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Clinical Trial Agreement

Zmluva o klinickom sku$ani

THIS CLINICAL TRIAL AGREEMENT (“Agreement”)
is made valid on the last date of the last Party to sign this
Agreement and effective the day following the date of its
publication in Contract Register (“Effective Date”) by and
between:

PPD Global Ltd with its registered address at Granta Park,
Great Abington, Cambridge CB21 6GQ, United Kingdom,
(“PPD”)

and

Fakultna nemocnica Trnava

with its registered address at: A. Zarnova 11, 917 75
Trnava, Slovak Republic

ID No.: 00610381

VAT No.: 2021191084

Established by the Establishment Charter of the Ministry of
Health of the Slovak Republic no. 1970/1991-A/1V-1 dated
14.6.1991, as amended by later decisions, represented by:
MUDr. Daniel Zitian

(“Institution”),

and

XXXXXXXXXXKXK,  XXXXXXXXKXXXXK  XXXXXXXXXXXXX  With
his/her offices located at Gastroenterology clinic of
Fakultna nemocnica Trnava, A. Zarnova 11, 917 75
Trnava, Slovak Republic (“Principal Investigator”),

TATO ZMLUVA O KLINICKOM SKUSANI (,,zmluva®)
sa uzatvara v posledny den podpisania tejto zmluvy
poslednou zmluvnou stranou a nadobuda u¢innost’ v deil
nasledujuci po jej zverejneni v centrdlnom registri zmlav
(,,datum ucinnosti*) medzi:

PPD Global Ltd so sidlom na adrese Granta Park, Great
Abington, Cambridge CB21 6GQ, Spojené Kral'ovstvo
(“PPD”)

a

Fakultna nemocnica Trnava

so sidlom: A. Zarnova 11, 917 75 Trnava, Slovenska
republika

ICO.: 00610381

DIC: 2021191084

zriadenda rozhodnutim Zriadena Zriad’ovacou listinou MZ
SR ¢. 1970/1991-A/IV-1 zo dna 14.6.1991, v zneni
neskorsich rozhodnuti 5

konajdca prostrednictvom: MUDr. Daniela Zithana, MPH

(,,inStitacia”),

a

XHXXXXXKXXXKKK.,  XXXXXXKXXXXKK  XXXXXXXXXKXXX,
s pracoviskom na  Gastroenterologickom  oddeleni

Fakultnej nemocnice Trnava, A. Zarnova 11, 917 75
Trnava, Slovenska republika (,,hlavny skisajuci ),

PPD, Institution, and Principal Investigator shall
individually or collectively be referred hereto as the
“Party” or “Parties”.

PPD, institacia a hlavny skuaSajaci buda jednotlivo alebo
spolo¢ne oznacovani ako ,zmluvnd strana“ alebo
,Zzmluvné strany*”.

BACKGROUND:

ZAKLADNE INFORMACIE:

WHEREAS, by separate agreement, Alvotech Swiss AG
with its principal place of business at Thurgauerstrasse 54,
CH-8050 Zurich, Switzerland (“Sponsor”) has engaged
PPD Global Ltd acting as an independent contract research
organization together with its clinical affiliates and offices,
including but not limited to, PPD Slovak Republic, s.r.o.
with its principal place of business at Bratislavska cesta
100/D, 931 01 Samorin, Slovak Republic (collectively
“PPD”) to coordinate and/or perform on behalf of Sponsor
certain activities required for the conduct of the Study,
including without limitation certain monitoring functions,
negotiation and execution of clinical trial agreements and
related documentation, and performance of appropriate
payments under such agreements; and

VZHI’ADOM NA TO, ZE na zaklade samostatnej zmluvy
Alvotech Swiss AG s hlavnym miestom podnikania na
Thurgauerstrasse 54, CH-8050 Zurich, Svajéiarsko
(“zadavatel”) najal PPD Global Ltd. , ktora pdsobi ako
nezavisla zmluvna vyskumna organizécia spolu so svojimi
klinickymi pobockami a kancelariami, vratane, okrem
iného, PPD Slovak Republic, s.r.o. s hlavnym miestom
Cinnosti Bratislavska cesta 100/D, 931 01 Samorin,
Slovenska republika (spolo¢ne ,,PPD*), aby koordinovala
a/alebo vykonavala v mene zadavatela urCité Cinnosti
potrebné na vykondvanie klinického skaSania, vratane,
okrem iného, uréitych  monitorovacich  funkcii,
vyjednavania a podpisovania zmlav o klinickom skasani a
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suvisiacej dokumentacie a vykonavania prislu§nych platieb
podl’a takychto zmlav; a

WHEREAS, PPD desires to engage the services of the
Institution and Principal Investigator for the conduct of a

clinical research study entitled  “XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXKXXXXXXXX XHXXXXXXXXXXX XXXXXXXXXXXXX?

(“Study”) in accordance with Sponsor’s protocol no.
XXXXXXXXXXXXX  (“Protocol”) and the terms of this
Agreement; and

VZHI’ADOM NA TO, ZE si PPD Ziada vyuzit sluzby
institacie a hlavného skusajuceho na vykonanie klinickej

vyskumnej  Studie s ndzvom  XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXKXXKXXXKXRK XXXKXXXXXXXXXK

(,,Klinické skusanie”) v stlade s protokolom klinického
skuSania zadavatela €. XXXXXXXXXXXXX (“protokol”) a
podmienkami tejto zmluvy; a

WHEREAS, Institution and Principal Investigator desire to
participate in the conduct of the Study at the Institution.

VZHI’ADOM NA TO, ZE institicia a hlavny skusajuci sa
chct podielat na vykondvani klinického skuSania v
in§titucii.

NOW, THEREFORE, in consideration of the mutual
promises and covenants contained herein, the receipt and
sufficiency of which are hereby acknowledged, the Parties
hereby covenant and agree to be bound as follows:

Z TOHTO DOVODU s prihliadnutim na vzajomné
prisfuby a zmluvy obsiahnuté v tejto zmluve, ktorych
prijatie a dostatocnost’ sa tymto potvrdzuje, sa zmluvné
strany tymto zavézuju a sthlasia s tym, ze budu viazané
takto:

WHEREAS, the Parties agree that PPD has entered into a
separate agreement with the Principal Investigator
regarding payment terms for the Study at the Institution
(further “Principal Investigator Agreement”).

KEDZE zmluvné strany suhlasia s tym, ze PPD uzavrela
osobitni zmluvu s hlavnym sktsajicim o platobnych
podmienkach tykajucich sa klinického skt$ania v institicii
(d’alej len ,,zmluva s hlavnym skusajucim*).

1. Performance of the Study

1. Vykon klinického skiiSania

1.1 Services. Institution and Principal Investigator
shall provide those certain services related to the conduct
of the Study and set forth in the Protocol, which Protocol is
made a part of this Agreement and incorporated by
reference herein (“Services”).

1.1 Sluzby. Institucia a hlavny skusajuci pontikne
urcité sluzby suvisiace s vykonavanim klinického skusania
uvedené v protokole, priGom protokol je sucastou tejto
zmluvy a je do zmluvy zacleneny odkazom (,,Sluzby”).

1.2 Applicable Law. Institution and Principal
Investigator shall provide the Services in accordance with
the terms of this Agreement, the Protocol, the Guideline for
Good Clinical Practice in its current and most up to date
version (“GCP”) of the International Council for
Harmonization of Technical Requirements for the
Registration of Pharmaceuticals for Human Use (“ICH”)
(referred to as “ICH-GCP”), Anti-Corruption Laws
(defined in Exhibit B of the Agreement), Data Protection
and Privacy Laws (defined in Exhibit C of the Agreement),
with other generally accepted applicable guidelines of the
ICH, as well as all applicable statutes, laws, rules and
regulations, ordinances, codes of practice, decisions,
guidance, ethical guidelines or other requirements of
regulatory authorities relating to the conduct of human
clinical studies and the safety of human subjects, as the
same may be amended from time to time (“Regulations”).

In addition to the foregoing, the laws, legal requirements
and regulations of the country where the Services will be

1.2 Platna legislativa. Instittcia a hlavny skasajuci
poskytnu sluzby v sulade s podmienkami tejto zmluvy,
protokolu, Smernice pre spravnu klinicka prax (,,GCP*)
Medzindrodnej rady pre harmonizéciu technickych
poziadaviek na registraciu farmaceutickych pripravkov na
humanne pouzitie (,,ICH*) (d’alej len ,,ICH-GCP”) v jej
sucasnej verzii, protikorupnymi zakonmi (definované v
Prilohe B zmluvy), zdkonmi o ochrane Udajov a sukromia
(definované v Prilohe C zmluvy), s inymi vSeobecne
uznavanymi platnymi usmerneniami ICH, ako aj so
vSetkymi platnymi vynosmi, zakonmi, pravidlami a
nariadeniami, vyhlaskami, koédexmi postupov,
rozhodnutiami, usmerneniami, etickymi usmerneniami
alebo inymi poziadavkami regulaénych organov tykajucimi
sa vykonavania klinickych $tadii na 'ud’och a bezpec¢nosti
Pudskych Géastnikov v ich aktualnom zneni (,,predpisy”).

Okrem vysSie uvedeného sa na poskytovanie sluzieb
vztahuju aj zdkony, prdvne poziadavky a nariadenia
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provided, (“Country Laws”) shall be applicable to the
provision of the Services. Should any of the Regulations
conflict with or contradict any Country Laws, Country
Laws shall govern.

Regulations and Country Laws collectively being referred
to as “Applicable Law”.

krajiny, v ktorej sa budu sluzby poskytovat' (,,narodné
zakony*). Ak by bolo ktorékol'vek z nariadeni v konflikte
alebo v rozpore s akymikol'vek né&rodnymi zakonmi,
rozhodujlce budd narodné zakony.

Predpisy a narodné zakony sa suhrnne oznacujii ako
,platnd legislativa”.

1.3 Regulatory authorities. Institution and
Principal Investigator shall initiate the Study at Institution
upon receipt of the applicable authorization of the
competent governmental authorities, whether national,
local, state, federal or international, responsible for
regulating the conduct of the Study or any aspects thereof
(“Regulatory Authorities”).

1.3 Regula¢né organy. Institicia a hlavny
skusajuci iniciuju Klinické sktisanie v institacii po ziskani
prislusného povolenia od prislusnych vladnych organov, ¢i
uz narodnych, miestnych, Statnych, federalnych alebo
medzinarodnych, zodpovednych za regulaciu vykonavania
skuSania alebo akychkol'vek jeho aspektov (,,regulaéné
organy”).

1.4 Protocol Review and Compliance. Prior to the
commencement of Services, Institution and Principal
Investigator shall review the Protocol and notify Sponsor if
it/she/he cannot comply with any of the terms contained
therein. No changes or deviations to the Protocol should be
implemented without agreement by the Sponsor and prior
review and documented approval from the Regulatory
Authorities, unless the deviation is required to eliminate an
immediate hazard to Study Subjects (defined below). In
such case, the Party aware of the need for a deviation shall
immediately notify PPD and Sponsor of the facts
supporting such deviation as soon as the facts are known to
said Party. Said notification shall be followed by written
confirmation of same. If there is any discrepancy or conflict
between the terms contained in the Protocol and this
Agreement, the terms of the Protocol shall govern and
control with respect to scientific and subject consent
matters, and this Agreement shall govern and control with
respect to all other matters.

1.4 Kontrola protokolu a jeho dodrziavanie.
Pred zaCatim poskytovania sluzieb, institicia a hlavny
skusajuci preskimaji protokol a upozornia zadavatel'a, ak
nemozu splnit’ niektori z podmienok v fiom uvedenych.
Ziadne zmeny alebo odchylky protokolu by sa nemali
implementovat’ bez sihlasu zadavatel’a a predchadzajuceho
preskimania a zdokumentovaného suhlasu regulacnych
organov, pokial’ odchylka nie je potrebna na odstrdnenie
bezprostredného ohrozenia ti¢astnikov klinického skuSania
(definované nizsie). V takom pripade zmluvna strana,
ktord si je vedoma potreby odchylky, bezodkladne
informuje PPD a zadavatela o skuto¢nostiach
podporujucich takuto odchylku, len ¢o st uvedené
skuto¢nosti zname zmluvnej strane. Po tomto oznameni
bude nasledovat’ jeho pisomné potvrdenie. Ak déjde k
nezrovnalostiam alebo konfliktom medzi podmienkami
uvedenymi v protokole a touto zmluvou, vedecké
zalezitosti a zalezitosti tykajuce sa suhlasu ucastnika
klinického skusania sa budu riadit’ podmienkami protokolu,
vSetky ostatné zalezitosti sa budu riadit’ touto zmluvou.

15 Informed Consent Form. Principal
Investigator shall obtain, all required informed consent
forms, including “Patient information and informed
consent for data protection information within clinical
research study” from Study Subjects regarding processing
of personal data in the Study and to participate in the Study.
The form of such informed consent must be the most
current form approved by Regulatory Authorities, Sponsor
and PPD, and must contain language necessary to permit
the Regulatory Agency, Sponsor and PPD to have access to
identifiable information, including Study Subject health
information related to this Study, as defined in Applicable
Law, and according to internationally recognized standards
and data protection principles.

1.5 Formuléar informovaného suhlasu. Hlavny
skisajuci  ziska  vSetky = pozadované  formulare
informovaného suhlasu, vratane informacie o spractvani
osobnych Gdajov na vykonavanie klinického skusania“ od
ucastnikov  klinického skusania. Formular takéhoto
informovaného stihlasu musi byt najaktuédlnejsi formular
schvaleny regulaénymi organmi, zadavatelom a PPD
a musi obsahovat jazyk potrebny na to, aby regulacny trad,
zadavatel'’ a PPD mohli mat’ pristup K identifikovatel'nym
informéaciam osoby vratane informacii o zdravi u¢astnika
klinického ska$ania tykajucich sa tohto klinického
skuSania, a mohli ich pouzivat v sulade s platnymi
pravnymi predpismi a podla medzinarodne uznavanych
noriem a zasad ochrany (dajov.

1.6 Study Subjects, Study Team and Study
Location. The Study will take place under the supervision
and direction of Principal Investigator, at Institution, and

1.6 Ukastnici klinického skuSania, personal
klinického skusania a miesto Kklinického skusania.
Klinické skasanie sa uskuto¢ni pod dohl'adom a vedenim
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solely with the participants that are properly enrolled and
participating in the Study (“Study Subjects”). Institution
ensures that Principal Investigator could use the facilities,
employees and resources of Institution to conduct the
Study. Sub-investigators, employees, staff or personnel
who participate in the Study, and any sub-contractors
approved by Sponsor shall be collectively called “Study
Team”. In no event shall Principal Investigator and/or any
member of the Study Team be permitted to conduct any
portion of the Study at any location other than Institution’s
facilities without PPD’s and/or Sponsor’s prior written
approval.

hlavného sktsajuceho v intitacii a vyluéne s ucastnikmi
klinického sku$ania, ktori st riadne zaradeni a zGCastnuja
sa klinického skusania (,,(¢astnici klinického skuSania“).
Institicia zabezpeCi, aby hlavny sktsajuci mohol na
vykonanie klinického sktiSania pouzit zariadenia,
zamestnancov  azdroje  inStitucie.  Spoluskusajuci,
zamestnanci, pracovnici alebo personal, ktori sa zu¢astiiuju
na klinickom skusani a akykol'vek subdodavatelia
schvéleni zadavatelom budu spolo¢ne oznacovani ako
»personal klinického skusania“. V ziadnom pripade nie je
hlavnému  sktSajucemu a/alebo Ziadnemu Elenovi
personalu klinického skuSania povolené vykonévat
akukol'vek ¢ast’ klinického skusania na akomkol'vek inom
mieste ako v zariadeniach inStitiucie bez predchadzajticeho
pisomného suhlasu PPD a/alebo zadavatela.

1.7 Equipment. In the event that equipment is
provided to Institution and/or Principal Investigator for use
on the Study (“Equipment”), the use, ownership and
disposition terms are set out in Exhibit D (“Equipment
Terms”).

1.7 Vybavenie. V pripade, Ze sa institucii a/alebo
hlavnému skusajucemu poskytne vybavenie na pouZitie v
klinickom skusani (,,vybavenie”), podmienky pouZivania,
vlastnictva a nakladania st uvedené v Prilohe D zmluvy
(,,podmienky vybavenia”).

1.8 Record Retention During Study. Institution
and Principal Investigator agree to maintain adequate
records with respect to the Study, including without
limitation, materials and data directly relating to the
Protocol and/or applicable Study Drug or medical device,
subject identification, clinical observations, laboratory tests
obtained or generated in the course of providing the
Services under this Agreement (collectively “Records”)
during the Term (defined below) of this Agreement in a
suitable storage facility that meets ICH-GCP guidelines.

1.8 Uchovavanie zaznamov pocas klinického
skusania. Institacia a hlavny skaSajaci suhlasia, ze budu
udrziavat’ adekvatne zaznamy tykajuce sa klinického
skasania, vratane, bez obmedzenia, materidlov a udajov
priamo suvisiacich s protokolom a/alebo prislusnym

skasanym liekom/skuSanym produktom alebo
zdravotnickou = pomockou, identifikdciou ucastnika
klinického skuSania, Klinickymi pozorovaniami,

laboratornymi testami ziskanymi alebo vytvorenymi v
priebehu poskytovania sluzieb podla tejto zmluvy
(spoloéne ,,zaznamy*) pocas obdobia (definovaného
niz§ie) tejto zmluvy vo vhodnom skladovacom zariadeni,
ktoré spiiia smernice ICH-GCP.

1.9 Record Retention after Expiration or
Termination. All Records shall be retained by Institution
and Principal Investigator until the later of: (i) the retention
period required by Applicable Law; (ii) the period required
by the Protocol upon conclusion or early termination of the
Study; or (iii) longer if required by Institution policy. In no
event shall the Institution or the Principal Investigator
destroy or dispose of any Records without the prior written
consent of Sponsor.

1.9 Uchovavanie zaznamov po uplynuti
platnosti alebo ukondeni. Vsetky zaznamy bude institicia
a hlavny skusajaci uchovavat’ do neskorSieho z: (i) doby
uchovavania vyzadovanej platnou legislativou; (ii) obdobia
pozadovaného protokolom po uzavreti alebo predcasnom
ukonceni klinického skii$ania; alebo (iii) dlhSie, ak to
vyZadujU interné predpisy instittcie. InstitGcia ani hlavny
skuSajiici v ziadnom pripade nezniia ani nezlikviduju
ziadne zaznamy bez predchadzajiuceho pisomného sthlasu
zadavatela.

1.10  Adverse Event Reporting. Principal
Investigator agree to report adverse events and serious
adverse events, as such terms are defined in the Protocol, in
accordance with Applicable Laws, the Protocol and
instructions in the Study file. It is Sponsor’s responsibility
to inform the Regulatory Authorities of any serious adverse

1.10 Hlasenie neZiaducich udalosti. Hlavny
sktsajuci suhlasi s hlasenim neZiaducich udalosti a
zavaznych neziaducich udalosti, ako st tieto pojmy
definované v protokole, v stlade s platnou legislativou,
protokolom a pokynmi v zdznamoch Klinického sktisania.
Je zodpovednostou zadavatela informovat regulacné
organy o akychkol'vek zavaznych neziaducich udalostiach,
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events occurring during the Study, in accordance with
Applicable Law.

ktoré sa vyskytna pocas klinického skuSania, v stalade s
platnou legislativou.

1.11 Biological Samples. Institution and/or
Principal Investigator shall collect any biological samples
in accordance with the Protocol, informed consent form,
and Applicable Law.

1.11 Biologické vzorky. Institucia a/alebo hlavny
skusajuci odoberl vsetky biologické vzorky v sulade s
protokolom, formularom informovaného sthlasu a platnou
legislativou.

1.12 Study Drug. Sponsor shall provide the
investigational medicinal product as detailed in the
Protocol, and other products/control materials (e.g.
placebo, comparator drug, concomitant drug) required for
the conduct of the Study (collectively “Study Drug”) at no
cost to Institution or Principal Investigator.

1.12 Skusany liek / skaSany produkt. Zadavatel
poskytne skisany liek / skusany produkt, ako je podrobne
uvedené v protokole, a dalSie produkty / kontrolné
materidly (napr. placebo, porovnavaci liek, sibezny liek)
potrebné na vykonanie Kklinického skuSania (suhrnne
»Skusany liek) bezplatne institacii alebo hlavnému
skusajuceho.

2. Term, Enrollment, and Termination

2. Trvanie zmluvy, nabor a ukoné¢enie

2.1 Term. The term of this Agreement shall begin
on the Effective Date and shall continue until the objectives
of the Study are accomplished (“Term”), unless sooner
terminated pursuant to this Section.

2.1 Trvanie zmluvy. Tato zmluva sa za¢ina
datumom nadobudnutia u¢innosti-a bude pokracovat, kym
sa nedosiahnu ciele Kklinického skusania (,,trvanie
zmluvy*®), pokial nebude ukoncené skor podla tohto
¢lanku.

2.2 Study Subject Recruitment. Study Subject
recruitment is scheduled to start approximately in
XXXXXXXXXXXXX; the entire Study is scheduled to be
completed by approximately XXXxXXxxxxxxxX. Enrollment
in the Study is performed on competitive basis. Any
alteration of above-mentioned timelines shall not
necessitate an amendment to this Agreement and may be
communicated to Institution and Principal Investigator in
writing (email shall suffice). Notwithstanding the
foregoing, Study Subject recruitment at Institution shall not
start until appropriate Regulatory Authorities approval, as
required, is received. In any case, Study Subject
recruitment shall not commence until PPD/Sponsor
provides written confirmation (email shall suffice) to
Principal Investigator.

2.2 Nabor ucastnikov Kklinického skisSania.
Nabor ucastnikov klinického sktsania je planovany na
XXXXXXXXXXXXX; ukonéenie celého klinického skisania sa
planuje priblizne v XXXXXXXXXXXXX. Zaradenie do
klinického sktsania prebieha na kompetitivnom zaklade.
Akakol'vek zmena vyssie uvedenych lehot si nevyzaduje
zmenu tejto zmluvy a je mozné ju oznamit' inStitucii a
hlavnému skusajucemu pisomne (e-mail je postacujuci).
Bez ohl'adu na vys$Sie uvedené sa nabor ucastnikov
Klinického skusania v inStitacii neza¢ne, kym nie je k
dispozicii prislusny suhlas regulaénych organov, podla
potreby. V Zziadnom pripade sa zaradenie ucastnikov do
klinického sktSania nezacne, kym PPD/zadavatel
neposkytne pisomné potvrdenie (e-mail je postacujuci)
hlavnému skiSajicemu.

2.3 Termination by PPD upon Notice. PPD may,
in its sole discretion, terminate this Agreement with or
without cause, upon thirty (30) days’ prior written notice to
Institution and Principal Investigator.

2.3 UKkon¢enie zo strany PPD na zaklade
oznédmenia. PPD méze podl'a vlastného uvazenia ukoncit’
tito zmluvu s uvedenim dovodu alebo bez uvedenia
dovodu, a to na zaklade pisomného oznadmenia institucii a
hlavnému skasajicemu s tridsat’ (30) dennou vypovednou
lehotou.

2.4 Immediate Termination by PPD. PPD may,
in its sole discretion, terminate this Agreement effective
immediately upon written notice for any of the following
reasons:

a. authorization and approval to conduct
the Study is withdrawn by Regulatory Authorities;

b. Study Data (defined below) and test
results support termination of the Study for any reason,
including the safety and welfare of Study Subjects; or

2.4 OkamZité ukonéenie PPD. PPD moze podla
vlastného uvazenia ukonéit tito zmluvu s okamzitou
platnostou na zadklade pisomného ozndmenia z
ktoréhokol'vek z nasledujucich dévodov:

a. opravnenie a suhlas na vykonanie
klinického skusania odoberti regulacné organy;

b. udaje klinického sktsania a vysledky
testov podporuji ukoncenie klinického sktSania z
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c. Principal Investigator has failed to
recruit or enroll a sufficient number of Study Subjects for
participation in the Study to make it likely that the statistical
requirements applicable to the Study will not be met

d. the services agreement between PPD
and Sponsor for the conduct of the Study is terminated.

akéhokol'vek dovodu vratane bezpeCnosti a blaha
ucastnikov klinického skui$ania; alebo
c. hlavny skusajuci neziskal alebo

nezaradil dostatocny pocet ucastnikov do klinického
skasania a preto je pravdepodobné, Zze Statistické
poziadavky platné pre klinického sktisanie nebudua splnené

d. zmluva o poskytovani sluzieb medzi
PPD a zadavatel'om na vykonavanie klinického skusania sa
ukon¢i.

2.5 Termination for Material Breach. This
Agreement may be terminated by any Party upon sixty (60)
days’ prior written notice to the other Parties outlining a
material breach, if said breach is not cured within said 60-
day period by the breaching Party.

2.5 Ukonéenie pre zavainé poruSenie. TUto
zmluvu méze ktorakol'vek zmluvna strana vypovedat na
zéklade pisomného ozndmenia ostatnym zmluvnym
stranam Sest'desiat (60) dni vopred z doévodu zavazného
porusenia, ak porusujica zmluvna strana uvedené
porusenie neodstrani v uvedenej 60-diiovej lehote.

2.6 Termination for Unavailability of Principal
Investigator. This Agreement may be terminated by any
Party upon thirty (30) days’ prior written notice if Principal
Investigator becomes unable or unwilling to continue the
Study and a successor acceptable to both Institution and
Sponsor is not found. In the event Principal Investigator
becomes unable or unwilling to continue the Study, or in
case of termination of Principal Investigator Agreement
Institution and/or Principal Investigator shall use
reasonable efforts to find a successor principal investigator
acceptable to Sponsor.

2.6 Ukoncenie z dovodu nedostupnosti hlavného
skiSajuceho. Tuto zmluvu moéze ktorakol'vek zmluvna
strana vypovedat na zaklade pisomného oznamenia tridsat’
(30) dni vopred, ak hlavny skusajici nebude schopny alebo
ochotny pokrac¢ovat’ v klinickom skuSani a nenajde sa
nastupca prijatel'ny pre institiiciu aj zadavatel'a. V pripade,
7e hlavny skaSajici nebude schopny alebo ochotny
pokracovat’ v Kklinickom skusani, alebo ak sa pripadne
ukonci zmluva S hlavnym sktSajicim, institicia a/alebo
hlavny skusajuci vynalozi primerané usilie na najdenie
nastupcu hlavného  skusajiceho  prijatelného  pre
zadavatela.

2.7 Termination for Bankruptcy. Any Party may
terminate this Agreement immediately upon written notice
to the other Parties (i) if proceedings are instituted against
any Party or Sponsor for reorganization or other relief
under any bankruptcy law and such proceedings are not
dismissed within sixty (60) days, or (ii) if any substantial
part of any Party’s assets or Sponsor’s assets come under
the jurisdiction of a receiver or trustee in any insolvency
proceeding authorized by law.

2.7 Ukon¢enie z dovodu bankrotu. Ktorakol'vek
zmluvna strana méze vypovedat’ tuto zmluvu okamzite po
pisomnom oznameni ostathym zmluvnym stranam (i) ak sa
proti ktorejkol'vek zmluvnej strane alebo zadavatelovi
zacne konanie o reorganizacii alebo inom odvolani podl'a
akéhokol'vek zakona o bankrote a takéto konanie nebude
zamietnuté do Sest'desiatich (60) dni, alebo (ii) ak
akakol'vek podstatna Cast’ aktiv ktorejkol'vek strany alebo
aktiv zadavatel'a spada pod jurisdikciu spravcu alebo
zmocnenca v akomkolvek insolvenénom konani
povolenom zakonom.

2.8 Recruitment Cessation after Termination.
Upon receipt of a notice of termination, Principal
Investigator shall (i) immediately cease enrolling Study
Subjects, (ii) cease conducting procedures, to the extent
medically permissible and to protect the welfare of, Study
Subjects and (iii) immediately refrain from incurring
additional costs and expenses to the extent possible.

2.8 Prerusenie naboru po ukonéeni. Po prijati
oznamenia o ukonceni hlavny skusajuci (i) okamzite
prestane zarad’ovat’ uc¢astnikov Klinického skusania, (ii)
prestane vykonavat postupy v rozsahu, ktory je z
lekarskeho hladiska pripustny a na ochranu blaha
ucastnikov klinického skasania a (iii) okamzite sa zdrzia v
maximalnej] moznej miere vynakladania dodato¢nych
nékladov a vydavkov.

2.9 Payment after Termination. In the event of
termination, the sum payable under this Agreement shall be
limited to prorated fees based on actual Services performed

2.9 Platba po ukonceni. V pripade ukoncenia bude
suma splatnd podl'a tejto zmluvy obmedzend na pomerné
poplatky zaloZzené na skutoCnych sluzbach vykonanych
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pursuant to the Protocol as determined in accordance with
Section 3 (Payments) below and the budget and payment
schedule attached hereto and incorporated by reference
herein as Exhibit A of the Agreement (“Payment Terms &
Budget). Any amounts not due to the Institution and/or
Principal Investigator pursuant to this Agreement, but
already paid, shall be returned to PPD without demand
within thirty (30) days of the site close-out visit by PPD.

podl'a protokolu, ako je uréené v stlade s ¢lankom 3
(Platby) niz8ie a rozpo¢tom a platobnymi podmienkami
pripojenymi k tejto zmluve a zac¢lenenymi odkazom ako
Priloha A zmluvy (,,platobné podmienky a rozpocet®).
Akékol'vek sumy, ktoré nie su splatné institticii a/alebo
hlavnému skuSajucemu podla tejto zmluvy, ale uz
zaplatené, budu vratené PPD bez poziadania do tridsiatich
(30) dni od zavere¢nej navstevy na centre vykonanej PPD.

2.10 Return of Materials. Upon completion of the
Study or earlier termination thereof, Institution and/or
Principal Investigator shall (i) prepare and forward a final
report containing all relevant information for the Study as
described in the Protocol, including all Study Data and
results to Sponsor, (ii) return all PPD and Sponsor
Information, as defined herein, to its respective owner; and
(iii) at Sponsor’s request and at Sponsor’s reasonable cost,
return or destroy all unused Study Drug, compounds,
devices, Equipment, and related Study materials (other than
Records) furnished to Institution and/or Principal
Investigator by or on behalf of Sponsor or PPD.

2.10 Vratenie materialov. Po dokonceni
Klinického skuaSania alebo jeho skorSom ukonéeni,
institacia a/alebo hlavny skuSajuci (i) pripravi a zaSle
zaverecnu spravu obsahujucu vsetky relevantné informécie
pre Klinické skusanie, ako je opisané v protokole, vratane
vSetkych udajov a vysledkov Klinického skusania
zadéavatel'ovi, (ii ) wvrati vSetky informacie PPD a
zadavatela, ako su tu definované, ich prislusnému
vlastnikovi; a (iii) na Ziadost’ zadavatel'a a za primerané
naklady zadavatela vrati alebo zni¢i vSetky nepouzité
skasané lieky/skasané produkty, zluceniny, zariadenia,
vybavenie a stvisiace materidly klinického sktisania (iné
ako zéaznamy) poskytnuté institacii a/alebo hlavnému
skasajucemu zadavatel'om alebo PPD alebo v ich mene.

2.11 Suspension of the Study and Modification
of Agreement. Notwithstanding anything herein to the
contrary, if during the Term of this Agreement, and prior to
exercising any termination rights by the Parties, (i)
information that becomes available to PPD or Sponsor
which places the safety or efficacy of the Study Drug or
related product in doubt; (ii) the Regulatory Authorities
withdraws approval; or (iii) the Study Drug is approved by
the Regulatory Authorities, the Parties shall negotiate, in
good faith, a modification of this Agreement to reduce the
number of Study Subjects to be studied, and/or modify any
other relevant provision of this Agreement.

2.11 Prerusenie klinického skiasania a uprava
zmluvy. Bez ohl'adu na cokol'vek, ¢o je v tejto zmluve
uvedené inak, ak pocas trvania tejto zmluvy a pred
uplatnenim akychkol'vek prdv na ukoncenie zmluvnymi
stranami, (i) informacie, ku ktorym PPD alebo zadavatel’
ziskaju pristup sposobia pochybnosti o bezpecnosti alebo
ucinnosti  skusaného lieku/skasaného produktu; ii)
regulacné organy odoberu schvalenie; alebo (iii) skusany
liek/skusany produkt je schvaleny regulaénymi organmi,
zmluvné strany v dobrej viere prerokuju Upravu tejto
zmluvy, aby sa zniZzil pocet ti€astnikov klinického skuSania,
ktori sa maju zGcastnit’ klinického skusania, a/alebo upravia
akékol'vek iné relevantné ustanovenie tejto zmluvy.

3. Payments

3.Plathby

3.1 Financial Support. Sponsor, through PPD,
shall pay for Institution’s and Principal Investigator’s
Services in accordance with Exhibit A; provided, however,
that Services have been properly performed in accordance
with the Protocol and this Agreement. Payments are
dependent upon the reports and other information pursuant
to Section 2.9 of this Agreement, being submitted to PPD
in a timely and satisfactory manner. Institution and
Principal Investigator will not be paid for any Study
Subjects who were enrolled without a properly executed
informed consent form in accordance with Section 1.5 of
this Agreement and who do not meet the
inclusion/exclusion criteria.

3.1 Finan¢na podpora. Zadavatel
prostrednictvom PPD zaplati za sluzby institicii a
hlavnému skaSajucemu v sllade s Prilohou A zmluvy
a zmluvou s hlavnym skusajacim, av§ak za predpokladu, Ze
sluzby boli riadne poskytnuté v stilade s protokolom a touto
zmluvou. Platby zavisia od sprav a inych informacii podl'a
¢lanku 2.9 zmluvy predloZzenych PPD véas a dostatoénym
sposobom. Institacia a hlavny skusajuci nedostana
zaplatené za ziadnych ucastnikov klinického skusania, ktori
boli zaradeni bez riadne podpisaného informovaného
sthlasu v sulade s ¢lankom 1.5 zmluvy a ktori nespinaju
kritéria na zaradenie/vyradenie.
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3.2 Services Performed. Institution and Principal
Investigator will not be paid for any Services performed
that are deemed violations of or deviations from the
Protocol or this Agreement, except for deviations due to
immediate hazard to Study Subjects, provided that
Institution and/or Principal Investigator have complied
with Section 1.4 of the Agreement.

3.2 Vykonané sluzby. Institacia a hlavny skasajtci
nebudil zaplateni za ziadne vykonané sluzby, ktoré sa
povazuju za porusenie alebo odchylky od protokolu alebo
tejto zmluvy, s vynimkou odchylok spdsobenych
bezprostrednym ohrozenim t¢astnikov klinického skusania
za predpokladu, Ze institicia a/alebo hlavny skasajuci
dodrzali ¢lanok 1.4 zmluvy.

3.3 Fair Market Value. The Parties acknowledge
and agree that the amounts payable by Sponsor, through
PPD, under this Agreement (i) represent the fair-market
value for Services provided by Institution, Principal
Investigator and Study Team; (ii) have been negotiated in
an arm’s-length transaction; and (iii) have not been
determined in a manner that takes into account the volume
or value of any referrals or other business otherwise
generated between Sponsor, Institution, Principal
Investigator, and Study Team. Institution and Principal
Investigator acknowledge and agree that their judgment
with respect to their advice to and care of each Study
Subject is not affected by the financial support payable
hereunder. No amounts paid under this Agreement are
intended to be for, nor shall they be construed as, an offer
or payment made in exchange for any explicit or implicit
agreement to purchase, prescribe, recommend, or provide a
favorable status for any Sponsor product or service.
Institution and Principal Investigator will conduct the Study
in full compliance with all applicable healthcare billing,
coverage and reimbursement laws, rules, regulations, and
guidance.

3.3 Spravodlivéa trhova hodnota. Zmluvné strany
bert na vedomie a sthlasia s tym, ze sumy splatné
zadavatel'om prostrednictvom PPD podla tejto zmluvy (i)
predstavuju  spravodlivi trhovii hodnotu za sluzby
poskytované inStitaciou, hlavnym  skaSajicim a
personalom klinického skuSania; (ii) boli dohodnuté v
ramci nezavislej transakcie; a (iii) neboli uréené spdsobom,
ktory by bral do iivahy objem alebo hodnotu akychkol'vek
odporti¢ani alebo inych obchodov, ktoré boli inak
vytvorené medzi zadavatel'om, institaciou, hlavnym
skusajucim a personalom klinického skuSania. Institicia a
hlavny skusajtci berll na vedomie a suhlasia s tym, ze ich
usudok s ohl'adom na jeho rady a starostlivost’ o kazdého
ucastnika klinického skusania nie je ovplyvneny finan¢nou
podporou splatnou podla tejto zmluvy. Ziadne sumy
zaplatené podl'a tejto zmluvy nie st urcené, ani sa nebudu
vykladat’ ako ponuka alebo platba uskutocnena vymenou za
akukol'vek vyslovnu alebo implicitna dohodu o kupe,
predpisovani, odportacani alebo poskytovani vyhodného
stavu pre akykol'vek produkt alebo sluzbu zadavatela.
Institacia a hlavny skusajuci budt vykonavat klinické
skasanie v plnom sulade so vSetkymi platnymi zakonmi,
pravidlami, predpismi a usmerneniami o fakturacii,
poisteni a Uhrade zdravotnej starostlivosti.

3.4 Reporting Requirements. Institution and the
Principal Investigator acknowledge that Sponsor may be
required, pursuant to Applicable Law to disclose to relevant
governmental authorities the payments made by Sponsor,
through PPD, pursuant to this Agreement, to Institution,
Principal Investigator and any other provider of medical or
health services or any other person or organization that
approves, recommends, furnishes, bills or is paid for
healthcare in the normal course of business, including but
not limited to, investigators, sub-investigators, mid-level
practitioners (e.g. nurses), pharmacists, researchers,
hospital personnel, and representatives of group purchasing
organizations (“Healthcare Professionals”), as well as to
disclose the purpose and nature of such payments to said
Healthcare Professionals.

3.4 Poziadavky na hlasenie. Institicia a hlavny
skasajuci beru na vedomie, ze od zadavatel'a sa moze v
sulade s platnou legislativou vyzadovat, aby oznamil
prislusnym vlddnym orgdnom platby uskuto¢nené
zadavatelom prostrednictvom PPD v sulade s touto
zmluvou institacii, hlavnému skusajucemu a akémukol'vek
inému poskytovatelovi lekarskych alebo zdravotnickych
sluzieb alebo akejkol'vek inej osobe alebo organizacii,
ktora schvaluje, odporuca, poskytuje, uCtuje alebo je
platena za zdravotnui starostlivost v ramci bezného
podnikania, vratane, ale nie vylu¢ne, skusajucich, spolu
sktsajucich, nelekarskych zdravotnickych pracovnikov
(napr. zdravotné sestry), farmaceutov, vyskumnikov,
nemocni¢ny personal a zastupcov skupinovych ndkupnych
organizacii (,profesionalni poskytovatelia zdravotnej
starostlivosti*), ako aj aby oznamil ucel a povahu takychto
platiecb uvedenym profesionalnym poskytovatel'om
zdravotnej starostlivosti.

4. Representations and Warranties

4. Vyhlasenia a zaruky
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4.1 Institution and Principal Investigator each
represent and warrant, as applicable, that it/he/she:

a. and Study Team have the experience, capabilities,
adequate patient population, equipment and resources to
conduct the Study in a professional and competent manner,
and are fully aware of Applicable Law;

b. and Study Team do not and will not, at any time during
the term of this Agreement, participate in any other study
which, by its nature or its terms, will prevent it/him/her
from fulfilling any of the obligations hereunder;

¢. and Study Team will conduct the Study in accordance
with the Protocol, this Agreement, written instructions of
Sponsor and/or PPD, and Applicable Law including those
related to anti-corruption compliance (as set forth in
Exhibit B of the Agreement), and data privacy (as set forth
in Exhibit C of the Agreement);

d. shall (i) act and shall require any persons or entities
performing any portion of Services to act, in accordance
and compliance with legally binding instructions and/or
agreements(s) and any and all Applicable Law; (ii) provide
oversight and supervision of all Services; and (iii) where
appropriate, document the roles and responsibilities where
more than one person may be providing Services; and

e. and Study Team: (i) is not presently debarred pursuant to
any Applicable Law; (ii) is not under investigation by any
other governmental or regulatory authorities having
jurisdiction over the subject matter of the particular Study
for debarment action or; (iii) does not have a
disqualification hearing pending or has been disqualified by
any governmental or regulatory authority; (iv) does not
have a revoked or suspended medical license or applicable
certification; and (v) has not engaged in any conduct or
activity which could lead to any of the above mentioned
debarment, disqualification, revocation or suspension
actions.

4.1 Institicia a hlavny skusajaci vyhlasuju a
zaru¢uju, podl'a potreby, Ze oni:

a. a persondl klinického skuSania maji skusenosti,
schopnosti, primeran populaciu pacientov, vybavenie a
zdroje na vykonavanie klinického skusania profesionalnym
a kompetentnym spdésobom a su si plne vedomi platnej
legislativy;

b. a personal klinického skuSania sa nikdy pocas trvania
tejto zmluvy nezucastnia ziadneho iného skuSania, ktoré
mu/jej svojou povahou alebo podmienkami zabréni v
plneni ktorejkol'vek z povinnosti podla tejto zmluvy;

c. apersondl klinického skusania vykona skasanie v sulade
s protokolom, touto zmluvou, pisomnymi pokynmi
zadavatela a/alebo PPD a platnymi pravnymi predpismi
vratane tych, ktoré sa tykaju dodrziavania protikorupénych
ustanoveni (ako je uvedené v Prilohe B zmluvy), a ochrany
Gdajov (ako je uvedené v Prilohe C zmluvy);

d. budu (i) konat’ a budl vyzadovat’, aby vsetky osoby alebo
subjekty vykonavajuce akukol'vek cast’ sluzieb konali v
sulade s pravne zavaznymi  pokynmi  a/alebo
zmluvou/zmluvami a vSetkymi prisluSnymi platnymi
pravnymi predpismi; (ii) budd poskytovat’ dohl'ad a dozor
nad vSetkymi sluzbami; a (iii) tam, kde je to vhodné,
dokumentovat’” ulohy a povinnosti, ak sluzby moze
poskytovat’ viac ako jedna osoba; a

e. a personal klinického skuSania: (i) nie je v sucasnosti
vylaceny podla ziadnej platnej legislativy; (ii) nie je
predmetom vySetrovania ziadnym inym vladnym alebo
regulaénym organom s jurisdikciou nad predmetom
klinického sktiSania na ucely vylucenia alebo; (iii) nema
nevyrieSené diskvalifikacné konanie ani ho
nediskvalifikoval Ziaden vladny alebo regula¢ny organ; (iv)
nema odobratl alebo pozastavenu lekarsku licenciu alebo
prislusné osvedcCenie; a (v) nezlcastnil sa ziadneho
spravania alebo ¢innosti, ktorda by mohla viest k
akémukol'vek z vyssie uvedenych vyluceni, diskvalifikacii,
odvolaniu alebo suspenzie.

4.2 Institution and/or Principal Investigator, as
applicable, shall be fully responsible for and liable towards
PPD and Sponsor for the Study Team’s acts and/or
omissions.

4.2 Institacia a/alebo hlavny skusajuci, podla toho,
¢o je relevantné, su plne zodpovedni a rucia voci PPD a
zadavatelovi za ciny a/alebo opomenutia personalu
klinického skuSania.

5. Inspections, Audits, and Study Monitoring

5. InSpekcie, audity a monitorovanie klinického
skuSania

5.1 Inspections and Audits. This Study may be
audited by Sponsor or Sponsor’s designee or inspected by
Regulatory Agency to document the authenticity of

5.1 InSpekcie a audity. Zadavatel alebo nim
poverena osoba moze vykonavat' audit tohto klinického
skuSania alebo regulacny urad moéze vykonavat jeho
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recorded data and Protocol adherence. Institution, Principal
Investigator, and Study Team shall cooperate fully in any
monitoring visits, inspections and audits conducted under
this Section. Sponsor or Sponsor’s designee will comply
with Institution’s reasonable policies related to Study
inspections/monitoring and will not be required to sign any
forms, authorizations or any additional confidentiality
agreements in connection with Institution’s policies
regarding site access, site auditing or monitoring, data
access, confidentiality and security for on-site visits and/or
remote monitoring visits. This includes, without limitation,
authorizations to access electronic medical records in line
with Applicable Law.

kontroly, aby sa zdokumentovala pravost’ zaznamenanych
udajov a dodrziavanie protokolu. Institacia, hlavny
skasajuci a personal klinického sksania budi plne
spolupracovatt  pri  akychkol'vek = monitorovacich
navstevach, inSpekcidch a auditoch vykonanych podla
tohto ¢lanku. Zadavatel’ alebo nim poverena osoba bude
dodrziavat primerané zasady inStiticie tykajice sa
inSpekcii/monitorovania skisSania a nebude sa od nich
vyzadovat podpis ziadnych formularov, opravneni alebo
akychkol'vek d’alSich dohdd o dovernosti v suvislosti so
zasadami institdcie tykajucimi sa pristupu na centrum,
auditu alebo monitorovania centra, pristupu k udajom,
dbvernosti a bezpecnosti pre navstevy na centre a/alebo
vzdialené (remote) monitorovacie navstevy. To zahfna, bez
obmedzenia, opravnenia na pristup k elektronickym
zdravotnym zaznamom sulade s platnou legislativou.

5.2 Inspections and Audits by Sponsor or
Sponsor’s Designee. Sponsor or Sponsor’s designee shall
be permitted, upon reasonable notice, during Institution’s
regular business hours, to conduct at Institution’s facilities
quality assurance audits and inspections of testing, quality
control, documentation, medical records, and standard and
general operating procedures used by Institution and
Principal Investigator in connection with the Study in order
to assess compliance with the obligations set out in the
Study Protocol and this Agreement. Sponsor or Sponsor’s
designee shall be permitted to inspect and access Records
unless prohibited by Applicable Law. Institution agrees to
work with Principal Investigator to implement any
reasonable actions requested by Sponsor to cure any
deficiencies noted during any inspection or audit.

5.2 Kontroly a audity zo strany zadavatela
alebo zastupcu zadavatelPa. Zadavatelovi alebo jeho
zastupcovi sa po primeranom upozorneni pocas beznych
pracovnych hodin institGcie umozni vykonavat v
zariadeniach inStiticie audity zabezpecenia kvality a
in§pekcie testovania, kontroly kvality, dokumentécie,
zdravotnych zdznamov a Standardnych a vseobecnych
prevadzkovych postupov pouzivanych institiciou a
hlavnym skusajtcim v stvislosti s klinickym skaSanim za
ucelom posudenia dodrziavania povinnosti stanovenych
protokolom a touto zmluvou. Zadavatel' alebo jeho
zastupca budii mat’ povolené nahliadat’ do zaznamov a
pristupovat’ k nim, pokial’ to nezakazuje platna legislativa.
Institucia stihlasi s tym, Ze bude spolupracovat’ so hlavnym
skuSajiicim pri implementacii akychkol'vek primeranych
opatreni pozadovanych zadavatelom na odstranenie
akychkol'vek  nedostatkov ~ zaznamenanych  pocas
akejkol'vek kontroly alebo auditu.

5.3 Inspections and Audits by Regulatory
Agency. In the event Institution or Principal Investigator
receives notice that the Study shall be the subject of an
investigation or audit by a Regulatory Agency, the Party
receiving such notice shall notify Sponsor and PPD
immediately. In the event the Party does not receive prior
notice of said investigation or audit, the Party shall notify
Sponsor and PPD as soon as practicable after receiving
knowledge of said investigation or audit. To the extent
permitted by Applicable Law, Institution and Principal
Investigator shall provide Sponsor copies of all materials
received, obtained, or generated in connection with any
such inspection or in connection with any communications
from the Regulatory Agency, other than source documents.

5.3 InSpekcie a audity vykonavané regulaénymi
Gradmi. V pripade, ze institucia alebo hlavny skusajuci
dostane oznamenie, Ze klinické sksanie bude predmetom
vySetrovania alebo auditu zo strany regula¢ného uradu,
zmluvna strana, ktora dostane takéto oznamenie, okamzite
informuje zadavatel'a a PPD. V pripade, Ze zmluvna strana
nedostane predchadzajice ozndmenie o0 uvedenom
vySetrovani alebo audite, zmluvna strana to oznami
zadavatel'ovi a PPD hned’, ako to bude mozné po obdrzani
informacii o uvedenom vySetrovani alebo audite. V
rozsahu povolenom platnou legislativou institucia a hlavny
skusajuci poskytne zadavatel'ovi kopie vSetkych materialov
prijatych, ziskanych alebo vytvorenych v savislosti s
akoukol'vek takouto inSpekciou alebo v stvislosti s
akoukol'vek komunikaciou od regulacného tradu, okrem
zdrojovych dokumentov.
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5.4 Study Monitoring. The Study will be
monitored by Sponsor or Sponsor’s designee. A reasonable
amount of time must be set aside at each monitoring visit
for discussions and to make corrections to the electronic
case report forms (“eCRF”). eCRFs will be completed in a
timely and accurate manner. Institution will permit Sponsor
or Sponsor’s designee to access to the premises, facilities,
Study records, as well as the Study Team as required for the
purpose of confirming the accuracy of the Study Data and
the proper conduct of the Study at Institution.

5.4 Monitorovanie klinického skisania.
Klinické skuSanie bude monitorovat’ zadavatel’ alebo jeho
zastupca. Pri kazdej monitorovacej navsteve je potrebné
vyhradit’ primerany ¢as na diskusie a na vykonanie oprav
elektronickych ~ zaznamovych  formularov  ucastnika
klinického skusania (,,eCRF*). eCRF budu vyplnené vcas
a presne. Institicia umozni zadavatelovi alebo jeho
zastupcovi pristup podla potreby do priestorov, zariadeni,
k zaznamom Klinického ska$ania, ako aj k personalu
klinického skusania na tcely potvrdenia presnosti udajov
skuSania a riadneho priebehu klinického sktSania v
in§titucii..

6. Publication

6. Zverejnenie

All Study Data or results arising out of the performance of
the Study shall be considered Information as defined in
Section 7 of this Agreement and shall not be used for the
commercial benefit of the Institution or Principal
Investigator. The Institution and Principal Investigator
agree that the Sponsor shall have the right to the first
publication of the results of the Study which is intended to
be a joint, multi-center publication of the Study results
made by Sponsor in conjunction with the principal
investigators and institutions from all appropriate sites
contributing data, analysis and comments.
Notwithstanding the foregoing, following the first
publication, the Institution and/or Principal Investigator
may publish data or results from the Study; provided,
however, that the Institution and/or Principal Investigator
submits the proposed publication to Sponsor for review at
least sixty (60) days prior to the date of the proposed
publication. Sponsor may remove from the proposed
publication any information that is considered confidential
and/or proprietary other than Study Data and results. If
requested by Sponsor, any submission for publication shall
be delayed for a limited time, not to exceed ninety (90)
days, to allow for filing of a patent application or such other
measures as Sponsor deems appropriate to establish and
preserve its proprietary rights. However, if a multi-center
publication is not submitted within twelve (12) months
after conclusion, abandonment or termination of the Study
at all sites, or if Sponsor confirms there will be no multi-
center Study publication, the Institution and/or Principal
Investigator may publish the Study results subject to
Sponsor’s rights as set forth herein. The Institution and the
Principal Investigator agree not to publish any Study
related material other than in accordance with this Section.

Vsetky tudaje Klinického skasania alebo vysledky
vyplyvajice z vykonania skuSania sa povazuju za
informacie definované v ¢lanku 7 zmluvy a nesmi sa
pouzit’ na komerény prospech institicie alebo hlavného
skuisajuceho. Institacia a hlavny skusajaci suhlasia s tym,
ze zadavatel md pravo na prvé zverejnenie vysledkov
klinického sktSania, ktoré ma byt spolocnym
multicentrickym  zverejnenim  vysledkov  klinického
skasania, ktoru uskuto¢ni zadavatel v spolupraci so
hlavnhymi  skG$ajicimi a inStitGciami zo vSetkych
prislusnych pracovisk klinického skii$ania, ktoré poskytli
udaje, analyzy a pripomienky. Bez ohladu na vysSie
uvedené, po prvom zverejneni moze inStitiicia a/alebo
hlavny skuaSajaci zverejnit’ tdaje alebo vysledky z
klinického skusania; avSak za predpokladu, Ze institacia
a/alebo hlavny skusajici predlozi navrh zverejnenia
zadavatel'ovi na postdenie najmenej Sestdesiat (60) dni
pred datumom navrhovaného zverejnenia. Zadavatel’ méze
znavrhu zverejnenia odstranit’ akékol'vek informacie, ktoré
sa povazuju za doverné a/alebo chranené, okrem Gdajov a
vysledkov klinického skti$ania. Ak to zadavatel’ poZzaduje,
akékol'vek predlozenie na zverejnenie sa odlozi na
obmedzeny cas, ktory nepresiahne devitdesiat (90) dni,
aby bolo mozné podat patentovi prihlasku alebo iné
opatrenia, ktoré =zadavatel povazuje za vhodné na
vytvorenie a zachovanie svojich vlastnickych prav. Ak sa
vSak do dvanastich (12) mesiacov od ukon¢enia, preruSenia
alebo pred¢asného ukoncenia klinického skuSania na
vSetkych pracoviskach klinického sktSania nepredlozi
multicentrické zverejnenie alebo ak zadavatel’ potvrdi, Ze
nebude ziadne multicentrické zverejnenie klinického
skSania, inStiticia a/alebo hlavny skaSajuci moze
vysledky uverejnit podla vysSie uvedenych prav
zadavatela. Institucia a hlavny skusajuci sa zavizuju, Ze
nezverejnia zZiadny material tykajuci sa klinického skusania
inak ako v sulade s tymto ¢lankom.

7. Confidentiality

7. Dovernost’ udajov
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7.1 Non-disclosure Obligations. Institution and
Principal Investigator and their respective employees and
agents involved in the Study, including the Study Team,
shall not disclose to any third party or use for any purpose
other than in the fulfillment of their respective obligations
hereunder, any Study Data, Records or other information
disclosed to Institution and Principal Investigator by
Sponsor or PPD, or generated as a result of this Study,
without the prior written consent of Sponsor (or PPD as the
case may be) (collectively “Information”).  Such
Information shall remain the confidential and proprietary
property of Sponsor (or PPD as the case may be) and shall
be disclosed only to Institution and Principal Investigator
and the Study Team or agents who “need to know” and who
have agreed to terms of confidentiality substantially similar
to those terms contained herein.

7.1 Povinnosti ml¢anlivosti. Institacia a hlavny
skasajuci a ich prisluSni zamestnanci a zastupcovia
zapojeni do klinického sktsania, vratane personalu
klinického skuSania nezverejnia ziadnej tretej strane ani
nepouziju na iny ucel, nez je splnenie ich prisluSnych
povinnosti podl'a tejto zmluvy Ziadne udaje z klinického
skuSania, zaznamy alebo iné informacie poskytnuté
intitacii a hlavnému skasajucemu zadavatel'om alebo PPD
alebo vytvorené ako vysledok tohto Kklinického sktsania
bez predchadzajiiceho pisomného suhlasu zadavatela
(alebo PPD podla okolnosti) (suhrnne ,,Informécie®).
Takéto informéacie zostani dévernym a chranenym
majetkom zadéavatela (alebo PPD podl'a okolnosti) a buda
poskytnuté iba institacii a hlavnému skaSajicemu a
personalu klinického skuSania alebo agentom, ktori
,potrebuji  vediet™ a ktori sthlasili s podmienkami
doévernosti v podstate podobnymi podmienkam uvedenym
v tejto zmluve.

7.2 Exceptions. The obligation of nondisclosure
shall not apply to the following Information:

a. Information that is or becomes publicly available
through no fault of Institution or Principal Investigator;

b. Information that is disclosed to Institution and/or
Principal Investigator by a third party legally entitled to
disclose such information;

c. Information that is already known to Institution and/or
Principal Investigator as demonstrated by its prior written
records;

d. Information that is independently developed by
Institution and/or Principal Investigator outside the Study
and without use of, or reliance upon, Information as
demonstrated by its prior written records; or

e. Information that is required to be disclosed to a
government authority or by order of a court of competent
jurisdiction; provided, that (i) reasonable advance notice is
given to Sponsor (or PPD as the case may be); (ii) such
disclosure is subject to all applicable governmental or
judicial protection available for like material; and (iii)
Principal Investigator and Institution take all reasonable
steps to limit the scope of such disclosure and cooperate
with Sponsor (or PPD as the case may be) in its efforts to
limit such disclosure.

7.2 Vynimky. Povinnost’ ml¢anlivosti sa

nevztahuje na nasledujuce informacie:

a. informéacie, ktoré st alebo sa stan( verejne dostupnymi
bez zavinenia institacie alebo hlavného skusajaceho;

b. informacie, ktoré inStiticii a/alebo hlavnému
skuasajucemu poskytne tretia strana, ktora je zo zakona
opravnena spristupnit’ takéto informacie;

c. informacie, ktoré uz st instittcii a/alebo zodpovednému
skasajucemu lekarovi zname, ako to dokazuju jej
predchadzajlce pisomné zaznamy;

d. Informacie, ktoré nezavisle vyvinula institacia a/alebo
hlavny skasajici mimo klinického sktsania a bez pouzitia
alebo spoliehania sa na informacie ako to dokazuju jej
predchadzajlice pisomné zaznamy; alebo

e. Informacie, ktoré sa musia poskytnit’ vladnemu organu
alebo na zéklade prikazu sudu prislusnej jurisdikcie; za
predpokladu, ze (i) bude zadavatelovi (alebo PPD)
doru¢ené oznamenie v primeranom predstihu; (ii) takéto
zverejnenie podlieha vsetkej platnej vladnej alebo sudnej
ochrane dostupnej pre podobny materidl; a (iii) hlavny
skuSajici a institacia podnikna vsetky primerané kroky na
obmedzenie rozsahu takéhoto zverejnenia a spolupracujd
so zadavatel'om (alebo PPD v pripade potreby) v jeho usili
obmedzit’ takéto zverejnenie.

8. Publicity

8. Publicita

8.1 Use of Name. Sponsor and PPD may use, refer
to and disseminate reprints of scientific, medical and other
published articles which disclose the name of the Institution

8.1 Pouzivanie mena. Zadavatel a PPD mozu
pouzivat’, odkazovat’ a §irit’ pretlace vedeckych, lekarskych
a inych publikovanych clankov, ktoré odhaluji meno
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and/or the Principal Investigator consistent with Applicable
Laws, provided such use does not constitute an
endorsement of any commercial product or service by
Institution or Principal Investigator. Institution and/or
Principal Investigator shall not disclose the existence of this
Agreement or its association with Sponsor or PPD or use
the name of Sponsor or PPD in any press release, article or
other method of communication with the general public,
without the express prior written approval of Sponsor or
PPD as applicable.

inStitacie a/alebo hlavného skusajuceho v stlade s platnou
legislativou, za predpokladu, Ze takéto pouZitie
nepredstavuje podporu Zziadneho komeréného produktu
alebo sluzby institiciou alebo hlavnym skusajucim.
Institacia a/alebo hlavny skusajuci nezverejni existenciu
tejto zmluvy ani jej spojenie so zadavatel'om alebo PPD,
ani nepouzije meno zadavatela alebo PPD v Ziadnej
tlacovej sprave, ¢lanku alebo inej metdde komunikacie so
Sirokou verejnostou bez vyslovného predchadzajuceho
pisomného sthlasu zadavatel'a alebo PPD podl'a potreby.

8.2 Use of Publicly Available Information.
Institution and Principal Investigator may, without prior
consent from Sponsor, list any information regarding the
Study which is available on www.clinicaltrials.gov.

8.2 Pouzitie verejne dostupnych informacii.
Institacia a hlavny skusajuci mozu bez predchadzajuceho
suhlasu zadavatela uviest’ akékol'vek informacie tykajice
sa skusania, ktoré su dostupné na www.clinicaltrials.gov.

9. Intellectual Property

9. DuSevné vlastnictvo

9.1 Background IP. All documents, the Protocol,
data, know-how, methods, operations, formulas,
Information and Equipment provided to the Institution
and/or Principal Investigator pursuant to this Agreement
are and shall remain Sponsor’s property (collectively
“Background IP”). Sponsor hereby grants to Institution
and Principal Investigator, a non-exclusive license, for the
duration of the Study performed at the Institution by
Principal Investigator, authorizing Principal Investigator
and Study Team to reproduce or otherwise use Background
IP for the sole purpose of performing Institution/Principal
Investigator’s obligations hereunder.

9.1 Z&kladné Informécie tykajice sa dusevného
vlastnictva. Vsetky dokumenty, protokol, udaje, know-
how, metddy, operécie, vzorce, informéacie a vybavenie
poskytnuté institacii a/alebo hlavnému skusajucemu podla
tejto zmluvy su a zostani majetkom zadavatela (kolektivne
»zakladné Informacie tykajiuce sa duSevného
vlastnictva®). Zadavatel' tymto udel'uje institucii a
hlavnému skusajucemu nevyhradna licenciu na dobu
trvania Kklinického skuSania vykonaného v instittcii
hlavnym  skusajucim, ktord opraviiuje  hlavného
skusajuceho a personal klinického skusania reprodukovat’
alebo inak pouzivat' zakladné informacie tykajlce sa
dusevného vlastnictva na jediny ucel plnenia povinnosti
institucie/hlavného skasajiceho uvedené v tejto zmluve.

9.2 Sponsor Inventions. Unless otherwise
specified by Applicable Law, any inventions or discoveries
(whether patentable or not) innovations, suggestions, ideas
and reports arising out of or in connection with the
performance of the Study by Institution and/or Principal
Investigator and/or any member of the Study Team shall be
promptly disclosed to Sponsor and shall be the exclusive
property of Sponsor (“Sponsor Inventions”). Upon
Sponsor's request, and at Sponsor’s sole expense,
Institution and Principal Investigator shall take all
reasonable actions necessary or appropriate to obtain patent
or other proprietary protection in Sponsor's name with
respect to any of the foregoing.

9.2 Vynalezy zadavatel’a. Ak platna legislativa
neurcuje inak, akékol'vek vynalezy alebo objavy (Ci uz
patentovatelné alebo nepatentovatel'né), inovacie, navrhy,
napady a spravy vyplyvajiuce z alebo v suvislosti s
vykonanim klinického sktsania zo strany instittcie a/alebo
hlavného skusajuceho a/alebo ktoréhokol'vek ¢lena
personalu  klinického skuSania budi bezodkladne
oznamené zadavatelovi a budu vyhradnym vlastnictvom
zadavatela (,,vynalezy zadavatela®). Na ziadost
zadavatel'a a na jeho naklady institucia a hlavny sktsajuci
podniknu vSetky primerané kroky, ktoré su potrebné alebo
vhodné na ziskanie patentovej alebo inej vlastnickej
ochrany v mene zadavatela s ohl'adom na vyssie uvedené.

9.3 Institution Inventions. The Institution shall
have exclusive ownership of any inventions or discoveries
conceived or reduced to practice solely by the Institution
and/or Principal Investigator that are not related to the
Study and not Sponsor Inventions (“Institution
Inventions”).

9.3 Vynalezy inStiticie. InStiticia bude mat
vyhradné vlastnictvo akychkol'vek vynalezov alebo
objavov vytvorenych alebo zredukovanych na prax vylucne
institiciou a/alebo hlavnym skusajucim, ktoré nestvisia s
Klinickym skiSanim a  nie s  vynalezmi
zadavatel'a.(,,vynalezy institacie”).

9.4 Study Data. The completed eCRFs and all
information and data resulting from the Study, including
eTMF or any other Study results (“Study Data”), shall be

9.4 Udaje klinického skasania. Vyplnené eCRF a
vsetky informacie a tudaje vyplyvajuce z klinického
skuSania vratane eTMF alebo akychkol'vek inych
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exclusively owned by Sponsor. The Institution and
Principal Investigator hereby assign without further
remuneration to Sponsor all rights, title and interest, if any,
in and to such Study Data. It is understood that patient
medical files kept at the Institution in the normal course of
business irrespective of the Study are the property of
Institution.

vysledkov  klinického skuasania (,,udaje klinického
skasania“) budi vyluéne vo vlastnictve zadavatela.
Institacia a hlavny skasajuci tymto bez d’alSej odmeny
postupuju zaddvatelovi vSetky prava, naroky a podiely, ak
nejaké existuju, k takymto ddajom klinického skuania.
Rozumie sa, ze zdravotné zaznamy pacientov uchovavané
v intiticii v ramci beZnej prace bez ohladu na klinické
skusanie st majetkom institicie.

9.5 Non-Transfer of Proprietary Rights. Neither
PPD nor Sponsor shall not transfer to Institution or
Principal Investigator by operation of this Agreement any
patent right, copyright or other proprietary right of PPD or
Sponsor.

9.5 Neprenosné vlastnicke prava. Ani zadavatel’ ani PPD
neprevedie na instituciu ani hlavného skusajuceho na
zaklade tejto zmluvy ziadne patentové prévo, autorské
pravo alebo iné vlastnicke prdvo PPD alebo zadavatel’a.

10. Independent Contractor

10. Nezavisly dodavatel’

Institution and Principal Investigator are performing
Services for Sponsor as independent contractors and not as
employees or agents of PPD or Sponsor. Neither Institution
nor Principal Investigator shall have the authority to enter
into binding obligations on behalf of PPD or Sponsor.
Institution, Principal Investigator and/or Study Team shall
not participate in any PPD or Sponsor employee benefit
plans nor receive any other compensation beyond that
stated herein

InstitGcia a hlavny skusajuci poskytuju sluzby pre
zadéavatel'a ako nezavisli dodavatelia a nie ako zamestnanci
alebo zastupcovia spolo¢nosti PPD alebo zadavatela. Ani
inStitacia, ani hlavny skasajuci nebudti mat’ opravnenie
uzatvarat’ zavdzné zavazky v mene PPD alebo zadavatel’a.
Institacia, hlavny skusajuci a/alebo personal klinického
skiSania sa nezacastnia na Ziadnych  planoch
zamestnaneckych benefitov PPD ani zadavatela, ani
nedostani ziadnu inu kompenziciu nad ramec tu
uvedenych.

11. Insurance, Indemnification, and Subject Injury

11. Poistenie, odSkodnenie a zranenie ucastnika
klinického skuSania

11.1 Institution Insurance. Institution is in accordance
with Act no. 578/2004 Coll. on health care providers, health
workers, state organizations in the health care sector and on
the amendment of certain laws, as amended, is obliged to
arrange its own liability insurance, which will cover its
responsibility for damage caused to persons in connection
with the provision of health care services, with the
insurance coverage in line with the legal requirements. The
Principal Investigator may decide to take out additional
private professional liability insurance for the conduct of
clinical trials.

11.1 Poistenie inStitucie. Institicia je v zmysle zdkona ¢.
578/2004 Z. z. o poskytovatel'och zdravotnej starostlivosti,
zdravotnickych pracovnikoch, stavovskych organizéciach
v zdravotnictve a 0 zmene a doplneni niektorych zakonov
v zneni neskorSich predpisov povinna uzatvorit’ vlastné
poistenie zodpovednosti za Skodu, ktoré bude kryt’ jej
zodpovednost’ za Skodu spdsobenti osobam v suvislosti s
poskytovanim zdravotnej starostlivosti, a to s poistnym
krytim spifiajucim poziadavky pravnych predpisov. Hlavny
skuisajuci sa moze rozhodnut’ uzavriet’ dodatocné poistenie
sukromnej profesnej zodpovednosti za uskuto¢novanie
klinickych sktsani.

11.2 Sponsor Insurance. Sponsor has secured and shall
maintain in full force and effect during the entire duration
of the Study insurance in accordance with Applicable Law.

11.2 Poistenie zadavatel’a. Zadavatel’ vyhlasuje, Ze ma a
bude mat pocas celého trvania klinického skuSania
poistenie, ktoré sa vyZaduje podl'a prislusnych predpisov.

11.3 Indemnification by PPD. PPD shall indemnify,
defend and hold harmless Institution and Principal
Investigator from any and all losses, injuries, harm, costs or
expenses, including without limitation, reasonable
attorney's fees, incurred by Institution or Principal
Investigator in connection with any claim arising from this
Agreement or the Study as a result of PPD’s negligence or

11.3 Odskodnenie zo strany PPD. PPD odskodni, bude
branit’ a chranit’ institaciu a hlavného skuasajuceho pred
akymikol'vek stratami, zraneniami, Skodami, nakladmi
alebo vydavkami, vratane, bez obmedzenia, primeranych
poplatkov za pravne zastupovanie, ktoré vznikn institacii
alebo hlavnému skusajicemu v suvislosti s akymkol'vek
narokom vyplyvajucim z tejto zmluvy alebo klinického
skisania ako dosledok nedbalosti PPD alebo Umyselného
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willful misconduct,
Applicable Law.

breach of this Agreement, or

pochybenia, zmluvy alebo platnej

legislativy.

poruSenia tejto

11.4 Indemnification by Institution and Principal
Investigator. Institution and Principal Investigator shall
indemnify, defend and hold harmless Sponsor and PPD
from any and all losses, injuries, harm, costs or expenses,
including without limitation, reasonable attorney's fees,
incurred Sponsor or PPD in connection with any claim
arising from this Agreement or the Study as a result of the
negligence or willful misconduct, breach of this Agreement
(including the Protocol), or Applicable Law, by Institution
and/or Principal Investigator and/or Study Team.

11.4 Odskodnenie zo strany inStitacie a hlavného
skusajuceho. Institucia a hlavny skuasajuci odskodni, bude
branit a chranit' zadavatela a PPD pred akymikol'vek
stratami, zraneniami, Skodami, nakladmi alebo vydavkami,
vratane, bez obmedzenia, primeranych poplatkov za pravne
zastupovanie, ktoré zadavatelovi alebo PPD vzniknd v
suvislosti s akymkol'vek narokom vyplyvajucim z tejto
zmluvy alebo skuSania ako dosledok nedbalosti alebo
umyselného pochybenia, porusenia tejto zmluvy (vratane
protokolu) alebo platnej legislativy zo strany instittcie
a/alebo hlavného skusajuceho a/alebo personalu klinického
skuSania.

11.5 Indemnification Exception. Notwithstanding the
foregoing, no Party shall have obligations of indemnity to
the other Parties hereunder with respect to claim which
arose from the negligence, intentional misconduct or
material breach of this Agreement or Applicable Law of
such other Parties.

115 Vynimka z odSkodnenia. Bez ohladu na vysSie
uvedené, ziadna zo zmluvnych stran nebude mat’ povinnost’
odskodnit’ ostatné zmluvné strany v suvislosti s narokom,
ktory vznikol z nedbanlivosti, umyselného pochybenia
alebo zavazného poruSenia tejto zmluvy alebo platnej
legislativy zo strany takychto inych zmluvnych stran.

12. Notice of Debarment and Disqualification.

12. Oznamenie o vyliceni a diskvalifikacii.

If at any time during the term of this Agreement, Institution,
Principal Investigator or any other person employed or
retained by it/he/she to perform the Study, including the
Study Team: (i) comes under investigation by competent
authorities for debarment action or disqualification; (ii) is
debarred or disqualified; or (iii) comes under an
investigation that may result in the revocation or
suspension of a medical license or certification; (iv) has a
medical license or certification revoked or suspended; or
(v) engages in any conduct or activity which could lead to
any of the above mentioned actions, said Party shall
immediately notify PPD/Sponsor of the same. Upon receipt
of any such notification/information, Institution and/or
Principal Investigator shall promptly take all necessary
actions to replace such person/s affected by the
disqualification or debarment action.

Ak kedykol'vek pocas trvania tejto zmluvy institlcia,
hlavny skusajtci alebo akakol'vek ind osoba zamestnana
alebo najata na vykonavanie klinického skusania, vratane
personalu  klinického sktiSania: i) je predmetom
vySetrovania prisluSnych organov pre vylucenie alebo
diskvalifikaciu; (ii) je vylticeny/a alebo diskvalifikovany/a;
alebo (iii) podlieha vySetrovaniu, ktoré moéze mat za
nésledok zrusenie alebo pozastavenie platnosti lekarskej
licencie alebo osvedCenia; iv) ma odobratia alebo
pozastavenu lekarsku licenciu alebo osved¢enie; alebo (v)
sa zapoji do akéhokol'vek spravania alebo ¢innosti, ktora by
mohla viest' k akémukol'vek z vysSie uvedenych ¢inov,
uvedend zmluvna strana o tom okamzite informuje
PPD/zadavatel’a. Po prijati takéhoto oznamenia/informéacie
institacia a/alebo hlavny skusajuci bezodkladne podnikne
vSetky potrebné kroky na nahradenie takejto osoby/o0sob,
ktorych sa tyka diskvalifikécia alebo vylacenie.

13. Miscellaneous

13. Ostatné

13.1 Entire Agreement. This Agreement together
with any and all exhibits, schedules or other documents
executed herewith, constitutes the entire agreement
between the Parties and supersedes all prior agreements
related to this Study, whether written, oral or otherwise.

13.1 Cela zmluva. Tato zmluva spolu so vSetkymi
prilohami, prilohami alebo inymi dokumentmi, ktoré st v
nej vyhotovené, tvori celd zmluvu medzi zmluvnymi
stranami a nahradza vSetky predchadzajice dohody
tykajuce sa klinického ska$ania, ¢i uz pisomné, istne alebo
ine.

13.2 Amendment. This Agreement may only be
modified in a mutually agreed-upon writing signed by the
Parties.

13.2 Zmena. Tato zmluva je mozné zmenit iba na
zaklade vzdjomne dohodnutej pisomného dodatku
podpisanej zmluvnymi stranami

13.3 Assignment. This Agreement may not be
assigned or transferred by Institution or Principal

13.3 Prevod. Tuto zmluvu nesmie institicia ani
skasajuci  postupit ani  previest  bez

hlavny
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Investigator without the prior written consent of Sponsor
and PPD. PPD may assign this Agreement to Sponsor or
any other designee upon written notice to Institution and
Principal Investigator, in which case Institution and
Principal Investigator shall release and forever discharge
Sponsor from any and all claims and liability arising out of
this Agreement after the effective date of such assignment.

predchadzajiaceho pisomného suhlasu zadavatela a PPD.
PPD moéze postapit’ tuto zmluvu na zadavatela alebo
akéhokol'vek iného wuréeného zastupcu na zéklade
pisomného oznamenia instittcii a hlavnému skusajucemu,
pricom v takom pripade institicia a hlavny skusajuci
oslobodia a navzdy zbavia zadavatel'a vSetkych narokov a
zavézkov vyplyvajacich z tejto zmluvy po datume
ucinnosti takéhoto postupenia.

13.4 Severability. If any provision of this
Agreement conflicts with the law under which this
Agreement is to be construed, or if any such provision is
held invalid by a court, such provision shall be deemed to
be restated to reflect as nearly as possible the original
intentions of the Parties in accordance with Applicable Law
and the remainder of this Agreement shall remain in full
force and effect.

13.4 OddelitePnost’. Ak je akékol'vek ustanovenie
tejto zmluvy v rozpore so zakonom, podla ktorého sa ma
tato zmluva vykladat, alebo ak sud vyhlasi akékol'vek
takéto ustanovenie za neplatné, bude sa toto ustanovenie
povazovat za preformulované tak, aby ¢o najviac odrazalo
pbvodné zamery zmluvnych stran v sulade s platnou
legislativou a zvyS$na Cast’ tejto zmluvy zostava v plnej
platnosti a G¢innosti.

13.5 Successors and Assigns. This Agreement shall be
binding upon the Parties, their heirs, successors, and
permitted assigns.

13.5 Néstupcovia a postupnici. Tato zmluva je zavazna
pre zmluvné strany, ich dedi¢ov, néstupcov a povolenych
postupnikov.

13.6 Waiver. Waiver or forbearance by any Party with
respect to a breach of any provision of this Agreement or
any Applicable Law shall not be deemed to constitute a
waiver with respect to any subsequent breach of any
provision hereof.

13.6 Zrieknutie sa. Zrieknutie sa alebo zdrzanie sa
ktoroukol'vek zmluvnou stranou v stvislosti s porusenim
ktoréhokol'vek ustanovenia tejto zmluvy alebo akejkol'vek
platnej legislativy sa nebude povazovat’ za zrieknutie sa v
suvislosti s  akymkol'vek naslednym  poruSenim
akéhokol'vek ustanovenia tejto zmluvy.

13.7 Survival. The expiration, termination or cancellation
of this Agreement will not extinguish the rights of any Party
that accrue prior to expiration, termination or cancellation
or any obligations that extend beyond expiration,
termination or cancellation, either by their inherent nature
or by their express terms, including, without limitation, the
obligations contained in Section 1 (Performance of the
Study), Section 3 (Payments), Section 5 (Inspections,
Audits and Study Monitoring), Section 6 (Publication),
Section 7 (Confidentiality), 8 (Publicity), 9 (Intellectual
Property), Section 11 (Insurance, Indemnification and
Limitation of Liability), Section 13 (Miscellaneous),
Exhibit B (Anti-Corruption Compliance), and Exhibit C
(Data Protection and Privacy).

13.7 Pretrvavajuce ustanovenia. Uplynutim platnosti,
ukonéenim alebo zrusenim tejto zmluvy nezaniknu prava
ziadnej zmluvnej strany, ktoré vznikni pred uplynutim
platnosti, ukonc¢enim alebo zrusenim, ani ziadne zaviazky,
ktoré presahuji ramec uplynutia platnosti, ukoncenia alebo
zru$enia, ¢i uz svojou prirodzenou povahou alebo ich
vyslovnymi  podmienkami, vratane, bez obmedzenia,
povinnosti obsiahnutych v ¢lanku 1 (Vykonanie sku$ania),
v ¢lanku 3 (Platby), v ¢lanku 5 (Kontroly, audity a
monitorovanie skusania), v ¢lanku 6 (Zverejnenie), v
Clanku 7 (Dovernost), 8 (Publicita), 9 (Dusevné
vlastnictvo), v ¢lanku 11 (Poistenie, odskodnenie a
obmedzenie zodpovednosti), v ¢lanku 13 (Ostatné), v
Prilohe B (Dodrziavanie protikorupnych ustanoveni), a v
Prilohe C (Ochrana Udajov a sukromia).

13.8 Third Party Rights. Institution and Principal
Investigator agree that Sponsor is a third-party beneficiary
to this Agreement and may enforce its rights hereunder as
a third-party beneficiary. In the event Sponsor is not able
to do so for any reason, Institution and Principal
Investigator agree that PPD may have the benefit of
Sponsor's rights hereunder (including without limitation
those rights concerning publication, confidentiality and
intellectual property) and may transfer such rights and
benefits to Sponsor.

13.8 Prava tretej strany. Institicia a hlavny skuSajaci
suhlasia s tym, Ze zadavatel’ je opravnenou tret'ou stranou
tejto zmluvy a méze presadzovat’ svoje prava podla tejto
zmluvy ako opravnena tretia strana. V pripade, Ze tak
zadavatel’ z akéhokol'vek dovodu nemoze urobit’, institicia
a hlavny skusajuci sthlasia s tym, ze PPD moze vyuzivat
vyhody prav zadavatel'a podl'a tejto zmluvy (vratane, bez
obmedzenia, prav tykajucich sa zverejnenia, doévernosti a
dusevného vlastnictva) a moze tieto prava a vyhody
previest. zadavatel'ovi.
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13.9 PPD Affiliates. All rights of PPD under this
Agreement equally apply to affiliates of PPD and such
affiliates may enforce such rights on behalf of PPD.

13.9 PridruZené spolo¢nosti PPD. Vsetky prava PPD
podla tejto zmluvy sa rovnako vztahuju na pridruzené
spolocnosti PPD a tieto pridruzené spolo¢nosti mézu tieto
prava vymahat’ v mene PPD.

13.10 Force Majeure. No Party will 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, pandemic, unlimited
suspension of the Study, governmental action, accident,
strike, terrorism, bioterrorism, lock-out or other form of
industrial action) and such Party promptly notifies the other
Parties (“Force Majeure”). Any incident of Force Majeure
will not constitute a breach of this Agreement and the time
for performance will be extended accordingly; however, if
it persists for more than thirty (30) calendar 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.

13.10 Vys8ia moc. Ziadna zmluvna strana nebude
zodpovedna za omeSkanie pri plneni alebo nesplneni
povinnosti podla tejto zmluvy, ak takéto omeskanie alebo
zlyhanie vyplyva z okolnosti mimo jej primeranej kontroly

(vratane, bez obmedzenia, akejkol'vek vySSej moci,
pandémie, neobmedzeného pozastavenia  sktsania,
vladnych  opatreni, nehody, S$trajku, terorizmus,

bioterorizmu, vyluky alebo inej formy protestnej akcie) a
takdto zmluvnd strana bezodkladne informuje ostatné
zmluvné strany (,,Vy$§ia moc*). Akykol'vek incident vyssej
moci nebude predstavovat’ porusenie tejto zmluvy a ¢as na
plnenie sa primerane prediZi; ak viak trva dlhsie ako tridsat’
(30) kalendarnych dni, zmluvné strany mozu zacat’ diskusie
s cielom zmiernit’ jej ti€inky a ak je to mozné, dohodntt’ sa
na takych alternativnych opatreniach, ktor¢ moézu byt
primerané za vsetkych okolnosti.

13.11 Governing Law. This Agreement shall be
construed in accordance with the laws of Slovak Republic
without regard to its conflict of laws provisions.

13.11 Rozhodné pravo. Téato zmluva sa bude vykladat’ v
sulade so zakonmi Slovenskej republiky bez ohladu na
ustanovenia o kolizii zdkonov.

13.12 Notice. Any notice required or permitted to be given
hereunder by any Party hereto shall be in writing and shall
be deemed given on the date received if delivered
personally, by recognized overnight courier, by email or by
facsimile, or five (5) days after the date postmarked if sent
by registered or certified mail, return receipt requested
postage prepaid, to the following address:

If to PPD:

PPD Slovak Republic, s.r.o.
Bratislavska cesta 100/D
931 01 Samorin,

Slovak Republic

If to Sponsor:

Alvotech Swiss AG

Thurgauerstrasse 54, CH-8050 Zurich, Switzerland
Telephone: +41 786470021

AN XOXXXXXXXXX XXXXXXXXXXXXK - XXXXXXXXXXXXX

If to Institution:

Fakultnd nemocnica Trnava
A. Zarnova 11

917 02 Trnava

Slovak Republic

13.12 Oznamenie. Akékol'vek oznamenie, ktoré pozaduje
alebo povol'uje podat’ ktorakol'vek zmluvna strana, bude v
pisomnej forme a bude sa povazovat’ za dorucené v dent
prijatia, ak bude doruc¢ené osobne, uznavanym noc¢nym
kuriérom, e-mailom alebo faxom, alebo pét’ (5) dni po
datume potvrdenia posStovou peciatkou, ak je zaslané
doporucene alebo doporucenou postou, s vyzadovanym
dokladom o doruceni a tuverovanym poStovnym, na
nasledujdcu adresu:

Ak PPD:

PPD Slovak Republic, s.r.o.

Bratislavska cesta 100/D

931 01 Samorin,

Slovenska republika

Ak zadavatel'ovi:

Alvotech Swiss AG

Thurgauerstrasse 54, CH-8050 Zurich, Svajéiarsko
Telefon: +41 786470021

Do rik: XXXXXXXXXKXKX XXXXXXXXXKXKX XXXXXXXXKXKXXX
XXXXXXXXXXXXX

Ak do inStitacie:

Fakultnd nemocnica Trnava
A. Zarnova 11

917 02 Trnava

Slovenska republika
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Tel: + XXXXXXXXXXXXX
AN XXXXXXXXXXXXX

If to Principal Investigator:
XXXXXXXXXXXXX.

Fakultna nemocnica Trnava
A. Zarnova 11

917 02 Trnava

Slovak Republic

Tel: XXXXXXXXXXXXX

Any Party may change its notice address and contact person
by giving notice of same in the manner herein provided and
an amendment will not be required.

Tel: XXXXXXXXXXXXX
Do RUK: XXXXXXXXXXXXX

Ak hlavnému skusajucemu:

XXXXXXXXXXXXX Fakultna nemocnica Trnava
A. Zarnova 11

917 02 Trnava

Slovenska republika

Telefon: XXXXXXXXXXXXX

Ktordkol'vek zmluvnd strana mdze zmenit svoju
oznamovaciu adresu a kontaktnu osobu tak, Ze to oznami
spébsobom uvedenym v tejto zmluve a zmena zmluvy
nebude potrebna.

13.13 Language. To the extent that the terms and
conditions of the English and Slovak versions of this
Agreement conflict, the terms and conditions of the Slovak
version shall prevail.

13.13 Jazyk. Pokial’ si zmluvné podmienky anglickej a
slovenskej verzie tejto zmluvy v rozpore, maju prednost’
zmluvné podmienky slovenskej verzie.

INSTITUTION AND PRINCIPAL INVESTIGATOR
UNDERSTAND AND ACKNOWLEDGE THAT
FABRICATION, FALSIFICATION OR
ALTERATION BY INSTITUTION, PRINCIPAL
INVESTIGATOR OR ANY EMPLOYEES OR
AGENTS OF INSTITUTION OF ANY PATIENT
DATA OR OTHER INFORMATION PROVIDED BY
INSTITUTION OR PRINCIPAL INVESTIGATOR
PURSUANT TO THIS AGREEMENT CAN RESULT
IN CRIMINAL ACTIONS AND SANCTIONS
AGAINST INSTITUTION AND PRINCIPAL
INVESTIGATOR AND IN CIVIL LIABILITY TO
PPD AND SPONSOR.

INSTITUCIA A HLAVNY SKUSAJUCI ROZUMEJU
A BERU NA VEDOMIE, ZE VYROBA,
FALZIFIKACIA ALEBO POZMENOVANIE
AKYCHKOLVEK UDAJOV O PACIENTOCH
ALEBO INYCH INFORMACII POSKYTNUTYCH
INSTITUCIOU ALEBO ZODPOVEDNYM
SKUSAJUCIM PODL’A TEJTO ZMLUVY ZO
STRANY INSTITUCIE, HLAVNEHO
SKUSAJUCEHO ALEBO AKYCHKOLVEK
ZAMESTNANCOV ALEBO ZASTUPCOV
INSTITUCIE MOZE MAT ZA NASLEDOK
TRESTNE KONANIA A SANKCIE PROTI
INSTITUCIT A HLAVNEMU SKUSAJUCEMU A
VYVODENIE OBCIANSKEJ ZODPOVEDNOSTI
VOCI PPD A ZADAVATELOVI.

[Signature Page to Follow]

[Nasleduje strana s podpismi]

This Agreement and all associated amendments may be
executed in counterparts, each of which shall be deemed an
original and all of which together shall constitute one and
the same instrument. Each Party may execute this
Agreement and all amendments by internationally
recognized electronic signature or in Portable Document
Format (or other file format) sent by electronic means.
Signatures of authorized signatories of the Parties
completed by electronic signature or sent by electronic
means in Portable Document Format shall have the same
force and effect as manual signatures, shall be valid and
binding, and, upon delivery, shall constitute due execution
of this Agreement and any amendments hereunder. If
applicable, Institution and Principal Investigator warrant

Tato zmluva a vSetky stvisiace dodatky moézu byt
vyhotovené v rovnopisoch, z ktorych kazdy sa bude
povazovat’ za original a vSetky spolu budu tvorit’ jeden a
ten isty nastroj. Kazda zmluvna strana moéze podpisat’ tuto
zmluvu a vSetky jej dodatky medzinarodne uzndvanym
elektronickym podpisom alebo vo formate pdf (alebo v
inom formate suboru) zaslanym elektronickymi
prostriedkami. Podpisy  opravnenych  signatarov
zmluvnych stran vyplnené elektronickym podpisom alebo
zaslané elektronickymi prostriedkami vo formate pdf maju
rovnakd silu a u¢innost’ ako vlastnoru¢né podpisy, st platné
a zaviazné a po doruceni budil predstavovat riadne
podpisanie tejto zmluvy a akychkol'vek dodatkov v ramci
tejto zmluvy. V pripade potreby institicia a hlavny
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that its/his/her electronic signature(s) conform with
Applicable Law.

skasajuci  zarucuju, Ze jeho/jej elektronicky podpis
(podpisy) je v sulade s platnou legislativou.

WITNESS WHEREOF, the Parties hereto have caused this
Agreement to be executed, through their authorized legal
representatives, and each Party declares it has autonomy to
sign this Agreement, as of the Effective Date.

NA DOKAZ TOHO zmluvné strany zabezpeéili
podpisanie tejto zmluvy prostrednictvom  svojich
autorizovanych pravnych zastupcov a kazdd zmluvna
strana vyhlasuje, ze je opravnena tato zmluvu podpisat’ k
datumu tcinnosti.

For PPD — PPD Global Ltd. / Za PPD — PPD Global Ltd.
Signature / Podpis: XXXXXXXXXXXXX

Name / Meno: XXXXXXXXXXXXX

Title / Funkcia: XXXXXXXXXXXXX

Date / Datum;

For Institution /Za inStitaciu — Fakultnd nemocnica Trnava

Signature / Podpis: XXXXXXXXXXXXX

Name / Meno:

Title / Funkcia:

Date / Datum:

Principal Investigator / Hlavny skasajtci

Signature / Podpis: XXXXXXXXXXXXX
Name / Meno: XXXXXXXXXXXXX

Date / Datum;
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Exhibit A — Payment Terms and Budget

Priloha A — Rozpocet a platobné podmienky

XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX

XXXXXXXXXXXXX XXXXXXXXXXXXX

XHXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX

XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
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XXXXXXXXXXXXX XXXXXXXXXXXXX
$,9,9,9,0,0.0,0.0,0.9,0.0. QR ID.$.0,0.9,.0.9,0,0,0.0,.0.0 QR N, 0,0,0,0.0,0.0,0.9,.0.9, 0. G I $,0.0,0.9,0,9,0,0,0,0,.0,4
$,9,9,0,0,0.0,0.0,0.9,.0.0. QR ID.$.0,0.9,.0.0,0,0,0.0,.0.0 QR IN.0,0,0,0.0,0.0,0.9,.0.9, 0GR I $,0.0,0.9,0,9,0,0,0,0,.0,

1:0,9,0,0.0,0,0,0.0,0.0 0. QR ID 9,0,0.9.0,0,0.0.0.0.0. 0, G EN.0.0.0.0,0.0.0,0,0.0,0.0¢

0,9,0,0,0,0,9,0,0,0.9,0.0. QR ID.0.9,0.9,0.0,0,0,0,0.0,0 G 15,0.9,0.9.0,0,0,0,0,0,0,04

XXXXXXXXXXXXX | XKXXKXXXKXXKX | XXXKXXXXXXXXX

0,9,9,0,0,0.9,0,0,0.9,0.0. QR ID.0.0,0.0,0.0,0,0,0,0.0,0 G 15,0.9,0.9,0,0,0,0,0,0,0,0¢

XXXXXXXXXXXXX | XKXXKXXXKXXKX | XXXXXXXXXXXXX

0,9,0,0,0,0.9,0,0,0.9,0.0. G ID.0.0,0.9,0.0,0.0,0,0.0,0 G 15:0.9,0.9,0,0,.0,0.$,0,0,0.¢

0,9,0,0,0,0.0,0,0,0.9,0.0. G ID.0.0,0.0,0.0,0.0,0.0.0,0 G I15,0.9,0.9.0,0,0,0.$,0,0,0.¢
1,0,9,0,0.0.0,0.0.0,0.0 0. G I/ 9,0.0.9,0,0.0,0,0.0.0, 0. QRED.0,0.9.0,0.0.0,0.0.0,0.0 QR ED.09,0.00,0,0.0,6,0.00.¢
XXXXXXXXXXXXX XHXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XHXXXXXXXXXXXX
XXXXXXXXXXXXX XHXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XHXXXXXXXXXXXX
XXXXXXXXXXXXX XHXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXKXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX
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Exhibit B
Anti-Corruption Compliance

Priloha B
DodrZiavanie protikorupénych ustanoveni

B.1 Institution and Principal Investigator agree that they
shall neither undertake, nor cause, nor permit to be
undertaken, directly or indirectly through any third party,
any activity which (i) is illegal under any laws, rules, or (ii)
would have the effect of causing PPD to be in violation of
the U.S. Foreign Corrupt Practices Act, the U.K. Bribery
Act or other applicable anti-corruption laws (collectively
“Anti-Corruption Laws”).

B.1 Institucia a hlavny skasajtci sthlasia s tym, Ze nebuda
vykonavat, ani sposobovat, ani nedovolia, aby bola
vykonana, priamo alebo nepriamo prostrednictvom
akejkol'vek tretej strany, ziadna Ccinnost, ktora (i) je
nezakonna podla akychkol'vek zakonov, pravidiel alebo
(i) by sposobila, ze PPD porusi Zakon o zahrani¢nych
korup¢nych praktikdch USA, britsky zdkon o Uplatkarstve
alebo iné platné protikorupéné zakony (sthrmne d’alej len
protikorupéné zakony”).

B.2 Institution and Principal Investigator shall not, directly
or indirectly through any third party, give, offer, or promise
any payment, gift, or other thing of value to any individual
“government official” (defined below), in order to
improperly (i) influence any official act or decision of such
government official, or (ii) otherwise assist PPD, or PPD
local affiliate, in obtaining or retaining business, in
directing business to any person, or in securing an improper
advantage.

B.2 Institacia a hlavny skuSajici priamo ani nepriamo
prostrednictvom Zziadnej tretej strany neposkytne,
neponukne ani nesl'abi ziadnu platbu, dar ani ind hodnotnu
vec ziadnemu jednotlivému ,vladnemu Cinitel'ovi®
(definovanému nizSie), aby nespravne (i) ovplyviioval
akykol'vek oficidlny akt alebo rozhodnutie takéhoto
vladneho ¢initel'a alebo (ii) inak pomahal PPD alebo
miestnej pobocke PPD pri ziskavani alebo udrzani
obchodu, pri nasmerovani obchodu na akukol'vek osobu
alebo pri zabezpeCovani nenalezitej vyhody.

B.3 Institution and Principal Investigator shall not engage
or otherwise use any third-party agents in connection with
its performance hereunder without PPD’s advance written
approval (which may be withheld by PPD in its sole
discretion). Institution and Principal Investigator further
agree that no payments of money, gifts or other things of
value shall be made to any such third parties on behalf of
or for the benefit of PPD, or PPD local affiliate, without
PPD’s advance written approval (which may be withheld
by PPD in its sole discretion).

B.3 Institacia a hlavny skaSajici nezapoji ani inak
nepouzije ziadnych agentov tretich stran v suvislosti s
vykonom podla tejto zmluvy bez predchadzajiuceho
pisomného sthlasu PPD (ktory méze PPD podla vlastného
uvazenia zadrzat'). InStitGcia a hlavny skuSajaci dalej
suhlasia s tym, Ze ziadnej takejto tretej strane sa v mene
alebo v prospech PPD alebo miestnej pobocke PPD
neuskutoCnia ziadne platby penazi, darov alebo inych
hodnotnych veci bez predchadzajiceho pisomného sthlasu
PPD (ktory mbéze PPD podl’a vlastného uvazenia zadrzat).

B.4 Institution and Principal Investigator represent, warrant
and covenant that no officer, director, or employee of the
Institution or Principal Investigator is a ‘“government
official” as defined herein under any capacity, save their
being an employee of a public hospital; and Institution shall
engage its officers, directors or employees in the Study only
for the performance of Services within the scope of this
Agreement. The Institution and Principal Investigator also
covenant that they shall not employ or engage any
“government official” to act for or on behalf of PPD
without PPD’s advance written approval (which may be
withheld by PPD in its sole discretion). Institution and
Principal  Investigator further covenant that no
“government official” is deriving or will derive any
personal benefit, directly or indirectly, from compensation
paid by Sponsor, through PPD, to Institution and Principal
Investigator hereunder.

B.4 Institicia a hlavny skusajuci vyhlasuju, zarucuja a
zavazuju sa, Ze ziadny uradnik, riaditel’ alebo zamestnanec
inStitacie alebo hlavného sktsajuceho nie je ,,vlddnym
¢initelom®, ako je tu definovany, v akejkol'vek funkecii,
pokial nie je zamestnancom verejnej nemocnice; a
intiticia zapoji svojich tradnikov, riaditelov alebo
zamestnancov do klinického skusania len na poskytovanie
sluzieb v rozsahu tejto zmluvy. Hlavny skusajuci sa tiez
zavdzuje, 7e nezamestnd ani neangazuje ziadneho
,vladneho Cinitela“, ktory by konal v mene alebo v
prospech PPD bez predchadzajiceho pisomného sthlasu
PPD (ktory moéze PPD podla vlastného uvazenia
odmietnut’).  InStitdcia a hlavny skasajuci sa dalej
zavazuju, ze ziadny ,,vladny Cinitel** neziskava ani nebude
ziskavat’ Ziadny osobny prospech, priamy alebo nepriamy,
z kompenzacie zaplatenej zadavatel'om, prostrednictvom
PPD, institacii a hlavnému skaSajucemu podla tejto
zmluvy.

B.5 If Institution or Principal Investigator breach any of the
representations, warranties or covenants set forth in this

B.5 Ak indtitucia alebo hlavny skusajuci porusi
ktorékol'vek z vyhlaseni, zaruk alebo dohdd uvedenych v

xxxxxx_Slovakia_PI xxxxx_Approved for signature xxx/30Sep24

Page / Strana 23 of 29




Confidential Information / Doverné informacie

Exhibit B, then: (i) PPD shall have the immediate right to
terminate this Agreement for cause and the right to exercise
any other remedies available at law or in equity; and (ii) all
obligations of PPD to compensate Institution or Principal
Investigator for services provided under this Agreement
shall cease.

tejto Prilohe B, potom: (i) PPD ma pravo okamzite
vypovedat’ tato zmluvu s uvedenim doévodu a pravo
uplatnit’ akékol'vek iné napravné prostriedky dostupné
podl'a zakona alebo préva ekvity; a (ii) vSetky zaviazky PPD
kompenzovat’ institacii alebo hlavnému sktsajucemu
sluzby poskytnuté podl'a tejto zmluvy zanikaju.

B.6 To the extent permitted by Applicable Law, Institution
and Principal Investigator shall defend, indemnify and hold
PPD harmless from any penalties, losses, liabilities and
expenses incurred by PPD as a result of Institution and
Principal Investigator’s breach of any of its obligations
under this Exhibit B. The obligation to indemnify PPD
under this Exhibit B for violations of an Anti-Corruption
Law shall not be subject to any limitation of liability set out
in the Agreement.

B.6 V rozsahu povolenom platnou legislativou bude
institacia a hlavny skusajuci obhajovat, odskodnovat a
chranit PPD pred akymikol'vek pokutami, stratami,
zavézkami a vydavkami, ktoré PPD vzniknU v dosledku
porusenia ktoréhokol'vek zo zavazkov institacie a hlavného
skuisajuceho podla tejto Prilohy B. Povinnost’ odskodnit
PPD podla tejto Prilohy B za porusenie protikorupéného
zakona nepodlieha ziadnemu obmedzeniu zodpovednosti
stanovenému v zmluve.

B.7 For the purpose of this Exhibit B, the term “government
official” means (i) any officer, employee or other person
acting in an official capacity for or on behalf of a
government or any department, agency or instrumentality
thereof; (ii) any officer, employee or other person acting in
an official capacity for or on behalf of a public international
organization (such as the United Nations, World Bank, or
World Health Organization); (iii) any political party or
official thereof or any candidate for political office; and (iv)
any family members or representatives of any of the
individuals listed above.

B.7 Na ucely tejto Prilohy B vyraz ,vladny &initel™
znamena (i) kazdy tradnik, zamestnanec alebo ind osoba
konajlca v Uradnej funkcii pre vladu alebo v mene vlady
alebo akéhokol'vek oddelenia, agentury alebo organu; (ii)
akykol'vek tiradnik, zamestnanec alebo ina osoba konajiica
v Uradnej funkcii pre verejni medzinarodnl organizéciu
alebo v jej mene (ako je Organizacia spojenych narodov,
Svetova banka alebo Svetova zdravotnicka organizécia);
(iii) akakol'vek politicka strana alebo jej funkcionar alebo
akykol'vek kandidat na politicka funkciu; a (iv) akykol'vek
rodinny prislusnik alebo zastupca ktorejkol'vek z osob
uvedenych vyssie.
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Exhibit C— UK/EU/EEA countries
Data Protection and Privacy Laws

Priloha C — Krajiny UK/EU/EHP
Zakony na ochranu Gdajov a sikromia

C.1 Definitions

C.1 Definicie

C.1.1 “Data Protection and Privacy Laws” mean all
applicable laws, regulations, and regulatory requirements
and guidance relating to data protection and privacy
globally, including (a) the General Data Protection
Regulation 2016/679 (“Regulation”); (b) any legislation
transposing the Regulation or related legislation of any
member state of the European Economic Area; or (c) any
other law now in force or that may in future come into
force, in any relevant jurisdiction, governing the Processing
of Personal Data applicable to any party to this Agreement.

C.1.1 ,,Zakony o ochrane udajov a sikromia“ znamenaju
vSetky prisluSné zakony, nariadenia a regulacné
poziadavky a usmernenia tykajiice sa ochrany udajov a
sukromia na celom svete, vratane (a) VsSeobecného
nariadenia o ochrane udajov 2016/679 (,,hariadenie®); b)
akékol'vek pravne predpisy transponujtice nariadenie alebo
slvisiace pravne predpisy ktoréhokol'vek ¢lenského Statu
Europskeho hospodarskeho priestoru; alebo (¢) akykol'vek
iny zakon, ktory je v sticasnosti platny alebo ktory modze v
budticnosti nadobudniit’ i¢innost’ v akejkol'vek relevantnej
jurisdikcii, upravujuci spractvanie osobnych dajov, ktoré
sa vztahuje na ktorukol'vek stranu tejto zmluvy.

C.1.2 “Personal Data”, “Process/Processing”, “Controller”
and “Processor” shall have the same meaning as in the
Regulation and Study Subject shall have the same meaning
as “Data Subject” as in the Regulation and shall also
include these terms, or corresponding terms, as defined
under any other Data Protection and Privacy Laws.
Personal Data shall include patient-level key-coded data
and images.

C.1.2  ,Osobné udaje”, ,spracovanie/spracUvanie®,
»prevadzkovatel a ,sprostredkovatel* maji rovnaky
vyznam ako v Nariadeni a ,,U¢astnik klinického skuSania“
ma rovnaky vyznam ako ,,dotknuta osoba“ ako v nariadeni
a tieZ zahrnuju tieto terminy alebo zodpovedajice terminy,
ako su definované v inych zakonoch o ochrane Udajov a
sukromia. K osobnym tudajom patria klI'a¢om zakdédované
Udaje a snimky pacientov.

C.2 Compliance. The Parties warrant to each other that
they will Process Personal Data in compliance with all Data
Protection and Privacy Laws, and in compliance with ICH-
GCP.

C.2 Dodrziavanie. Zmluvné strany si navzajom zarucuju,
ze budld spracuvat’ osobné udaje v stlade so vsetkymi
zakonmi o ochrane Udajov a sukromia v stlade s ICH-GCP.

C.3 Roles and Responsibilities of the Parties Under the
Regulation. The Parties acknowledge that, in respect to
fulfilling the purpose of the clinical research as described
in the Protocol, under this Agreement or any other
applicable agreement(s), each of the Institution and
Sponsor are joint Controllers; PPD is a Processor acting
under instructions from Sponsor with respect to Processing
of Personal Data which is required by the provision of the
services to Sponsor under this Agreement and/or any other
applicable agreement(s). Article 26 of the Regulation
requires that joint Controllers shall determine their
respective responsibilities for compliance with the
Regulation through an arrangement between them.
Pursuant to this objective, the following allocation of
responsibility is agreed.

C.3 Ulohy a povinnosti zmluvnych stran podl'a nariadenia.
Zmluvné strany bertl na vedomie, ze pokial’ ide o plnenie
ucelu klinického skuSania opisaného v protokole podla
tejto zmluvy alebo akejkol'vek inej prislusnej zmluvy
(zmliv), s0 inStiticia a zadavatel  spolo¢nymi
prevadzkovateI'mi; PPD je sprostredkovatel’ konajuci
podl'a pokynov zadavatela v slvislosti so spractivanim
osobnych udajov, ktoré si vyzaduje poskytovanie sluzieb
zadavatel'ovi podla tejto zmluvy a/alebo akejkol'vek inej
platnej zmluvy (zmldv). V ¢lanku 26 nariadenia sa
vyzaduje, aby spolo¢ni prevadzkovatelia urcili svoje
prislusné zodpovednosti za dodrziavanie nariadenia
prostrednictvom dohody medzi nimi. V sulade s tymto
cielom klinického skuSania je dohodnuté nasledovné
rozdelenie zodpovednosti.

C.3.1 Exercising Data Protection Rights.  Because
Institution and Principal Investigator will solely have
access to the identity of Study Subjects, it shall ensure
compliance with the obligations under the Regulation as
regards the exercising of the data protection rights of Study
Subjects. Study Subjects should seek to exercise their rights
by first contacting the Principal Investigator. When the
query cannot be addressed by neither the Principal
Investigator, the Principal Investigator can approach the

C.3.1 Uplatnovanie prav na ochranu udajov. Pretoze
pristup k identite ucastnikov klinického skuSania buda mat’
vylu¢ne institacia a hlavny skusajaci, musi zabezpeéit’
sulad s povinnostami vyplyvajucimi z nariadenia, pokial’
ide o uplatinovanie prav ucastnikov klinického skuiSania na
ochranu tdajov. Utastnici klinického skusania by sa mali
snazit' uplatnit’ svoje prava tak, ze najskor kontaktuji
hlavného skusajuceho. Ak otazku neméze vyrieSit' ani
hlavny skusajuci, hlavny ska$ajici sa moze obratit na
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Sponsor on behalf of the Study Subjects, so as to maintain
confidentiality of their identity as prescribed by the ICH-
GCP. The Parties agree to cooperate in order to satisfy, to
the extent possible, the request made by the Study Subjects.

zadavatel’a v mene ucastnikov klinického skusania, aby sa
zachovala dovernost’ ich identity, ako to predpisuje ICH-
GCP. Zmluvné strany sa dohodli, ze budu spolupracovat,
aby v moznom rozsahu vyhoveli Zziadosti ucastnikov
klinického skuSania.

C.3.2 Provision of Information to Study Subjects. Sponsor
shall include the information that must be provided to Study
Subjects as required by Articles 13 and 14 of the Regulation
in subject informed consent forms.

C.3.2 Poskytovanie informacii ucastnikom klinického
skuSania. Zadavatel' uvedie informacie, ktoré je nutné
poskytnit’ céastnikom  klinického skuSania podla
poziadaviek v ¢lanku 13 a 14 nariadenia, vo formularoch
informovaného suhlasu pre ucastnikov  Kklinického
skasania.

C.3.3 Notification of Data Security Incidents. Institution
and Principal Investigator shall be responsible for
investigating and remediating any actual or suspected
security incident that involves, or which Institution or
Principal Investigator reasonably believes involves, the
unauthorized access, use, disclosure, loss, destruction, or
alteration of Personal Data and Information (“Security
Incident™) that has occurred in the context of activities
carried out by the Institution or Principal Investigator and
affecting either systems, including paper based, owned by
the Institution and Principal Investigator or used by
Institution and provided by Sponsor or third parties for the
purposes of conducting the Study.

Principal Investigator shall notify Sponsor immediately of
any Security Incident. Such notice shall be sent by email to
XXXXXXXXXXXXX and shall summarize in reasonable detail
the impact on Sponsor and PPD (and its affiliates) of the
Security Incident and the corrective action to be taken by
Institution in cooperation with Principal Investigator.

Principal Investigator in cooperation with Institution shall,
where required by Data Protection and Privacy Laws,
report Security Incidents affecting systems owned by the
Institution to the affected individuals and to the competent
supervisory authority.

Sponsor shall be responsible for investigating and
remediating any actual or suspected Security Incident
affecting either systems owned by the Sponsor or provided
by third-parties contracted by the Sponsor for the purposes
of conducting the Study.

Sponsor shall, where required by Data Protection and
Privacy Laws, report Security Incidents affecting systems
owned by the Sponsor to the affected individuals, via the
Principal Investigator or the Institution DPO, and to the
competent supervisory authority.

C.3.3 Oznamenie o naruSeniach bezpecnosti tdajov.
Institacia a hlavny skasajtci st zodpovedni za vySetrovanie
anapravu akéhokol'vek skuto¢ného alebo predpokladaného
narusenia bezpec€nosti, ktoré zahfna alebo o ktorom sa
institucia alebo hlavny sktiSajtici odévodnene domnieva, ze
zahfha neopravneny pristup, pouzitie, zverejnenie, stratu,
znic¢enie alebo pozmenenie osobnych tdajov a informacii
(,,Narusenie bezpecnosti®), ku ktorému doslo v kontexte
Cinnosti  vykondvanych institGciou alebo hlavnym
skigajucim a ovplyviujacich bud’ systémy, vratane
papierovych, vlastnené instituciou alebo pouzivané
inStitaciou alebo hlavnym skG8ajucim a poskytované
zadavatelom alebo tretimi stranami na ucely vykonania
klinického skuSania.

Hlavny skusajuci okamzite informuje zadavatela o
akomkol'vek naruseni bezpecnosti. Takéto oznadmenie sa
za$le e-mailom na XXXXXXXXXXXXX a dostato¢ne podrobne
zhrnie vplyv naruSenia bezpecnosti na zadavatel'a a PPD (a
jej pridruzené spolo¢nosti) a napravné opatrenia, ktoré
institucia v spolupraci s hlavnym skaSajacim planuje
uskutocnit’.

Hlavny sktsajaci v spolupraci s institaciou, ak to vyzaduju
zakony na ochranu udajov a stikromia, nahlasi narusenia
bezpecnosti ovplyviujuce systémy vo vlastnictve institicie
dotknutym jednotlivcom a prislusnému dozornému organu.

Zadavatel' je zodpovedny za vySetrovanie a napravu
akéhokol'vek skuto¢ného alebo predpokladaného narusenia
bezpecnosti, ktoré ma vplyv na systémy vlastnené
zadavatel'om alebo poskytované tretimi stranami, s ktorymi
zadavatel’ uzavrel zmluvu na tcely vykonania Klinického
skuSania.

Zadavatel’, ak to vyzaduju zakony na ochranu udajov a
sukromia, nahlasi naruSenia bezpecnosti ovplyviiujuce
systémy vo vlastnictve zadavatel'a dotknutym jednotlivcom
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prostrednictvom hlavného skuasajiceho alebo DPO

instittcie a prisluSnému dozornému organu.

C.3.4 Responding to Communication Related to Data
Protection. Principal Investigator shall promptly notify the
Sponsor in writing, at XXXXXXXXXXxXX, if they receive any
communication with regards to data protection relating to
the services from a Study Subject (including requests to
know the content of the joint Controllership arrangements
or complaints), a supervisory authority or other Regulatory
Agency and provide Sponsor and PPD with full
cooperation and assistance in relation to any such
communication, at no additional cost to PPD or Sponsor.

In case of a complaint on how the Institution Processed the
Study Subject’s Personal Data, such compliant will be
managed by the Institution and Institution will keep the
Sponsor updated until the conclusion of the matter.

C.3.4 Reakcia na komunikaciu tykajucu sa ochrany Gdajov.
Hlavny skaSajici bezodkladne pisomne upovedomi
zadavatela na XXXXXXXXXXXXX, ak dostane akukol'vek
komuniké&ciu tykajdcu sa ochrany Gdajov v suvislosti so
sluzbami od ucastnika klinického skuSania (vratane
ziadosti o oboznamenie sa s obsahom dohdd o spolo¢ne;j
kontrole alebo staznosti), dozorného organu alebo iného
regulacného tradu a poskytne zadavatel'ovi a PPD plnu
sucinnost a pomoc v suvislosti s akoukol'vek takouto
komunikéciou bez dodato¢nych nékladov pre PPD alebo
zadavatela.

V pripade staznosti na to, ako inStiticia spractivala osobné
udaje ucastnika klinického skusania, takato staznost’ bude
rieSit’ institicia a institicia bude informovat’ zadavatel'a az
do uzavretia zalezitosti.

C.3.5 Accountability and Record Keeping. Institution and
Sponsor shall, each and independently one from the other,
carry out their own Data Protection impact assessment and
maintain record of processing activities as required by Data
Protection and Privacy Laws.

C.3.5 Zodpovednost a vedenie zdznamov. InStiticia a
zadavatel’, kazdy a nezavisle jeden od druhého, vykonaju
svoje vlastné posudenie vplyvu na ochranu udajov a vedd
zaznamy o  spracovatel'skych  Cinnostiach  podla
poziadaviek zakonov o ochrane udajov a stikromi.

C.3.6 Disclosing Content of Joint Controllership
Arrangements to Study Subjects. Principal Investigator
shall, upon request, make available the content of
arrangements under this Section C.3, to Study Subjects,
also by referring to them to the informed consent form
where applicable.

C.3.6 Spristupnenie obsahu dohdd o spoloc¢nej kontrole
ucastnikom klinického skuSania. Hlavny skuSajuci na
poziadanie spristupni UcCastnikom klinického skuSania
obsah dojednany podl'a tohto ¢lanku C.3, a to aj tak, ze ich
podla moznosti odkdze na formular informovaného
sthlasu.

C.4 Information Security. All Parties shall implement
appropriate technical and organizational measures to
protect the Personal Data and Information as required by
ICH-GCP and Data Protection and Privacy Laws. The
Parties shall ensure that persons authorized to Process
Personal Data have committed themselves to
confidentiality or are under an appropriate statutory
obligation of confidentiality. Institution shall in particular
apply strict controls to ensure Study Subjects’ original
medical documents are secured from unauthorized access
and accidental loss. Sponsor and/or PPD may access
original medical records to perform monitoring activities
and shall handle such documents in the strictest confidence
in line with Applicable Law.

C.4 Bezpecnost’ informacii. VSetky zmluvné strany zavedu
vhodné technické a organizacné opatrenia na ochranu
osobnych tidajov a informacii, ako to vyzaduje ICH-GCP a
zakony na ochranu Gdajov a stkromia. Zmluvné strany
zaistia, aby osoby s opravnenim spractivat’ osobné udaje
zarucili dévernost’ alebo boli viazané prislusnou zakonnou
povinnost'ou uchovavat’ dovernost. Institicia bude najmi
uplatiiovat’ prisne kontroly, aby zabezpecila, Ze originalna
zdravotna dokumentacia ucastnikov klinického skii$ania je
zabezpecena pred neopravnenym pristupom a ndhodnou
stratou.  Zadavatel' a/alebo PPD mo6zu pristupovat’ k
origindlnym zdravotnym ziznamom s cielom vykonavat’
monitorovacie ¢innosti a budu s takymito dokumentmi
nakladat’ s najprisnejSou dovernost'ou v stlade s platnou
legislativou.

C.5 Data Transfers. In case Institution Process or otherwise
transfer Personal Data outside the European Economic
Area (member states of the European Union plus, Norway,
Iceland & Liechtenstein) it shall only do as set out in this
Agreement or the Protocol. In doing so, Institution shall be
responsible for compliance with the requirements of
Chapter V of the Regulation.

C.5 Prenos Udajov. V pripade, Ze Institacia spracuje alebo
inak prenesie osobné Gdaje mimo  Eurdpskeho
hospodarskeho priestoru (¢lenské Staty Eurdpskej unie plus
Norsko, Island a Lichtenstajnsko) vyhradne tak, ako je
uvedené v tejto zmluve alebo v protokole. Institicia pritom
zodpoveda za plnenie poziadaviek kapitoly V nariadenia.
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Exhibit D
Equipment Terms

Priloha D
Vybavenie

D.1 Institution and Principal Investigator shall use the
Equipment in accordance with the Protocol and any
instructions provided along with the Equipment, it shall not
be used for any purpose other than the performance of the
Study. Sponsor, PPD or a third-party vendor will provide
Institution/Principal Investigator with the following
Equipment as required by the Protocol for the conduct of
the Study:

incubator XXXXXXXXXXXXX

FOXXXXXXXXXXKRK XXXXXXXXKXXKK XXXXXXXXXXKXKX
XXXXXXXXXXXXX XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXXX XXXXXXXXXXXXX
0,9,9,0,0,0.0,0.0,0.9,0.0.9.0.9,0,9,0,0.0,0.0,0.9,0 8

Any modification to Equipment provided shall not
necessitate an amendment to this Agreement and may be
communicated to Institution and Principal Investigator in
writing (email shall suffice).

The authorized and contact person for taking over and
return the equipment for the Institution is an employee of
the Institution's Department of Preparation and
Implementation of Investment Activities XXXXXXXXXXXXX

D.1 Instittcia a hlavny skusajuci budt pouZzivat’ vybavenie
v sulade s protokolom a akymikol'vek pokynmi
poskytnutymi spolu s vybavenim, vybavenie sa nesmie
pouzivat na iny ucCel ako na vykondvanie klinického
skuSania. Zadavatel, PPD alebo dodavatel tretej strany
poskytne institacii/hlavnému sktsajicemu nasledujice
vybavenie, ako to vyzaduje protokol na vykonévanie
klinického skusania:

XXXXXXXXXXXXX XXXXXXXXXXXXX
0,9,0.9,0,9,0,0,0,0.0,0.0,.9.9,0,0.0,0.0,0,0,0,0,0,0.¢

XXXXXXXXXXXXX

FOXXXXXXXXXKRX XXXXXXXXXXXKK XXXXXXXXXXXXX
),9,0,9,0,9,0,0,0,9.0,0.0.9,9.0,0.0,0.0,0.0,0.0,0.0.8

Akakol'vek uprava poskytnutého vybavenia si nevyzaduje
zmenu tejto zmluvy a je mozné ju oznamit’ inStitlcii a
hlavnému skusajucemu pisomne (e-mail je postacujici).

Poverenou a kontaktnou osobou na prebratie a vratenie
vybavenia za institiciu je zamestnanec Oddelenia pripravy
a realizacie investiénych aktivit inStitacie  (tel:
XHXXXXXXXXXXKX.

D.2 At all times during the Study, Equipment shall remain
the exclusive property of Sponsor, PPD or third-party
vendor, as applicable, which has provided Equipment.

D.2 Po celt dobu klinického skusania zostava vybavenie
vyhradnym  vlastnictvom zadavatela, PPD alebo
dodavatel’a tretej strany, podla potreby, ktory poskytol
vybavenie.

D.3 Institution and/or Principal Investigator shall return the
Equipment upon PPD’s or Sponsor’s request or upon
termination of this Agreement within the timeline specified
by Sponsor or PPD. Equipment shall be returned according
to Sponsor and/or PPD’s instructions and in substantially
similar or same conditions as received by Institution.

D.3 InStitacia a/alebo hlavny skusajtci vrati vybavenie na
ziadost’ PPD alebo zadavatel'a a alebo po ukonceni tejto
zmluvy v lehote stanovenej zadavatelom alebo PPD.
Vybavenie bude vratené podl'a pokynov zadavatel’a a/alebo
PPD a v podstate podobnom alebo rovnakom stave, v akom
ho prijala institucia.

D.4 Institution and/or Principal Investigator shall be
responsible for any damage, loss or destruction to
Equipment during its use by Institution, Principal
Investigator, and/or Study Team which exceeds ordinary
wear and tear and/or lacks a reasonable causal relationship
to proper performance of the Study. Institution, Principal
Investigator, and Study Team shall not alter Equipment in
any manner, including but not limited to, install or
duplication of components or software without prior
written consent of Sponsor or PPD. Neither Sponsor nor
PPD shall have any liability for damages of any sort,
including personal injury or property damage, resulting
from the use of Equipment except to the extent that such

D.4 Institucia a/alebo hlavny skusajuci su zodpovedni za
akékol'vek poskodenie, stratu alebo znicenie vybavenia
pocas jeho pouZivania institiciou, hlavnym skasajucim
a/alebo personalom klinického skaSania, ktoré presahuje
bezné opotrebovanie a/alebo nemé primerany pri¢inny
vztah k riadnemu vykonaniu klinického skusania..
Institucia, hlavny skusajtci a personal klinického sksania
nebudu Ziadnym spoésobom menit’ vybavenie, vratane,
okrem iného, instalacie alebo duplikovania komponentov
alebo softvéru bez predchadzajdceho pisomného suhlasu
zadavatel'a alebo PPD. Zadavatel' ani PPD nenesu ziadnu
zodpovednost za Skody akéhokol'vek druhu, vratane
zranenia 0sOb alebo Skody na majetku, vyplyvajiace z
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damages were caused by Sponsor’s or PPD’s wrongdoing, | pouzivania vybavenia, s vynimkou rozsahu, v akom boli
as applicable. takéto skody spdsobené nespravnym konanim zadavatel'a
alebo PPD, podTla toho, ¢o je relevantné
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