GENERAL RESEARCH GRANT
AGREEMENT

This General Research Grant
(“Agreement”) between

Agreement

PFIZER Luxembourg SARL, 0.z.,
Pribinova 25,

811 09 Bratislava

Slovakia (“Pfizer) and

Narodny ustav srdcovych a cievnych
chordb, a.s., with an address of Ul. Pod
Krasnou hérkou 1, 833 48 Bratislava 37
Slovakia (“Grant Recipient™)

3

ID Number: 35971126
Tax ID Number: 2022105107
VAT ID Number: SK2022105107

is effective as of the date last signed (“Effective
Date™).

Clinic of Angiology, Commenius University,
Faculty of Medicine, National Institute of
Cardiovascular Diseases, Pod Krasnou hérkou 1,
833 48 Bratislava, Slovakia
Principal  Investigator
Coordinator:

Assoc. Prof. Juraj Mad’ari¢, MD, PhD., MPH

and National

Department of Angiology, Central Slovakia
Institute for Cardiovascular Diseases, Cesta
k nemocnici 1, 974 01 Banska Bystrica, Slovakia
Principal investigator: Katarina Kmetkova,
MD

Clinic of Angiology, East Slovakia Institite of
Cardiovascular Diseases, Ondavskd 8, 040 11,
Kosice, Slovakia

Principal investigator: Martin Ko§¢o, MD.

VSEOBECNA ZMLUVA O VYSKUMNOM
GRANTE

Tato vSeobecnd zmluva o vyskumnom grante
(,-zmlava®) medzi

PFIZER Luxembourg SARL, o.z.,
Pribinova 23,

811 09 Bratislava

Slovensko (,,Pfizer) a

Narodny ustav srdcovych a ¢ievnych
choréb, a.s., so sidlom na adrese Ul. Pod
Krasnou hérkou 1, 833 48 Bratislava 37,
Slovensko (,,prijemca grantu®)

ICO: 35971126
DIC: 2022105107
IC DPH: SK2022105107

je ulinnd od ditumu posledného podpisu
(,,datum icinnosti*).

Khinika angiolégie, Univerzita Komenského,
Lekarska fakulta, Narodny dstav srdcovo
cievnych chordb, a.s., Pod Krasnou hérkou 1, 833
48 Bratislava, Slovensko

Zodpovedny skasajici a niarodny koordinitor:
Assoc. Prof. Juraj Mad’ari¢, MD, PhD., MPH

Oddelenie angiologie, Stredoslovensky ustav

srdcovych acievaych chordb, as., Cesta
knemocnici 1, 974 01 Banska Bystrica,
Slovensko

Zodpovedny skuSajici: Katarina Kmetkova,
MD

Klinika angioclogie, Vychodoslovensky ustav
srdcovych a cievnych chordb, a.s., Ondavska 8,
040 11, Kosice, Slovensko

Zodpovedny skusajici: Martin Kos¢o. MD.
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an employee or a contractor of Grant Recipient
(“Principal Investigator’™), has designed and
intends to conduct a research study entitled
»LEVANTE® (Long term effect of different
modes of endovascular therapy in combination
with anticoagulation treatment in patients with
acute extensive deep vein thrombosis), Pfizer
Tracking Number 65176743 (the “Study™).
Pfizer wishes to provide certain funding for the
Study.

Accordingly, the parties agree as follows:
1. STUDY CONDUCT

1.1. Protocol. The Study will be conducted by
Principal Investigator in accordance with a
protocol developed by Principal Investigator
(the “Protocol”). If Principal Investigator
modifies the Protocol in a material way (e.g.,
changes to timelines, enrollment, dosing),
Grant Recipient will promptly inform Pfizer
in writing.

1.2. Sponsorship. Grant Recipient will not, and
will ensure that its employees, staff, agents,
consultants, subcontractors and Principal
Investigator (collectively, “Staff”) will not,
represent to any third party, including Study
subjects, that Pfizer is the regulatory sponsor
of the Study. Grant Recipient may delegate
duties and responsibilities to its Staff as
permitted by Applicable Requirements.

1.3. Regulatory Obligations. Grant Recipient is
solely responsible for any safety reporting
and regulatory obligations associated with

the Study.

1.4. Compliance with Applicable Requirements.
Grant Recipient will conduct the Study and
undertake  Study-related activities in
accordance with Applicable Requirements
and ensure compliance with Applicable
Requirements by its Staff involved in the

Study. “Applicable Reguirements”

zamestnanec alebo dodavatel’ prijemcu grantu
(»zodpovedny skusajici®), navrhol a ma v pline
realizovat® vyskumnda §tadiu s  nazvom
»LEVANTE® (Long term effect of different
modes of endovascular therapy in combination
with anticoagulation treatment in patients with
acute extensive deep vein thrombosis),
referentné Cislo spolo¢nosti Pfizer: 65176743
(,,Stadia®™). Spolonost’ Pfizer chee poskytnii® na
prisludna $tadiu isté finanéné prostriedky.

Zmluvné strany sa preto dohodli takto:

1. REALIZACIA STUDIE

1.1. Protokol. Studiu bude viest zodpovedny
skafajici podla protokolu, ktory sam
vyhotovi (,,protokel*). Ak =zodpovedny
ski$ajici zédsadnym spdsobom (napr. zmeny
rozvrhu, zapisu k ucasti, ddvkovania) zmeni
protokol, prijemca grantu o tom bude
spolognost’ Pfizer bezodkladne informovat’.

1.2. Zadanie. Prijemca grantu nebude Ziadnu

tretiu  stranu  ani  0Castnikov  Stadie

informovat o tom, e tegulaénym

zadavatel'om $tadie je spoloénost’ Pfizer, a

zabezpeéi, aby tito povinnost reSpektovali

aj jeho zamesinanci, persondl, zastupcovia,
konzultanti, subdodavateha a zodpovedny
skusajtci (spologne »pracovniei®).

Prijemeca grantu moze poverit svojimi

tlohami a  povinnostami  svojich

pracovnikov, ak mu to umoZiiuji plainé
poziadavky.

1.3. Regulainé povinnosti. Prijemca grantu je

vylucne zodpovedny za vSetky spravy o

bezpeCnosti  a  regulaéné  povinnosti
suvisiace so §tudiou.
1.4. DodrZiavanie platnych poziadaviek.

Prijemca grantu uskuto¢ni $tadiu a bude
vykonévat' Cinnosti spojené so $tidiou v
stilade s platnymi poZiadavkami a
zabezpedi, aby platné poziadavky plnili aj
jeho pracovnici zapojeni do $tudie. ,,Platné
poZziadavky” si: (i) podmienky tejto
zmluvy, (i1) protokol, (iii) podmienky
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1.5,

1.6.

1.7.

means: (1) the terms of this Agreement; (ii)
the Protocol; (iii) the terms of any
institutional review board (“IRB”) or
independent ethics committee (“IEC™) and
regulatory authority approvals, if required
for this type of Study; (iv) all applicable
laws, rules, regulations, guidelines or
requirements of any federal, national, state
or local court, agency, authority,
department, regulatory body or other
governmental instrument that may be in
effect during the performance of the Study
in any region or regulatory jurisdiction in
which the Study is conducted (“Applicable
Law™); (v) all applicable good practice
quality  guidelines and  regulations
encompassing internationally recognized
standards such as Good Clinical Practice,
Good Laboratory Practice, and Good
Review Practice; and (vi) applicable
guidelines of the International Council on
Harmonisation.

IRB/AEC Approval. If required, Grant
Recipient will ensure that the Study is
approved by and subject to continning
oversight by an IRB/EC. If IRB/IEC
approval is required, Grant Recipient will
provide Pfizer with documentation of the
initial IRB/IEC approval and any renewals,
and any IRB/IEC-approved amendments to
the Protocol. Grant Recipient will notify
Pfizer promptly of any withdrawal or
suspension of IRB/IEC approval.

Informed Consent. If required, Grant
Recipient will obtain written informed
consent from each Study subject in
accordance with Applicable Requirements
or a waiver of consent from the IRB or [EC.
Pfizer has no obligation to participate in the
development of, or to review or comment
on, any informed consent document or
request for waiver.

Duration. “Study Completion” means the
completion of all Study activities, including,
if applicable, safety follow-up of all Study

1.5.

1.6.

1.7.

akéhokolvek  schvélenia strany
indtitucionalnej hodnotiacej komisie
(,IHK*) alebo nezdvislej eticke] komisic
(..NEK*) a regulaénych organov, ak sa pre
tento typ Stadie potrebné, (iv) vietky platné
zakony, pravidla, nariadenia, usmernenia
alebo poziadavky ktoréhokol'vek
federdlneho, néarodného, #tatneho alebo
miestneho sidu, agentiry, orgénu, uradu,
regulaéného organu alebo iného viadneho
nastroja, ktoré¢ moézu byt G¢inné podas
realizacie $tidie v akomkol'vek regiéne
alebo regulacnej jurisdikeii, v ktorej sa
§tddia  uskutoltiuje  (,,platné pravae
predpisy®), (v} vietky platné osved&ené a
kvalitné pokyny a predpisy =zahfiiajice
medzinarodne uzniavané normy, ako su
osvedCené klinické postupy, osvedEené
laboratdrne postupy a osved&ené postupy v
oblasti kontroly, a (vi) platné usmernenia
Medzinarodnej rady pre harmonizaciu.

Z0

Povolenje THE/NEK. Ak je to -potrebné,
prijemca grantu zabezpedi, aby $tidiu
schvalil a neprefrZzite na fiu dohliadala
THE/NEK. Ak je potrebny suhlas IHK/NEK,
prijemca grantu je povinny spolodnosti
Pfizer = poskytnut  dokumenticiu o
pdvodnom sthlase JHK/NEK a o vietkych
obnoveniach tohto sihlasu, ako aj dodatky
protokolu schvalené THK/NEK. Prijemca
grantu bude spolo€nost’ Pfizer okamzite
informovat’ o pripadnom zruSeni alebo
pozastaveni platnosti povolenia IHK/NEK.

Informovany suhlas. V pripade potreby
ziska prijemca grantu pisomny informovany
suhlas od kazdého Gcastnika $tadie v zmysle
platnych poZiadaviek alebo zabezpedi, aby
IHK alebo NEK od sthlasu upustili.
Spolocnost’ Pfizer nie je povinna sa podiel’at’
na priprave, revizii ¢ pripomienkovani
dokumentu na poskytnutie informovaného
sthlasu ani Ziadosti o udelenie vynimky.

Trvanie. ,Ukondenie §tudie* znamena
ukonéenie vietkyeh Cinmosti v ramei Stadie
vratane pripadného dalSicho sledovania
vietkych tcastnikov $tidie z hladiska
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subjects and completion of all Protocol
requirements, Principal Investigator expects
to achieve Study Completion by August 31,
2022.

1.8. Status Updates.  Grant Recipient will
provide Pfizer with an online update of
Study progress at least twice a year. Each
update will include publication plans,
adjustments in the estimated Study
Completion date, and any other information
reasonably requested by Pfizer.

1.9. Study Registration. If applicable, Pfizer
encourages Grant Recipient to register the
Study and post a synopsis of Study Results,
on www.ClinicalTrials.gov or such other
website as required by Applicable Law.

2. FUNDING

2.1. Funding. Pfizer will provide funding in
support of the Study up to a maximum
amount of ,,24340 EUR“ (twenty four
thousand three hundred forty euro) in
accordance with the schedule set forth in
Attachment A (“Funding or Grant™).

2.2. Basis of Support. The Funding is not
conditioned on: (i) any pre-existing or future
business relationship between Pfizer and
either Principal Investigator or Grant
Recipient, or (ii) any business or other
decisions Principal Investigator or Grant
Recipient has made, or may make, relating
to Pfizer or Pfizer products. Nothing in this
Agreement will be construed in any manner
as an obligation or inducement for Grant
Recipient or Principal Investigator to
purchase, order, prescribe or recommend
any product of Pfizer or any Pfizer affiliate.

2.3, Submission of Required Documents. Plizer

1.8.

1.9.

bezpecnosti, ako aj sploenie vSetkych
poziadaviek  protokolu. Zodpovedny
skugajiici predpokladd, Ze Stidiu ukongi do
31.8.2022.

Aktualizicie stavu. Prijemca grantu bude
spolo€nost’ Pfizer informovat’ o priebehu
Studie prostrednictvom internetu aspori
dvakrat za rok. Kazda sprava o pricbchu
bude zahfat publikaéné plany, zmeny
odhadované¢ho ditumu ukoncéenia §tidie a

akékolvek dalsie informadcie, ktoré bude

spolo€nost’ Pfizer poZadovat'.

Registracia Stadie. Ak je to mozZné,
spolofnost’ Pfizer odporiéa prijemcovi
grantu, aby §tadiu zaregistroval a zverejnil
sithrn  vysledkov  stidie na  strinke
www.Clinicallrials.cov alebo na ingj
webove] stranke v zmysle platnych
préavnych predpisov.

2. FINANCOVANIE

2.1

2.2

2.3.

Financovanie. Spolotnost Pfizer poskytne
finan¢né prostriedky na podporu $tadie az
do maximalnej wvysky ,24340 EUR®
(dvadsat$tyritisic tristo$tyridsat’ euro) v
silade s harmonogramom uvedenym v
prilobe A (., Financovanie alebo grant®).

Podmienky podpory. Financovanie
nepodlicha: (1) Ziadnym uZ existujicim ani
budicim obchodnym vztahom medz
spolo¢nostou Pfizer a zodpovednym
skiSajicim alebo prijemcom grantu, ani (i)
Ziadnym obchodnym ¢i inym rozhodnutim,
ktoré prijal alebo mdze prijat’ zodpovedny
skugajuci alebo prijemca grantu vo vztahu k
spolo¢nosti Pizer alebo jej produktom. Ni¢
v tejto zmluve sa nebude interpretovat’ ako
zavizok alebo podnet pre prijemcu grantu
alebo zodpovedného skasajuceho kupovat,
objednavat,, predpisovat’ alebo odportdat
nejaky produkt spoloénosti Pfizer alebo jej
pridruzenej spolo¢nosti.

PredloZenie pozadovanych dokumentov.
Spolo¢nost  Pfizer neposkytne Ziadne
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24.

2.5.

2.6.

2.7.

will not provide any Funding until Pfizer has
received documentation of IRB/IEC
approval, exemption or waiver (if required)
and the Protocol.

Use of Funding. Grant Recipient will use the
Funding solely for purposes of the Study.
The Funding may not be used to pay
physicians or other health care providers or
health care institutions for referring potential
subjects (if any) for enrollment in the Study,
If a third party is providing funding for the
Study, Grant Recipient will use the Funding
only for Study activities that are not covered
by such third party funding. No portion of
the Funding may be used to purchase capital
equipment such as computers, iPhones,
tablets, appliances, machinery, camera
equipment, sensors, etc.

No Charge to Third Parties. Grant Recipient
will ensure that no Study subject (if any),
insurer, governmental entity or third party
payor 1s charged for any Study-related
activities carried out by Grant Recipient
using the Funding.

Budget. Grant Recipient represents that the
Grant Recipient-provided Study budget
upon which the Funding is based reflects an
informed, reasonable, estimate of funds
required to complete and report the Study,
including, if applicable, expenses relating to
the publication of Study Results.

Disclosure by Pfizer. In the interest of
transparency relating to its financial
relationships with investigators and study
sitess or to ensure compliance with
Applicable Law, industry codes and Pfizer
policies, Pfizer may report or otherwise
publicly disclose payments or other transfers
of value to certain healthcare providers,

2.4.

2.5.

2.6.

2.7.

finanéné

prostriedky, kym nedostane
dokumentéciu o stthlase IHK/NEK, udeleni
vynimky (ak je potrebnd) a protokol.

PouzZitie finanénej podpory. Prijemca grantu
finanéné prostriedky vyuZije vyhradne na
ucely stidie. Finanéné prostriedky sa nesma
pouzit’ na platby v prospech lekdrov alebo
inych poskytovatel'ov zdravotnej
starostlivosti alebo zdravotnickych
zariadeni za odporudenie potencialnych
utastnikov na zapis k Géasti na $tGdi. Ak
Stidiu financuje tretia strana, prijemca
grantu pouzije financné prostriedky len na
tie &nnosti v ramci $tddie, na ktoré sa
finan¢né  prostriedky  tretej  strany
nevztahuji. Ziadna ¢ast’ finanénej podpory
sa nesmie pouZit na nikup kapitdlového
vybavenia (ako s poéitate, iPhony, tablety,
spotrebide, pristroje, kamerové vybavenie,
senzory atd’.).

Ziadne _platby 1nidtované tretim osobam.
Prijemca grantu zabezpe&i, aby Ziadnemu

ucastnikovi Stadie (ak existuje),
poistovatefovi, Statnemu organu  ani

tretiemu platcovi neboli U¢tované Ziadne
¢innosti stivisiace so §tudiou, ktoré prijemea
grantu vykond s vyuzitim finanénej
podpory.

Rozpocet. Prijemca grantu vyhlasuje, Ze
rozpocet Studie, ktory sam zabezpeéi a na
ktorom je zaloZena finanéné podpora, bude
odzrkadPovat’ informovany a primerany
odhad vSetkych finanénych prostriedkov
potrebnych na realiziciu $tidie a vykazanie
Stadie, wvrdtane pripadnych vydavkov
spojenych s publikovanim vysledkov $tdadie.

Spristupfiovanie informécii spolognostou
Pfizer. Spoloénost’ Pfizer je oprdvnend v
zaujme transparentnosti svojich finanénych
vztahov so skifajlicimi a pracoviskami, na
ktorych sa 3§tidia realizuje, alebo na
zabezpeSenie ploenia platnych pravnych
predpisov, kddexov daného odvetvia a zasad
spolotnosti Pfizer ozndmit’, i inak zverejnit’
platby alebo iné prevody v prospech
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teaching hospitals and other healthcare
organizations, including the Funding. These
laws, policies and codes, and their
implementing regulations are collectively
“Transparency Obligations.” Pfizer may
disclose in any lawful manner any
information necessary for Pfizer to meet its
Transparency Obligations.

2.7.1.  Disclosure Content. Pfizer may
identify Grant Recipient and Principal
Investigator, and will differentiate clearly
between payments or other transfers of
value made to institutions and those made
to individuals. Disclosures may include
identifying information such as name,
business address, specialty, and license
numbers.

2.72.  Agreement and Cooperation.
Grant Recipient accepts and agrees to
these disclosures on behalf of itself and its
Principal Investigator. Grant Recipient
will reasonably cooperate with Pfizer in
Pfizer’s collection and disclosure of
information mnecessary to fulfill its
Transparency Obligations.

3. CONFIDENTIALITY

Any information or materials provided to Pfizer
by Grant Recipient related to the Study or the
Funding are non-confidential and will not contain
any markings claiming confidentiality. Grant
Recipient acknowledges that Pfizer will not treat
such materials as confidential or assume any
obligation to keep them confidential. Grant
Recipient’s rights with respect to such
information or materials will be only those
obtained under patent laws and/or under a

niektorych  poskytovatelov  zdravotnej
starostlivosti, fakultnych nemocnic a
d’'alSich zdravotnickych organizicii vratane
financovania. Tieto zédkony, zdsady a
kédexy a ich prislusné vykonavacie
nariadenia sa suhrmoe oznafuju  ako
»Zavizky v oblasti transparentnosti,
Spoloénost’ Pfizer je opravneni
akymkol'vek zikonnym spdsobom zverejnit’
akékol'vek informacie potrebné na to, aby si

splnila  svoje  zavizky v oblasti
transparentnosti.
2.17.1.  Obsah zverefnenych informdcii.

Spolognost’ Pfizer moze identifikovat
prijemcu  grantu a  zodpovedného
skufajuceho a bude jasne rozlifovat
platby alebo iné hodnotmé prevody
uskutofnené v prospech institucii a tie,
ktoré budd realizované v prospech
jednotliveov.  Sdgast'ou  zverejnenych
informacii mézu byt aj identifikatné
udaje, ako s meno, miesto podnikania,
Specializacia a ¢isla liceneid.

2.72. Zmluva a sucinnosi. Prijemca
grantu prijima zverejnenie takychto
svojich Gdajov a udajov  svojho

zodpovedného skuSajiceho a s tymto
zverginenim suhlasi. Prijemeca grantu
bude primerane spolupracovat so
spolocnost’ou Pfizer pri zhromazd'ovani a
poskytovani informaci{ potrebnych na
ploenie svojich zavizkov v oblasti
transparentnosti.

3. ZACHOVANIE MLCANLIVOSTI

Akékol'vek informiacie alebo materidly tykajice
sa Sthdie alebo financovania, ktoré spolo&nosti
Pfizer poskytne prijemca grantu, nie si ddverné a
neobsahuji Ziadne oznaéenia poukazujice na
dovernost’. Prijemea grantu berie na vedomie, Ze
spolo¢nost’ Pfizer nebude s takymito materialmi
nakladat’ ako s dévernymi, ani neprebera Ziadnu
povinnost’ zachovat' ich dbévernost’. Prijemca
grantu bude mat’ vo vztahu k takym informaciam
alebo materidlom len také -priava, aké mu
vyplyvaji 7 patentovych zdkonov a‘alebo zo
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separate writfen agreement between Grant
Recipient and Pfizer. Grant Recipient has not, and
will not, submit any confidential information to
Pfizer in connection with the Study or the
Funding. Grant Recipient acknowledges that
Pfizer may conduct ongoing or future research
substantially similar or identical to the Study.
Until after release of a Publication by Grant
Recipient, Pfizer will not use the Study Report or
Protocol for any purpose other than infernal
review,

4. STUDY DATA, RESULTS
REPORT; PUBLICATIONS

AND

4.1. Definmtions.

4.1.1. “Study Data” means, as
applicable: (i) non-aggregated, subject-
level data collected from or about each
Study subject; or (i) the raw
epidemiological data collected during the
course of the Study, as required by the
Protocol.

412, “Study Results” refers to
aggregated or summarized Study Data and
conclusions about the Study, as would be
included in a study report or publication.

41.3. “Study Report” means a written
report of the Study Results.

4.2. Use of Study Data and Study Results. Grant
Recipient is free to publish the Study Results,
subject to the provisions of this Agreement,
and owns and is free to use the Study Results
for any other lawful purpose. Grant
Recipient owns and is free to use the Study
Data for its own research, educational, and
patient care purposes. In consideration of the
Funding, Grant Recipient will not use, or
permit others to use, the Study Data for the
commercial benefit of any third party.

samostatnej pisomnej dohody medzi prijemcom
grantu a spolo¢nostou Pfizer. Prijemca grantu
spoloénosti Pfizer v suvislosti so §tadiou a
financovanim neodovzdal ani neodovzda Ziadne
déverné informécie. Prijemca grantu berie na
vedomie, Ze spolo¢nost’ Pfizer mdZe v stitasnosti
alebo buducnosti viest' vyskum, ktory bude v
zdsade podobny alebo totoZny s touto 3tidiou.
Spolocnost’ Pfizer nepouzije spravu o §t0dii ani
protokol na iné icely neZ na interné preskiimanie,
kym prijemca grantu nevyda publikaciu.

4. UDAJE Z0 STUDIE, VYSLEDKY A
SPRAVA O STUDII, PUBLIKACIE

4.1. Definicie.

4.1,1.  ,Udaje zo $tiadie* zahffiaju: (i)
Gdaje v mnesubrnnej forme na drovni
Jednotlivych Gastnikov, ktoré sa ziskaju
od jednotlivych G&astnikov alebo o
jednotlivych  d&astnikoch, alebo (i)
nespracované  epidemiologické daje
zhromazdené pocas $tadie a podla
poziadaviek protokolu.

4.1.2. »Vysledky Stadie“ oznaluju
suhrnné alebo zhrnuté tdaje zo Studie a
zavery zo §tudie, ako by boli uvedené v
sprave alebo publikacii o §tudii.

413, ,Sprava o Stadii“ je pisomnd
sprava o vysledkoch §tudie.

4.2, Pouzivanic udajov zo 3tadic a vysledkov
Stadie. Prijemca grantu mdzZe publikovat’
vysledky 3tadie podla ustanoveni tejlo
zmluvy a vlasini a mézZe pouZivat’ vysledky
Stidie na vSetky ostatné zakonné udely.
Prijemca grantu vlastn{ Gdaje zo $tidie a
mobze ich pouZivat' na vlastny vyskum,
vzdelavacie ugely a ucely starostlivosti o
pacientov. Prijemca grantu sa v nadviiznosti
na finanén podporu zavizuje, Ze udaje zo
Studie nebude pouZivat’ tak, aby z nich
komerénym spdsobom profitovala nejaka
fretia strana, a takéto pouZivanie nepovolf
ani inym stranam.
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4.3.

4.4.

Agreement is terminated early, the Study

Study Report. Within six months of the
earlier of Study Completion or termination
of this Agreement, Grant Recipient will
provide Pfizer with a Study Report which
may take the form of a. manuscript. If the

Report should include, at minimum, the

Study Results through the date of
termination.
Publications. Pfizer encourages Grant

Recipient to publish the Study Results.
Grant Recipient will comply with standard
academic practices regarding authorship of
scientific publications and recognition of the
contribution of other parties in any
Publication, including the authorship
guidelines promulgated by the International
Committee of Medical Journal Editors in
effect at the time and disclose Pfizer support
of the Study in any Publication.
“Publication” means any journal article,
abstract, presentation or other type of public
disclosure that reports any Study Results

4.3.

4.4.

Spriava o §tadii. Prijemca grantu poskytne
spolo¢nosti Pfizer do §iestich mesiacov od
ukonéenia ¥tidie alebo vypovedania tejto
zmluvy (podla toho, ¢o nastane skér) spravu
o $tadii, ktorda mdze mat’ podobu rukopisu.
Ak dbjde k predCasnej vypovedi tejto
zmluvy, sprava o $tudii by mala obsahovat’
asponi vysledky $tidie do datumu vypovede
zmluvy.

Publikdcie. Spolo¢nost’ Pfizer nabdda
prijemecu grantu, aby zverejnil vysledky
§tadie. Prijemca grantu bude dodrziavat
Standardné  akademické postupy  pri
uyvadzani autorstva vedeckych publikacii a
uzndvani prinosu inych strdn v akejkol'vek
publikéeii, vratane usmerneni o autorstve,
ktoré  zverejnil Medzindrodny vybor
redaktorov lekarskych casopisov a ktoré su
v tom Case ulinné, a v kazdej publikacii
zverejnd 1nformécie o podpore tidie zo
strany spolo€nosti Pfizer. ,,Publikdcia® je
kazdy ¢&lanok v Casopise, abstrakt,
prezenticia alebo iny typ verejného
spristupnenia, ktoré prezentuju akékolvek
vysledky Stidie.

5. CELOSVETOVE ZAKONY NA
5. GLOBAL TRADE CONTROL LLAWS REGULACIU OBCHODOVANIA
5.1. Definicie.
5.1. Definitions.
5.1.1. ,.Celosvetové zakony na
51.1. “Global Trade Control Laws” reguliciu obchodovania“ st predpisy
means the US Export Administration USA tykajtice sa spravy vyvozu, predpisy
Repulations; US International Traffic in USA o medzinarodnom obchode so
Ams Regulations; economic sanctions zbratiami, pravidla a nariadenia o
rules and regulations implemented under ekonomiekych sankciach vykondvané na
statutory authority and/or the President’s zéklade prikazov S§tatutarneho organu
Executive Orders and administered by the alebo exckutivnych prikazov prezidenta a
US Treasury Department Office of spravované  Uradom pre  kontrolu
Foreign Assets Control (“OFAC™); EU zahraniénych aktiv amerického
Council Regulations on export controls ministerstva financii (,,OFAC*),
and sanctions, including reguiation nos. nariadenia Rady EU o vyvoznych
42872009 and 267/2012: other EU kontrolach a sankciich vratane nariadeni
Council sanctions regulations, as €. 428/2009 a 267/2012, d’al¥ie nariadenia
implemented in EU Member States; Rady EU o sankcidch tak, ako su
United Nations sanctions policies; other implementované v &lenskych $tatoch EU,
relevant ¢conomic sanctions, export and sankéné politiky OSN, d'aldie prisluiné
General Research Grant Template (ex-US; single-site) 8§/23 Based on global v.1.4




import control laws, and other laws,
regulations, legislation, orders, and
requirements imposed by a relevant
Governmental Entity.

5.1.2. “Governmental Entity” means
any court, tribunal, or arbitral body with
competent jurisdiction; any military,
quasi- military, or law enforcement
agency, or any other entity agency,
department, authority, or  other
instrumentality of any supra-national,
federal, national, state, county, local,
municipal, other political subdivision,
administrative authority, agency,
commission, instrumentality, or other
governmental, regulatory body.

5.1.3. “Restricted Market” means
Crimean Peninsula, Cuba, Donbass
Region, Iran, North Korea, Sudan, and
Syria.

L4, “Restricted Party” means any
individual or entity on any of ‘the
following “Restricted Party Lists:™ the
list of sanctioned entities maintained by
the TUnited Nations; the Specially
Designated Nationals List and Sectoral
Sanctions Identifications List
administered by OFAC; the US Denied
Persons List, US Entity List, and US
Unverified List all administered by the US
Department  of  Commerce;  the
Consolidated List of Persons, Groups and
Entities Subject to EU Financial Sanctions
implemented by the EU Common Foreign
and Security Policy; the List of Excluded
Individuals/Entities published by the US
Department of Health and Human
Services, Office of Inspector General; any
lists of prohibited or debarred parties
established under the US Federal Food,
Drug, and Cosmetic Act; the list of
persons and entities suspended or

pravne predpisy tykajice sa
ckonomickych sankcii, zdkony na
kontrolu vyvozu a dovozu a daliie
zdkony, nariadenia, pravne predpisy,
prikazy a poziadavky uloZené prisludnym
organom $tatnej spravy.

5.12.  ,Organ Statnej spravy® je

akvkol'vek sud, tribunal alebo
rozhodcovsky organ prislugnej
jurisdikcie, vojensky, kvazi vojensky
organ, organ na presadzovanie prava
alebo akykolvek iny organ, oddelenie,
riadiaci  subjekt, ind  organizicia
ktorejkolvek nadndrodnej, federainej,
nirodnej, Statnej, oblastnej, miesinej,
samospravne] alebo inej politickej
jednotky, administrativneho  organu,
agentiry, komisie, organizicie alebo
iného $tatneho ¢i regulaéného organu.

5.1.3. -Obmedzeny trh* predstavuje

Krymsky polostrov, Kubu, oblast’
Donbasu, Iran, Severni Koéreu, Sudan a
Syriu.

.1.4. »Neziaduca osoba® je akakol'vek

fyzicka alebo pravnicka osoba uvedend na
niektorom z nasledujicich ,zoznamov
neziaducich  0s6b“:  zoznam  oséb
podliehajticich sankciam vedeny
Organizaciou Spojenych  narodov,
zoznamy neZiaducich o0s6b  vedené
tradom OFAC (Specially Designated
Nationals  List, Sectoral Sanctions
Identifications List), Zoznamy
neziaducich oséb vedené Ministerstvom
obchodu USA (US Denied Persons List,
US Entity List, US Unverified List),
konsolidovany zoznam o0sdb, skupin a
subjektov, na ktoré sa vztahuji finanéné
sankcie EU (Consolidated List of Persons,
Groups and Entities Subject to EU
Financial Sanctions) uplatiiované v ramci
spolocne] zahraniénej a bezpednostnej
poliky EU, zoznam vylicenych
fyzickych  os8b/subjektov  (List of
Excluded Individuals/Entities) uvercineny
Uradom generdlneho  indpektora  pri
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debarred from contracting with the US
Government; and similar lists of restricted
parties maintained by the Governmental
Entities of the countries that have
jurisdiction over activitics under this
Agreement.

5.2. Global Trade Control Laws. The parties and

their affiliates and Staff involved in
activities under this Agreement, ‘will
perform the activities under this Agreement
in full compliance with all applicable Global
Trade Control Laws.

5.2. Celosvetové

Ministerstve zdravotnictva a socialnych
sluzieb USA, akékolvek zoznamy
zakédzanych alebo vylicenych o0sdb
vedené podla amerického federdlneho
zdkona o potravinach, lie€iviach a
kozmetickych pripravkoch, zoznam oséb
a subjektov, ktoré docasne alebo trvalo
nesmui uzatvarat’ zmluvy s vladou USA,
podobné zoznamy neZiaducich os6b
vedené organmi verejnej moci $tatov, v
ktorych jurisdikeii prebiehaji &innosti
podla tejto zmluvy.

zakony reguléciu
obchodovania.  Zmluvné  strany, ich
pridruZzené spolo¢nosti a ich pracovnici
podielajici sa na Cinnostiach podla tejio
zmluvy budl pri vykonavani &innosti na
zaklade tejto zmluvy v plnej miere
dodrziavat vSetky platné celosvetové
zakony na reguldciu obchodovania.

na

5.3. Zakazan¢ strany, zakdzané irhy. Prijemca
5.3. Restricted Parties; Restricted Markets. Grant grantu potvrdzuje, Ze ¢innosti podla tejto
Recipient acknowledges that activitics under zmluvy (1) nebudi vykonavané na
this Agreement will not (i) be in a Restricted vyludenych trhoch, (ii) nebudi sa na nich
Market; (ii) involve individuals ordinarily podiel’at’ fyzicke osoby s obvyklym miestom
resident in a Restricted Market; or (iii) pobytu na tzemi vylicenych trhov a (iii)
include companies, organizations, or nebudi zahihat” spolotnosti, organizicie ani
Governmental Entities from or located in a organy verejnej moci pdsobiace na
Restricted  Market. Grant  Recipient vyluCenych  trhoch. Prijemca  grantu
represents that it is not a Restricted Party and vyhlasuje, Ze nie je neziaducou osobow, ani
is not owned or controlled by a Restricted ho neziaduca osoba nevlastni, ani
Party. With respect to activities performed nepodlicha riadeniu takej osoby. Pokial ide
under this Agreement, Grant Recipient o Cinnosti vykondvané na zdklade tejto
confirms that neither Grant Recipient nor zmluvy, prijemca grantu potvrdzuje, Ze on
affiliates or Staff directly or indirectly ani jeho pridruzené subjekty ani pracovnici
involved in the activities contemplated priamo alebo nepriamo sa podielajici na
under this Agreement are Restricted Parties ¢innostiach vyplyvajueich z tejto zmluvy nie
and that no Restricted Parties will be s zaké&zanymi stranami a Ze na vykonévanie
engaged in any activities contemplated ¢mnosti vyplyvajucich z tejte zmluvy si
under this Agreement or delegated any nenajmu Ziadne zakdzané strany ani takéto
responsibilities contemplated under this zakédzané strany nepoveria Ziadnymi
Agreement. Grant Recipient will screen the povinnostami vyplyvajicimi z tejto zmluvy.
parties listed above against the relevant Prijemca grantu bude sledovat, & sa vy$sie
Restricted Party Lists. If any part of this uvedené strany nenachadzaji na prisludnych
representation changes, Grant Recipient will zoznamoch zakézanych stran. Ak déjde k
promptly inform Pfizer and suspend all zmene ktorejkol'vek ¢asti tohto vyhldsenia,
prijemca grantu o tom bude spolo¢nost’
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related activities under this Agreement until
Pfizer agrees in writing to move forward.

6. TERM AND TERMINATION

Pfizer bezodkladne informovat” a pozastavi
vietky suvisiace &innosti podla tejto
zmluvy, kym spoloénost’ Pfizer pisomne
neschvali d'alsie kroky.

6. DOBA PLATNOSTI A UKONCENIE

6.1.

Doba. platnosti. Tato zmluva je platnd odo
diia ucinnosti a zostava v platnosti po dobu

6.1. Term. This Agreement will commence on jedného roka alebo do jej dohodnutého
the Effective Date and will continue until the ukonéenia, podl'a toho, ¢o nastane neskor.
later of one year or until terminated in
accordance with its terms. 6.2. Ukoncenie.

6.2. Termination. 6.2.1.  Ukoncenie zmluvy po ukonceni

Studie. Tato zmluva skondi po ukonéeni
6.2.1.  Termination Upon Study Studie a po tom, ako kazda strana prijme
Completion. This  Agreement will vetky prisluiné plnenia a dlZné platby.
terminate upon Study Completion and
cach party’s receipt of all deliverables and
payments owed. 6.2.2. Vypoved' zo stramy prijemcu
grantu. Prijemca je oprdvneny tito
6.2.2.  Termination by Grant Recipient. zmluvu vypovedat: (1) s okamzitou
Grant Recipient may terminate this ucinnostou  pisomnou  vypovedou
Agreement: (i) immediately on written adresovanou spolo¢nosti Phizer, ak by
notice to Pfizer when, as confirmed by the podla potvrdenia IHK/NEK dalsic
IRB/AEC, continued performance of the plnenie Stadie predstavovalo riziko pre
Study poses risks to the health or well- zdravie ¢i kvalitu Zivota ddastnikov
being of Study subjects; or (ii) without $tidie, alebo (ii) bez uvedenia dévodu na
cause upon 30 days prior written notice to zaklade  predchadzajicej  pisomnej
Pfizer. vypovede adresovanej spoloénosti Plizer s
vypovednou lehotou 30 dni.
6.2.3. Vypoved zo stramny spolocnosti
Pfizer. Spolo¢nost Pfizer moZe tito
6.2.3.  Termination by Pfizer. Pfizer may zmluvu  vypovedat (A) na =ziklade
terminate this Agreement (A) upon 30 predchadzajicej pisomnej vypovede s 30-
days prior written notice fo Grant diiovou lehotou adresovane] prijemcovi
Recipient if: (i) the Protocol is materially grantu, ak: (i) sa vo vyznamnom rozsahu
modified in a way unacceptable to Pfizer, upravi protokol spdsobom, ktory je pre
(ii) Study conduct is not completed within spoloénost’ Pfizer neprijatelny, (i) ak
six months after the expected Study Stidia nebude dokonfena do Siestich
Completion Date, (iii) the Study does not mesiacov od predpokladaného datumu
start within six months of the Effective ukonéenia §tidie, (iii) ak sa §tadia nezaéne
Date, or (iv) if applicable, the Subject realizovat’ do §iestich mesiacov od
enrollment rate is significantly slower datumu Géinnosti, alebo (iv) ak je zapis na
than outlined in the Protoco! or needed to uéast’ v $tadii je vyrazne pomaldi, ne’ je
complete the Study by the Study uvedené v protokole, alebo potrebné na
Completion Date; or (B) immediately realizdciu §tudie do datumu ukondenia
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6.3. Payment upon Early Termination.

upon written notice to Grant Recipient if
Principal Investigator becomes
unavailable or withdraws from the Study
and Pfizer and Grant Recipient are unable
to agree upon a successor within 30 days
after Pfizer is notified.

6.2.4. Termination for Cause. This
Agreement may be terminated by either
party upon written notice that specifically
identifies a breach and gives the alleged
breaching party 30 days to cure it
Notwithstanding the foregoing, Pfizer
may terminate this Agreement
immediately upon notice to Grant
Recipient, with no cure period, if Grant
Recipient violates Global Trade Contrel
Laws or breaches Section 7.3.

The
terms of this Section apply only if the
Agreement 1s terminated early for a reason
other than for cause by Pfizer. If the
Funding was not paid in a lump-sum, then
upon early termination, Plizer will pay a pro
rata portion of the total Funding, less
payments already made. Grant Recipient
will refund to Pfizer any Funding already
received in excess of this amount except to
the extent that such funds have already been
used, or are committed and cannot be
canceled, in a manner consistent with the
Study budget. If the Funding was paid in a
luomp-sum, then upon early termination,
Grant Recipient will refund to Pfizer any
Funding received in excess of funds that
have already been wused, or that are
committed and cannot be canceled.

6.3.

6.4.

Stidie, alebo (B) okamZite po pisomne;j
vypovedi adresovane) prijemcovi grantu,
ak je zodpovedny skisajici nedostupny
alebo vystipi zo §tidie a spoloénost
Pfizer a prijemca grantu sa nevedia
dohodnut’ na naslednikovi do 30 dni od
vypovede zo strany spolo¢nosti Pfizer.

6.2.4.  Vypoved's uvedenim dévodu. Thto
zmluvu méze ktordkolvek zo strdn
ukonéit’ na zdklade pisomnej vypovede,
ktora konkrétne identifikuje prisluingé
poruSenie a poskytne druhej strane 30 dni
na népravu daného poruSenia. Bez ohladu
na vy$iie uvedené plati, Ze spoloénost’
Pfizer je opravnend tato zmluvu
vypovedat' s okamZiton platnostou na
zaklade vypovede adresovanej prijemcovi
grantu bez poskytnutia lehoty na napravu,
ak prijemca grantu porudi zdkony o
kontrole zahrani¢ného obchodu alebo
ustanovenia uvedené v odseku 7.3.

Platba pri pred€asnom ukongeni zmluvy.
Podmienky tohto odseku pilatia len v
pripade, Ze je zmluva predéasne ukondend z
in¢ho dévodu nez z dbvodu porusenia
podmienok zo strany spolo¢nosti Pfizer. Ak
finanéné prostriedky neboli  vyplatené
jednorazovo, pri predéasnom ukonéeni
zmluvy spolo¢nost’ Pfizer zaplati pomerna
Cast’ celkovej sumy financovania zniZenu o
uZ uskutoénené platby. Prijemca grantu
vrati spolo€nosti Pfizer vetku finangnu
podporu prijati nad ramec tejto sumy, ak sa
takéto {inanénd podpora este nepouZila, nie
je uzZ zavézne vyhradena alebo ju nebolo
moZné zrusit', a to spdsobom, ktory bude v
stlade s rozpo¢tom Stidie. Ak boli finanéné
prostriedky vyplatené jednorazovo, pri
pred¢asnom ukonéeni zmluvy prijemea
grantu vrati spoloénosti Pfizer vietky
finanéné prostriedky prijaté nad rdmec uz
pouZitych finanénych prostriedkov alebo
prostriedkev, ktoré si viazané a nemoZno
ich zrusit'.

Vyrovnanie. Po dokonéeni Studie alebo
vkonceni tejto zmluvy prijemca grantu
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6.4. ReconciliationAt Study Completion or
termination of this Agreement, Grant
Recipient will provide a detailed accounting
of the costs and expenses for the Study
compared to the budget and Pfizer
payments. Grant Recipient agrees to refund
any unused, undisbursed or misallocated
funds. Upon request from Pfizer based on a
good-faith belief that all or some portion of
the Funding was not used in accordance with
the terms of this Agreement, Grant Recipient
will provide Pfizer access to all records
related to the Funding to allow Pfizer to
verify that the Funding was used in
accordance with the terms of this
Agreement,

7. REPRESENTATIONS

7.1. Representations of Both Parties. Each party
represents that it: (i) has the requisite power
and authority to enter into this Agreement
and that this Agreement constitutes a legal
and valid obligation binding upon such
party, enforceable in accordance with its
terms; and (i) 1s not a party to any
agreement that would prevent it from
fulfilling its obligations under this
Agreement.

7.2. Representations of Grant Recipient. Grant
Recipient represents that it, its affiliates and

Staff involved in the Study:

72.1. are licensed, registered or
otherwise qualified and suitable (without
restrictions) under Applicable Law to act
as a regulatory sponsor, Study site or
investigator, as applicable;

7.22.  are not debarred under subsections
306(a) or (b) of the U.S. Federal Food,
Drug, and Cosmetic Act or any other
similar Applicable Law and will not use
the services of any person debarred under
Applicable Law in the Study;

poskytne podrobné vyuctovanie nakladov a
vydavkov na $tidiu v porovnani s
rozpodétom a platbami od spoloénosti Pfizer.
Prijemca grantu suhlasi s vratenim vietkych
nevyuzitych, nevypiatenych alebo
nespravne pridelenych finanénych
prostriedkov. Ak sa spolo¢nost’ Pfizer v
dobrej viere domnieva, Ze vietky alebo Cast’
finanénych prostriedkov neboli pouzité v
stlade s podmienkami tejto zmluvy,
prijemca grantu poskytne spoloénosti Pfizer
na jej ziadost’ pristup k vietkym zdznamom
suvisiacim s finan¢nymi prostriedkami, aby
mohla overit, ¢ boli pouzité v silade s
podmienkami tejto zmluvy.

7. VYHLASENIA

7.1.

7.2.

Vyhlésenia oboch zmluvnych stran. Kazda
zo zmluvnych strédn vyhlasuje, Ze: (i) ma
potrebné pravomoci a opravnenie k podpisu
tejto zmluvy a Ze tato zmluva predstavuje
pravoplatni povinnost zivizni pre obe
zmluvné strany, vymahatePna v siilade s jej
podmienkami a Ze (ii) nie je stranou Ziadne;j
zmluvy, ktord by jej brénila v plneni jej
povinnosti podFa tejto zmluvy.

Vyhlasenia prijemcu grantu.  Prijemca
grantu vyhlasuje, Ze prijemca grantu, jeho
pridruZen€ spolo€nosti a pracovnici zapojeni
do $tadie:

7.2.1.  mau licencie, si registrovani
alebo inak kvalifikovani a v zmysle
platnych pravnych predpisov vhodni (bez
obmedzeni) pdsobit ako regulainy
zadavatel, skl8ajice pracovisko alebo
skdsajici,

7.2.2.  nepodlichajd Ziadnym zikazom
alebo vyliceniam v zmysle odseku 306
pism. (a) alebo (b) federdlneho zakona
USA o potravinich, lickoch a
kozmetickych vyrobkoch alebo
akéhokol'vek iného podobného platného
zakona a nepouZitl v ramei $tidie sluzby
Ziadne] osoby vyli¢enej v  zmysle
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7.2.3.  are not the subject of any material
past (within the past three years) or
pending governmental or regulatory
investigation, warning or enforcement
action related to its conduct of clinical
research that has not been disclosed to
Pfizer;

7.2.4. as applicable, are not excluded
from, or prohibited from participating in,
any national or federal health care
program;

725, have the authority to share
business contact information; and

7.2.6. will maintain true, accurate and
complete reports, statements, books and

platného préva,

7.23. nie st predmetom Ziadneho
vyznamného minulého (posledné tri roky)
alebo neukonleného $tatneho alebo
regulaéného  vySetrovania, varovania
alebo vynucovania, ktoré sa tyka vedenia
klinického vyskumu a o ktorom
spolo€nost’ Pfizer nebola informovana,

724. me su vyliceni z Glasti ma
akomkolvek vnutrostatnom alebo
federalnom programe zdravotnej

starostlivosti alebo nemaji zdkaz sa
takého programu zaéastnit’,

7.2.5.  maju opravnenie zdielat
obchodné kontaktné Odaje a

7.2.6.  budu viest pravdivé, presné a
uplné spravy, vykazy, knihy a dalsie
zdznamy tykajice sa §tadie.

other records related to the Study. 7.3. Vyhlasenia tvkajice sa protikorupényeh
opatreni/opatreni proti uplatkarstvu.
7.3. Anti-Bribery/Anti-Corruption Prijemca grantu vyhlasuje, Ze:
Representations. Grant Recipient represents
that: 7.3.1.  finanéna podpora prijemcu grantu
ani Ziadnu fyzickd osobu, ktord s
7.3.1.  the Funding will not cause Grant prijemcom grantu spolupracuje, neprindti
Recipient, or any individual affiliated with urobit’ ni¢, ¢o by malo za nasledok, Ze
Grant Recipient, to do anything that would spolocnost’  Pfizer neopravnene ziska
result in Pfizer improperly obtaining or alebo si udrzi zakazku alebo =ziska
retaining business or gaining any akukol'vek  ncopravacmi obchodnu
umproper business advantage; vyhodu,
7.3.2.  nepouZije nijaku Cast’ finantnych
prostriedkov na priamu alebo nepriamu
7.3.2. it will not use any portion of the ponuku alebo vyplatenie akychkol'vek
Funding to directly or indirectly ofter or peflaznych  prostriedkov  ani  nioho
pay any money or anything of value in an hodnotného v snahe ovplyvnit' $tatneho
effort to influence any Geovernment uradnika alebo int osobu, aby spolognosti
Official or any other person in order for Pfizer zabezpecili neopravnené ziskanie
Pfizer to improperly obtain or retain alebo udrzanie zakazky alebo aby jej
business or to gain an improper business zabezpe€ili  neprimerani  obchodnt
advantage, and, it has not accepted, and vyhodu, pricom  prijemca  grantu
will not accept in the future, such a vyhlasuje, Ze také platby nikdy neptijal
payment; and ani v budicnosti neprijme, a
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7.3.3.  Pfizer will be entitled to revoke the
Funding if Pfizer learns that Grant
Recipient or any -individuals affiliated
with Grant Recipient has used or intends
to use ary portion of the Funding to
improperly seek to influence any
Government Official or any other person
in order to obtain or retain business or gain
a business advantage.

7.3.4.  For the purpose of this Agreement,
“Government” includes all levels and
subdivisions of governmenis (i.e., local,
regional, and national, administrative,
legislative,  and  executive)  and
“Grovernment Official” includes (1) any
elected or appointed non-US Government
official (e.g., a legislator or a member of a
non-US Government ministry), (2) any
employee or individual acting for or on
behalf of a non-US Government Official,
non-US Government agency, or enterprise
performing a function of, or owned or
controlled by, a non-US Government
(e.g., a healthcare professional employed
by a non-US Government hospital or
university), (3) any non-US political party
officer, candidate for non-US public
office, or employee or individual acting
for or on behalf of a non-US political party
or candidate for public office, (4) any
employee or individual acting for or on
behall of a public international
organization, and (5) any member of a
royal family or member of a non-US

military.

7.3.3.  spolo&nost Pfizer bude opravnena
zrudit’ finanént podporu, ak sa dozvie, Ze
prijemca grantu alebo jeho pridruZené
osoby pouZili alebo planuji pouzit’ nejakt
Cast financnej podpory na to, aby
nevhodnym spdsobom ovplyvnili
Staitneho vradnika alebo ind osobu s
cielom ziskat’ alebo si udrZatl® zakazku
alebo ziskat’ obchodni vyhodu.

7.34. Na udely tejto zmluvy pojem
wvlada® zahfa vSetky wrovne a
podskupiny vlad (t. j. miestne, regiondlne
a narodné, administrativne, legislativne a
vykonné) a pojem ,Stitny tdradnik®
zahfila (1) wvSetkych volenych alebo
menovanych Statnych vradnikov mimo
USA (napr. zakonodarca alebo ¢len viady
mimo  USA), (2)  akéhokolvek
zamesinanca ¢i fyzicki osobu konajicu v
mene Statneho Gradnika mimo USA,
orgdnu Statnej spravy mimo USA alebo
verejného podniku, ktory vykonava Statnu
funkeiu mimo USA, pripadne je vo
vlastnictve alebo ho ovlada ina ako
americkd vlidda (napr. zdravotnicky
pracovnik zamestnany v nemocnici alebo
na univerzite, ktoré nespadaju pod vladu
USA), (3) akéhokolvek funkcionira
politickej strany mimo USA, kandiddta na
verejnu funkceiu alebo zamestnanca alebo
fyzick osobu konajicu v mene politickej
strany alebo kandid4ta na verejni funkciu
mimo USA, (4) akéhokol'vek
zamestnanca alebo  fyzicki  osobu
konajlicu v mene verejnej medzinarodnej
organizacte a (5) akéhokol'vek ¢&lena
kré&l'ovskej rodiny alebo Clena
ozbrojenych zloZiek mimo USA.

7.4. Dodatok. Prijemca grantu bude spolo¢nost’
Pfizer bezodkladne informovat, ak bude

7.4. Amendment. Grant Recipient will notify potas lehoty platnosti tejto zmluvy potrebné
Pfizer promptly if any of these niektoré z tychto vyhlaseni zmenit'.
representations require amendment during 5 ]
the term of this Agreement. 8. VSEOBECNE USTANOVENIA

8. GENERAL PROVISIONS 8.1. Zodpovednost’ KaZda strana bude v rozsahu

povolenom zdkonom zodpovednd za
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8.1.

8.2.

8.3.

8.4,

3.5.

Liability. Each party will be responsible, to
the extent permitted by law, for any
negligent acts or omissions by itself, its
Staff, officers or directors. The Study is not
designed, sponsored, or managed by Phzer
and Pfizer provides no indemnification of

any type.

Assignment and  Delegation.  Grant
Recipient may not assign any rights or
delegate any duties under this Agreement
without written permission from Pfizer. If
Pfizer authorizes any delegation of duties,
Grant Recipient remains responsible to
Pfizer for the performance of those duties.
Since Pfizer’s only obligation hereunder is
to provide Funding, Pfizer may assign and
delegate its rights or obligations under this
Agreement to a third party.

Entire Agreement. This Agreement, its
Attachments and the Protocol represent the
entire understanding, and supersede all
previous agreements, between the parties
relating to the Study. This Agreement may
be amended only by a written instrument
signed by both parties.

Survival. Sections 3, 4, 6.3, 6.4 and 8§ will
survive Agreement termination, along with
any other provision of this Agreement that,
by its nature and intent, remains valid after
termination.

Use of Names. Neither party will use the
name or logos of the other or any of its Staff
for promotional or advertising purposes
without prior written consent. Grant
Recipient is free to identify Pfizer as
providing support for the Study in
Publications or in publicly available reports
of ongoing research studies. Pfizer is free to
identify Grant Recipient and the Study in
non-promotional listings or reports of

8.2.

8.3.

8.4.

8.5.

akékol'vek  svoje  nedbalosti  alebo
opomenutia, ako aj za nedbalosti alebo
opomenutia svojich pracovnikev,
funkciondrov alebo riaditel'ov. Studia nie je
pavrhoutd, zadand ani  spravovana
spolocnost'ou Pfizer a spolonost’ Pfizer
neposkytuje Ziadnu formu od$kodnenia.

Postipenie prav _a _povinnosti. Prijemca
grantu nemdze na zdklade tejto zmluvy
postupit’ Ziadne prava ani delegovat’ Ziadne
povinnosti  bez  pisomného  sdhlasu
spolo€nosti Pfizer. Ak spolo¢nost” Pfizer
povoli akékol'vek delegovanie povinnost,
za ich plnenie aj nad’alej zodpovedd
prijemca grantu. Nakolko je jedinou
povinnost'ou spolocnosti Pfizer podla tejto
zmluvy poskytnutie finanénych
prostriedkov, spolofnest’ Pfizer moéZe
postupit’ a delegovat’ svoje prava alebo
povinnosti podl'a tejto zmluvy tretej strane.

Uplna dohoda. Tato zmluva, jej prilohy a
protokol predstavujé  Uplni dohodu a
nahradzaja vietky predchadzajice dohody
medzi stranami tykajice sa 3tdie. Tuto
zmluvu mozno menit a doplfiat iba na
zaklade pisomného dokumentu podpisaného
oboma stranami.

Platnost’ ustanoveni po skondeni zmluvy.
Platnost’ odsekov 3, 4, 6.3, 6.4 a 8 pretrva aj
po skondeni platnosti tejto zmluvy, a to so
vietkymi ostatnymi ustanoveniami tejto
zmluvy, ktoré zo svojej povahy a zameru
zostavaju v platnosti aj po jej skondeni.

PouZivanie mien a nézvov. Ziadna zo stran
bez predchidzajiceho pisomného sihlasu
nepouzije nazvy, mend ani loga druhej
strany alebo ktoréhokol'vek 2o svojich
pracovnikov na propagacné alebo reklamné
ucely. Prijemca grantu mdZe spolocnost’
Pfizer identifikovat ako poskytovatela
podpory $tidie v publikéciach alebo vo
verejne dostupnych spravach )
prebichajucich  vyskummych  Stadiach.
Spolo¢nost  Pfizer mébZze identifikovat
prijemeu grantu a $tudiu v nepropagaénych
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3.6.

8.7.

Pfizer-supported projects.

Notwithstanding ~ Section 2.7  above,
contractual parties acknowledge that in the
event the Grant Recipient is a healthcare
provider, Pfizer shall pursuant to the Act on
Medicines report all payments or other
transfers of value provided to the Grant
Recipient on the grounds of this Agreement
to the National Health Information Center,
to the following extent: 1) business name or
designation of Grant Recipient; ii) address
of business seat; iii) amount (value) and
purpose of paymentis or other transfers of
value and name of the medicine, active
substance or designation of therapeutic
group, if the payment or other transfer of
value is related to medicine or active
substance, and iv) additional information
required by law, namely but not exclusively,
provisions of the Act on Medicines. The
Naticnal  Health  Information  Center
discloses on regularly information on
provided payments or other transfers of
value on its website. In the event of conflict
between this article and legal provisions
regarding disclosure of transfers of value,
statutory provisions shall prevail.

If the Grant Recipient declared in the
"Declaration” at the end of the Agreement
that he is not a health care provider pursuant
to the Act 362/2011 Coll. on Medicines and
Medical Devices (,,Act on Medicines™) on
Medicines, and if the Grant or its part is
directly or indirectly provided by the Grant
Recipient to a medical professional or
healthcare provider, the Grant Recipient
shall without any undue delay (no later than
30 days after such receipt, and if payment or
other transfer of value was provided in June
and December, no later than 10 days after
such receipt, unless legal provisions dictate
a shorter deadline) notify Pfizer in electronic
form via e-mail and also in written form by
post {with signature of authorized person of

8.6.

8.7.

zoznamoch alebo spravach o projektoch
podporovanych spoloénostou Plizer.

Bez ohl'adu na odsck 2.7 zmluvné strany

bera na vedomie, Ze ak je prijemca grantu

poskytovatel  zdravotnej starostlivosti,
spolo¢nost’ Pfizer je povinna podla zdkona o
lickoch  ozndmit' Narodnému centru
zdravotnickych informdcii vietky plnenia
poskytnuté prijethcovi grantu na zéklade
tejto zmluvy, a to v tomto rozsahu: i)
obchodné meno alebo nézov prijemcu
grantu, 1i) adresa jeho sidla, iii) suma
(hodnota) a el platieb alebo inych
prevodov hodnoty a nazov lieku, uéinnej
latky alebo oznadenie terapeutickej skupiny,
ak sa platba alebo iny prevod hodnoty tyka
lietiva alebo 0dinnej latky, a iv) pripadne
d’alSie informdécie, ak si to vyZadujd pravne
predpisy, okrem iného aj ustanovenia
zakona o liekoch. Narodné centrum
zdravotnickych  informacii  pravidelne
zverejiuje  informacie o poskytnutych
plneniach na svojej webovej stranke. V
pripade rozporu medzi tymto &lankom a
pravnymi  predpismi  tykajicimi  sa
zvergjfiovania prevodu hodn6t m4 prednost’
zakonné znenie.

Pokial prijemca grantu v , Prehlaseni® na
konei  zmluvy prehlasuje, Z¢ nie je
poskytovatel’ zdravotnej starostlivosti v
zmysle zakona 362/2011 Z. z. o lickoch a
zdravotnickych poméckach (,zdkon o
liekoch™), a ak grant alebo jeho &ast’ bude
prijemcom grantu priamo alebo nepriamo
d’alej poskytnuta zdravotnickemu
pracovnikovi  alebo  poskytovatel'ovi
zdravotnej starostlivosti, je prijemeca grantu
bezodkladne (najneskér do 30 dni od takého
poskytnutia a ak bolo takéto plnenie
poskytnuté v mesiacoch jin a december,
najneskor do 10 dni od takéhoto poskytnutia,
pokial’ pravne predpisy neustanovuja krat§iu
lehotu) povinny v elektronickej forme
prostrednictvom  e-mailu  a v pisomne;j
podobe (podpisanej opravnenou osobou
prijemeu  grantu)  poStou  oznamit
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Grant Recipient) the following information
to the extent of the prescribed form attached
at Attachment 2 thereto:

a)

b)

List of healthcare professionals and
healthcare providers which were
provided with the grant or its part, at
least to the following extent: (i) first and
last name and healthcare occupation in
case of a healthcare professional, (ii)
business name or entity name in case of
a healtheare provider,

Name and address of a healthcare
facility = where  the  healthcare
professional ~ provides  healthcare
(address of main practice) in case of a
healthcare professional or a registered

address of a healthcare provider in case
of a healthcare provider,

Amount (value) and purpose of payment
or other transfer of value (in the case of
several purposes, also division of
amount (value) and specification for all
of the following purposes: clinical trials
with name, surname and financial
remuneration of examiner, non-

intervention clinical trials with name,

surname and financial remuneration of
professional guarantor, study on safety
of human medicine after registration
with name, surname of medical
professional executing this study,
market research, professional seminars,
professional consultations, participation
and registration fees for atlendance at

professional events, gifts, travel
expenses and expenses for
accommodation and catering, other

purpose) provided directly or indirectly
to a medical professional or healthcare
provider, and in case the payment or
other transfer of value is related to

spoloénosti

Pfizer prostrednictvom

predpisaného formulara, ktory tvori Prilohu
2 k tejto zmluve nasledujice informécie:

a)

b)

zoznam zdravotnickych pracovnikov a
poskytovatel'ov zdravotoe;j
starostlivosti, ktorym bolo plnenie alebo
jeho ¢&ast priamo alebo nepriamo
prostrednictvom tretich 0s0b
poskytnuté, a to najmenej v rozsahu: (i)
meno, priezvisko a zdravotnicke
povolanie, ak ide o zdravotnickeho
pracovnika, (i1) obchodné menco alebo
nazov, ak ide o poskytovatela
zdravotnicke) starostlivosti,

nazov a adresa  zdravotnickeho
zariadenia, v ktorom zdravotnicky
pracovnik poskytuje zdravotna

starostlivost’ (adresa hlavnej praxe), ak
ide o zdravotnickeho pracovnika, alebo
adresa sidla poskytovatel'a zdravotnej
starostlivost, ak ide o poskytovatela
zdravotne] starostlivosti,

vyska (hodnota) a udel plnenia (v
pripade viacerych uéelov aj rozdelenie
vySky (hodnoty) na kazdy z uéelov,
ktorymi su: klinické skaSanie s
uvedenim mena, priezviska a finanéného
ohodnotenia skusajiceho, neintervenéné
klinické skfi$anie s uvedenim mena,
priezviska a finanéného ohodnotenia
odborného garanta, Sttidia o bezpeénosti
licku pre 'udi po registracii s uvedenim
mena a priezviska zdravotnickeho
pracovnika, ktory tuto Stidiu vykonava,
prieskum trhu, odborné prednasky,
odborné konzulticie, 1éastnicke a
registratné poplatky za 1cast na
odbornych podujatiach, dary, cestovné
naklady a ndklady na ubytovanie a
stravovanie, iny UGcel) poskytnutého
priamo alebo nepriamo zdravotnickemu
pracovnikovi alebo poskytovatefovi
zdravotnej starostlivosti, a ak sa plnenie
alebo prevod hodnoty vzt'ahuje na lick
alebo liecivo, aj ndzov lieku alebo
lieCiva a identifikaéné Yidaje prijemcu
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8.8.

8.9.

medicine or active substance also the
name of the medicine, active substance
and identification of the receiver of the
contribution;

d) Additional information required by law,
namely but not exclusively, provisions
of the Act on Medicines.

In the event of conflict between this article
and  statutory  provisions regarding
disclosure of transfers of value, statutory
provisions shall prevail.

The Grant Recipient acknowledges that
Pfizer shall notify information provided by
the Grant Recipient pursuant to Sections 8.6
and 8.7 above to the National Health
Information Center according to the Act on
Medicines and that the National Health
Information Center shall further publicly
disclose such information. Given Pfizer’s
obligation, the Grant Recipient undertakes
to provide Pfizer all necessary required
cooperation connected to due and timely
fulfillment of obligations. If the Grant
Recipient breaches an obligation in this
Article of the Agreement (including
provision of inaccurate, untruthful and
incomplete  information), the  Grant
Recipient shall indemnify Pfizer for any and
all fines for administrative sanctions
imposed on Pfizer by the Ministry of Health

in connection with breach of this Grant
Recipient’s obligation.

In line with the Act 595/2003 Coll. on
Income Tax, as amended (“Act on Income
Tax”), Phizer shall allocate the Grant to the
Grant Recipient’s account and shall not
apply withholding tax pursuant to Sect. 43
par. 3 letter o) and Sect. 43 par. 10 of the Act
on Income Tax.

In view of the foregoing, the Grant Recipient
acknowledges that if the Grant, or its part, is
further used for the provision of monetary or
non-monetary benefit to the health care

3.38.

8.9.

prispevku,

d) pripadne dalsie informdcie, ak si to
vyZzaduji pravne predpisy, okrem inc¢ho
aj zakon o liekoch.

V pripade rozporu medzi tymto bodom
apravnymi  predpismi  tykajliicimi sa
zverejiiovania prevodu hodndt mé prednost’
zadkonné znenie.

Prijemca grantu berie na vedomie, Ze udaje,
ktoré poskytuje spolo¢nosti Pfizer v zmysle
odseku 8.6 a 8.7 tejto zmluvy, je spoloénost’
Pfizer v zmysle zdkona o liekoch povinna
oznamovat’ Narodnému centru
zdravotnickych informécif, ktoré tieto
informécie v rozsahu stanovenom zakonom
o lickoch dalej zverejfiuje. VzhPadom na

tuto povinnost spoloénosti Pfizer sa
prijemca grantu zavizuje poskytnat
spolo¢nosti  Pfizer vSetku nevyhnutne

pozadovani sicinnost spojeni s riadnym
a véasnym plnenim povinnosti. Ak prijemca
grantu porusi povinnost’, ktord mu vyplyva z
tohto ¢lanku zmluvy (vratane poskytnutia
nepresnych, nepravdivych a neuplnych
informacif), bude povinny odSkodnif
spoloénost’ Pfizer za vietky pokuty a
administrativne sankcie, ktoré spolo¢nosti
Pfizer ulozi ministerstvo zdravotnictva v
suvislosti s porusenim tejto povinnosti zo
strany prijemcu grantu.

V zmysle zakona 595/2003 Z. z. o dani z
prijmov v znend neskor$ich predpisov
(-zdkon o dani z prijmov*) spoloénost
Pfizer posle grant na et prijemcu grantu a
neuplatni si zrazkovu dan podl'a § 43 ods. 3
pism. o) a § 43 ods. 10 zdkona o dani z
prijmov.

Vzhl'adom na vyS$Sie uvedené prijemca
grantu berie na vedomie, Ze ak sa grant alebo
jeho cast’ dalej pouzije na poskytnutic
pefiazného alebo nepefiazného plnenia
poskytovatel'ovi zdravotne] starostlivosti
podla § 2 pism. 2) zdkona o dani z prijmov,
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provider pursuant to Sec. 2 letter z) of the
Act on Income Tax, ie. a health care
provider, their staff or a health care
professional under Act No. 578/2004 Coll.
on Health Care Providers, Health Workers
and Professional Organizations in the Health
Service, and on Amendments and
Supplements to Certain Acts (the “HC
Provider™), as third party, who
intermediates provision of such benefits, the
Grant Recipient may become a holder
pursuant to Sect. 2 letter ¥) of the Act on
Income Tax.

8.10.In providing cash benefit of the Grant to the
HC Provider, the Grant Recipient as the
holder may be obliged, under Sect. 43 par. 3
letter o), Sect. 43 par. 10 and Sect. 11 of the
Act on Income Tax, to withhold tax of the
transaction, pay withholding tax to the
relevant tax authority and to submit the
notification on withheld and paid taxes to the
relevant tax authority.

8.11.In providing non-monetary benefit of the
Grant to the HC Provider, the Grant
Recipient as the holder may be obliged,
pursuant to Sect, 43 par. 17 and Sect. 49a
par. 6 of the Act on Income Tax effective as
of 1. 1. 2021, to submit to the relevant tax
authority the notification on the amount of
taxable non-monetary benefit and date of its
provision. Concurrently, pursuant to Sect.
43 par. 19 and Sect. 49a par. 7 of Act on
Income Tax, the Grant Recipient may be
obliged to inform the recipient of the non-
monetary benefit.

[signature page follows]

t. ] poskytovatelovi Zdravotnej
starostlivosti, jeho zamestnancom alebo
zdravotnickemu pracovnikovi podla zikona
¢. 578/2004 Z. z o poskytovateloch
zdravotngj  starostlivosti, zdravotnickych
pracovnikoch a stavovskych organiziciach v
zdravotnictve a o zmene a doplneni
nicktorych zikonov (,,poskytovatel’ ZS*),
ako fretia strana, ktord sprostredkiuva
poskytovanie tychto plneni, sa prijemca
grantu méze stat’ drzitel'om podla § 2 pism.
y) zakona o dani z prijmov.

8.10.Pri poskytovani penaznych vyhod z grantu

8.11

poskytovatefovi ZS mbZe byt prijemca
grantu ako drZitel' v zmysle § 43 ods. 3 pism.
0), § 43 ods. 10 a § 11 zdkona o dani z
prijmov povinny zrazit' daf z transakcie,
zaplatit  zrazkovii  dan  prislugnému
dafiovému dradu a podat’ ozndmenie o
zrazenych  a  zaplatenych  daniach
prisludnému dafiovému tradu.

.Pri poskytovani nepefiaznej divky grantu

poskytovatelovi ZS mbZe byt prijemca
grantu ako drzitel' v zmysle § 43 ods. 17 a §
49a ods. 6 zakona o dani z prijmov Gfinného
od 1. 1. 2021 povinny predloZit’ prislu§nému
dafiovému Uradu oznamenie o vyike
zdaniteI'ného nepeniaZného plnenia a datume
jeho poskytnutia. Zaroveii podFa § 43 ods.
19 a § 49a ods. 7 zakona o dani z prijmov
méze byt prijemca grantu povinny
informovat’ prijimatela o nepefiaznom
plneni.

[nasleduje strana s podpismi]
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IN WITNESS WHEREOQF, this Agreement has been duly executed by the parties. /

NA DOKAZ TOHO zmluvné strany tato zmluvu riadne podpisali.

PFIZER

Authorized Representative / Splnomocneny zastupca Date / Datum

MUDr. Branislav Budke
Printed Name / Meno uvedené tladenym pismom

Country Manager, Pfizer LUXEMBOUR SARL. as.
Title / Funkeie

GRANT RECIPIENT / PRIJEMCA GRANTU

Authorized Kepresentative / Splnomocneny zastupca Date / Datum

Ing. Mongi Msolly, MBA
Printed Name / Meno uvedené tlatenym pismom

Chief Executive Officer, Chairman of the directorate. National Institute of Cardiovascular Discase,

Bratislava / Generélny riaditel’ a predseda predstavenstva Narodny Ustay srdcovych a cievnych

chordb, a.s.
Title / Funkcie

Read and Ackno ffedged bv: / Zmluvu si precital a potvrdzuje:

Princinalfinvest@dtor / zodpovedny skusajuci Date / Datum

Assoc. Prof. Jura] Mad’ari¢, MD. PhD, MPH.,
Printed Name / Meno uvedené tlatenym pismom

Declaration Vyhlasenie

Grant Recipient hereby declares that: Prijemfza grantu tymto vyhlasuje, Ze:

P4 Grant Recipient IS = Pr14emca grantu JE

[] Grant Recipient IS NOT ] Prijemca grantu NIEIE ’

health care provider pursuant to the Act on Medicines poskytovatel’ zdravotnej starostlivosti v zmysle Zakona o
lickoch

On behalf@f the Grant Recipient / Za prijemcu grantu
In / Bratiglava, on / diia

Title, first 40d last name / Titul, meno a priezvisko
575,2'(.’(,/7’]3 g Jw-cy' f‘fud‘m/”ﬁé'/ HD, P/)D,MFH
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Payment /

Druhd / findlna
platba

{expected [October 2021/February 2022]) demonstrating
subject enrollment or Study progress sufficient to complete the
Study within the timelines outlined in the Protocol / Bude
vyplatend po tom, ako spolocnost Pfizer dostane druhi sprdvu
o aktudinom stave (predpokladany termin foktober

202 Vfebrudr 2022]), ktord preukazuje zdpis ucastnikov alebo
priebeh Stiidie dostatocny na ukoncenie Studie v lehotdch
stanovenych v protokole.

ATTACHMENT A PRILOHA A
PAYMENT SCHEDULE PLATOBNY KALENDAR
GRG Tracking # 65176743 Referenéné ¢ GRG 65176743
TOTAL FUNDING AMOUNT: 24340 CELKOVA SUMA FINANCNYCH
EUR PROSTRIEDKOV: 24340 EUR
Funding includes any overhead allowance Finan¢né prostriedky zahfiaji pripadné
reZzijné vvdavky
Milestone(s) / Description / Opis Amount /
Mirnik(y) Suma
Initial Payment / To be paid upon receipt by Pfizer of an executed copy of the 9420 EUR
Pociatocnd platha Agreement, the Protocol and, if applicable, documentation of
IRB/IEC approval, exemption or waiver / Bude vyplatend po
tom, ako spolocnost Pfizer dostane podpisani kopiu tejto
zmluvy, protokel a pripadne dokumentdciu o schvdleni
THK/NEK, vynimku alebo zrieknutie sa prav.
Second / Final To be paid upon receipt by Pfizer of the status update report 14920 EUR
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Attachment 2 / Prilgha 2
Vzor zoznamu zdravetnickych pracovnikov a poskytovatel’ov zdravotnej starostlivosti, ktorym bolo
poskytnuté pefiazné alebo nepeiiazné plnenie /
Template of the list of healthcare professionals and healthcare providers who were provided with
monetary or non-monetary transfer of value

[Hlavigkovy papier spoloZnosti / Company letter-head]
Zoznam zdravotnickych pracovnikov a poskytovatelov zdravotnej starostlivosti, ktorym bele poskytnuté
peiiazné alebo nepeitaZné plnenie /
The list of healthcare professionals and healthcare praviders who were provided with monetary or non-
monetary transfer of value
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Prehlasujeme, Ze vysiie uvedené idaje sti presné, pravdivé a Uplné. / We declare that the above information is
accurate, truthiful and commplete.

Nazov spoloénosti/Name of company:
Adresa sidla/Seat at:

1CO/Ident. no:

ORSR/Registration in Commercial Register:

Podpis a pefiatka spolocnosti/
Signature and stamp of the company:

Meéno/Name:

Funkcia/Function:
Diia/On;
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