
Protocol or reporting requirements;
circumstances that in Sponsor’s opinion pose
risks to the health or well-being of Trial Subjects;
or regulatory authorities actions relating to the
Trial or the Sponsor Drug or Comparator Drug.

(3) Immediate Termination of
Trial by Provider. Provider reserves the right to
terminate the Trial at Provider immediately upon
written notification to Sponsor and CRO if
requested to do so by the responsible IEC or if
such termination is mandatorily required to
protect the health of Trial Subjects.

Payment upon Termination.

If the Trial is terminated early in accordance with
this Agreement other that for Provider’s or PI's
default in accordance with Article 17.1 ¢c (2),
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ucely této smlouvy bude Kklinické hodnoceni
povazovano za dokoncené, atedy smlouva za
ukonéenou, po dokonCeni vSech protokolem
pozadovanych ¢&innosti uvS8ech zafazenych
subjektl hodnoceni; po pfijeti vSech pfislusnych
protokolem  pozadovanych dat, dokumentd
hodnoceni a biologickych vzorkl zadavatelem a po
pfijeti vSech plateb dluznych kterékoli strané.
Predpokladana délka trvani klinického hodnoceni
je

c. PfedCasné ukonéeni klinického
hodnoceni. Jestlize je klinické hodnoceni
pfed€asné ukonfeno v jeho uUplnosti nebo v
zafizeni poskytovatele, jak je popsano nize, skonci
platnost smlouvy poté, co zadavatel obdrzi veskera
pfislusna protokolem pozadovana data, dokumenty
klinického hodnoceni a biologické vzorky, a po
pfijeti vSech plateb dluznych kterékoli strané za
skute€né vykonané sluzby.

(1) Ukoné&eni hodnoceni na
zakladé vypovédi. Zadavatel si vyhrazuje pravo
ukondit klinické hodnoceni v jeho uplnosti nebo
pouze Vv zafizeni poskytovatele z jakéhokoli
dlvodu na zakladé fficetidenni (30denni) pisemné
vypovédi poskytovateli a hlavnimu zkousejicimu.

(2) Okamzité ukonceni hodnoceni
ze strany zadavatele. Zadavatel si dale vyhrazuje
pravo ukoncit klinické hodnoceni v jeho Uplnosti
nebo pouze v zafizeni poskytovatele okamzité na
zakladé pisemného oznameni poskytovateli
zdlvodl, jez zahrnuji: nezdafenou registraci
subjektdl  hodnoceni v dostate€ném rozsahu
k dosazeni cill provadéni hodnoceni; podstatné
nepovolené odchylky od protokolu nebo
pozadavku tykajicich se podavani zprav; okolnosti,
které podle zadavatele pfedstavuiji riziko pro zdravi
¢i kvalitu zivota subjektl hodnoceni; nebo kroky
kontrolniho Ufadu tykajici se klinického hodnoceni
nebo Iéku zadavatele €i srovnavaciho léku.

(3) Okamzité ukon&eni hodnoceni
ze strany poskytovatele. Poskytovatel si vyhrazuje
pravo ukoncit Kklinické hodnoceni v zafizeni
poskytovatele okamZité na zakladé pisemného
oznameni zadavateli a CRO, jestlize je od néj
odpovédnou IEC pozadovano, aby tak ucinila, Ci
je-li takovéto ukon&eni povinné vyZadovano

zdavodu ochrany zdravi subjektd klinického
hodnoceni.

Platba pfi ukonéeni.

Je-li  klinické hodnoceni vsouladu s touto

smlouvou pfed¢asné ukonéeno zjinych ddvodd,
nez je pochybeni poskytovatele nebo hlavniho

Page / Strana 18 of 39



17.3

18.

18.1

18.2

Sponsor shall provide a termination payment
equal to the amount owed for work already
performed up to and including the effective date
of termination, in accordance with Attachment A,
less payments already made. The termination
payment shall include any non-cancelable
expenses, other than personnel costs, so long
as they were properly incurred and prospectively
approved by Sponsor and/or CRO, and, only to
the extent such costs cannot reasonably be
mitigated. If the Trial was never initiated
because of disapproval by the IEC, Sponsor
shall reimburse Provider for IEC fees, if any, and
for any other expenses that were prospectively
approved in writing by Sponsor.

Return of Materials.

Unless Sponsor instructs otherwise in writing,
Provider and Pl shall promptly return all
materials supplied by Sponsor for the conduct of
the Trial, including unused Sponsor Drug or
Comparator Drug, unused CRFs, and any
equipment supplied by Sponsor.

Debarment, Exclusion, Licensure and

Response.

Provider.

Provider certifies that it is not debarred or
restricted from conducting clinical research and
shall not use in any capacity the services of any
person debarred or restricted from conducting
clinical research under Applicable Law with
respect to services to be performed under this
Agreement. Provider also certifies that it is not
excluded from any governmental health care
program. Provider further certifies that it is not
subject to a government mandated corporate
integrity agreement and has not violated any
applicable anti-kickback or false claims laws or
regulations. During the term of this Agreement
and for three (3) years after its termination,
Provider shall notify Sponsor promptly in writing
[to the extent possible, within two (2) business
days] if either of these certifications needs to be
amended in light of new information or if
Provider becomes aware of any material issues
related to the medical licensure of any
associated Trial researchers (including the
Pl). Provider shall cooperate with Sponsor
regarding any responsive action necessary.

Principal Investigator.
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zkouSejiciho dle ¢lanku 17.1 ¢ (2), zadavatel
provede konecnou platbu rovnajici se c&astce
dluzné za jiz vykonanou praci, ato do dne
ucinnosti ukon&eni v souladu s pfilohou A, od niz
budou odecteny jiz provedené platby. Konecna
platba musi zahrnovat veskeré nezrusitelné vydaje
kromé personalnich nakladd, pokud vznikly
fadnym zplsobem a byly vyhledové schvaleny
zadavatelem anebo CRO, apouze v rozsahu,
vjakém je neni mozné pfiméfenym zplsobem
snizit. Jestlize nebylo klinické hodnoceni nikdy
zahajeno z diivodu zamitnuti IEC, uhradi zadavatel
poskytovateli poplatky IEC a veSkeré dalsi vydaje,
které byly vyhledové zadavatelem pisemné
schvaleny.

Vraceni materiald.

Jestlize zadavatel neda jiné pisemné pokyny,
poskytovatel a hlavni zkouSejici neprodlené vrati
vSechny materialy dodané zadavatelem
k provadéni  klinického  hodnoceni,  v€etné
nespotfebovaného léku zadavatele nebo
srovnavaciho léku, nevyuzitych CRF a jakéhokoli
vybaveni dodaného zadavatelem.

Zakaz_cCinnosti, vylouceni, udéleni koncese
a odezva.

Poskytovatel.

Poskytovatel potvrzuje, Ze mu nebyla zakazana
¢innost ani nebylo omezeno v provadéni klinického
vyzkumu ani nebude vyuZivat v jakémkoli rozsahu
sluzeb jakékoli osoby, jiz byla zakdzana ¢innost
nebo ktera byla omezena v provadéni klinického
vyzkumu podle platnych zakond s ohledem na
sluzby, které maji byt podle této smlouvy
poskytovany. Poskytovatel rovnéz stvrzuje, Ze neni
vylou€en z zadného statniho programu zdravotni
péce. Poskytovatel dale stvrzuje, ze nepodléha
statem nafizené smlouvé o korporatni integrité
a neporuSil zadné platné protikorupCni zakony
nebo zakony o nepravdivych tvrzenich. Bé&hem
doby platnosti této smlouvy a tfi (3) roky po jejim
ukon€eni bude poskytovatel okamZité pisemné
informovat zadavatele [je-li to mozné, pak do dvou
(2) pracovnich dnd], jestlize bude nutno kterékoli
ztéchto prohlaSeni doplnit ve svétle novych
informaci ¢Ci jestlize se poskytovatel dozvi
o jakychkoli podstatnych otazkach tykajicich se
udéleni koncese u kteréhokoli ze zapojenych
vyzkumnych  pracovniki  hodnoceni  (v€etné
hlavnino  zkouSejiciho).  Poskytovatel  bude
spolupracovat se zadavatelem pii jakékoli
nezbytné odezvé.

Hlavni zkouSeijici.
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19.

20.

20.1

20.2

Pl certifies that he/she is not debarred or
restricted from conducting clinical research and
shall not use in any capacity the services of any
person debarred or restricted from conducting
clinical research under Applicable Law with
respect to services to be performed under this
Agreement.

Assignment and Delegation.

Sponsor may at any time assign or otherwise
transfer the Agreement and all or any parts of its
rights or obligations under this Agreement to an
affiliate or to a third party without the prior
consent of Provider or Pl. Sponsor may also at
any time and upon written notice to Provider
assume the obligations and rights of the CRO or
substitute the CRO with another independent
contractor. None of the rights or obligations
under this Agreement may be assigned or
subcontracted by Provider or Pl to any third
party without the prior written consent of
Sponsor, and the express agreement of
Provider, Pl and the requisite new assignee or
subcontractor.  Provider and Pl must notify
Sponsor, in advance, prior to moving to another
location. This Agreement shall bind and inure to
the benefit of the successors and permitted
assigns of the Sponsor.

Anti-Bribery.

Compliance with Anti-Bribery Laws.

Provider and PI shall comply at all times with all
applicable laws and regulations combating
bribery and corruption (“Anti-Bribery Laws”).
Provider and Pl hereby represent and warrant
that they have not offered to pay, paid, or
accepted, and undertake that they will not offer,
pay, or accept, any bribes (including any
improper gifts or entertainment) to or by any
person (including, in particular, any government
or public official of any jurisdiction) to secure or
retain a business advantage for the benefit of
Provider, Pl, Sponsor and/or CRO under or in
connection with this Agreement.

Responsibility for Representatives.

Provider and Pl shall take appropriate steps, in
particular maintain and effectively enforce
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Hlavni zkouSejici potvrzuje, Ze mu nebyla
zakazana cinnost ani nebyl omezen v provadéni
klinického vyzkumu ani nebude vyuZivat
v jakémkoli rozsahu sluzeb jakékoli osoby, jiz byla
zakazana c¢innost nebo ktera byla omezena
v provadéni klinického vyzkumu podle platnych
zakon( s ohledem na sluzby, které maji byt podle
této smlouvy poskytovany.

Postoupeni a pridéleni.

Zadavatel muze kdykoli postoupit nebo prevést
tuto smlouvu a celou nebo jakoukoli &ast svych
prav a zavazkl podle této smlouvy na nékterou ze
svych dcefinych pobolek nebo na tfeti stranu bez
prfedchoziho pisemného souhlasu poskytovatele
nebo hlavniho zkousSejiciho. Zadavatel muze
rovnéz kdykoli na zakladé pisemného oznameni
poskytovateli pfevzit prava a povinnosti CRO i
nahradit CRO jinym nezavislym dodavatelem.
Poskytovatel ani hlavni zkou$ejici nepostoupi
Za4dné zprav ¢i povinnosti podle této smlouvy
zadné ftfeti strané ani neuzavie smlouvu se
subdodavatelem bez predchoziho pisemného
souhlasu zadavatele a vyslovné dohody
poskytovatele, hlavniho zkousejiciho a pfislusného
nového pravniho nastupce ¢i subdodavatele.
Poskytovatel a hlavni zkouSejici musi pfedem
informovat zadavatele, nez se pfestéhuje na jiné
misto. Tato smlouva bude vazat vS8echny pravni
nastupce apovolené postupniky zadavatele
a vstoupi v platnost v jejich prospéch.

Ustanoveni proti uplaceni

Dodrzovani protikorupénich zakonu.

Poskytovatel a hlavni zkouSejici musi trvale
dodrzovat vSechny platné zakony a pfedpisy pro
potirani uplaceni a korupce (dale jen
.protikorupéni zakony*“). Poskytovatel a hlavni
zkousejici timto prohlasuji a zarucuji, Ze nenabidli
zaplaceni, nezaplatili ani nepfijali ani se nepodileli
na nabidnuti, zaplaceni nebo pfijeti, jakychkoli
Uplatki (véetné nevhodnych darCl nebo uc€asti na
zdbavné akci) jakékoli osob& nebo od jakékoli
osoby (v€etné zejména jakychkoli statnich nebo
vefejnych organu v jakékoli jurisdikci) pro zajisténi
nebo udrZzeni obchodni vyhody ve prospéch
poskytovatele, hlavniho zkou$ejiciho anebo CRO
podle této smlouvy nebo ve spojeni s touto
smlouvou.

Odpovédnost za zastupce.

Poskytovatel a hlavni zkouSejici pfijmou vhodné
kroky, zejména udrZzovani a uéinné vymahani
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20.3

20.4

21.

22,

23.

internal policies and procedures, to ensure that
their officers, directors, employees, third party
vendors and representatives, or any other
person acting on behalf of Provider and/or PI
(collectively the “Representatives”) will not
breach any Anti-Bribery Laws. Provider and PI
shall be responsible for any breach of Anti-
Bribery Laws by their Representatives under or
in connection with this Agreement.

Responsibility for contractors.

In addition, Provider and PI shall ensure that any
person engaged by them for purposes of
performing services or providing goods under or
in connection with this Agreement does so only
on the basis of a written contract which imposes
on and secures from such person applicable
terms equivalent to those imposed on Provider
and Pl in this and the foregoing paragraphs of
this Article 20.

Termination right.

Any material breach of any obligation under this
Article 20 by Provider and Pl or their
Representatives shall entitle Sponsor or CRO to
terminate this Agreement with immediate effect
and claim any damages resulting from such
breach.

Employer’s Approval.

Provider acknowledges that Pl may need to
participate in investigator meetings regarding
this Trial.

Survival of Obligations.

Obligations relating to Confidential Information,
Inventions, Records, Publications, Publicity,
Debarment and Exclusion, and Indemnification
shall survive termination of this Agreement, as
do any other provision in this Agreement or its
Attachments that by its nature and intent
remains valid after the term of the Agreement.

Entire Agreement and No Waiver.

This Agreement contains the complete
understanding of the Parties and shall, as of the
Effective Date, supersede all other agreements
between the Parties concerning the specific
Trial. This Agreement may only be extended,
renewed or otherwise amended in writing, by the
mutual consent of the Parties. No waiver of any
term, provision or condition of this Agreement, or
breach thereof, whether by conduct or
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internich pfedpisti a postupll, pro zajisténi, ze
jejich vedouci, feditelé, zaméstnanci, dodavatelé
a zastupci tretich stran nebo jakékoli jiné osoby
jednajici jménem poskytovatele anebo hlavniho
zkousejiciho (spole¢né dale jen ,zastupci®)
nebudou poruSovat  protikorupéni  zakony.
Poskytovatel a hlavni zkousejici budou odpovédni
za jakékoli poruseni protikorupénich zakonu svymi
zastupci v souvislosti s touto smlouvou.

Odpovédnost za dodavatele.

Kromé& toho musi poskytovatel a hlavni zkouSejici
zajistit, Z2e vSechny osoby jimi angaZované za
ucelem provadéni sluzeb nebo poskytovani zbozi
v souvislosti s touto smlouvou tak budou dEinit
pouze na zakladé pisemné smlouvy, ktera stanovi
a zajiStuje  podminky rovnocenné s pozadavky
kladenymi na poskytovatele a hlavniho
zkousejiciho zde av pfedchozich odstavcich
tohoto ¢lanku 20.

Pravo na ukonéeni.

Jakékoli podstatné poruseni jakychkoli zavazki
podle tohoto ¢&lanku 20 ze strany poskytovatele
nebo hlavniho zkousejiciho nebo jejich zastupci
opravfiuje zadavatele nebo CRO k okamzitému
vypovézeni této smlouvy a k narokim na nahradu
jakékoli §kody v dusledku tohoto poruseni.

Schvaleni zaméstnavatele.

Poskytovatel bere na védomi, Ze hlavni zkou$ejici
se musi UcCastnit na schizkach zkousejiciho
ohledné tohoto klinického hodnoceni.

Pretrvavani zavazku.

Zavazky tykajici se duvérnych informaci, vynalez,
zaznamu, publikaci, propagace, zakazu Ccinnosti
a vylou€eni azbaveni odpovédnosti pretrvaji
ukonéeni platnosti této smlouvy, stejné tak jako
dalSi ustanoveni v této smlouvé ¢i jejich pfilohach,
které svou povahou a zamérem zUstavaji platnymi
po skonceni doby platnosti této smlouvy.

Uplna smlouva a 2adné zieknuti se prav.

Tato smlouva obsahuje Uplnou dohodu stran
a nahradi ke dni ucinnosti veskeré dalSi dohody
mezi stranami tykajici se konkrétniho hodnoceni.
Tato smlouva muze byt prodlouzena, obnovena di
jinak zménéna pouze pisemné na zakladé
vzéjemného souhlasu stran. Zadné vzdani se
jakékoli podminky ¢&i ustanoveni této smlouvy Ci
jejich poruseni, at jiz na z&kladé jednani, nebo
jinak, v jakémkoli jednom ¢&i vice pfipadech nebude
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24,

25.

26.

27.

otherwise, in any one or more instances shall be
deemed to be or construed as a further or
continuing waiver of any such term, provision or
condition, or any prior, contemporaneous or
subsequent breach thereof, of any other term,
provision or condition of this Agreement whether
of a same or different nature.

Conflict with Protocol.

To the extent that terms or provisions of this
Agreement conflict with the terms and provisions
of the Protocol, the terms and provisions of the
Protocol shall control.

Relationship of the Parties.

The relationship of Provider and Pl to Sponsor is
one of independent contractor and not one of
partnership, agent and principal, employee and
employer, joint venture, or otherwise.

Governing Law.

Subject to the terms governing the Trial conduct
as outlined above, this Agreement shall be
governed by and construed in accordance with
the laws of Czech Republic, without giving effect
to conflict of law provisions. The Czech version
of this Agreement shall prevail for any
interpretation and construction thereof,

The Contracting Parties acknowledge and agree
that any potential disputes which are not
resolved in arbitration, shall be decided upon by
the competent court in Hradec Kralové, Czech
Republic.

Force Majeure.

Neither Party shall be liable for delay in
performing or failure to perform obligations
under this Agreement if such delay or failure
results from circumstances outside its
reasonable control (including, without limitation,
any act of God, governmental action, accident,
strike, terrorism, bioterrorism, lock-out or other
form of industrial action) promptly notified to the
other Party (“Force Majeure”). Any incident of
Force Majeure shall not constitute a breach of
this Agreement and the time for performance
shall be extended accordingly; however, if it
persists for more than thirty (30) days, then the
Parties may enter into discussions with a view to
alleviating its effects and, if possible, agreeing
on such alternative arrangements as may be
reasonable in all of the circumstances.
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povaZzovano za dal8i Ci trvalé vzdani se jakékoli
takové podminky Ci ustanoveni, nebo jakéhokoli
pfedchoziho, sou€asného &i pozdéjSiho poruseni
jakékoli podminky ¢&i ustanoveni této smlouvy, at' jiz
stejné, ¢&i odlisSné povahy, ani tak nebude
vykladana.

Rozpory s protokolem.

V rozsahu, vnémz jsou podminky ¢i ustanoveni
této smlouvy vrozporu s podminkami  Ci
ustanovenimi  protokolu, budou rozhodujici
podminky a ustanoveni protokolu.

Vztah mezi smluvnimi stranami.

Vztah poskytovatele ahlavniho zkousSejiciho
k zadavateli je vztahem nezavislého dodavatele,
a nikoli vztahem partner(, zmocnénce
a zmocnitele, zaméstnance a zaméstnavatele,
spoleénym podnikem nebo jinym podobnym
vztahem.

Rozhodné pravo.

Na zakladé podminek provadéni klinického
hodnoceni tak, jak jsou tyto popsany vyse, se bude
tato smlouva fidit a bude vykladana v souladu
s Ceskymi zakony, aniz by se uplathovaly kolizni
normy. Ceska verze této smlouvy ma prednost pro
jakoukoli interpretaci této smlouvy. Smluvni strany
berou na védomi a souhlasi, Ze projednani a
rozhodovani pfipadnych spord, které nebudou
vyfeSeny smirem, bude FeSeno s pomoci
prislusného soudu v Hradci Krélové, Ceska
republika.

Vyssi moc.

Zadna ze stran nebude odpovédna za opozdéné
plnéni nebo nesplnéni zavazku podle této smlouvy,
jestlize takovéto zpozdéni ¢&i nesplnéni je
disledkem okolnosti, které se vymykaji jeji
pfiméFfené kontrole (mimo jiné v&etné jakékoli vyssi
moci, vladniho opatieni, nehody, stavky, terorismu,
bioterorismu, vyluky &i jiné formy protestnich akci
zaméstnancl) bezodkladné oznamenych druhé
strané (dale jen ,vyssSi moc*). Jakykoli pfipad
zasahu vy$Si moci nebude pfedstavovat poruseni
této smlouvy a lhata pro pInéni bude odpovidajicim
zpusobem prodlouzena; jestlize vSak pretrvava
déle nez tficet (30) dni, mohou strany zahdjit
jednani za ucelem zmirnéni jejich dopad, a je-li to
mozné, domluvy na takovych alternativnich
Upravach, které mohou byt pfiméfené za
veskerych danych okolnosti.
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28.

29.

Severability Clause.

Should a provision of this Agreement be invalid
or become invalid or should this Agreement
contain an omission, then the legal effect of the
other provision shall not thereby be affected.
Instead of the invalid provision a valid provision
is deemed to have been agreed upon which
comes closest to what the Parties intended; the
same applies in the case of an omission.

Notices.

All notices required under this Agreement shall
be in writing and in bilingual version, in English
and Czech languages, and shall be deemed to
have been given when hand delivered, sent by
overnight courier or certified mail, as follows,
provided that all urgent matters, such as safety
reports, shall be promptly communicated via
telephone, and confirmed in writing:

Ustanoveni o oddélitelnosti.

Pokud je kterékoliv ustanoveni této smlouvy nebo
se stane neplatnym nebo pokud tato smlouva bude
obsahovat opomenuti, nebude tim nijak ovlivhéna
platnost a uCinnost ostatnich ustanoveni této
smlouvy. Misto neplatného ustanoveni se za platné
ustanoveni povazuje takové, které ma nejblizsi
vyznam tomu, co smluvni strany zamysli; totéz
plati v pfipadé opomenuti.

Oznameni.

Vedkera ozndmeni vyZzadovana podle této smlouvy
budou pisemnad ave dvojjazyéné verzi v
anglickém a Ceském jazyce a budou povazovana
za dorucena, jestlize budou doru¢ena osobné,
zaslana kuryrem s doruenim do druhého dne
nebo doporu¢enou postou za predpokladu, zZe
veSkeré urgentni zalezitosti, jako jsou zpravy
ohledné bezpeénosti, budou bezodkladné sdéleny
telefonicky a potvrzeny pisemné:

If to Sponsor: MorphoSys AG Zadavateli: MorphoSys AG
Lena-Christ-Strasse 48 Lena-Christ-Strasse 48
82152 Martinsried/Planegg 82152 Martinsried/Planegg
Germany Germany
Attention: Chief Development Officer Attention: Chief Development
Tel: +49 89 899 27-5203 Officer
Tel: +49 89 899 27-5203
If to CRO: Dorota Sikorka Pokud je Dorota Sikorka
ICON Clinical Research Ltd adresatem CRO: ICON Clinical Research Ltd
South County Business Park, South County Business Park,
Leopardstown, Leopardstown,
Dublin 18 Dublin 18
Ireland Ireland
Telephone: +43 262 783 042 Telephone: +43 262 783 042
Ifto Fakultni nemocnice Hradec Kralove, Pokud je Fakultni nemocnice Hradec Kralové,
Sokolska 581, 500 05 Hradec adresatem Sokolska 581, 500 05 Hradec Kralové
Institutiton: Kralove - Novy Hradec Kralové, poskytovatel: — Novy Hradec Kralové, Ceska
Czech Republic republika
Attention: Dasa Prokupkova — legal K rukam: Dasi ProkUpkové — pravni
department odbor
Telephone: +420 495 832 881 Telefon: +420 495 832 881
If to PI: IV. interni hematologicka klinika, Pokud hlavnimu IV. interni hematologickd klinika,
Sokolska 581, 500 05 Hradec zkouSejicimu: Sokolska 581, 500 05 Hradec Kralové
Kralove — Novy Hradec Kralove, — Novy Hradec Kralové, Ceska
Czech Republic republika
Attention: K rukam: G
Telephone: NN Telefon: I
30.

Registration of this Agreement
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Registrace smiouvy
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30.1

30.2

The Parties agree, that to the extent required by
Applicable Laws, in particular Czech Act no.
340/2015 Coll, this Agreement will be registered
in the Public register of the contracts according
to Czech Act no. 340/2015 Caoll..

The Parties acknowledge that this Agreement
contains information, which is regarded as trade
secrets (as designated below) according to
Applicable Laws and therefore not subject to
registration.

Before signing the contract, Sponsor shall
forward Provider selected passages of the
contract, which considers as trade secret in
accordance with the New Civil Code no. 89/2012
Coll. and in accordance with Act no. 106/1999
Coll.. Then Provider shall anonymize and
publish contract in Public register of contracts
within 30 days.

Any breach of any obligation under this
Article 30 by Provider and Pl or their
Representatives shall entitle Sponsor to
terminate this Agreement with immediate effect
and claim damages.

The Parties declare that in relation to the Act
no. 340/2015 Coll. the following information is
regarded as sensitive information and therefore
a trade secret under Applicable Laws:

e Attachment A containing payment terms

MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final

Smluvni strany se dohodly, Ze v rozsahu, v jakém
je pozadovano pfislusnymi pravnimi predpisy,
zejména zakonem Ceské republiky &. 340/2015
Sb., bude tato smlouva uvefejnéna ve vefejném
registru smluv v souladu se zakonem Ceské
republiky ¢. 340/2015 Sb.

Strany berou na védomi, Ze tato smlouva obsahuje
informace, které jsou povazovany za obchodni
tajemstvi (jak vymezeno nize) dle pfiluSnych
pravnich predpisi a proto nejsou predmétem
uverejnéni.

Pfed podpisem smlouvy zaSle zadavatel
poskytovateli oznalené pasaze smlouvy, které
povazuje za obchodni tajemstvi v souladu s
Novym ob&anskym zakonikem ¢&. 89/2012 Sb. a v
souladu se zakonem €. 106/1999 Sb., o
svobodném pfistupu k informacim a poskytovatel ji
zanonymizuje a uvefejnéni v registru smluv do 30
dni.

Jakékoliv porudeni povinnosti vyplyvajicich z
¢lanku 30 poskytovatelem zdravotnich sluzeb,
hlavnim  zkou$ejicim nebo jejich  zastupci,
opravnuje zadavatele k okamzitému ukonceni této
smlouvy a domahat se nahrady Skody.

Smluvni strany prohlasuji, Ze ve vztahu k zédkonu
€. 340/2015 Sb., jsou nasledujici informace
povazovany za citlivé informace a tudiz obchodni
tajemstvi podle pfislusnych pravnich predpist:

. Pfiloha A v&etné platebnich podminek
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The Parties have caused this Agreement to be Smluvni strany opatfily tuto Smlouvu podpisy
executed by their duly authorized representative: svych fadné opravnénych zastupcu:

Provider / Poskytovatel: Pl / Hlavni zkousSejici:

23.8.2016 23.8.2016

Date / Datum Date / Datum

Signature / Podpis Signature / Podpis

prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.
Statutory representative / Statutarni zastupce Physician / Lékar

CRO on behalf and for the account of MorphoSys AG /
Podepsano jménem a v zastoupeni spoleénosti MorphoSys AG

18. 8. 2016

Date / Datum

Signature / Podpis

Clinical Operations Manager
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Attachment A Priloha A

MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final Page / Strana 26 of 39



MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final

Page / Strana 27 of 39




MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final Page / Strana 28 of 39



MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final Page / Strana 29 of 39




Page / Strana 30 of 39

MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final



Page / Strana 31 of 39

!
1

|
|

MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final



MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final Page / Strana 32 of 39




MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final Page / Strana 33 of 39



Page / Strana 34 of 39

MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final



Page / Strana 35 of 39

MorphoSys_MOR208C204_Czech Republic_26005_PI Belada_tripartite_17Aug2016_final






Attachment B

Data Protection Form for employees

IV. interni hematologicka klinika Fakultni
nemocnice Hradec Kralové,

s adresou pracovisté

Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové

Ceska republika

MorphoSys AG
Lena-Christ-Strasse 48
82152 Martinsried/Planegg
GERMANY

Dear Sir or Madam

I am an employee of the Fakultni nemocnice
Hradec Kralové ("Provider") and participate in the
clinical trial MOR208C204: A Phase I/,
Randomised, Multicentre Study of MORO00208
with  Bendamustine versus Rituximab with
Bendamustine in Patients with Relapsed or
Refractory Diffuse Large B-Cell Lymphoma (R-R
DLBCL) Who Are Not Eligible for High-Dose
Chemotherapy (HDC) and Autologous Stem-Cell
Transplantation (ASCT) — B-MIND ("Trial") as a
principal investigator. The conduct of the Trail and
my participation in the Trial may necessitate the
collection, use, processing, storing and transfer
(including outside the EU) of my personal data
such as my name, job title, office address,
including contact information such as email
address and/or telephone number, and my
involvement in the Trial for the purposes of (a)
ensuring proper conduct of the Trial; (b) review by
a regulatory authority, the Sponsor, or Sponsor’s
third party vendors (who are engaged for the
conduct of the Trial) or a Clinical Research
Organization (“CRQO”)); (c) satisfying legal or
regulatory requirements; (d) publication of the
names in recognized public registers such as the
EudraCT database, the DIMDI database
("Pharmnet.Bund"), the "ClinicalTrialRegister.eu"
or the “"clinicaltrial.gov" register or in other
publications about the Trial in scientific journals;
and/or (e) maintaining databases by Sponsor or
its affiliates for use in selecting sites in future
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Priloha B

FormulaF ochrany osobnich udajt pro
zaméstnance

IV. interni hematologicka klinika Fakultni
nemocnice Hradec Kralové,

s adresou pracovisté

Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové

Ceska republika

MorphoSys AG
Lena-Christ-Strasse 48
82152 Martinsried/Planegg
NEMECKO

Vazena pani / vazeny pane,

jsem zameéstnancem Fakultni nemocnice
Hradec Kralové (dale jen ,poskytovatel)
a ucastnim se klinického hodnoceni

MOR208C204: Randomizované, multicentrické
klinické  hodnoceni faze I/l  pfipravku
MORO00208 s bendamustinem v porovnani s
rituximabem s bendamustinem u pacientd s
relabujicim nebo refrakternim difaznim
velkobunéénym B-lymfomem (R-R DLBCL), ktefi
nejsou zpusobili k lécbé vysokymi davkami
chemoterapie (HDC) a autologni transplantaci
kmenovych bunék (ASCT) — B-MIND (dale jen
.Klinické hodnoceni“) jako hlavni zkouSejici.
Provadéni klinického hodnoceni a moje ucast
v klinickém hodnoceni  muze  vyzadovat
shromazdovani, pouzivani, zpracovani,
skladovani a pfenos (v€etné prfenosu mimo EU)
mych osobnich (dajd, jako je mé jméno, nazev
pozice, adresa sidla, vC€etné kontaktnich
informaci, jako jsou e-mailova adresa nebo
telefonni  Cislo, ainformace o moji uc€asti
v klinickém hodnoceni pro ucely (a) zajisténi
fadného prabéhu klinického hodnoceni; (b)
pfezkumu regulaénim organem, zadavatelem,
dodavateli zadavatele (ktefi jsou najati na
provadéni klinického hodnoceni) nebo
organizace klinického vyzkumu (,CRO*, Clinical
Research Organization); (c) spinéni pozadavk
pravnich pfedpis; (d) zvefejhovani jmen
v uznavanych vefejnych registrech, jako je
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clinical investigations.

For the above purposes, | consent to the
collection, use, processing, storing and transfer
(including outside the EU) of my personal data to
the recipients who are indicated above. | am
aware that this also includes the transfer of my
personal data to countries other than my own,
including but not limited to the United States of
America, that may not have the same level of data
protection as my own country.

Sponsor shall in particular have the right to
include my name and office address in a
computer database and to process these data.

| am aware that | may obtain access to my
personal data at any time in order to check its
accuracy and completeness and to exercise my
rights concerning rectification, erasure and/or
blocking of my data by sending a letter to Head of
Clinical Operations, MorphoSys AG, Lena-Christ-
Str. 48, 82152 Martinsried/Planegg, Germany.

Kind regards,

In Hradec Kralové
Place, Date
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databaze EudraCT, databaze DIMDI
(,Pharmnet.Bund®), ,ClinicalTrialRegister.eu®
nebo ,clinicaltrial.gov®, nebo v jinych publikacich
o klinickém hodnoceni ve védeckych €asopisech;
a/nebo (e) udrzovani databazi zadavatele nebo
jeho dcefinych spolecnosti pro pouziti pfi vybéru
pracovist pro budouci klinicka hodnoceni.

Pro vySe uvedené ucely souhlasim se sbérem,
pouzitim, zpracovanim, ukladanim a pfenosem
(v€etné pfenosu mimo EU) mych osobnich udaju
pfijemcim, ktefi jsou uvedeni vySe. Jsem si
védom, Ze to zahrnuje rovnéZz pfenos mych
osobnich dat do zemi jinych nez je moje vlastni,
vCéetné Spojenych statl, které nemusi mit
stejnou urover ochrany jako v mé zemi.

Zadavatel ma zejména pravo uvést mé jméno
a adresu pracovisté do pocitatové databaze
a zpracovavat tato data.

Jsem si védom toho, Ze kdykoli mohu ziskat
pfistup ke svym osobnim udajiim s cilem ovéfit
jejich spravnost a Uplnost a uplatnit své pravo na
opravu, vymaz anebo blokovani mych udajl
zaslanim dopisu na adresu Head of Clinical
Operations, MorphoSys AG, Lena-Christ-Str. 48,
82152 Martinsried/Planegg, Germany.

Se srde¢nym pozdravem

V Hradci Kralové, dne
Misto, datum
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Attachment C Priloha C

Beneficiary template Sablona pro prijemce platby
m Payee/ Beneficiary Details Form
A Symbol of Excellence Global
Protocol Number|MOR208C204 Site No. |26005 ICON Study No.[2609/0020
Payee Contact Information
Payee Name|Fakultni nemocnice Hradec Kralové Date
Payee Description (tick)[X [Institution [Principal Inv [ [Sub-Inv [Other:
Payee a US Physician/ Institution? No [ TJves National Provider ID No. (US only):]
VAT/ GST Registration No. Tax Rate (%)
Payee Federal Tax ID No. NOTE: US payee required to attach W9
Description (tick) Passport No. [Employer ID Number (EIN) |Social Security Number | [Other
Have you received prior payments from ICON?) No Yes Describe Tax Form (attached)

Address and Contact Details
Street|Sokolska 581

City|Hradec Kralove Post Code|500 05
Country (Tax Country)|Ceska republika State/ Province
Email address*|jitka.halesova@fnhk.cz Phone # (code)|[420 495 833 827
* Note: Payment notification & information relating to payments will be electronically sent to the email address above
Principal Investigator Name | [ Degree]|
Primary Specialty)| Therapeutic

Beneficiary Account Details
Bank Account Holder (Name)|Fakultni nemocnice Hradec Kralove

Account Type| [Savings | [Checking [ Tother:
Bank Account Number|2651552/0800
ABA Number (bank routing code) I(US & CAN ACH only)

IBAN Number (if applicable) [CZ74 0800 0000 0000 0265 1552
SWIFT / BIC Code (Non-US only) | GIBACZPX
Reference (if applicable)
Bank Code[0800 | Currency of Payment:[CZK
Bank Name/ Address|Ceska spofitelna a.s., Praha
Street|Budéjovicka 1912
City|Praha | Post Code[140 00
Country|Ceska republika State/ Province
Correspondent Bank Details (if applicable)*
*fill out only if payment has to be routed though an intermediary bank

Correspondant Bank Name Street,
Correspondant Account Number City|
Correspondant ABA Number State/ Province
Correspondant SWIFT / BIC Code Post Code
Correspondant Bank Code Country

ICON's standard payment method is 'electronic/ wire' unless bank account is not compatible.
Payee must be the owner of the bank account listed below. Above information is required for payments. Incomplete information may delay payments.

I, the undersigned beneficiary, hereby declare that the information provided in this Beneficiary Details Form is both true and correct. |
acknowledge that the information | have provided herein: (i) may constitute personal data; and (ii) serves to enable ICON to make
payment/s to me in accordance with the Clinical Study Agreement for the Study in which | am participating in as a Clinical Investigator or
member of the study team.

Furthermore, | consent to the processing of my personal data by the Sponsor, ICON and/or its affiliates for the above mentioned purposes
and grant my consent for the transfer of my personal data to ICON and/or its affiliates, Sponsor(s), regulatory authorities, auditors and
study related personnel. | understand and agree that my personal information may be moved outside the jurisdiction to which | am in to
another jurisdiction or to a jurisdiction outside the United States and which may not provide the same level of personal data protection or
have any data protection legislation in place. ICON will take all reasonable security precautions to protect your personal data against all
unlawful forms of processing.

Payee Signature Date
Payee Name (Print) prof. MUDr. Vladimir Pali¢ka
ICON Internal Use Only
Oracle Supplier Number Set-up required
ICON Site Code Invoice Required
Comp ID Code ICON Contract Party
Tax Code Currency Conversion
SOW Template VTax Docs Rcwd/ Describe:
Billing Frequency
Verified by Date
Paymentterms _l Net 30 | Net 60 Net 90 Other (DD/MMM/YYYY)
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