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Clinical Trial Agreement
Protocol # MOR208C310

Trial Title: A phase 3, multicenter, randomized,
double-blind, placebo-controlled trial comparing the
efficacy and safety of tafasitamab plus lenalidomide
in addition to R-CHOP versus R-CHOP in previously
untreated, high-intermediate and high-risk patients
with newly-diagnosed diffuse large B-cell lymphoma
(DLBCL)

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 Semmelweisstrasse 7, 82152
Planegg, Germany, ID: HRB 121023, VAT number: DE
15506 9821 (“Sponsor”), represented based on power of
attorney by PSI CRO Slovakia s.r.o., with its seat at
Krasovského 13, 851 01 Bratislava, Slovakia, ID:
43 800 807, Tax ID: SK 2022515231, registered in
Business Register, Provincial Court Bratislava I, Section
Sro, Folio 49073/B

and

UniversityHospital L. Pasteur

Title: University Hospital L. Pasteur
Kosice

Place of Rastislavova 43, 041 90 Kosice,

business: Slovakia

ID No.: 00 606 707

Registered in: Statistical Register of

Organisations controlled by the
Statistical Office of the Slovak
Republic

Founded by: Founding Decree of the Ministry
of Health of the Slovak Republic
No. 1842/1990-A/l-2 as of
December 18, 1990

TAX ID No.: 2021141969

VAT ID No.: SK2021141969

Represented by:

Jan Slavik, MD, MBA, managing
director,

Luboslav Bena, MD, PhD.,
executive director for preventive
— curative care

CONFIDENTIAL/DOVERNE

Zmluva o klinickom skusani
Protokol # MOR208C310

Nazov skusania: Multicentrické randomizované
dvojito zaslepené placebom kontrolované klinické
skusanie fazy Il porovnavajuce ucinnost’
a bezpeénost’ tafasitamabu plus lenalidomid v
kombinacii s R-CHOP v porovnani s R-CHOP
samostatne u predtym nelieGenych stredne-
vysoko a vysoko rizikovych pacientov s novo
diagnostikovanym difuznym velkobuneénym B-
lymfémom (DLBCL)

Tuto zmluvu o klinickom sku$ani (dalej ako ,Zmluva‘)
medzi sebou uzatvaraju nasledujuce strany:

MorphoSys AG, nemecka spoloCnost so sidlom na
Semmelweisstrasse 7, 82152 Planegg, Nemecko,
ICO: HRB 121023, DIC: DE 15506 9821 (dalej ako
Zadavatel“), zastipeny na zaklade plnej moci
spolo¢nostou PSI CRO Slovakia s.r.0. so sidlom na
adrese Krasovského 13, 851 01 Bratislava, Slovenské
republika, ICO: 43 800 807, DIC: SK 2022515231,
zapisanej v Obchodnom registri Okresného sidu
Bratislava |, ¢ast Sro, vliozka 49073/B

a

Univerzitnd nemocnica L. Pasteura

Nazov: Univerzitnd nemocnica L.
Pasteura KosSice

Sidlo: Rastislavova 43, 041 90 KosSice,
Slovensko

ICO: 00 606 707

étatistickomv registri organizacii
vedenom Statistickym dradom
Slovenskej republiky

Zapisana v:

Zriadena: Zriadovacou listinou MZ SR ¢&.
1842/1990-A/I-2 Zo dna
18.12.1990

DIC: 2021141969

IC DPH: SK2021141969

Zastipena:
MUDr. Jan Slavik, MBA,
generalny riaditel,
MUDr. Luboslav Bena, PhD.,

vykonny riaditel pre lieCebno-
preventivnu starostlivost
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Contact data:
(“Institution”)

This Agreement comes into force on the day of its
signature by the Parties and into effect on the day
following the day of its disclosure in the Central Register
of Contracts. This Agreement is executed in four
counterparts, two for the Institution and two for the
Sponsaor.

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

Index
Preamble
T Definitions ........oevviiiii 4
2, Pl, Sub-Investigators and Research

Staff .. 8
C TR No Additional Activities .............ccooeviennes 9
S Independent Ethics Committee and
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5. Trial Conduct .......ccovviniiiii 9
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14............ Records and Retention ........................ 19

CONFIDENTIAL/DOVERNE

Kontaktné tdaje:
(dalej len ,Institacia“)

Této Zmluva nadobuda platnost driom jej podpisania
zmluvnymi stranami a U¢innost diiom nasledujicim po
dni jej zverejnenia v Centralnom registri zmlav.

Tato Zmluva je vyhotovena v Styroch vyhotoveniach,
dvakrat pre Institaciu a dvakrat pre Zadavatela.
Zadavatel a Institicia sa dalej oznaluju kazdy
samostatne ako ,Zmluvna strana“ a spolo¢ne ako
LZmluvné strany*“.

Index

Preambula
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[ T NeZiaduce udalosti ...........cccccevvivireennnne. 12
10............ Ochrana osobnych ddajov, vratane
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12 Udaje skd8ania ...........ccocoeeveveeevereernnnnn. 18
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15, InSpekcie a audity ..........ccccoveeiiiiiinennnnen 20
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17, Publikacie a zverejfiovanie ..................... 22
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Preamble

WHEREAS, by separate agreement, Sponsor has
engaged PSI CRO AG, a company with a principal place
of business at Baarerstrasse 113a, 6300 Zug,
Switzerland, acting as an independent contract research
organization together with its affiliates including without
limitation PSI CRO Slovakia s. r. 0. whose registered
office is at Krasovského 13, 851 01 Bratislava, Slovak
Republic, IN: 43 800807, VAT IN: SK 2022515231,
registered in Business Register, Provincial Court
Bratislava |, Section Sro, Folio 49073/B 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
Institution and Institution is 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:

1. 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.
1.1 “‘Applicable Law” shall mean the Clinical Trials
Directive 2001/20/EC, the Clinical Trial
Regulation (EU) 536/2014 — to the extent
already applicable to this Trial, the GCP
Directive 2005/28/EC, the General Data
Protection Regulation (EU) 679/2016, 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
recently amended and all other applicable
European and national laws, rules and

CONFIDENTIAL/DOVERNE

Preambula

VZHLADOM K TOMU, ZE formou samostatnej zmluvy
Zadavatel zazmluvnil spolo¢nost PSI CRO AG, so
sidlom na adrese Baarerstrasse 113a, 6300 Zug,
Svajsiarsko, ktora vystupuje ako nezavisla zmluvna
vyskumna organizacia spoloCne so  svojimi
pobockami, vratane, okrem iného PSI CRO Slovakia
s. 1. 0. so sidlom na adrese Krasovského 13, 851 01
Bratislava, Slovenska republika, ICO: 43 800 807, ICO
DPH: SK 2022515231, zapisanej v Obchodnom
registri Okresného sudu Bratislava |, ¢ast' Sro, vlozka
49073/B spolo€ne so svojimi klinickymi pridruzenymi
spolo¢nostami, (i) aby zorganizovala a sledovala
klinické skuSanie v mene Zadavatela a aby
zastupovala Zadavatela vo v8etkych ¢innostiach, ktoré
su potrebné pre Uspesnu realizaciu Skusania tak, ako
sa tu opisuje a (ii) aby v mene Zadavatela podpisala
tato Zmluvu.

VZHLADOM K TOMU, ZE si Zadavatel Zela, aby sa
Skusanie uskutoc¢nilo v Inétitdcii a Institacia je ochotna
realizovat Skusanie v slUlade s podmienkami tejto
Zmluvy.

PRETO Zmluvné strany tymto uznavajli a suhlasia
s nasledujicimi zavazkami, ktoré sa poskytnd za
primeranu hodnotu, ¢o tymto Zmluvné strany prijimajua:

1. Vyklad pojmov

Ak sa vyraz kedykolvek v tejto Zmluve napise
velkym pismenom, ma taky vyznam, ako sa
uvadza nizSie. Mnozné gislo kazdého pojmu
mé zodpovedajuci vyznam.

1.1 .Platné pravne predpisy“ znamenaju
Smernicu o klinickych skusaniach
2001/20/EK, Nariadenie o klinickych

skusaniach (EU) 536/2014 — v rozsahu, ktory
je uplatnitelny pre toto Skusanie, Smernicu
GCP 2005/28/EC, VSeobecné nariadenie
o ochrane Gdajov (EU) 679/2016 a vsetky
nasledné  verzie  vysSie uvedenych
dokumentov, ako aj vSetky uplatnitelné
narodné zakony, v ktorych sa uvadzaju
ustanovenia vysSie uvedeného,
GCPMP/ICH/135/95 Usmernenie o Spravnej
klinickej praxi, v zneni neskorSich predpisov,
Helsinsk( deklaraciu zroku 1964 v jej
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1.2

1.3

1.4

15

1.6

1.7

regulations including, but not limited to
mandatory local laws otherwise prevailing for
the performance of the Trial under this
Agreement as well as relevant Anti-Bribery
Laws (as defined below).

For avoidance of doubts the Parties confirm that
the Applicable Law further includes the
legislation governing conduct of clinical trials in
Slovakia, in particular the Act. No. 362/2011
Coll. on Pharmaceuticals and Medical Devices,
as amended, and Act. No. 576/2004 Coll., on
Health Care and Services related to the
provision of Health Care, as amended and the
applicable legislation governing data protection
in Slovakia, in particular the Act No. 18/2018
Coll., on Protection of Personal Data, 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 PSI CRO AG,

Baarerstrasse 113a, 6300 Zug, Switzerland and
its affiliates as described in the preambile.

“Effective Date” shall mean date following the
day of publication of this Agreement in the
Central Register of Contracts.

“Equipment” shall have the meaning set forth in
Section 23.

1.2

13

1.4

15

1.6

1.7

CONFIDENTIAL/DOVERNE

najnovSom zneni a vsSetky dalSie platné
eurépske anarodné zakony, pravidla
a nariadenia, vratane, okrem iného
povinnych lokéalnych zékonov, ktoré maju
inak prednost pri realizacii Skusania podla
tejto Zmluvy, ako aj suvisiace Protikorupcné
zakony (ako sa definuju nizsie).

Aby sa prediSlo pochybnostiam, Zmluvné
strany potvrdzuju, ze Platné zakony dalej
zahffaju zakony, ktorymi sa riadi realiz4cia
klinickych skusani na Slovensku,
predovSetkym zakon ¢&. 362/2011 Zb.
O liekoch  a zdravotnickych  pomébckach,
v zneni neskor$ich predpisov, a zakon &.
576/2004 Zb. O zdravotnej starostlivosti
asluzbach  suvisiacich s poskytovanim
zdravotnej starostlivosti, v zneni neskorsich
predpisov a platné zakony, ktorymi sa riadi
ochrana udajov na Slovensku, predovSetkym
zakon ¢. 18/2018 Zb. O ochrane osobnych
Gdajov, v zneni neskorsich predpisov).

.Biologické vzorky“ znamenaju biologické
vzorky (napr. krv, mo¢, tkanivo, sliny, atd.)
ziskané od Subjektov SkuSania.

.,Referenény liek” znamena placebo alebo
porovnavaci liek.

»,CRF* znamena Zaznamovy formular, o je
dotaznik v papierovej alebo elektronickej
forme, ktory sa pouzZiva na zhromazdenie

Gdajov  zistenych v priebehu SkidSania
0 kazdom Subjekte Skusania.
,LCRO"“ znamena Klinicki  vyskumnu

organizaciu, ktorl si najal alebo si najme
Zadavatel. Aktualne je to PSI CRO AG,
Baarerstrasse 113a, 6300 Zug, Svajgiarsko
a jej pobocky, ako sa to uvadza v preambule.

,Datum  ucinnosti” znamena datum
nasledujuci po dni, kedy bola Zmluva

zverejnena v Centralnom registri zmlav.

"Vybavenie” ma vyznam, aky sa uvadza
v Clanku 23.
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1.8

1.9

1.10

1.11

1.12

1.13

1.14

“Force Majeure” shall have the meaning set
forth in Section 31.

“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
favorable 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 Trial
Subjects.

“ICF” shall have the meaning set forth in
Section 8.

“Institution Personnel” shall mean the PI, sub-
investigators, research staff and/or any
individual acting directly or indirectly on behalf
of Institution or Pl in the performance of this
Agreement and/or any individual involved in the
conduct of the Trial at Institution.

“Invention” shall have the meaning set forth in
Section 16.

“PI” shall mean the following principal
investigator nominated by Institution that is an
employee of Institution and responsible for the
conduct of the Trial at the Institution:

., University Hospital L. Pasteur
Kosice, Clinic of Hematology, having a place of
business at Trieda SNP 1, 041 66 KoSice.

“Protocol” shall mean the support document
containing the detailed description of the Trial
and all amendments thereto identified by
protocol number MOR208C310 and entitled "A

18

1.9

1.10

1.11

1.12

1.14

CONFIDENTIAL/DOVERNE

,Vyssia moc” ma vyznam, aky sa uvadza
v Clanku 31.

,NEK” znamena Nezavislu eticki komisiu
(EK), zndmu aj pod nazvom Kontrolna rada
institacie (Institutional review board /IRB)
alebo eticka kontrolna rada; €o je nezavisly
subjekt (kontrolna rad alebo vybor,
inStitucionalny, regionalny, narodny alebo
nadnarodny), ktory sa sklada zo
zdravotnickych odbornikov
a nemedicinskych ¢lenov, ktori su
zodpovedni za zabezpelenie ochrany prav,
bezpecénosti a dobrého stavu osbb
zaradenych  do  klinického  sku$ania
a poskytuju verejnu zabezpeku tejto ochrany
okrem iného formou kontroly a schvalovania
| poskytnutia pozitivneho stanoviska pre
protokol skusania, vhodnost
skusajuceho(ich), zariadenia, postupy
a material, ktory sa ma pouzit pri ziskani
a zdokumentovani informovaného suhlasu
Subjektov Skusania.

“ICF” ma vyznam, aky sa uvadza v Clanku 8.

“Personal Institacie” znamena HS, spolu-
skusajucich, ¢lenov  vyskumného timu
a/alebo iné osoby, ktoré priamo alebo
nepriamo konaju v mene Institucie alebo HS
pri realizacii tejto Zmluvy a/alebo osoby, ktoré
spolupracuju pri realizacii  SkuSania
v Institucii.

,Objav” méa vyznam, aky sa uvadza v Clanku
16.

,HS® znamena hlavného skusSajuceho, ktory
bol vymenovany zo strany InStitdcie, je
zamestnancom Institlcie a je zodpovedny za
realizaciu  SkuSania v InStitucii

, Univerzith4A nemocnica L.
Pasteura Kosice, Klinika hematoldgie, so
sidlom na adrese Trieda SNP 1, 041 66
KoSice.

.Protokol* znamena podporny dokument,
ktory obsahuje podrobny popis SkuSania

a vSetky jeho dodatky, ktoré sa oznacuju
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1.15

1.16

1.17

1.18

1.19

1.20

1.21

1.22

phase 3, multicenter, randomized, double-blind,
placebo-controlled trial comparing the efficacy
and safety of tafasitamab plus lenalidomide in
addition to R-CHOP versus R-CHOP in
previously untreated, high-intermediate and
high-risk patients with newly-diagnosed diffuse
large B-cell lymphoma (DLBCL)”, 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. For the
avoidance of doubt, the Protocol shall be
considered final after it is signed by Sponsor and
Pl and approved by the applicable IEC.
Thereafter, the Protocol may be amended only
at the direction of Sponsor, subject to
subsequent approval by the IEC.

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

“Representative” shall have the meaning set
forth in Section 24.2.

“Research Data” shall have the meaning set
forth in Section 10.4.

“Sample Data” shall have the meaning set forth
in Section 13.2.

“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
Drug” shall mean the combination.

“Sponsor Indemnitees” shall have the meaning
set forth in Section O .

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

“Trial Data” shall include, without limitation,
Research Data, CRFs (or their equivalent) or
electronic data records, as well as any other

1.15

1.16

1.17

1.18

1.19

1.20

1.21

1.22

CONFIDENTIAL/DOVERNE

Cislom protokolu MOR208C310 a maju nazov
»Multicentrické randomizované dvojito
zaslepené placebom kontrolované Kklinické
skuSanie fazy Il porovnavajuce ucinnost
a bezpecnost tafasitamabu plus lenalidomid v
kombinacii s R-CHOP v porovnani s R-CHOP
samostatne u predtym nelie€enych stredne-
vysoko a vysoko rizikovych pacientov s novo
diagnostikovanym difdznym velkobuneénym
B-lymfobmom (DLBCL)“ akazdy protokol
spolo¢nosti, ktory neskdr pisomne vypracuje
a schvali Zadavatel a podpiSe HS, a ktory sa

realizuje slbezne so vSetkymi alebo
rovnakymi Subjektmi SkuSania, vratane
vSetkych  dodatkov  vyS8Sie  uvedenych

dokumentov. Aby sa prediSlo pochybnostiam,
Protokol sa poklada za finalny dokument po
jeho podpise Zadavatefom a HS a schvaleni
prislusnou nezavislou EK Potom sa moézu
dodatky k Protokolu vypracovat len pod
vedenim  Zadavatela apo naslednom
schvaleni nezavislej EK.

,<Zadznamy” znamenaju Zaznamy skuSania
0 Subjektoch skusania, ¢o zahffia kopie
v8etkych Udajov sku$ania Institacie a HS,
ako aj vSetky suvisiace zdrojové dokumenty.

.Zastupca” ma vyznam, aky sa uvadza
v Clanku 24.2.

,Udaje vyskumu” maju vyznam, aky sa
uvadza v Clanku 10.4.

,Udaje o vzorkach” maju vyznam, aky sa
uvadza v Clanku 13.3.

.Produkt Zadavatela® znamena produkt
Zadavatela, ktory sa v Skusani skima. Ak sa
Produkt Zadavatefa skuma v SkuSani
v kombin&cii s inym produktom, ,Produkt
zadavatela“ znamen4 ich kombinaciu.
,0dskodnené osoby Zadavatela”
vyznam, aky sa uvadza v Clanku 19.1.

maju

,Skusanie” znamena multicentrické klinické
skuSanie, ktoré sa ma realizovat v sulade
s Protokolom.

,Udaje skasania” zahffiaju bez obmedzenia
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1.23

21

2.2

2.3

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 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
participating in the Trial.

mean a patient

Pl, Sub-Investigators and Research Staff

Pl is an employee of Institution and shall be
responsible for the direction of the Trial in
accordance with Applicable Law, the Protocol,
Sponsor’s instructions, IEC approval and
Institution’s applicable policies. Institution may
not appoint any other person as Pl without
Sponsor’s prior written approval. If Pl is unable
to perform the duties required under this
Agreement, Institution 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
Section 20.1.e) of this Agreement.

Institution may  delegate  duties and
responsibilities to sub-investigators and other
Institution Personnel only to the extent permitted
by Applicable Law. Institution shall ensure that
only individuals who are appropriately trained
and qualified shall assist in the conduct of the
Trial as sub-investigators or Institution
Personnel. Institution 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.

Institution is responsible to Sponsor for
compliance by all Institution Personnel with
Applicable Law, the Protocol, Sponsor’s

1.23

2.1

2.2

2.3

CONFIDENTIAL/DOVERNE

Udaje vyskumu, CRF (alebo ich ekvivalent)
alebo elektronické zaznamy Udajov, ako aj
iné dokumenty alebo materidly, ktoré sa
vypracuju pre UcCely Skusania, a ktoré sa
musia predlozit Zadavatelovi alebo CRO
alebo inému poskytovatelovi sluzieb tretej
strany, ktorého riadi Zadavatel, ako je
réntgen, MR alebo iné druhy snimkovania,
EKG, EEG alebo iné druhy zaznamovych
zariadeni alebo suhrnné Udaje.

~Subjekt skiiSania” znamena pacienta, ktory
sa zucastfuje na Skusani.
HS, Spolu-skusajuci a €lenovia
vyskumného timu

HS je zamestnancom Institucie a je zodpovedny
za riadenie SkuSania v sulade s Platnymi
zakonmi, Protokolom, pokynmi Zadavatela,
schvalenim NEK a platnymi smernicami
Institacie. Institucia nesmie vymenovat za HS
inG osobu bez predchadzajuceho pisomného
suhlasu Zadavatela. Ak HS nie je schopny

vykonavat svoje povinnosti podla tejto
Zmluvy, musi otom Institicia aHS
bezodkladne pisomne informovat

Zadavatela. Ak nie k dispozicii osoba na
vymenu, ktor4d by bola pre Zadavatela
prijatefna, tato Zmluva sa méze vypovedat
podra Clanku 20.1. e) tejto Zmluvy.

Indtiticia moOZe preniest svoje povinnosti
a zodpovednosti na  spolu-skuSajucich
ainych ¢lenov persondlu Institicie len
v rozsahu povolenom v platnych zakonoch.
Institucia musi zabezpecit, aby pri realizacii
Skusania spolupracovali ako spolu-skusajuci
alebo ako personal Institucie len osoby, ktoré
su riadne vyskolené  a kvalifikované.
Institucia musi zabezpecit, aby kazdy spolu-
skusajuci, ktory spolupracuje na Skusani
predlozil na poziadanie datovany
a podpisany Zivotopis a podpisané finan¢né
prehlasenie.

Institucia ma vo i Zadavatelovi
zodpovednost za dodrziavanie Platnych
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4.1

4.2

instructions and the terms of this Agreement.
Institution shall ensure that any Institution
Personnel who assist in the conduct of the Trial
is informed of and agree to abide by all terms of
this Agreement, applicable to the activities they
perform. Institution shall assume all those
responsibilities assigned to clinical study sites
and/or Institution Personnel under Applicable
Law.

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, only if
necessary, based on de lege artis principle (e.qg.
emergency medical treatment).

Independent Ethics Committee and Regional
Competent National Authority

The Sponsor shall be responsible for obtaining and

maintaining authorization for the Trial, for any
substantial amendments to the Protocol and for
any substantial changes to the Trial from IEC
(for the purpose of this clause the term IEC
includes the respective local ethic committee
and the multi-center ethic committee) and
competent national authority, as applicable..
The Sponsor shall ensure that the Trial is
subject to continuing oversight by the IEC
throughout its conduct.

If, through no fault of Institution, the Trial is
disapproved by the IEC, this Agreement shall
immediately terminate with no penalty to the
Institution, as outlined in Section 20.1.a) below.

3

4.1

4.2

CONFIDENTIAL/DOVERNE

zékonov, Protokolu, pokynov Zadavatela
a podmienok tejto Zmluvy zo strany vSetkych
Clenov personalu Institucie. Institicia musi
zabezpecit, aby bol kazdy ¢len personalu
Institucie, ktory spolupracuje na realizacii
Skusania informovany o vSetkych
podmienkach tejto Zmluvy, ktoré sa vztahuju
na ¢innosti, ktoré vykonava a aby suhlasil
stym, Ze ich bude zavazne dodrziavat.
Institucia nesie zodpovednost za vSetky tieto
povinnosti uréené pracoviskam klinického
skusania a/alebo &lenom personalu Institicie
podla Platnych zakonov.

Ziadne d'al$ie éinnosti

Vo vztahu k Subjektom skiSania sa nesmu
v priebehu realizacie Skusania uskutocnovat
Ziadne dalSie €innosti, okrem ¢&innosti, ktoré
su dohodnuté v Protokole alebo inak
pisomne so Zadavatelom, ibaze by boli nutné
podla zasady de lege artis (napr. urgentna
lie€ba).

Nezavisla etickd komisia a Regionalny
kompetentny narodny Grad

Zadavatel je zodpovedny za to, Zze od
nezavislej EK a podfla potreby
kompetentného nérodného Uradu ziska
a archivuje opravnenia pre Skusanie, vSetky
zasadné dodatky k Protokolu a vSetky
zasadné zmeny SkuSania (pre ucely tohto
ustanovenia zahfla pojem NEK prislusnu
lokalnu etickd  komisiu a multricentrick
etickl komisiu). Zadavatel musi zabezpedit,
aby bolo SkuSanie po celu dobu jeho
realizacie pod neustalym dohlfadom zo strany
nezvislej EK.

Ak bez =zavinenia InStiticie SkuSanie
nedostane schvélenie zo strany nezavislej
EK, tato Zmluva je okamzite vypovedana bez
pokuty vodi Institucii , ako sa uvadza v Clanku
20.1.a) nizSie.
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6.1

6.2

6.3

6.4

Trial Conduct

Institution 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.
Institution 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 Institution hereby is 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

Sponsor shall provide Institution with sufficient
quantities of the Sponsor Drug to conduct the
Trial. If required by the Protocol, and unless
otherwise agreed in writing, Sponsor shall also
reimburse the Comparator Drug. Sponsor shall
provide Institution’s hospital pharmacy, free of
charge, with sufficient quantities of the Sponsor
Drug to conduct the Trial (Tafasitamab and
Lenalidomide) as well as with Lenalidomide
Placebo.

Institution 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.

Institution 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 Institution Personnel.

Institution 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

6.1

6.2

6.3

6.4

CONFIDENTIAL/DOVERNE

Realizacia Skusania

Institdcia musi realizovat SkuSanie v sulade
s Protokolom, pisomnymi pokynmi
Zadavatela alebo jeho zastupcu / dodavatela
tretej strany (vratane CRO) a Platnymi
zakonmi. Institucia poskytne zodpovedajuce
zdroje azariadenia, aby umozZnila HS
realizovat SkuSanie vcas, profesionéalne
avsulade s podmienkami tejto Zmluvy.
Zadavatel vymenoval CRO za monitora
Skudania a Indtitucia je vo veci kontroly
SkuSania tymto opravnena komunikovat
priamo s CRO. Bez ohladu na vysSie
uvedené, vSetky oznamenia, ktoré sa musia
dorugit Zadavatelovi podla tejto Zmluvy sa
nepokladaju za doru€ené, ak sa odovzdaju
vyhradne do ruk CRO.

Produkt Zadavatel'a

Zadavatel poskytne Institucii dostato¢né
mnozstvo Produktu Zadavatela pre ucely
realizacie Skusania. Ak to vyzaduje Protokol
aak nie je pisomne dohodnuté inak,
Zadavatel zaroven preplati Referencny liek.
Zadavatel poskytne nemocnicnej lekarni
Institucie bezodplatne dostatoéné mnozstvo
Produktu Zadavatefa pre ucely realizcie
Skusania (tafasitamab a lenalidomid), ako aj
placebo lenalidomidu.

Intiticia musi dodrziavat Platné zakony
aj priemyselné normy, ak existuju, prislusnu
Suhrnnu charakteristiku lieku, pozadovany
dosledny dohlad nad vydajom Produktu
Zadavatela a Referenéného lieku, ako aj
potrebnu dokumentaciu tychto €innosti.

Institdcia musi dodrziavat potrebnu kontrolu
dodavok Produktu Zadavatela a
Referenéného lieku a nesmu ho podat’ ani
vydat nikomu, kto nie je Subjektom skuSania,
ani k nemu nesmu poskytnut’ pristup nikomu,
okrem Personalu Inétitdcie.

Indtiticia  pouZije Produkt Zadavatela
a Referenény liek len tak, ako sa uvadza
v Protokole. Akékolvek iné pouzitie Produktu
Zadavatela alebo Referentného lieku sa
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6.5

7.1

7.2

7.3

8.1

of this Agreement.

Sponsor Drug and Comparator Drug are and shall
remain at all times the property of Sponsor.
Sponsor grants Institution 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.

Compensation

Compensation shall be provided to the
Institution by the Sponsor (using CRO as
technical payor) in accordance with the payment
schedule in Attachment 2. The payment
represents the fair market value for the direct
Institution”s investigation costs and 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.

The Parties acknowledge and agree that
compensation made under this Agreement shall
be made from funds provided by the Sponsor
and payment facilitated by PSI CRO Slovakia
s.r.o.,, Krasovského 13, 851 01 Bratislava,
Slovakia.

Maximum total amount of payments facilitated
under this Agreement shall be approximately
69,000 EUR, if the enrolment of Trial Subjects is
performed in accordance with the plan.

Trial Subject Enrollment and Informed
Consent

Institution has agreed to enroll only 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 Institution if the total
enrollment needed for the Trial (which is a multi-

6.5

7.1

7.2

7.3

8.1

CONFIDENTIAL/DOVERNE

pokladéa za podstatné porusenie tejto Zmluvy.

Produkt Zadavatela a Referen¢ny liek st a po
cely €as zostanu vlastnictvom Zadavatefla.
Zadavatel neposkytuje Institucii  Ziadne
explicitné ani implicitné prava dusevného
vlastnictva na Produkt Zadavatela ani na
Referenc¢ny liek, ani na ziadne postupy vyroby
alebo pouzitia Produktu Zadavatela alebo
Referencného lieku.

Odmena

Institucia dostane od Zadavatela
(prostrednictvom CRO ako technického
platitela) Odmenu v sulade
s harmonogramom platieb podla Prilohy &.2.
Platby predstavuja spravodlivi  trhovu
hodnotu priamych nakladov Institicie na
vyskum a néklady na realizaciu SkuSania.
VSetky sumy su vratane vSetkych priamych,
nepriamych, personalnych a inych nakladov,
vratane poplatkov za laboratérne a pomocné
sluzby a zostavaju poc€as trvania Skusania
nemenne, pokial sa Zmluvné strany pisomne
nedohodnu inak.

Zmluvné strany uznévaju a suhlasia s tym, ze
odmena podfa tejto Zmluvy sa vyplati
z prostriedkov Zadavatela a platby uskutoéni
PSI CRO Slovakia s.r.0., Krasovského 13,
851 01 Bratislava, Slovenské republika.

Maximalna  vySka  celkovych  platieb
poskytnutych podla tejto Zmluvy bude
priblizne 69.000,- EUR, a to v pripade, pokial
nabor Subjektov Skuania sa bude realizovat
podla planu.

Zaradenie Subjektov skusania
a Informovany suhlas

Intiticia suhlasi stym, Ze do SkuSania
zaradi len pacientov, ktori splnili podmienky
v sllade s Protokolom. Pacient, ktory sa
kvalifikoval pre skusanie je taky, ktory spifia
vSetky podmienky Protokolu pre zaradenie do
SkuSania. Zadavatel mbéze  prerusit
zaradovanie pacientov v Institacii vtedy, ak
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8.2

8.3

10

10.1

10.2

center clinical trial) has been achieved.

Institution shall ensure that a signed written
Informed Consent Form (“ICF”) from each Trial
Subject is obtained explaining the Trial Subject’s
rights in connection with its relationship with the
Institution and Pl, in accordance with
instructions in the Protocol and Applicable Law.

Institution shall use reasonable efforts to ensure that

only patients are enrolled as Trial Subjects that
are not already enrolled in a concurrent clinical
trial at the time of enrolment and do not enter
into such concurrent clinical trials during their
participation in the Trial.

Adverse Events

Institution 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

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.
Institution and Pl 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.

Institution shall obtain an ICF complying with
Applicable Law, for each Trial Subject referring
among other topics to the collection, use,
processing, storing and transfer (including
outside EU) of their personal data, including
health information and Biological Samples,

8.2

8.3

10

10.1

10.2

CONFIDENTIAL/DOVERNE

sa dosiahol celkovy pocCet zaradenych
pacientov  potrebnych pre  Skusanie
(multicentrické klinické skusanie) v Institucii.

Institucia musi zabezpedit, aby ziskala od

kazdého Subjektu skuSania podpisany
pisomny Informovany suhlas (,ICF”),
v ktorom sa vysvetluji prava Subjektu

skus$ania vo vztahu k Institucii a HS, v sulade
s pokynmi uvedenymi v Protokole
a s Platnymi zakonmi.

Institdcia vynalozi primerané usilie, aby
zabezpecila, ze ako Subjekty skuSania budu
zaradeni len taki pacienti, ktori nie su
zaradeni do iného skuSania, ktoré v Case
zaradovania prebieha a aby pocCas svojej
UCasti na SkudSani nevstupili do iného
subezne prebiehajiceho skusania.

Neziaduce udalosti

Institdcia musi nahlasit neziaduce udalosti,
ktoré sa vyskytli u Subjektov skusania
v sllade s pokynmi v Protokole. To zahffia,
ak sa to vyzaduje, urychlené telefonické
nahlasenie Zadavatelovi a CRO.

Ochrana osobnych Gddajov vratane

Informéacii o zdravotnom stave

Zmluvné strany uznavaju svoj spolo¢ny ciel
chranit vSetky osobné udaje, vratane
informécii o zdravotnom stave, ktoré mozu
identifikovat jednotlivca, zachovat dévernost
takychto Udajov a informécii a ochranit ich
pred neopravnenym zverejnenim. Intiticia
aHS prehlasuji asuhlasia, Ze budu
dodrziavat ustanovenia vSetkych Platnych
zakonov, ktoré suvisia s dbévernostou,
sukromim a zabezpecenim takychto udajov
a informéacii.

Institucia musi v sulade s Platnymi zakonmi
ziskat' ICF od kazdého Subjektu skuSania,
ktory sa okrem iného bude vyjadrovat
k zberu, pouzitiu, spracovaniu, archivacii
aprenosu (vratane mimo krajin EU) ich
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10.3

which shall enable Institution 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 and
material required by the Protocol. The Parties
acknowledge 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 at the
same time restricted to those persons permitted
in the ICF and neither Institution, PI, Sponsor
nor CRO nor any party to whom Sponsor or
CRO may disclose individually identifiable
health information may use such information to
recruit Trial Subjects to additional studies, to
advertise additional studies or products, or to
perform marketing or marketing research.
Institution shall provide Sponsor and CRO an
opportunity to review and approve the content of
the ICF (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 Institution by Sponsor or CRO.
Without Sponsor’s approval the ICF may not be
modified by Institution and/or CRO. The
Institution shall timely inform Sponsor when a
Trial Subject exercises his/her data protection
rights, as per Applicable Law. The Parties agree
to collaborate in the context of Trial Subjects’
individual requests.

Prior to and during the course of the Trial, the PI
and Institution Personnel may be required to
provide personal data which falls within the
scope of the Applicable Law and/or is needed
for the implementation of the Agreement. The
Institution agrees to inform Institution Personnel

10.3.

CONFIDENTIAL/DOVERNE

osobnych Udajov vratane informacii o ich
zdravotnom stave a Biologickych vzoriek, ¢o
méa Intitucii vrozsahu podfa Platnych
zadkonov umoznit poskytovat Zadavatefovi,
CRO a inym osobam a subjektom, ktoré urcil
Zadavatel, vyplnené CRF, zdrojové
dokumenty avsetky dalSie informacie
a materidly, ako ich vyzaduje Protokol.
Zmluvné strany uznavaju, Ze podla tejto
Zmluvy maju zodpovednost ochranit’ vietky
osobné Udaje, vratane informacii
o pacientoch, ktoré mézu urit ich totoznost

a obmedzit pouzitie tychto udajov
a informacii na tie osoby a subjekty, vratane
uradnikov, riaditelov, zamestnancov,
poradcov, zmluvnych parterov,

subdodavatelov a agentov, ktori musia mat
k tymto informaciam pristup, aby si mohli
plnit im pridelené povinnosti ohladom
Skusania a podla Platnych zakonov. Takéto
pouzitie musi byt rovhako obmedzené na tie
osoby, ktorym to umoznuje ICF aani
Institucia, HS, Zadavatel, CRO ani in& strana,
ktorej méze Zadavatel alebo CRO poskytnut
informécie o zdravotnom stave, ktoré mozu
urCit totoznost jednotlivca nemoéze pouzit
tieto informacie na zaradenie Subjektov
skiusania do dodatoCnych skuSani, na
reklamu  dodatoCnych  skuSani  alebo
produktov, ani na marketingovy vyskum.
InStituicia musi dat Zadavatelovi a CRO
prilezitost kontrolovat a schvalit obsah ICF
(vratane revizii, ktoré sa vykonali v priebehu
SkuSania) eSte predtym, ako sa pouZije.
Avsak ICF schvali zodpovedna nezavisla EK
a Institucii ho poskytne Zadavatel alebo
CRO. Bez schvalenia Zadavatela nesmie
Institucia a/alebo CRO ICF upravovat.
Institucia musi vCas informovat Zadavatela,
ak si Subjekty skuSania uplathuju v stlade
s Platnymi zakonmi svoje prava na ochranu
Udajov. Zmluvné strany suhlasia, Ze budu
spolupracovat’ pri individualnych
poziadavkach Subjektov skusania.

Pred SkuSanim a poCas SkuSania sa mbze
od HS acdlenov personalu Institicie
vyzadovat, aby poskytli svoje osobné udaje,
ktoré spadaju pod ustanovenia Platnych
zakonov al/alebo ktoré su potrebné pre
uplatnenie tejto Zmluvy. Inétitacia suhlasi, ze
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10.4

10.5

that their personal data will be processed by
Sponsor and/or by CRO and CRO serves them
the data protection notice(s) provided by
Sponsor and/or CRO.

For the purposes of this Agreement, both the
Institution and Sponsor shall be considered
Data Controllers as defined by the Applicable
Law. Each party shall be individually and
separately responsible for complying with the
obligations that apply to it as a controller under
Applicable Law. The Institution shall be
considered Data Controller with respect to the
medical treatment and the medical records. The
Sponsor shall be considered Data Controller
with respect to the “Research Data”, meaning
any personal data with respect to the Trial
Subjects or the Institution Personnel. For the
avoidance of doubt, in principle, the Sponsor
only gets access to de-identified Trial Subjects
personal data, subject to monitoring activities.

The collection and processing of data by the
Institution shall be conducted as follows:

a) The collection and processing of
Research Data shall be performed in
compliance with this Agreement and as
indicated in the Protocol, the ICF and any
written instructions issued by Sponsor.
Research Data collected by the
Institution in the Case Report Form shall
be processed by the Institution only for
the purpose of the performance of this
Agreement. However, the Institution may
use the data collected in the course of
the Trial for the Trial Subject’s treatment
purposes.

b) The processing of Research Data shall
be performed by the PI, Institution
Personnel and other authorized persons.
on the need to know basis. The
Institution shall be responsible for
managing access to the Research Data.

104

10.5

CONFIDENTIAL/DOVERNE

bude informovat personal Institdcie o tom, ze
ich osobné udaje bude spracuvat Zadavatel
a/alebo CRO a CRO im predlozi oznamenie
o ochrane osobnych Udajov, ktoré poskytol
Zadavatel a/alebo CRO.

Pre ucely tejto Zmluvy sa InStitucia aj
Zadavatel pokladaju podla Platnych zakonov
za prevadzkovatela udajov. Kazda strana je
samostatne ajednotlivo zodpovedna za
dodrziavanie  povinnosti, ktoré podla
Platnych zakonov platia pre prevadzkovatela
udajov. Intitacia sa poklada za
prevadzkovatela udajov VO vztahu
k medicinskej lieCbe a zdravotnym
zaznamom. Zadavatel sa poklada za
prevadzkovatela udajov vo vztahu Kk
,Udajom vyskumu”, &o znamena vsetky
osobné udaje vo vztahu k Subjektom
skusania alebo k personalu Institicie. Aby sa
predislo pochybnostiam, v zasade Zadavatefl
len dostane pristup k osobnych uGdajom
Subjektov  skuSania bez ur€enia ich
identifik&cie, ktoré su predmetom kontrolnej
ginnosti.

Zber aspracovanie U(dajov zo strany
Institicie ma prebiehat nasledovne:
a) Zber a spracovanie Udajov vyskumu

sa ma uskutoCnit v silade s touto
Zmluvou a ako sa uvadza v Protokole,
v ICF av akychkolvek pisomnych
pokynoch, ktoré vypracoval
Zadavatel. Udaje vyskumu, ktoré
zhromazdi Institdcia v Zaznamovych
formularoch ucastnikov  klinického
skusania spracuje InStitucia len pre
UCely realizacie tejto Zmluvy. AvSak
Institucia mbéze pouZit udaje, ktoré
zhromazdila v priebehu Skusania pre
ucely lieCby Subjektov skusania.

b) Spracovanie Udajov vyskumu
uskuto€ni podfa potreby HS, personal
Intiticie a iné opravnené osoby na
zéklade opodstatnenej potreby
informovanosti.. InStitacia je
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c)

d)

e)

f)

)

The Institution shall ensure Institution
Personnel processing Research Data
have appropriate skills and training to
handle personal data and maintain its
confidentiality.

Research Data must be kept
confidential. It shall not be disclosed or
transferred to any third party without prior
written approval of Sponsor. In case
such disclosure includes personal data,
the third party receiving the data must
have a valid ground under Applicable
Law to receive and process such data.
Research Data may be disclosed where
required by Applicable Law or when
requested by a data protection authority.

The Institution  shall implement
appropriate administrative, technical and
physical security measures to protect
personal data using current industry best
practices taking into consideration the
state of the art of applicable
technologies.

The Institution shall comply with any
instructions regarding the coding of
Research Data issued at any time by
Sponsor in accordance with Applicable
Law and best practice.

The Institution shall maintain procedures
to detect and respond to a personal data
breach, as defined under Applicable
Law, including breach of security leading
to the accidental or unlawful destruction,
loss, alteration, unauthorized disclosure
of, or access to, personal data
transmitted, stored or otherwise
processed. Institution shall notify
Sponsor of any personal data breach,
related to the processing of the Research
Data, without undue delay, but no later
than forty-eight (48) hours of discovery of
such breach. The Institution and Sponsor

c)

d)

f)

)}

CONFIDENTIAL/DOVERNE

zodpovedna za spravu pristupu
k Udajom vyskumu.

Intitdcia musi zabezpedit, aby mal
personal Institucie, ktory spracuva
Udaje vyskumu potrebné zrugnosti
a Skolenia na manipulaciu s osobnymi
adajmi ana  zachovanie ich
doévernosti.

Musi sa zachovat dévernost Udajov
vyskumu. Nesmu sa poskytnuat ani

preniest tretej strane bez
predchadzajuceho pisomného
suhlasu Zadavatela. V pripade

poskytnutia osobnych U(dajov musi
mat tretia strana, ktora je prijemcom
Udajov, oporu v Platnych zakonoch na
prijem a spracovanie takychto adajov.
Udaje vyskumu sa mézu poskytnut,
ak to vyzaduju Platné zakony alebo ak
oto poziada darad na ochranu
osobnych udajov.

Institicia musi  zaviest vhodné
administrativne, technické a fyzické
zabezpecCovacie opatrenia na ochranu
osobnych (dajov ato za vyuzitia
aktualne najlepSich postupov, pric¢om
sa berie do uvahy uroven vyuZitelnych
technoldgii.

InStiticia musi dodrziavat vSetky
pokyny ohladom kédovania Udajov
vyskumu, ktoré kedykolvek vyda
Zadavatel v stlade s Platnymi
zékonmi a najlepSou praxou.

Institicia musi zachovavat postupy na
zistenie areakciu na narusenie
osobnych Udajov, ako sa uvadza
v Platnych zakonoch, vratane
narusenia bezpeCnosti, ¢o vedie
k nahodnému alebo neopravnenému
zniceniu, strate, pozmeneniu,
neopravnenému zverejneniu alebo
pristupu k osobnym adajom, ktoré boli
prenesené, archivované alebo inak
spracované. Institacia musi
informovat Zadavatela o akomkolvek
naruseni osobnych udajov vo vztahu
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10.6

10.7

11

111

shall reasonably cooperate to remediate
a personal data breach and liaise with
each other before reporting a personal
data breach to the relevant authority.

Sponsor may transfer personal data to other
affiliates of the Sponsor group and their
respective agents worldwide. Sponsor and its
affiliates and respective agents will apply
adequate privacy safeguards to protect such
personal data. Personal data may also be
disclosed as required by individual competent
authorities or Applicable Law, for example to
report serious adverse events and comply with
drug safety laws and regulations.

Personal data will be kept only for the period
necessary to fulfil the purposes of the collection
unless a longer retention period is required or
permitted by Applicable Law.

Confidential Information

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, Trial Data, Sample
Data, 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 Institution directly or indirectly,
whether in writing, electronic, oral or visual
transmission, or which is developed under this
Agreement.

10.6

10.7

11

111

CONFIDENTIAL/DOVERNE

k spracovaniu Udajov vyskumu ato
bez zbytocného odkladu, ale
najneskér do Styridsat osem (48)
hodin od zistenia takéhoto narusenia.

Institucia a Zadavatel musia
opodstatnene  spolupracovat na
odstraneni  naruSenia  osobnych

Udajov a dohodnut sa este predtym,
ako sa naruSenie osobnych udajov
nahlasi zodpovednému Uradu.

Zadavatel mdze preniest osobné udaje do
inych pobociek skupiny Zadavatela aich
prislusnym zastupcom na svete. Zadavatel,
jeho poboc&ky a prislusni zastupcovia uplatnia
zodpovedajuce opatrenia na zabezpelenie
sukromia, aby osobné adaje ochranili.
Osobné udaje sa mozu poskytnut na zaklade
Ziadosti zo strany jednotlivych zodpovednych
organov alebo podla Platnych zakonov,
napriklad pri nahlaseni neziaducej udalosti
apri dodrziavani zakonov a nariadeni
o liekovej bezpecnosti.

Osobné udaje sa uchovaju len po dobu, ktora
je potrebna na splnenie ucelu zberu udajov,
pokial Platné zakony nevyzaduju alebo
neumoznuju dlhsiu dobu archivacie.

Doéverné informéacie

Okrem vynimky, ako sa uvadza nizSie,
.Déverné informécie” =zahfiaju vSetky
informacie, ktoré poskytne Zadavatel a/alebo
CRO, alebo ktoré sa vypracovali pre
Zadavatela a/alebo CRO, objavy a vSetky
udaje, ktoré sa zhromazdili v priebehu
SkuSania, vratane, okrem iného, vysledkov,
hiaseni,  Udajov  Sku$ania,  Udajov
o vzorkéch, technickych a finan¢nych
informacii, existencie alebo podmienok tejto
Zmluvy alebo inych zmliv o klinickom
skudani uzatvorenych so Zadavatelom alebo
CRO, komercionalizacie a stratégii Skusania,
obchodnych tajomstiev a know-how, ktoré
poskytol Zadavatel a/alebo CRO Institucii a to
priamo alebo nepriamo, pisomne,
elektronicky,  Ustne alebo  vizualnym
prenosom, alebo ktoré sa vyvinl na zaklade
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11.2

11.3

114

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 Institution; is
already known to Institution at the time of
disclosure and is free of any obligations of
confidentiality; or is obtained by Institution, free
of any obligations of confidentiality from a third
party who has a lawful right to disclose it.

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

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
long as Institution 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.

11.2

11.3

114

115

CONFIDENTIAL/DOVERNE

tejto Zmluvy.

Déverné informacie nezahffiaju informacie,
ktoré su prezentované na verejnej doméne
eSte pred ich poskytnutim zo strany
Zadavatela alebo CRO; ktoré sa stanu
sucCastou verejnej domény v priebehu trvania
tejto povinnosti zachovania ddvernosti a to
inym spb6sobom, ako je poruSenie tejto
Zmluvy zo strany InStitucie ; ktoré uz su
Intitdcii zname v ase ich zverejnenia
a nepodliehaju povinnosti zachovania
dovernosti; alebo ktoré Institucia ziska od
tretej strany, ktord& ma pravo na ich
poskytnutie bez povinnosti zachovat ich
dovernost.

Pokial Zadavatel neposkytne vopred svoj
pisomny suhlas, Institicia nesmie pouzit
Doverné informacie za inym ucelom, nez
ktory sa uvadza v tejto Zmluve, ani nesmie
Institucia poskytnut Déverné informacie tretej
strane, svynimkou, ak to umozfuje tato
Zmluva alebo ak to vyzaduju Platné zakony.
Indtitdcia  musi  poskytovat  Déverné
informacie len zamestnancom Institucie, ¢o je
personal, ktory ich potrebuje vediet pre ucely
realizacie SkuSania a musia zabezpecit, aby
personal InStiticie dodrziaval rovnaké
povinnosti zachovania ich dévernosti.

Ak Platné zakony vyzaduju poskytnutie
Dévernych informacii nad rdmec toho, o sa
vyslovne uvadza v tejto Zmluve, neznamena
takéto poskytnutie informacii porusenie tejto
Zmluvy, ak Institucia vopred a ¢o najskér

informuje pisomne Zadavatela a CRO
o poskytnuti  informacii, aby umoznili
Zadavatelovi a CRO podniknut zakonné
kroky na ochranu Dovernych informécii,

a poskytnu len tie Déverné informacie, ktoré
su potrebné pre splnenie podmienok
Platnych zakonov a nadalej budu zachovavat
doévernost tychto Dévernych informacii vo
vztahu k dalSim tretim stranam.

Vo vztahu k inym Dévernym informéciam ako
si Udaje sku$ania, Biologické vzorky
a Zaznamy pretrvava tato povinnost nepouzit
a nezverejnit’ informacie aj po ukonéeni tejto
Zmluvy a pokracuje po dobu siedmych (7)
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115

11.6

12

121

12.2

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 seven (7) years after
completion or termination of the Trial or
termination of this Agreement. Permitted uses
and disclosures of Trial Data are described in
Sections 14 and 17 of this Agreement.

If requested by Sponsor, Institution shall either
destroy or return all Confidential Information
except that required to be retained at the Trial
site by Applicable Law or under the Protocol.
However, Institution 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. The aforementioned confidentiality
obligations shall continue to apply indefinitely to
such  retained copies of Confidential
Information.

Trial Data

During the course of the Trial, Institution 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 Institution and/or Pl at any time
during the Trial. This period could be shorter if
this is required by special circumstances (such
as patient safety is at risk, database closure,
interim analysis etc.). Institution shall ensure
accurate and timely collection, recording, and
submission of Trial Data.

Sponsor shall be the exclusive owner of all Trial
Data.

11.6

12

121

12.2

CONFIDENTIAL/DOVERNE

rokov od dokon¢enia alebo vypovedania
SkuSania alebo ukoncenia tejto Zmluvy.
Povolené pouzitie a poskytnutie Udajov
skusania sa popisuje v Clankoch 14 a 17 tejto
Zmluvy.

Ak oto pozZiada Zadavatel, Institicia musi
bud zniCit alebo vratit vSetky Ddverné
informacie s vynimkou tych, ktoré sa musia
archivovat na Pracovisku sku$ania podla
Platnych zakonov alebo Protokolu. AvSak
Institicia mobze archivovat jednu  kopiu
Dévernych informacii v zabezpecenej zlozke
vyhradne pre ucely urlenia rozsahu
povinnosti podla tejto Zmluvy. VySSie
uvedené povinnosti zachovania dbvernosti
pretrvavaju pre archivované kopie Dovernych
informacii na dobu neurcitu.

Udaje skusania

V priebehu SkudSania musi Institucia a HS
zhromazdovat a predkladat ur&ité udaje
Zadavatelovi alebo dodavatelom tretich stran
vratane CRO, ako sa uvadza v Protokole a to
vratane Udajov skusania. Udaje skiania sa
vo vSeobecnosti predkladaju do desiatich
pracovnych dni od ich zberu. VSetky dopyty
sa musia vyrieSit do piatich (5) dni od ich
prijatia v Institucii a/alebo zo strany HS ato
kedykolvek v priebehu Skusania. Tato doba
sa mdze skratit, ak si to vyzaduju osobitné
okolnosti (ak je ohrozena bezpecnost
pacienta, uzatvara sa databaza, priebezna
analyza atd.). Inétitdcia musi zabezpecit, aby
boli Udaje skuSania  zhromazdené,
zaznamenané a podané presne a vcas.

Zadavatel je vyluénym vlastnikom Udajov
skusania.
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12.3

13

131

13.2

13.3

14

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, Institution 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.

Institution shall not use Biological Samples
collected under the Protocol in any manner or
for any purpose other than that described in the
Protocol or the ICF.

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

Records and Retention

Institution shall ensure that Records are kept up to date

and maintained in accordance with Applicable
Law. Institution 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 twenty five (25) years after

12.3

13

13.1.

13.2

13.3

14

CONFIDENTIAL/DOVERNE

Kazda Zmluvna strana vyhlasuje, Ze bude

pouzivat  postupy, ktoré zodpovedaju
zakonom anariadeniam na ochranu
osobnych ddajov ainformacii, takze ni¢

nebude prekazat spracovaniu a prenosu
tychto informacii a identifikatorov Gdajov.

Biologické vzorky

Ak sa tak uvadza v Protokole, Institucia a HS
mozu odoberat a poskytovat Zadavatelovi
alebo jeho menovanému zéastupcovi /
poskytovatelfovi  sluzieb  tretej strany
Biologickeé vzorky pre ucely testovania, ktoré
nesuvisi priamo s poskytovanim starostlivosti
pacientovi alebo s kontrolou bezpecnosti a to
vratane testovania farmakokinetiky,
farmakogenomiky alebo testovania
biomarkerov.

In&titucia nesmie pouzit Biologické vzorky
odobraté podla Protokolu inym spésobom
alebo za inym ucelom, nez je ten popisany
v Protokole alebo ICF.

Zadavatel alebo jeho menovany zastupca /
poskytovatel sluzieb tretej strany bude
testovat Biologické vzorky tak, ako sa
popisuje v Protokole a/alebo v slhlase
Subjektu skudania. Ak sa v Protokole
neuvadza inak, Zadavatel neposkytne
vysledky tychto testov (,Udaje o vzorkach”)
Intitucii, HS ani Subjektu skugania. S Udajmi
0 vzorkéach sa méa zaobchadzat ako s Udajmi
skusania; preto ak Zadavatel poskytne Udaje
o vzorkach Inétitacii, podliehaju tieto udaje
schvalenému pouzitiu Udajov skusania, ako
sa uvadza v tejto Zmluve.

Zaznamy a archivacia

Institicia musi zabezpedit, aby boli Zaznamy aktualne

aaby sa archivovali v sllade s Platnymi
zakonmi. Institucia musi archivovat vsetky
Zaznamy a dalSie dokumenty, ktoré suvisia
so Skusanim (vratane Udajov skusania a ak
to vyZaduju Platné zakony alebo Protokol,
Biologické vzorky) v takych archivaénych
podmienkach, aby sa zachovala ich stabilita
aochrana, po dobu najmenej dvadsatpat
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151

termination of the Trial unless Sponsor
authorizes, in writing, earlier destruction. At the
end of such required retention period, Institution
shall not destroy any such Records and other
documents until it has obtained Sponsor’s prior
written permission to do so; provided, however,
that if Sponsor does not give written permission
to Institution to destroy such Records and other
documents within thirty (30) days of Institution’s
request to Sponsor, then Institution may forward
all such Records and other documents to
Sponsor to the extent permitted by Applicable
Law at Sponsor’s expense or continue to retain
such records and other documents. Institution
further agrees to permit Sponsor to ensure that
the Records and other documents are retained
for a longer period if necessary, at Sponsor’s
expense, under an arrangement that protects
the confidentiality of the Records and other
documents (e.g., secure off-site storage).

Inspections and Audits

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
audits are not incompatible with national laws.

151

15.2

CONFIDENTIAL/DOVERNE

(25) rokov od ukonéenia Skusania, pokial
Zadavatel neda svoj pisomny suhlas so
skor§im zni€¢enim. Na konci archivacnej doby
Institcia nesmie zniCit tieto Zaznamy
a dalSie dokumenty, pokial k tomu vopred
nedostala pisomny suhlas Zadavatela; za
predpokladu, Ze ak Zadavatel neda Institucii
pisomny suhlas so zni¢enim Zaznamov
a dalSich dokumentov do tridsiatich (30) dni,
odkedy Institucia predlozila svoju zZiadost
Zadavatelovi, potom mobze InStitucia
odovzdat tieto Zaznamy a dalSie dokumenty
Zadavatelovi v rozsahu, aky umozriuju Platné
zakony a to na naklady Zadavatela, alebo
mbéze tieto zdznamy a dalSie dokumenty
nadalej archivovat. In&titucia dalej suhlasi, ze
umozni Zadavatelovi zabezpedit, aby sa tieto
Zaznamy a dalSie dokumenty archivovali
dihsie, ak je to potrebné ato na naklady
Zadavatela a za podmienok, ktoré ochrania
dovernost Zdznamov a dalich dokumentov
(napr. zabezpeCené externé archivacné
centrum).

15 InSpekcie a audity

Zadavatel, opravneni zastupcovia
Zadavatela, vratane CRO a/alebo opravneni
zastupcovia kompetentného registraného
Uradu a/alebo prislusna nezavisla EK moézu
pocas beZnych pracovnych hodin kontrolovat
a — vrozsahu povolenom v Platnych
zékonoch — robit’ kopie vSetkych Zaznamov
a dalSich dokumentov, ktoré suvisia so
SkuSanim:  vSetkych CRF  a daldich
zaznamov SkusSania (vratane zaznamov

0 Subjektoch skusania a zdravotnej
dokumentécie; dokumentov o suhlase
Subjektov skusania; prijmu liekov
a zaznamov o} vydaji); preskumat’

a skontrolovat zariadenia a dalSie cCinnosti,
ktoré suvisia so Skusanim alebo s nezavislou
EK; adohliadat na realizaciu SkuSania;
v kazdom pripade len za predpokladu, ze
takato inSpekcia alebo audit nie je v rozpore
s narodnymi zakonmi.

InStiticia bude bez zbyto¢ného odkladu
informovat Zadavatela a CRO, o kazdej

shahe alebo Ziadosti zo strany regulaénych
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15.2

15.3

Institution shall inform Sponsor and CRO
without undue delay of any effort or request by
regulatory authorities or other persons to inspect
or contact the Institution or Institution Personnel
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
Institution and PI to such communications and —
so far as permitted by Applicable Law - in any
inspection.

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

15.3

CONFIDENTIAL/DOVERNE

Uradov alebo inych oséb o inSpekciu alebo
o kontakt s Instituciou alebo personalom
InStitdcie  ohladom  SkdSania;  musia
poskytnut’ Zadavatelovi a CRO kopiu kazde;j
komunikacie, ktori tieto osoby odoslali;
a musia dat Zadavatelovi a CRO prilezitost
zucCastnit sa na kazdej navrhovanej alebo
aktualne prebiehajlcej reakcii zo strany
Intituicie a HS na tuto komunikaciu a —
v rozsahu povolenom Platnymi zakonmi — na
inSpekcii.

Institdcia musi zabezpedit plna sucinnost
personalu Institdcie a ¢lenov nezavislej EK
pri kazdej takej indpekcii a musia zabezpecit
v€asny pristup k prisluSnym z&znamom
a Udajom. Institacia musi bez odkladu vyriesit
v8etky nezrovnalosti, ktoré sa zistia medzi
Udajmi skusania a zdravotnou
dokumentaciou Subjektov skusania.
Indtitdicia musi bez odkladu odoslat
Zadavatelovi a CRO koépie vSetkych zisteni
inSpekcie, ktoré Institicia prijme od
regulaéného uUradu vo vztahu k Skusaniu.
Vzdy, ked je to mozné musi Institucia
poskytnut Zadavatelovi a CRO aj moznost
spatne kontrolovat a komentovat reakciu
Institicie na inSpekciu regulaéného uradu vo
vztahu k Skusaniu.
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16

16.1

If possible, during COVID-19 pandemics the
cooperation between Trial monitor and
Institution and/or PI shall be performed remotely
using online communication. In case, remote
communication is not possible and personal visit
of the Trial monitor at the Institution is
necessary, Trial monitor shall inform Pl who
shall manage the consent of the Institution to
this personal visit. Positive opinion of the
Institution shall be then delivered by Pl in written
(email is sufficient) to the Trial monitor who is
obliged to submit this opinion when entering the
Institution including the vaccination certificate or
valid testing certificate or certificate proving post
COVID-19 status, respectively. Should the
requirements of the Institution regarding the
Trial monitor's cooperation with the Institution
and/or the PI during the COVID-19 pandemic
change, the Trial monitor will comply with the
updated requirements. The Parties are not
obliged to execute an amendment to this
Agreement concerning the change of rules
pursuant to the previous sentence.

Inventions

Any and all inventions, improvements,
variations, 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, Institution
shall promptly notify Sponsor in writing.
Institution shall ensure that its contractual
arrangements with the Institution Personnel
(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. Institution shall provide reasonable

154

16

16.1

CONFIDENTIAL/DOVERNE

Pokial to bude mozné, bude po¢as pandémie
COVID-19 spolupraca monitora Skusania
s Intitaciou alalebo HS prebiehat
distan¢nou formou a to prostrednictvom on-
line komunikéacie. V pripadoch, kedy nebude
mozna distanéna forma spoluprace a bude
nevyhnutna osobna navsteva monitora
SkuSania v Institacii, upovedomi o tom
monitor SkuS$ania HS, ktory zaisti suhlas
Institicie s touto osobnou  navstevou.
Suhlasné stanovisko Institucie nasledne HS
pisomne (e-mail sa povazuje za dostacujuci)
preda monitorovi Skusania, ktory je povinny
sa tymto preukazat pri vstupe do priestorov
Institucie spolu s dokladom o o¢kovani alebo
aktuadlnym dokladom o testovani resp.
prekonani ochorenia COVID-19. V pripade
aktualizacie  poziadaviek Institicie na
spolupradcu monitora Skusania s Instituciou
a/alebo HS v priebehu pandémie COVID-19
bude monitor Skusania postupovat v sulade
stymito  aktualizovanymi  poziadavkami.
Zmluvné strany nemusia uzavriet dodatok k
tejto  Zmluve v pripade  aktualizacie
poziadaviek Institucie podla predchadzajucej
vety.

Objavy

VSetky  objavy, ZlepSenia, obmeny,
technolégie, know-how, technické informacie
a slvisiace predmety, ktoré su vysledkom
realizacie SkuSania, ktoré inak vzniknu
v dosledku pouzivania, zneuzitia alebo
pozmenenia Produktu Zadavatela alebo
ktoré inak vzniknu v dosledku realizécie
Skusania, aj ak nie su patentovatelné alebo
nie su sucastou priemyselného dusevného
vlastnictva (dalej ako ,Objavy”) s a stani sa
vyhradnym vlastnictvom Zadavatefa. Ak
v dbsledku realizacie SkuSania vznikne
nejaky Objav, InStiticia otom musi bez
odkladu pisomne informovat Zadavatela.
Institicia musi zabezpedit, aby jej zmluvné
dohody s personalom Institicie (Ci uz to su
agenti, administrativni pracovnici, riaditelia,
zamestnanci, subdodavatelia a dalsi
zastupcovia vratane HS) pokryli prevod
vSetkych zaujmov na takom Objave na
Zadavatela, bez akejkolvek inej povinnosti
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16.2

17

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. Institution shall effect all documents
and assignments necessary to vest all interest
in Inventions in Sponsors, in accordance with
applicable local law.

To the extent that a transfer of an Invention as
described in this Section 16 is not possible,
Institution 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 Institution 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.

Sponsor acknowledges the interest of the
Institution in  Trial publications and Trial
presentations in journals, at meetings or

otherwise, and therefore such publications and
presentations are permitted as set forth in this
Section, but only if the Institution provides

16.2

17

CONFIDENTIAL/DOVERNE

alebo plneni okrem tych, ktoré sa uvadzaju
v tejto Zmluve. Institucia poskytne
Zadavatelovi primerand  sucinnost  pri
podavani a ochrane vsetkych patentovych
Ziadosti, ktoré suvisia s Objavmi ato na
naklady Zadavatela. Zadavatel ma vyslovnu
pravomoc ziadat, obhajovat, vyméct, chranit
a zrusit vSetky prava na duSevné vlastnictvo,
ktoré suvisi s Objavmi a Zadavatel moze
slobodne konat v tejto zaleZitosti podfa
svojho uvazenia. Institdcia musi v silade
s Platnymi lokalnymi zakonmi previest vietky
dokumenty a poverenia, ktoré su potrebné
pre prevod zaujmov na Objave na
Zadavatela.

V rozsahu, kedy prevod Objavu popisany
v tomto Clanku 16 nie je mozny, Intiticia
zaruCuje Zadavatelovi vyhradné (Casovo,

priestorovo arozsahovo neobmedzené),
prenosne, dalej licencovatelné,
neodvolatelné naroky bez autorského
honoraru na pouzivanie a vyuzivanie

Objavov takym spdsobom, aky je znamy
dnes alebo sa stane zndmy v buducnosti.

Publikéacie a zverejiiovanie

Publikacie vysledkov SkuSania (vratane
Udajov sku$ania) su povolené tak, ako sa
uvadza v Protokole. Ziadna zo Zmluvnych
stran nesmie bez pisomného suhlasu druhej
Zmluvnej strany pouzit nazov druhej Zmluvnej
strany, ani mena jej zamestnancov alebo
zastupcov na reklamné alebo promocné ucely.
AvSak Zadavatel si vyhradzuje pravo uviest
Instituciu a/alebo HS vo vztahu k zaradeniu
Protokolu do Databanky Klinickych skuSani
Nérodnych zdravotnickych institacii (NIH),
v inych verejne publikovatelnych zoznamoch
prebiehajucich  klinickych  skuSani alebo
vinych sluzbach a néstrojoch pre nabor
pacientov.

Zadavatel uznava zaujem InStiticie na
publikaciach o Skusani a jeho prezentaciach
v Easopisoch, na poradach alebo inak, a preto
tieto publikacie a prezentacie povoli ako sa to
uvadza v tomto Clanku, ale za predpokladu, ze
Institucia poskytne Zadavatelovi navrhované
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proposed presentations to the Sponsor at least
15 (fifteen) business days before their disclosure
and any other proposed publication at least 30
(thirty) business days before its disclosure, if the
Sponsor has the right to ask for completion of any
such proposed publication or the publication
having sufficient reasons to do so, including,
without limitation to:

a. Ensuring accuracy of the presentation or the
publication;

b. Ensuring that the private information is not
disclosed by mistake;

c. To enable protection of the intellectual property
rights;

d. To enable to provide relevant supplementary
information.

The form of each publication referring to the Trial and
relation of concerned persons and the Sponsor to the
publications pursuant to the Act No. 185/2015 Coll.
Copyright Act, as amended (“Copyright Act”) (e.g.
authorship, co-authorship, shared work, collected
work, joint work) shall be specified by the mutual
agreement of the Parties when approving the
publication, presentation or any other work.

The Sponsor may ask for delay of each publication or
presentation for up to 4 (four) months to enable the
preparation and completion of the patent application.
4 (four) months period shall start to run on the day of
receiving the proposed publication or presentation or
on the day all respective Trial Data are made
available to the Sponsor, which ever is the earlier.

As this trial is a multicentre clinical trial, the first data
disclosure shall be a multi-centre publication and be
based on aggregate data of all study centres
analysed as per Protocol, if not agreed otherwise in
writing by all principal investigators participating in
the clinical trial and the Sponsor.

Obligations mentioned above, as stated in this Article
of the Agreement are binding for the Institution and
Pl to keep the contractual relationship under this
Agreement without any time or location limitation, i.e.

CONFIDENTIAL/DOVERNE

prezentacie najmenej 15 (patnast) pracovnych
dni pred ich zverejnenim a vSetky ostatné
navrhované publikacie najmenej 30 (tridsat)
pracovnych dni pred zverejnenim aza
predpokladu, Ze Zadavatel bude mat pravo
poziadat o doplnenie kazdej takejto
navrhovanej prezentécie alebo publikacie na
zaklade dostato€nych dévodov, vratane okrem
iného:

a. zaistenia alebo

publikacie;

presnosti  prezentacie

b. zaistenia, aby sukromné informacie neboli
nedopatrenim oznamené;

€. umoznenia, aby prava duSevného vlastnictva
boli chranené;

d. umoznenia, aby boli poskytnuté prislusné
doplfiujuce informacie.

Forma vSetkych publikacii tykajucich sa Skusania
avztah dotknutych o0sbb a Zadavatefa k nim
podfa zakona €. 185/2015 Z.z. Autorsky zakon,
v zneni neskorsich predpisov (dalej len ,Autorsky
zékon®)  (napr. autorstvo, spoluautorstvo,
spolo¢né dielo, suborné dielo, spojené diela) bude
ur€ené vzajomnou dohodou zmluvnych stran pri
odsuhlaseni publikacie, prezentacie €iiného diela.

Zadavatel mdze poziadat, aby bola akakolvek
publikacia alebo prezentacia az 4 (Styri) mesiace
pozdrzana s cielom umoznit pripravu a vyplnenie
patentovej Ziadosti. Doba 4 (Styroch) mesiacov
zacne plynut diilom prijatia navrhovanej publikacie
alebo prezentacie, alebo dfiom, ked sa vSetky
prislusné udaje zo SkuSania daju k dispozicii
Zadavatelovi, podla toho, ktory datum nastane
skor.

Ak je SkuSanie multicentrickym  klinickym
skudanim, prvé zverejnenie Udajov musi
vychadzat zo suhrnnych Udajov od vSetkych
centier analyzovanych podla Protokolu, pokial sa
vSetci  zodpovedni  skuSajuci  zuc€astneni
v klinickom skuSani a Zadavatel nedohodnu
pisomne inak.

Vy&Sie uvedené povinnosti stanovené v tomto
¢lanku Zmluvy zavazuju Institaciu a HS bez
Casového alebo miestneho obmedzenia na trvanie
zmluvného vztahu na zaklade tejto Zmluvy, t.|.
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they are effective even after termination of this
Agreement and the Trial.

18

18.1

18.2

Insurance

Before the execution of this Agreement, the
Sponsor has taken out a liability insurance for
Institution and the Sponsor for the damages to
the health of the Trial Subjects, including death
and costs associated to the treatment of
complications or permanent damages,
respectively, resulting from performing the
clinical trial pursuant to Sec. 43 Article h) points
3 and 4 of the Drug Law (insurance policy No.
411 027 981, Insurance Certificate as of
October 15, 2020, insurer: Allianz — Slovenska
poistovna, a.s., ID No.: 00 151 700). Under such
liability insurance, the Institution, as the insured,
will have the right to have the insurer (the
insurance Allianz) indemnify the Trial Subject for
the damage for which the Institution is liable in
the event of an insured event. The costs
associated to the execution and maintenance of
the insurance policy are paid by the Sponsor
during the entire period of the clinical trial
performance.

During the entire period of clinical trial
performance, the Institution shall have liability
insurance in the extent defined by the respective
legal provisions referring to the activities not
reflecting the Trial, e.g. usual healthcare in the
form of a professional liability insurance. Based
on the Sponsor’s request, the Institution shall
submit the document evidencing such
insurance.

The Institution further represent and warrant that
they have sufficient assets, means and
procedures available to meet their
responsibilities, obligations and liabilities under
this Agreement in particular the obligations
contained in Section 19.1 and to settle any
claims that may be made against Institution
and/or PI.

CONFIDENTIAL/DOVERNE

platia aj po skonleni platnosti tejto Zmluvy
a Skusania.

18

18.1

18.2

Poistenie

Zadavatel zabezpedil pred uzavretim tejto
Zmluvy poistenie zodpovednosti Institucie, a
Zadavatela za Skody vzniknuté na zdravi
Subjektov Skusania vratane smrti a nakladov
spojenych s lieCbou komplikacii alebo
pripadnych trvalych nasledkov v dosledku
vykonavania klinického skusania v zmysle §
43 pism. h) bod 3 a bod 4 Zakona o liekoch
(Cislo poistnej zmluvy 411 027 981, Poistny
certifikat zo dna 15.10.2020, poistovatel:
Allianz — Slovenska poistoviia, a.s., 1CO:
00151 700). Podla takéhoto poistenia
zodpovednosti za Skodu bude mat Institucia
ako poisteny pravo, aby v pripade poistnej
udalosti poistovatel (poistovia Allianz) za
neho nahradil Skodu Subjektu SkuSania, za
ktoru Institucia zodpoveda. Naklady spojené
s uzavretim a udrziavanim poistnej zmluvy
po cely Cas realizacie klinického skuSania
hradi Zadavatel.

InStiticia bude mat poCas celej doby
realizacie klinického skuSania  poistenie
zodpovednosti za Skodu v rozsahu podia
prislusnych pravnych predpisov vztahujuce
sa k aktivitam, ktoré nesuvisia so Skusanim,
napr. beZné poskytovanie zdravotnych
sluzieb vo forme poistenia profesijnej
zodpovednosti. Na Ziadost Zadavatela
Institicia poskytne doklad preukazujuci toto
poistenie.

Intitucia dalej vyhlasuje a ruéi za to, Ze ma
k dispozicii dostatoéné aktiva, prostriedky
a postupy, aby si mohla plnit svoje Ulohy,
povinnosti azavazky ma zaklade tejto
Zmluvy a predovsetkym povinnosti
obsiahnuté v Clanku 19.1 aaby mohla
vysporiadat vSetky naroky, ktoré by boli
vznesené vodi Institucii a/alebo HS.
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19

191

19.2

19.3

Indemnification

Institution 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") resulting from liabilities, claims
and suits brought against Sponsor Indemnities
arising out of:

a) the negligence or wrongful act or
omission of Institution, Pl or other
Institution Personnel, or

b) the breach of any term of this Agreement
(including the Protocol) or of Applicable
Law by Institution, PI and/or other
Institution Personnel.

In consideration of the performance of the Trial
in accordance with the provisions of this
Agreement (including the Protocol) and
Applicable Law, Sponsor agrees and commits to
defend, fully indemnify and hold harmless
Institution and Institution Personnel from and
against any and all liabilities, claims, actions or
suits resulting from any third party claim made
or suit brought against Institution and Institution
Personnel arising out of the use of the Sponsor
Drug or properly performed procedure in the
Trial Subject pursuant to Protocol requirements,
except to the extent such liabilities, claims,
actions or suits result from Institution’s or
Institution Personnel’s negligent or wrongful act
or omission.

Each Party commits to notify the other Party in
writing on any circumstances, which can be
deemed to cause the indemnification claim or
relevant suit or on which the Party is directly
aware or should be aware; and the other Party
shall be reasonable notified on the development
of such claim or the suit.

19

191

19.2

CONFIDENTIAL/DOVERNE

Odskodnenie

InStitucia zabrani, odSkodni a zabezpedi
ochranu Zadavatela ajeho pobodiek,
akcionarov, administrativnych pracovnikov,
riaditelov, zamestnancov, poskytovatelov
sluzieb tretich stran, postupnikov, menované
osoby a CRO (spolo¢ne ako ,0dSkodnené
osoby Zadavatela®“) v pripade
zodpovednosti, narokov a sudnych zaldb,
ktoré by vyplynuli pre OdSkodnené osoby
Zadavatela vo veci:

a) Nedbanlivosti, nespravneho postupu
alebo opomenutia zo strany Institucie,
HS alebo iného personalu Institucie,
alebo

b) Porusenia podmienok tejto Zmluvy
(vratane Protokolu) alebo Platnych
zakonov zo strany Institucie, HS
a/alebo iného personalu Institicie.

Co sa tyka realizacie Skusania v stlade s
ustanoveniami  tejto  Zmluvy (vratane
Protokolu) a Platnych zakonov Zadavatel
suhlasi a zavéazuje sa, Ze zabrani, v plnom
rozsahu od8kodni a =zachova ochranu
Institucie, apersonalu InStiticie pred
vSetkymi povinnostami, narokmi, konaniami
alebo sudnymi zalobami, ktoré by vznikli
v dbésledku naroku, ktory vzniesla tretia
strana alebo v désledku sudnej Zaloby
vedenej voci Institucii, a ¢lenom personalu
Institucie,a ktord by vznikla v dosledku
pouzivania Produktu Zadavatela alebo
postupu vykonaného na Subjekte skuSania
riadne podla  poziadaviek  Protokolu,
s vynimkou takych povinnosti, néarokov,
konani alebo Zaldb, ktoré by vyplynuli
v dbsledku  nedbanlivosti,  nespravneho
konania alebo opomenutia zo stra ny
Institacie, alebo personalu Institlcie.
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194

20

20.1

The Sponsor, Institution and Pl are otherwise
responsible for the damage resulting from the
Trial performance under the generally binding
legal provisions.

Termination

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

a)

b)

If, through no fault of Institution, the Trial
is never initiated because of IEC and/or
competent regulatory authorities’
disapproval, this Agreement shall
terminate on the day following the
delivery or notification of such negative
standpoint to the address of either of the
Contracting Parties.

For purposes of this Agreement, the Trial
shall be considered complete, and
therefore the Agreement shall terminate
on the day following the fulfillment of all
the  following conditions(i) after
conclusion of all Protocol-required
activities for all enrolled Trial Subjects;
(i) receipt by Sponsor of all relevant
Protocol-required data, Trial documents
and Biological Samples; and (iii) receipt
of all payments due to either Party.

If the Trial in its entirety or at Institution is
terminated early as described below, the
Agreement shall terminate on the day

19.3

194

20

20.1

CONFIDENTIAL/DOVERNE

Kazda zmluvna strana sa zavazuje, Ze bude
pisomne informovat druhG zmluvnu stranu
o v8etkych okolnostiach, o ktorych sa je
mozné domnievat, Ze by mohli viest k vzniku
naroku na nahradu Skody alebo s tym
suvisiaceho sudneho konania a ktorych si je
priamo vedoma alebo by si mala byt
vedomd, abude druhd zmluvnd stranu
primerane informovat o vyvoji takéhoto
néroku alebo sidneho konania.

Zadavatel, Institucia a HS inak zodpovedaju
za Skodu spdsobenu realizovanim Skusania
podla v3eobecne zavaznych pravnych
predpisov.

Ukoncenie

Této Zmluva sa ukonci v pripade, ze nastane
ktorakolvek z uvedenych udalosti, bez
ohladu, ktora nastane skor:

a) Ak sa bez zavinenia Institicie
SkuSanie nikdy nezacne, pretoze
nezavisla EK a/alebo kompetentné
regulacné urady nevydaju suhlas so
Skusanim, tato Zmluva sa ukon¢i def
nasledujuci po doru€eni alebo
ozndmeni takéhoto nesuhlasného
stanoviska na adresu ktorejkolvek zo
zmluvnych stran.

b) Pre GcCely tejto Zmluvy sa SkuSanie
poklada za dokonCené, a preto sa
Zmluva ukongi defi nasledujuci potom
ako budu splnené vSetky nasledovné
podmienky, po (i) uskutoCneni
vSetkych ¢innosti suvisiacich so
zaradenymi Subjektmi skuSania, ktoré
vyzaduje Protokol, (ii) potom, ako
Zadavatel dostane vSetky udaje,
dokumenty SkuSania a Biologické
vzorky, ktoré vyzaduje Protokol, a (iii)
potom, ako su vyrovnané vSetky
platby splatné ktorejkolvek Zmluvnej
strane.

c) Ak sa SkuSanie ukonci predcasne Ci
uz ako celok alebo v Institucii tak, ako
sa uvadza nizSie, Zmluva sa ukondi
den nasledujuci potom, ako Zadavatefl
dostane Udaje, dokumenty Skusania
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20.2

following the 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.

d) Sponsor reserves the right to terminate
the Trial in its entirety or at Institution only
at its discretion upon thirty (30) days
written notice to Institution. This 30 days
period shall begin on the day following
the delivery of the notice to the address
of the Institution.

e) Sponsor further reserves the right to
terminate the Trial in its entirety or at
Institution only immediately upon written
notification of termination of this
Agreement delivered to Institution for
causes of regulatory authorities actions
relating to the Trial or the Sponsor Drug
or Comparator Drug.

f) Institution reserves the right to terminate
the Trial at Institution immediately upon
written notification of termination of this
Agreement delivered 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.

If the Trial is terminated early in accordance with
this Agreement 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 2, 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

20.2

d)

CONFIDENTIAL/DOVERNE

a Biologické vzorky, ktoré vyzaduje
Protokol a potom, ako sU vyrovnané
vSetky platby splatné ktorejkolvek

Zmluvnej strane za  skutoCne
poskytnuté sluzby.

Zadavatel si vyhradzuje pravo ukondit
Skudanie ako celok alebo len
v Indtitacii podla svojho vlastného
uvazenia na zaklade pisomnej
vypovede s vypovednou lehotou

tridsat’ (30) dni doru¢eného Institucii.
Tato 30 drfiova lehota zaéne plynat
deft  nasledujuci po  doruceni
vypovede na adresu Institucie.

Zadavatel si dalej vyhradzuje pravo
ukondéit’ skudanie ako celok alebo len
v Institucii s okamzitou platnostou na
zaklade pisomného odstupenia od
zmluvy doru¢eného Inétitdcii z dévodu
postupov regulaénych uradov, ktoré

suvisia SO SkuSanim alebo
s Produktom zadavatela alebo
Referenénym liekom.

InStitdcia  si vyhradzuje  pravo
okamzite ukongit' Skusanie v Institacii
ato na zaklade pisomného
odstlpenia od tejto zmluvy

doru€eného Zadavatefovi a CRO, ak
ju o to poziada zodpovedna nezavisla
EK alebo ak je toto ukon&enie povinné
za ucelom ochranit zdravie Subjektov
skusania.

Ak sa Skusanie pred¢asne ukonéi v stlade
stouto Zmluvou, Zadavatel poskytne
vypovednu platbu, ktord sa rovna diznej
sume za pracu vykonanu do diia ucinnosti
ukoncenia (vratane), v sulade s Prilohou &.
2, pokial sa uz platby neuskutoénili.
Vypovedna platba ma =zahfiat vSetky
nezrusSitelné vydavky okrem personalnych
nakladov, ako keby riadne vznikli
a prospektivne ich chvalil Zadavatel
a/alebo CRO alen vrozsahu, v akom sa
tieto naklady nedaju zmiernit. Ak sa
SkuSanie nikdy nezacalo z dbévodu, Ze
nezavisla EK neposkytla svoj suihlas,
Zadavatel odSkodni Institiciu za poplatky
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20.3

21

21.1

22

disapproval by the IEC, Sponsor shall reimburse
Institution for IEC fees, if any, and for any other
expenses that were prospectively approved in
writing by Sponsor.

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

Debarment, Exclusion, Licensure and
Response

Institution 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. Institution also certifies that it is not
excluded from any governmental health care
program. Institution further certifies that it 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, Institution shall notify Sponsor
promptly in writing [to the extent possible, within
five (5) business days if either of these
certifications needs to be amended in light of
new information or if Institution becomes aware
of any material issues related to the medical
licensure of any associated Trial researchers
(including the PI). Institution shall cooperate
with Sponsor regarding any responsive action
necessary.

Assignment and Delegation

Sponsor may assign any of his rights or
obligations under this Agreement to his
business partner, venturer, controlled or
controlling company, or to a third party without
the approval of the Institution, except from (i)

20.3

21

211

22

CONFIDENTIAL/DOVERNE

voCi nezavislej EK, ak nejaké vznikli a iné
naklady, ktoré potencialne pisomne schvalil
Zadavatel.

Pokial Zadavatel nevyda pisomne iné
pokyny, Institicia musi bez odkladu vratit
vSetky materidly, ktoré im poskytol
Zadavatel na realizaciu Skusania, vratane
nepouzitych Produktov Zadavatela alebo
Referenénych liekov. a vsetkého
vybavenia, ktoré Zadavatel poskytol.

Zakaz vykonu €innosti, vylu€enie, vydanie
licencie aodozva

Institucia prehlasuje, Zze nema zakaz vykonu
Cinnosti ani nie je vyluCena z realizacie
klinickych skusani aze nevyuzije sluzby
Ziadnej osoby, ktora ma zakaz vykonu
Cinnosti alebo je vylu€ena z realizacie
klinického vyskumu podla Platnych zakonov
vo vztahu ksluzbam, ktoré sa maju
poskytnut podla tejto Zmluvy. InStiticia
zaroven prehlasuje, Ze nie je vylucena zo
ziadneho vladneho programu poskytovania
zdravotnej starostlivosti. Institucia dalej
vyhlasuje, Z2e neporuSila Zziadne platné
protikorupéné zakony alebo zakony a
nariadenia o nepravdivych tvrdeniach. Po¢as
trvania tejto Zmluvy a po dobu troch (3) rokov
od jej ukonlenia musi InStitucia bez
odkladu pisomne informovat Zadavatela (v
ramci moznosti, do piatich (5) pracovnych
dni), ak je nutné ziskat dodatok k niektorej z
tychto podmienok vo svetle novych informacii
alebo ak sa InStitucia dozvie o zasadnych
problémoch, ktoré sdvisia s vydanim
zdravotnickej licencie ktoréhokolvek zo
spolupracujucich vyskumnych pracovnikov
Skusania (vratane HS). InStiticia bude
spolupracovat so Zadavatefom v pripade, ak
je nutny akykolvek proaktivny postup.

Prevedenie a poverenie

Zadavatel moze postupit ktorékolvek zo
svojich prav alebo zavéazkov vyplyvajacich z
tejto Zmluvy na svojho obchodného partnera,
spolo¢nika, ovladand ¢i  ovladajucu
spolo¢nost alebo na tretiu osobu ato bez
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23

24

24.1

financial obligations of the Sponsor (CRO works
only as the technical processor of payments)
towards the Institution under this Agreement
and (ii) obligations under Articles 18 and 19 of
this Agreement, which may be assigned only
after receiving the written approval of the
Institution. Sponsor is obliged to notify the
Institution in advance on assignment of the
rights and obligations, such approval not to be
unreasonably withheld; if such notification
obligation is not met, the assignment of the
rights and obligations will not be effective.
Sponsor may also at any time and upon written
notice to Institution 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 Institution to
any third party without the prior written consent
of Sponsor, and the express agreement of
Institution and the requisite new assignee or
subcontractor. For the avoidance of doubt any
approved subcontractor will be placed under the
oversight of the Pl in the performance of the Trial
related activities. Institution 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.

Equipment

Sponsor or CRO may provide, or arrange for a
vendor to provide, certain equipment for use by
Institution during the conduct of the Trial
(“Equipment”). Equipment use, ownership and
disposition terms are further outlined in
Attachment 3, if any Equipment is provided.

Anti-Bribery

Institution shall comply at all times with all
applicable laws and regulations combating
bribery and corruption (“Anti-Bribery Laws”).
Institution hereby represents and warrants that

23

24

24.1

CONFIDENTIAL/DOVERNE

suhlasu Institucie, okrem (i) finanénych
zavazkov Zadavatela (CRO vystupuje len
ako technicky sprostredkovatel platieb) vodi
Indtitucii vyplyvajucich z tejto Zmluvy a (ii)
povinnosti vyplyvajacich z bodov 18 a 19
tejto Zmluvy, ktoré je opravneny postupit
vyluéne len po doruceni pisomného suhlasu
zo strany InStitucie. O postipeni prav
a zavazkov je Zadavatel povinny vopred
informovat’ Instituciu, a takéto schvéalenie sa
nesmie neopodstatnene zadrziavat;
v pripade nesplnenia tejto oznamovacej
povinnosti je postipenie prav a povinnosti

neplatné. Zadavatel  zaroven mbze
kedykolvek ana zéklade pisomného
oznamenia Institacii prevziat  prava

a povinnosti CRO alebo nahradit CRO inym
nezavislym zmluvnym partnerom. Ziadne
z tychto prav alebo povinnosti podfa tejto
Zmluvy nembze Institucia postupit ani
subkontrahovat na tretiu stranu bez
predchadzajiuceho  pisomného  suhlasu
Zadavatela a vyslovného suhlasu InStitucie
anového nastupcu alebo subdodavatela.
Aby sa prediSlo pochybnostiam, ktorykolvek
schvaleny subdodavatel bude pri vykone

ginnosti  suvisiacich so Sku$anim pod
dohfadom HS. Institicia musi vopred
informovat Zadavatela otom, Ze sa

prestvaji na iné miesto. Tato Zmluva je
zavéazna a plati pre postupnikov a schvalené
poverené osoby Zadavatela.

Vybavenie

Zadavatel alebo CRO mézu poskytnut alebo
zabezpecit dodavatela, aby poskytol urgité

vybavenie, ktoré ma InStitucia pouZivat
poCas realizacie SkuSania (dalej ako
,Vybavenie”). Ak nastane poskytnutie

Vybavenia, podmienky pre jeho pouzivanie,
vlastnictvo a nakladanie s Vybavenim sa
dalej uvadzaju v Prilohe 3.

Protikorupéné ustanovenia

InStiticia musi za kazdych okolnosti
dodrziavat vSetky platné zakony a nariadenia
ohladom uplatkov a korupcie (dalej ako
.Protikorupéné zakony”). Institicia tymto
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24.2

24.3

24.4

25

it has not offered to pay, paid, or accepted, and
undertakes that it 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 Institution, PI,
Sponsor and/or CRO under or in connection
with this Agreement.

Institution shall take appropriate steps, in
particular maintain and effectively enforce
internal policies and procedures, to ensure that
Institution’s officers, directors, employees, third
party vendors and representatives, or any other
person acting on behalf of Institution including
the PI (collectively the “Representatives”) will
not breach any Anti-Bribery Laws. Institution
shall be responsible for any breach of Anti-
Bribery Laws by its Representatives under or in
connection with this Agreement.

In addition, Institution shall ensure that any
person engaged by Institution 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 Institution
in this and the foregoing paragraphs of this
Section 24.

Any material breach of any obligation under this
Section 24 by Institution or its Representatives
shall entitle Sponsor to terminate this
Agreement with immediate effect and claim any
damages resulting from such breach.

Employer’s Approval

Institution acknowledges that Pl may need to
participate in investigator meetings regarding
this Trial. Institution shall decide upon an

24.2

24.3

24.4

25

CONFIDENTIAL/DOVERNE

vyhlasuje, ze neponukla platbu, nezaplatila
ani neprijala platbu azavazuje sa, Zze
neponukne platbu, nezaplati ani neprijme
Ziadny Uplatok (vratane neprimeranych darov
alebo zabavy) ato ziadnej osobe (vratane
a predovSetkym vladnych alebo verejnych
Cinitelov Ziadnej sudnej pravomoci) za
Ucelom zabezpedit alebo si zachovat
obchodnl vyhodu v prospech Inétitacie, HS,
zadavatela a/alebo CRO podra tejto Zmluvy
alebo v suvislosti s fou.

InStiticia  podnikne  primerané  kroky
predovsetkym za ucelom zachovat
a efektivne uplatiiovat interné smernice
a postupy, zabezpedit, aby jej administrativni
pracovnici, riaditelia, zamesthanci,
dodavatelia a zastupcovia tretich stran alebo
iné osoby, ktoré konaju v mene Institucie
vratane HS (spolo¢ne ako ,Z&stupcovia”)
neporusili ziadne Protikorupéné zakony.
Institucia nesie zodpovednost za porusenie
Protikorupénych zakonov zo strany svojich
Zastupcov podla tejto Zmluvy alebo
Vv suvislosti s fou.

Okrem toho musi Institucia zabezpegit, aby
kazda osoba, ktora s fiou spolupracuje za
ucelom poskytovania sluzieb alebo tovaru
podla tejto Zmluvy alebo v slvislosti s fou,
vykonavala svoju ¢€innost len na zaklade
pisomnej zmluvy, ktord ich zavazuje
dodrziavat' platné podmienky zodpovedajuce
podmienkam, aké platia pre Instituciu podla
tohto a predchadzajacich odsekov tohto
Clanku 24.

Kazdé zasadné porusSenie povinnosti zo
strany Institlcie alebo jej Zastupcov podla
tohto Clanku 24 dava Zadavatelovi pravo
ukonéit' tuto Zmluvu s okamzitym ucinkom
a narokovat si nahradu Skody, ktora by
v dosledku tohto poruSenia vznikla.

Suhlas zamestnavatela

Institdcia vyhlasuje, Ze sa HS mdze zu&astnit
na stretnutiach skudsajucich v suvislosti
stymto SkuSanim. InStitucia vyda svoje
rozhodnutie ohladom suhlasu zamestnavatela
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26

27

28

employer's approval for such investigator
meeting within no longer than two (2) weeks.

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

The Parties acknowledge their understanding of
the Agreement and this Agreement 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 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.

26

27

28

CONFIDENTIAL/DOVERNE

so stretnutiami skusajucich najneskdér do
dvoch (2) tyzdnov.

Pretrvavajuca platnost’ povinnosti

Povinnosti, ktoré sdvisia s Dévernymi
informaciami, Objavmi, Zaznamami,
Publikaciami,  Zverejfiovanim,  Z&kazom

vykonu €innosti, Vylu¢enim z vykonu ¢€innosti
a Odskodnenim pretrvavaju aj po ukonceni
tejto Zmluvy, rovnako ak vSetky ustanovenia
tejto Zmluvy alebo jej Priloh, ktoré svojim
charakterom a obsahom zostavaju v platnosti
aj po ukonCeni tejto Zmluvy.

Zmluva ako celok a vzdanie sa povinnosti

Zmluvné strany prehlasuju, ze porozumeli
obsahu tejto Zmluvy a Dfiom Gc&innosti tato
Zmluva nahradza vsetky dalSie dojednania
medzi Zmluvnymi stranami, ktoré sulvisia
s predmetnym SkuSanim. Tato Zmluva sa
moze rozSirovat, obnovit alebo inak doplinit
len pisomnou formou, po vzajomnej dohode
Zmluvnych stran. Vzdanie sa prava na
dodrzanie akejkolvek podmienky alebo
ustanovenia tejto Zmluvy alebo prava
vyplyvajuceho z ich poruSenia, na zaklade
konania alebo inym spésobom, v jednom i
viacerych pripadoch nebude povazované za
dalSie alebo pokra€ujuce vzdanie sa prava na
dodrzanie takej podmienky alebo
ustanovenia, ani prava vyplyvajliceho z jej
predchadzajuceho, sucasného alebo
nasledného porusSenia, alebo vzdania sa
prava na dodrZzanie akejkolvek inej
podmienky alebo ustanovenia tejto Zmluvy
rovnakej alebo odliSnej povahy, ani tak
nebude vykladané.

Rozpor s Protokolom

Ak by podmienky alebo ustanovenia tejto
Zmluvy boli vrozpore s podmienkami
a ustanoveniami Protokolu, prednost maju
podmienky a ustanovenia Protokolu.
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30

31

Relationship of the Parties

The relationship of Institution 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 Slovakia, without giving effect to
conflict of law provisions. Pursuant to Sec. 262
Articles 1 and 2 of the Act No. 513/1991 Coll. Of
the Commercial Code (“Commercial Code”)
Parties have expressly agreed that their
obligation relation governed by this Agreement
shall be governed by provisions of the
Commercial Code. The Slovak version of this
Agreement shall prevail for any interpretation
and construction thereof, and all proceedings
shall be conducted in Slovak. All conflicts arising
from this Agreement, including the conflicts
about its validity, interpretation or termination
shall be predominantly disputed by the mutual
amicable negotiations and agreements. In case,
mutual conflicts of the Parties referring to the
obligations under this Agreement or to the
Agreement are not disputed, Parties have
agreed, that each conflict arising from the
Agreement, including the conflicts about its
validity, interpretation or termination shall be
disputed at the court of local jurisdiction of the
Slovak Republic, whereby the governing law to
solve such disputes is the governing law of the
Slovak Republic.

Force Majeure

29

30

31

CONFIDENTIAL/DOVERNE

Vztahy Zmluvnych stran

Vztah Institucie voCi Zadavatelovi je vztah
nezavislého zmluvného partnera anie je
partnerskym vztahom, vztahom medzi
zmocnencom a splnomocnitefom,
zamestnancom a zamestnavatefom, akciovej
spolo¢nosti alebo vztah na inom zaklade.

Rozhodné pravo

V stlade s podmienkami, ktorymi sa riadi
realizacia SkuSania tak, ako sa popisuje
vysSie,sa tato Zmluva riadi a je vypracovana
v sUlade so zakonmi Slovenskej republiky, bez
konfliktu zakonnych ustanoveni. Zmluvné
strany sa v sllade s ustanovenim § 262 ods. 1
a 2 zakona ¢. 513/1991 Zb., Obchodny
zékonnik (dalej ako ,ObZ") vyslovne dohodli,
Ze ich zavazkovy vztah upraveny touto
Zmluvou sa bude riadit ustanoveniami ObZ.
Slovenska verzia tejto Zmluvy ma prednost pri
jej vyklade a vyhotoveni. VSetky spory, ktoré
vznikna z tejto Zmluvy, vratane sporov o jej
platnost, vyklad alebo ukonenie su Zmluvné
strany povinné prednostne rieSit' vzajomnymi
zmierovacimi rokovaniami a dohodami. V
pripade, Ze sa vzajomné spory Zmluvnych
strdn  vzniknuté v sdvislosti s plnenim
zavazkov podla Zmluvy alebo v suvislosti s
flou nevyrieSia, Zmluvné strany sa dohodli, Ze
vSetky spory vzniknuté zo Zmluvy, vratane
sporov o jej platnost, vyklad alebo ukoncenie,
budu rieSené na miestne a vecne prisluSnom
sude Slovenskej republiky, pri€om rozhodnym
pravnym poriadkom na rieSenie takychto

sporov je pravny poriadok Slovenskej
republiky.
Vyssia moc
Ziadna zo Zmluvnych stran nenesie

zodpovednost za omeSkanie vykonu alebo za
nedodrZzanie svojich povinnosti podla tejto
Zmluvy,ak toto omeskanie alebo nedodrzanie
vznikne v dosledku okolnosti, ktoré st mimo
moznej kontroly (okrem iného vratane zasahu
vy88ej moci, vlddneho postupu, nehody,
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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.

Severability Clause

Should any provision of this Agreement be

invalid or become invalid or ineffective later,
then the other provisions of this Agreement shall
be deemed separable and the validity and effect
of the Agreement as a whole remains
unaffected. For that case Parties commit, based
on mutual agreement, to replace the ineffective
or invalid provisions with such provisions, which
shall better reflect the purpose of this
Agreement and the intention of the Parties at the
time of its execution.

Notices

All notices required under this Agreement shall
be in writing, 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:

MorphoSys AG
Semmelweisstrasse 7
82152 Planegg
Germany

If to Sponsor:

Attention: Head of
Clinical Operations

CONFIDENTIAL/DOVERNE

Strajku, teroristického utoku, bioteroristického
Gtoku, uzavierky alebo inej formy
priemyselného opatrenia), a Zmluvna strana
otom musi bez odkladu informovat druhu
Zmluvnu stranu (dalej ako ,VyssSia moc”).
V3etky udalosti zasahu Vy38ej moci
nepredstavuju poruSenie tejto Zmluvy a €as
realizacie povinnosti sa zodpovedajuco
predizi. Avéak ak stav pretrvava dihsie ako
tridsat’ (30) dni, potom mézu Zmluvné strany
rokovat o zmierneni  UCinkov  Zmluvy
adohodnut sa na takych alternativnych
dojednaniach, ktoré mdézu byt za danych
okolnosti opodstatnené.

32 Salvatorska klauzula

V pripade, ze by ktorékolvek z ustanoveni tejto Zmluvy
bolo ¢i sa dodatoCne stalo neplatnym alebo
nedcinnym, budl  ostatné jej ustanovenia
posudzované ako oddelitelné a platnost & u€innost
tejto Zmluvy ako celku zostane zachovana. Pre tento
pripad sa zmluvné strany zavazuju na zdaklade
vzajomnej dohody nahradit neplatné alebo neucinné
ustanovenia takym ustanovenim, ktoré bude najlepsie
odpovedat Gc€elu tejto Zmluvy a véli zmluvnych stran
pri jej uzavreti.

33 Oznamenia

VSetky oznamenia, ktoré su podla tejto
Zmluvy potrebné musia mat pisomnu formu
a pokladaju sa za doru€ené osobnou formou,
expresnym kuriérom alebo doporu€enym
listom, za predpokladu, Ze vSetky urgentné
zalezitosti ako su hladsenia ohladom
bezpe€nosti sa oznamia bez odkladu
telefonicky a nasledne sa potvrdia pisomne:

Ak MorphoSys AG

Zadavatelovi: Semmelweisstrasse 7
82152 Planegg
Germany
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PSI CRO Slovakia s.r.o.
Krasovského 13
Slovakia

If to CRO:

Attention: _

Tetephone: [ NENEEE

If to Institution: University Hospital L. Pasteur

KoSice, Rastislavova 43041 90

KosSice Slovak Republic

arn.:

The following attachments are inseparable part of this
Agreement:

Attachment No. 1: Description of the Trial
Attachment No. 2: Payment terms

Attachment No. 3: Equipment Use, Ownership &
Disposition

The Agreement is invalid without these attachments.

The Parties acknowledge that they have read the
Agreement, they have understood its content, they have
executed the Agreement as free act and deed, certainly
and clearly, and to confirm that the content of this
Agreement reflects their free and genuine intention, the
Parties have caused this Agreement to be signed by their
duly authorized representatives:

Printed Name / Meno tlaéenym pismom

by Power of Attorney / Z titulu plnej moci

Title / Funkcia

CONFIDENTIAL/DOVERNE

Komu: Head of Clinical

Operations

Te!: I

Ak pre CRO: PSI CRO Slovakia s.r.o.
Krasovského 13
Slovenska republika
komu: [N
Te!: [
Ak Institucii : Univerzitnd nemocnica L.

Pasteura KoSice
Rastislavova 43041 90
KoSice Slovenska republika

<omu:

Nedelitelnou sucast'ou tejto Zmluvy su prilohy:

Priloha €. 1:  Popis klinického skuSania
Priloha €. 2: Platobné podmienky

Priloha €. 3:  Pouzivanie, vilastnictvo & vydaj
Vybavenia

Bez tychto priloh je thto Zmluva neplatna.

Zmluvné strany prehlasuju, ze si Zmluvu precitali, jej
obsahu porozumeli, Ze ju uzavreli slobodne a vazne,
urcite a zrozumitelne, a na potvrdenie toho, ze obsah
tejto Zmluvy zodpoveda ich skuto€nej a slobodnej vali,
ju vlastnoruéne podpisali ich riadne opravnenymi
zastupcami.

Printed Name / Meno tlaenym pismom

by Power of Attorney / Z titulu plnej moci

Title / Funkcia
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Date, Signature/ Datum, Podpis Date, Signature/ Datum, Podpis
MUDr. Jan Slavik, MBA MUDr. Luboslav Bena, PhD.
generalny riaditel/ vykonny riaditel pre LPS/
general director executive director for LPS
Univerzitna nemocnica L. Pasteura KosSice Univerzitna nemocnica L. Pasteura KoSice
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Final CONFIDENTIAL/DOVERNE

I, the undersigned | I =s the Investigator, do hereby confirm that | have been properly made
aware of the Agreement governing the cooperation with the Sponsor / his authorized representative when executing
the Trial under this Agreement. | take into consideration all my legislative and contractual obligations of performing
the Trial under this Agreement and | undertake to comply with them duly. | agree to ensure that Institution Personnel
will be informed on the obligations under this Agreement and will meet those obligations duly. | acknowledge that |
will, without any delay, require my employer — the Institution, at whose site this Trial is performed, to suspend the
Trial and the Agreement, if the Trial Subject could be harmed or if any other damage may occur if the Trial continued.
| confirm to be duly informed on the internal regulations of the Institution (my employer) reflecting the Trial
performance at the sites of the Institution and respective activities, which | commit to follow.

Ja, dole podpisany _ ako SkuSajuci svojim podpisom potvrdzujem, ze som bol riadne
oboznameny s obsahom tejto Zmluvy, ktorej predmetom je spolupraca so Zadavatelom/jeho splnomocnenym
zastupcom na vykonani SkuS$ania podla tejto Zmluvy. Beriem na vedomie vSetky moje zakonné aj zmluvne
dohodnuté povinnosti a podmienky vykonania SkuSania podla tejto Zmluvy a zavazujem sa ich désledne pinit.
Suhlasim s tym, Ze zabezpecim, aby Personal Inétiticie bol informovany o jeho povinnostiach podla tejto Zmluvy
atieto désledne plnil. Prehlasujem, ze budem bezodkladne iniciovat u svojho zamestnavatela - Institicie, na
pracovisku ktorého sa toto SkuSanie vykonava, zastavenie SkuSania a ukonCenie platnosti Zmluvy, ak by mohlo
v pripade jeho pokracovania dojst k ohrozeniu Subjektu skusania alebo inej Skode. Potvrdzujem, Ze som bol riadne
oboznameny s internymi predpismi Institicie (svojho zamestnavatela), ktoré sa tykaju vykonavania Skusania na
pracoviskach Institucie a s tym suvisiacich &innosti, ktoré sa zavazujem dodrziavat.
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CONFIDENTIAL/DOVERNE

Priloha ¢.1

Attachment 1

Nazov skusaného produktu/lieku:

Tafasitamab

Name of the investigational product/medicine:

Tafasitamab

Referencéné éislo:

MOR208C310

Reference number:

MOR208C310

Kad klinického skusania:

2020-002990-84

Clinical trial code:

2020-002990-84

Nazov/Popis Klinického skusania:

Multicentrické randomizované dvojito zaslepené
placebom kontrolované klinické skusanie fazy Il
porovnavajuce ucinnost a bezpecnost tafasitamabu
plus lenalidomid v kombinacii s R-CHOP v porovnani s
R-CHOP samostatne u predtym nelieCenych stredne-
vysoko a vysoko rizikovych pacientov s novo
diagnostikovanym  difaznym  velkobuneénym  B-
lymfomom (DLBCL)

Title/Description of the Clinical trial:

A phase 3, multicenter, randomized, double-blind,
placebo-controlled trial comparing the efficacy and
safety of tafasitamab plus lenalidomide in addition to R-
CHOP versus R-CHOP in previously untreated, high-
intermediate and high-risk patients with newly-
diagnosed diffuse large B-cell ymphoma (DLBCL)

Datum finalnej verzie Protokolu:

17-Jun-2021 (protokol sa méze prilezitostne dopifiat),
kazdy taky dodatok k protokolu nespdsobi dodatok
k tejto zmluve)

Date of final version of the Protocol:

17-Jun-2021 (protocol may be amended from time to
time, any such amendment of the protocol does not lead
to an amendment of this agreement)

Skusajuci:

The Investigator:

Planovany pocet zaradenych pacientov:

5

Planned number of enrolled patients:

5

Monitor Klinického skusania ureny Zadavatefom:

Milan Sojka (kazda zmena urCeného monitora
klinického skusania nespdsobi dodatok k tejto zmluve)

Clinical trial monitor appointed by Sponsor:

Milan Sojka (any change of assinged clinical trial
monitor shall not lead to an amendment of this
agreement)

Planovany ¢asovy rozvrh Klinického skusania:

2021- 2027

Planned clinical trial schedule:

2021- 2027
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Planovany zaciatok zaradovania pacientov:

Feb2022

Planned commencement of patient enrolment:

Feb2022

Planované ukon&enie zaradovania

pacientov/randomizacie:

Jan2023

Planned end of patient enrolment/randomization:

Jan2023

Planované ukoncenie Klinického skusania:

M&j2027

Pland end of theClinical trial:

May2027

Attachment 2
Payment Terms

l. Procedural Costs
(2) General Terms. Institution shall be paid the
per patient grant amount as outlined in Annex
1 to this Attachment 2 per Trial Subject
properly enrolled in the Trial. These
payments should cover procedural costs in
accordance to the schedule of assessments
in the Protocol. Institution shall be
reimbursed for visits and procedures
conducted once these are documented in the
e-CRF. The grant amount constitutes the full
compensation for the work to be completed
by the Institution and PI, including all work
and care specified in the Protocol for the
Trial, along with all overhead and
administrative  services, including Trial
Subjects’ travel and care costs, if applicable.
No compensation shall be available for Trial
Subijects enrolled or continuing in the Trial in
violation of the Protocol.

(2) Institution will not be reimbursed for any
additional testing, treatment, or procedures
not required by the Protocol or specified in

the Annex 1 to this Attachment 2.
1. Non-Procedural Costs

Non-Procedural and Other Additional Costs.
Institution shall be paid for additional non-

Priloha ¢.2

Platobné podmienky

l. Procesné naklady

V8eobecné podmienky. Intiticia dostane
zaplatend sumu na jedného pacienta podla
Dodatku 1 tejto Prilohy ¢. 2 ato za kazdy
Subjekt skusania, ktory bude sprdvne do
SkuSania zaradeny. Tieto platby maju pokryt

)

procesné naklady v sulade srozpisom
hodnoteni  Protokolu. InStiticia  dostane
odmenu za navstevy a postupy, ktoré sa

realizuju a to potom, ako sa zaznamenaju do e-
CRF. Poskytnutd suma predstavuje Uplnu
odmenu za prace, ktoré ma vykonat Institicia
a HS, vratane vSetkych prac a starostlivosti,
ktoré sa uvadzaju v Protokole Skusania,
spolocne SO vSetkymi personalnymi
a administrativnymi sluzbami, vratane nakladov
Subjektov SkuSania na cestovné
a starostlivost, ak sa uplatfiuju. Odmena sa
neposkytne za Subjekty skusania, ktori boli
zaradeni alebo ktori pokracuju v Skusani pri
poruseni podmienok Protokolu.

(2) Institicia nedostane odmenu za dodatocné
testy, lieCbu alebo postupy, ktoré Protokol
nevyzaduje alebo ktoré sa
neuvadzaju v Dodatku 1 tejto Prilohy €. 2.

Il. Neprocesné naklady

1. Neprocesné adalSie naklady. InStitucia
dostane odmenu za d'alSie neprocesné naklady
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procedural and other additional costs that are
pre-approved by Sponsor, as per Annex 1 to
this Attachment 2. To request payment for
such costs, Institution shall remit an itemized
invoice to CRO with documentation and
receipts substantiating pre-agreed-upon
pass-through expenses. Any non-procedural
and other additional pass-through expenses
shall be invoiced only in the amount actually
incurred with no mark-up, up to the maximum
amounts shown in Annex 1 to this
Attachment 2.

Payment for any necessary procedure due to patient
safety shall be reimbursed at the agreed upon unit
cost in the budget and shall require a separate invoice
with documentation for the medical necessity of the
procedure. Where practicable, Sponsor's prior written
consent shall be obtained, unless it shall compromise
the integrity of the Trial or affect Trial Subject safety,
in which case Sponsor shall be notified as soon as
practicable after the fact.

Amendments:

Institution Costs that exceed the agreed amounts will
require Sponsor and CRO written approval before
being eligible for payment.

The Parties have agreed that this Agreement may be
changed, excluding the exception mentioned below,
only through written consecutively numbered
amendments signed by all Parties. The Parties are not
obliged to execute an amendment to this Agreement
in case of so-called minor changes in the Protocol. A
minor change in the Protocol means a change in the
Protocol that does not change the scope or manner of
procedures (in particular examination) performed by
the Parties as part of the Trial and has no impact on
remuneration for performing the Trial or on any other
prices specified in this Agreement. Minor changes in
the Protocol shall come into effect on the day of their
delivery of the Sponosr’'s approved Protocol to the
Institution.

1. Adverse Event Compensation. If a Trial Subject is
physically injured by the Sponsor Drug or properly
performed Trial procedures and the Institution, Pl and
other individuals participating in the conduct of the
Trial have followed the Protocol, all Applicable Law
and all directions of Sponsor, Sponsor shall reimburse
the reasonable costs of medical expenses necessary
to treat the injury. To the extent allowed by law, such
reimbursements shall be covered only to the extent

CONFIDENTIAL/DOVERNE

a iné naklady, ktoré vopred schvali Zadavatefl
podfa Dodatku 1 tejto Prilohy €. 2. Aby mohla
Institucia Ziadat o Uhradu tychto nakladov, musi
predlozit CRO fakturu s jednotlivymi polozkami,
dokumentaciou a dokladmi o Uhrade, v ktorych
sa S$pecifikujad vopred schvalené priebezné
vydavky. V3etky  neprocesné  a dalSie
priebezné vydavky sa maju fakturovat len vo
vyske, v akej naozaj vznikli, bez navysenia, az
do maximalnej vysky, ako sa uvadza v Dodatku
1 tejto Prilohy €. 2.

Pre platby za vSetky potrebné postupy z dévodu
bezpelnosti pacienta vo vySke dohodnutej v rozpocte
za jednotku je potrebnd samostatna faktira so
zdbévodnenim, Ze postup bol z medicinskeho hladiska
potrebny. Ak je to uplatnitelné, vopred sa ziska suhlas
Zadavatela, pokial to neohrozi integritu Skusania alebo
bezpecnost Subjektov skiSania, avtakom pripade
o tom musi byt Zadavatel informovany ¢o najskér je to
mozné.

Dodatky:

Naklady Institucie, ktoré prevysuju odsuhlasené sumy si
vyZaduju pisomny suhlas Zadavatela a CRO predtym,
ako budu moct byt uhradené.

Zmluvné strany sa dohodli, Ze tato Zmluva moze byt s
dalej uvedenou vynimkou menena iba pisomne
prostrednictvom vzostupne odcislovanych dodatkov
podpisanych vSetkymi Zmluvnymi stranami. Zmluvné
strany nemusia uzavriet dodatok k tejto Zmluve v
pripade tzv. nepodstatnych zmien Protokolu.
Nepodstatnou zmenou Protokolu sa pritom rozumie
taka zmena Protokolu, ktora nemeni rozsah ¢€i spdsob
vykonavania ukonov (najma vysetrenie) vykonavanych
Zmluvnymi stranami v ramci Skd$ania a nema teda
akykolvek vplyv na vySku odmeny za vykonavanie
SkuSania ¢i inej ceny uvedenej v tejto Zmluve.
Nepodstatné zmeny Sponzorom schvaleného Protokolu
su ucinné diom ich dorugenia Institucii.

1. Od8kodné za neZiaducu udalost. Ak Subjekt
skuSania utrpi ujmu na zdravi z dévodu podania
Produktu zadavatela alebo riadne realizovanych
postupov Skusania a Institucia, HS a dalSie osoby ktoré
spolupracuju na realizacii Skudania dodrzali Protokol,
vSetky Platné zakony a nariadenia Zadavatela,
Zadavatel odskodni vSetky opodstatnené naklady za
vydavky medicinskeho charakteru, ktoré boli potrebné
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such costs are not first covered by the Trial Subject’s
medical or hospital insurance or by third-party or
governmental programs providing such coverage.

Il Invoicing and Payment

(2) Invoices for Procedural Costs: Sponsor,
through CRO, shall pay Institution on a per subject
basis for each visit completed and entered into the
eCRF’s. CRO shall send overviews to the Institution
within 5 days after the respective quarter, setting out
the amounts earned by the Institution, based on the
Trial visits and Trial procedures completed and the
Trial Data reported in compliance with this Agreement
(each a “Quarterly Overview”). If the Institution
agrees with the Quarterly Overview, the Institution
shall issue an invoice for the amount indicated in the
Quarterly Overview. CRO will provide payment to the
Institution solely with funds received by Sponsor. No
payments will be made to the Payee until the following
are completed: (1) execution of the CTA, (2)
submission of all regulatory documents to Sponsor
and CRO, and (3) IEC approval.

(2) Invoices for Non-Procedural and Other
Additional Costs. The Institution shall invoice these
items not later than thirty (30) days after they become
invoiceable.

3)

All invoices must be addressed to:

General Requirements for All Invoices:

PSI CRO Slovakias.r. o.

registered office is at Krasovského 13, 851 01
Bratislava, Slovak Republic,

IN: 43 800 807

VAT IN: SK 2022515231

and be forwarded to the following as instructed:

CONFIDENTIAL/DOVERNE

na lieCbu ujmy. V rozsahu povolenom zdkonom sa tieto
vydavky pokryju len vtakom rozsahu, v akom ich
nekryje zdravotné alebo nemocni¢né poistenie
Subjektov skusania alebo programy tretej strany alebo
vlady, ktoré takéto krytie poskytuja.

1. Fakturacia a Uhrada

1) Faktdary za procesné néklady: Zadavatel
prostrednictvom CRO preplati Institucii kazdi navstevu
pacienta, ktora bola dokon¢ena a uvedena do eCRF.
CRO do 5 dni po uplynuti prislusného Stvrtroka odoSle
Institucii prehlad, kde uvedie sumy, ktoré vznikli
v prospech Institucie podla dokonéenych navstev
Skusania a postupov Skusania a Udajov sku$ania,
ktoré boli nahlasené v sdlade stouto Zmluvou
(,Stvrtroény prehlad‘). Ak Institicia odsuhlasi
Stvrtroény prehlad, Institucia vystavi faktdru na sumu,
aké sa uvadza v Stvrtroénom prehlade. CRO poskytne
Institucii dhradu vyhradne z prostriedkov, ktoré
poskytol Zadavatel. Prijemca nedostane ziadnu platbu
skoér, kym nie su splnené nasledovné podmienky: (1)
podpis Zmluvy o realizacii klinického skuasania, (2)
predloZzenie  vSetkych regulatnych dokumentov
Zadavatelovi a CRO, a (3) schvélenie Nezavislej
etickej komisie.

(2) Faktiry za neprocesné a dalSie naklady.
Indtiticia ma fakturovat tieto polozky najneskér do
tridsiatich  (30) dni, odkedy su tieto naklady
fakturovatelné.

3) V8eobecné podmienky pre vSetky faktdry:

VSetky faktury sa maju adresovat na:
PSI CRO Slovakia s. r. o.

So sidlom na Krasovského 13, 851 01
Bratislava, Slovenska republika,

ICO: 43 800 807

ICO DPH: SK 2022515231

a ma podla pokynov odoslat na nasledujucu adresu:
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(preferred):

Fax: [

Mail: Krasovského 13, 851 01 Bratislava,
Slovak Republic

If sending electronically, please be sure to include the
Protocol Number (MOR208C310) and Pl name on
the subject line of the e-mail.

Please note that invoices will not be processed
unless they reference the Sponsor name, Protocol
number and Pl name and site number. After
receipt and verification, reimbursement for
invoices will be included with the next regularly
scheduled payment for subject activity

All undisputed invoices will be paid thirty (30) days
after receipt and Institution must provide the final
invoice to CRO within sixty (60) days of Trial site
closure. CRO is not liable for payment of invoices sent
after such time.

If overpayment by CRO has occurred, Institution will
refund any overpayment to CRO upon notice of such.
Institution shall promptly reimburse Sponsor or CRO
amounts overpaid within thirty (30) days of notification
by Sponsor or CRO.

Final Payment: The final payment shall be issued as

noted below and paid once:
- all e-CRFs have been completed
- data queries have been satisfied
- all Sponsor Drug is returned or destroyed
where applicable
- all Equipment (where applicable) is returned
- all close-out action items are resolved
- CRO has performed a closeout visit to the

Institution.
(4) Payee. The grant payments under this

Agreement shall solely be made to Institution.
Sponsor through CRO will only accept making
payments to bank accounts of the Institution located
in the country where the services under this
Agreement have been performed and in compliance
with the applicable legislation.

CONFIDENTIAL/DOVERNE

Email (prednostna

Fax: |

Postou: Krasovského 13, 851 01 Bratislava,
Slovenska republika

forma):

Ak sa faktlra odosiela elektronicky, nezabudnite uviest’
Cislo Protokolu (MOR208C310) a meno HS v Casti
Predmet emailu.

Pripominame, ze faktury sa nespracuju, ak sa na
nich neuvadza meno Zadavatela, Cislo Protokolu,
meno HS a ¢islo pracoviska Skusania. Po doruceni
aovereni sa Uhrada faktar zaradi do najblizSej
riadnej platby daného subjektu.

VSetky spravne f aktlry sa uhradia do tridsiatich (30) dni
od prijatia a Institacia musi CRO dodat finalnu faktaru
CRO do Sestdesiatich (60) dni od uzavretia pracoviska
SkuSania. CRO nenesie zodpovednost za uhradu faktur
vystavenych neskoér.

Ak CRO uhradi vyssiu &iastku, Institacia preplatok vrati
CRO potom, ako dostane ozndmenie o tejto
skutocnosti. Institicia urychlene uhradi Zadavatelovi
alebo CRO preplatky do tridsiatich (30) dni od prijatia
oznamenia od Zadavatela alebo od CRO o tejto
skuto&nosti.

Konec&na platba: Kone€na platba bude uhradena jednou
platbou za splnenia uvedenych podmienok:
- boli ukon€ené vsetky e-CRF
- boli zodpovedané vsetky otazky v slvislosti s
udajmi
- vSetky Produkty Zadavatela boli vratené alebo
zni¢ené podla dohody
- vSetko Vybavenie (podla dohody) bolo vratené
- vSetky zavere€né ukony boli dorieSené
- CRO vykonalo zaverecnu navstevu Institucie

(4) Prijemca. Platby podla tejto Zmluvy sa uhradia
vyluéne Institucii. Zadavatel prostrednictvom CRO
akceptuje len platby na bankové Uty Institucie, ktoré sa
nachadzaju v krajine, v ktorej sa realizuju sluzby podla
tejto Zmluvy a v sulade s platnymi zdkonmi.
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No payments for services under this Agreement shall
be directly made to the Pl or other Institution
Personnel. Institution is responsible for compensating
the Pl and other Institution Personnel for their services
under this Agreement.

The following information should be included on the
invoice:

Complete Pl name, address and phone number
Invoice Date

Invoice Number

Payee Name (must match Payee indicated in
CTA)

Payment Amount

Complete description of services rendered

o  Trial Number:

(5) Any consideration payable under this
Agreement will be exclusive of statutory VAT. In case
any other services or goods are subject to VAT, a valid
VAT invoice must be issued by the supplier to the
recipient in respect of the transaction covered by the
consideration.

(6)

@) Institution shall be responsible for all taxes
(excluding Value Added Taxes including without
limitation, withholding, stamp, income (e.g., payroll
and employment taxes) and any and all taxes
assessed by government authority that apply to the
activities performed by Institution and Pl under this
Agreement. CRO will report payments made to
Institution as required by applicable federal, state or
local tax law or regulations.

O O O O

o O

All payments will be made in Euros.

By law, payments made under this Agreement
may be required to be reported by Sponsor or
CRO. Institution understands and acknowledges,
and shall ensure that Institution Personnel
understand and acknowledge, that Sponsor or
CRO may disclose the nature of the relationship
contemplated by this Agreement, including details
pertaining to any payment or transfers of value
(including non-monetary items of value) by
Sponsor or CRO to Institution, Institution agrees
to provide to Sponsor or CRO any payment or
transfer of value information needed for Sponsor
or CRO to fulfil such reporting requirements.

CONFIDENTIAL/DOVERNE

HS alebo inému personalu In&titicie sa priamo
neuhradia ziadne platby za sluzby poskytnuté podla
tejto Zmluvy. InStiticia nesie zodpovednost za
poskytnutie odmeny pre HS aostatny personal
Institucie za ich sluzby poskytnuté podla tejto Zmluvy.

Na faktlre sa musia uvadzat nasledujuce udaje:

UpIné meno, adresa a telefénne ¢&islo HS
Datum vystavenia faktdry

Cislo faktury

Meno prijemcu (musi suhlasit' s prijemcom, ako
sa uvadzav CTA)

o Sumu

Uplny opis poskytnutych sluzieb

o  Cislo Skusania:

(5) VSetky plnenia splatné podfa tejto Zmluvy sa
uvadzaju bez DPH. V pripade, zZe iné sluzby alebo tovar
podlieha sadzbe DPH, musi dodavatel vystavit
prijemcovi platnd faktaru s DPH, ktord sa tyka
transakcie, na ktoru sa vztahuje predmetné plnenie.

O O O O

@)

(6) Vsetky platby su v mene Euro.

(7) InStitucia nesie zodpovednost za vSetky dane
(okrem DPH vratane zrazkovej dane, administrativnych
poplatkov, dane z prijmu napr. dane zo mzdy) aj za
dane, ktoré si uplathuje Statny organ, aktoré sa
vztahuju na &innosti vykonané zo strany Institicie a HS
podla tejto Zmluvy. CRO nahlasi platby uskuto¢nené
v prospech Institucie v sulade s platnymi federalnymi,
Statnymi alebo lokalnymi dafovymi zakonmi alebo
nariadeniami.

Zo zakona méze byt’ potrebné, aby Zadavatel alebo
CRO nahlésili platby realizované podla tejto
Zmluvy. Institacia rozumie, suhlasi a zabezpedi, aby
Personal Institacie porozumel a suhlasil s tym, ze
Zadavatel alebo CRO mézu poskytnut’ informacie o
povahe vztahu podla tejto Zmluvy, vratane
podrobnosti o platbdch alebo prevodoch plneni
(vratane nefinanénych plneni) zo strany Zadavatela
alebo CRO Institucii; Institucia suhlasi, ze poskytne
Zadavatelovi alebo CRO vsetky informacie o
platbach alebo prevodoch plneni, ktoré Zadavatel
alebo CRO potrebuju, aby si splnili povinnost’
poskytovat’ hlasenia.
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Payment to the Institution shall be performed by the
Sponsor (through CRO) via bank transfer and sent
with the reference to the Trial using the following
details:

Bank: State Treasury
IBAN: SK06 8180 0000 0070 0028 0550
SWIFT code: SPSRSKBA

Recipient: Univerzitna nemocnica L. Pasteura KoSice,
Rastislavova ¢€.43, 041 90 KosSice.

Reference to the recipient:
Specific symbol = Protocol number

Variable symbol = invoice number

CONFIDENTIAL/DOVERNE

Platba bude Institucii Zadavatelom (prostrednictvom
CRO) vykonana bankovym prevodom a odoslana
s odkazom na Studiu podra nasledujicich pokynov:

Banka: Statna pokladnica
IBAN: SK06 8180 0000 0070 0028 0550
SWIFT kéd: SPSRSKBA

V prospech: Univerzitha nemocnica L. Pasteura KoSice,
Rastislavova ¢.43, 041 90 KoSice.

Poznamka pre prijemcu platby:
Specificky symbol = ¢islo protokolu

variabilny symbol = Cislo faktury
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Annex 1/Dodatok 1
PER PATIENT GRANT AMOUNT/Suma na 1 pacienta

Fee schedule is based on country IG version: 24Sep2021 (per Protocol v.4)
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Attachment 3
Equipment Use, Ownership & Disposition
1 Provided Equipment

Sponsor, CRO or a designated third party will
provide Institution with Apple Tablet Computer,
1 piece, serial number GG7Z80PQJF88 with
replacement value of 300 EUR (“Equipment”)
as required by the Protocol for the conduct of
the Trial.

2 Use

Institution shall not be permitted to use the
Equipment for any other purpose than for the
performance of this Trial in accordance with
the Protocol.

3 Ownership and Return

Until the termination of this Agreement, this Equipment
remains the property of the respective vendors that
have provided the equipment to Sponsor or CRO.
Equipment must be delivered by Institution and/or PI
within a reasonable period of time upon written request
by Sponsor or CRO to the address specified in the
request (at Sponsor’s expense), as applicable, not to
exceed five (5) calendar days after receiving the
request. Institution agrees to return the Equipment in
the manner directed by Sponsor or CRO in substantially
the same condition as when received by Institution.
Institution further agrees that unless otherwise
authorized in writing by the Sponsor or CRO, Institution
shall not alter the Equipment in any way. Institution shall
not install any components or software, if applicable,
without express approval of the Sponsor or CRO. None
of the softwares provided to Institution shall be
duplicated.

Institution responsibility. The Institution is responsible
for the loss or destruction of the Equipment only if actual
loss or destruction is caused intentionally or as
consequence of any activity which is in contradiction
with the terms of Agreement and the Protocol or the
Manufacturer’s instructions for use of this Equipment;
as well as if the Institution does not provide adequate
standard of safeguards or if the Institution does not act
compliant with these safeguards.

Liability. Neither CRO not the Sponsor is liable for any
damage including the body injury or property damage
which is consequence of the use of Equipment, except
for the instances if such damage is caused by
negligence or willful misconduct of CRO, the Sponsor or
other Sponsor vendor.

CONFIDENTIAL/DOVERNE

Priloha 3
Pouzivanie, vlastnictvo & vydaj Vybavenia
1 Poskytnuté Vybavenie

Zadavatel, CRO alebo urlena tretia strana
poskytne Institacii Tabletovy pocitac Apple, 1
kus, sériové Cislo GG7Z80PQJF88 s hodnotou
300 EUR (dalej ako ,Vybavenie”) tak, ako to
vyzaduje Protokol pre realizaciu Skusania.

2 Pouzitie

Indtiticia nesmie pouzivat Vybavenie za
Ziadnym inym ucelom, nez je realizdcia tohto
SkuSania v sulade s Protokolom.

3 Vlastnictvo a vratenie

Az do ukonlenia tejto Zmluvy zostava Vybavenie
vlastnictvom prisluSnych dodavatelov, ktori Vybavenie
poskytli Zadavatelovi alebo CRO.Na pisomnua ziadost
Zadavatela alebo CRO ho Institicia musi vyexpedovat
na adresu urCenu v ziadosti (na naklady Zadavatela)
vrozumnej dobe, ale najneskér do piatich (5)
kalendarnych dni odo dna dorucenia ziadostilnstitucia
suhlasi s tym, Ze Vybavenie vratia spésobom, aky urci
Zadavatel alebo CRO vo vecne rovnakom stave,
v akom ho prijali. InStitucia dalej suhlasi, ze pokial
nedostane pisomny suhlas Zadavatela alebo CRO,
Vybavenie nesmie nijakym spbésobom pozmenit.
Institucia nenainstaluje ziadne suciastky ani softvér bez
vyslovného suhlasu Zadavatela alebo CRO. Ziadny
softvér, ktory sa Institacii poskytne sa nesmie kopirovat'.

Zodpovednost institucie. Institucia nesie zodpovednost’
za stratu alebo podkodenie Vybavenia, iba ak skutoéna
strata alebo poSkodenie su spésobené umyselne alebo
akymkolvek konanim, ktoré je v rozpore s podmienkami
Zmluvy a Protokolu alebo pokynmi vyrobcu pre
pouzivanie tohto Vybavenia; ako aj v pripade ak
Institacia neposkytne primeranu uroven
bezpecnostnych opatreni alebo Institicia nekona
v sUlade s takymi opatreniami.

RucCenie. CRO ani Zadavatel nenesu ziadnu
zodpovednost za Skody akéhokolvek druhu vratane
ublizenia na zdravi oséb, &i $k6d na majetku, ktoré su
vysledkom pouzitia Vybavenia s vynimkou pripadov,
ked su takéto Skody spOsobené nedbalostou alebo
umyselnym konanim CRO, Zadavatela, alebo iného
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The place of handing-over and returning the equipment
is the location of the Institution, Clinic of Hematology
UNLP Kosice, Trieda SNP 1, 041 66 KosSice. Delivery to
/ transfer from the place of performance shall be
managed by the Sponsor at his own expense. Hand —
over and take — over shall be confirmed by Parties when
signing the take — over protocol (Consignment Protocol)
which shall be submitted by the Sponsor. Sponsor
acknowledges that at the time of handing -over the
Equipment to the Institution, the Equipment is in
condition to be duly used for the dedicated purpose.

The Lender is:

a) Obliged to maintain the Equipment in condition
allowing its proper use and to maintain such
condition for the entire period of Agreement’s term
at his own expense; usual wear and tear of the
Equipment is accepted by the Sponsor when
following the dedicated way and purpose if its use
and this will not be considered as damage of the
Equipment caused by the Institution;

b) Obliged, at his own expense, to perform or to
manage the repair of the defect/failure/service
repair if the Institution provided the written
notification that the Equipment was not suitable (is
not any more suitable) to be properly used.

c) Obliged, if the Equipment requires the
performance/repeated performance of safety —
technical inspection etc., to perform or to manage,
at his own expense the safety — technical inspection
etc.

CONFIDENTIAL/DOVERNE

dodavatela Zadavatela.

Miestom odovzdania a vratenia Vybavenia, je
pracovisko Institucie, Klinika hematologie UNLP KoSice,
Trieda SNP 1, 041 66 KoSice. Dovoz aj odvoz
Vybavenia do a z miesta plnenia zabezpeci Zadavatel
na vlastné naklady. Odovzdanie a prevzatie zmluvné
strany potvrdia podpisom preberacieho protokolu
(Protokol o odovzdani), ktory predlozi Zadavatel.
Zadavatel prehlasuje, 2e Vybavenie je v Case
odovzdania In&titdcii v stave spdsobilom na riadne
uzivanie na uréeny ucel.

PozZiCiavatel je :

a) povinny Vybavenie udrziavat v stave spésobilom
na riadne uzivanie a v takom stave ho udrZiavat na
vlastné naklady po cell dobu platnosti tejto zmluvy;
bezné opotrebenie Vybavenia pri dodrzani
uréeného spbsobu a uc€elu uzivania Zadavatel
akceptuje a nebude ho povazovat za poskodenie
Vybavenia Institaciou;

b) povinny na vlastné naklady vykonat alebo
zabezpecit vykonanie opravy
vady/poruchy/servisnej opravy, ak mu Institacia
pisomne oznamila, ze Vybavenie nie je (prestalo
byt) sposobilé na riadne uzivanie.

c) povinny vpripade, Ze Vybavenie vyzZaduje
vykonanie/opakované vykonanie bezpecnostno-
technickej kontroly apod., na vlastné naklady
vykonat' alebo zabezpecit vykonanie
bezpecnostno-technickej kontroly a pod.
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