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CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT
(the “Agreement”) is effective on the date of
publication in Agreements Register according to
Act No. 211/2000 Coll.,, on free access to
information and on amendments to certain acts, as
amended by Act No. 546/2010 Coll. (Freedom of
Information Act) (the “Effective Date”), by and
between

Dolnooravskd nemocnica s poliklinikou
MUDr. Ladislava Nadasi Jégého Dolny Kubin
located at Nemocni¢na 1944, 026 14 Dolny Kubin-
Brezovec, Slovakia, Company ID: 00634905, VAT
ID: SK2020563754, represented by PhDr. Jozef
Mintal, MBA, MEng., director (the “Institution”)

and

Pharmacosmos A/S located at
Roervangsvej 30, DK-4300 Holbaek, Denmark

(the “Sponsor™).

xxx an employee of the Institution, shall
serve as the principal investigator (“Investigator”)
for the Study as defined below.

The Institution and the Investigator may be
collectively referred to as the “Site”.

1. STATEMENT OF WORK.

(a) The Institution will permit the
Investigator to conduct the clinical
research study entitled “A phase III,
randomized, open-label, blinded
endpoint, comparative trial of ferric
derisomaltose versus no intravenous iron
in iron-deficient  subjects  with
symptomatic chronic heart failure” (the
“Study”), bearing protocol number P-
Monofer-CHF-02, as may be amended
from time to time (the “Protocol”), the
provisions of which are incorporated
herein by reference, in conformance with:
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P-Monofer-CHF-02

ZMLUVA O KLINICKOM
SKUSANI
Téato ZMLUVA O KLINICKOM

SKUSANI (,,Zmluva‘““) nadobudne u¢innost’ diiom
zverejnenia v registri zmlav podla zakona C.
211/2000 Z.z. o slobodnom pristupe k informaciam
a o zmene a doplneni niektorych zakonov v zneni
zéakona ¢. 546/2010 Z.z (Zakon o slobode
informacii) (,,Datum ucinnosti*), medzi

Dolnooravskd nemocnica s poliklinikou
MUDr. Ladislava Nadasi Jégého Dolny Kubin
so sidlom Nemocni¢na 1944, 026 14 Dolny Kubin-
Brezovec, Slovenska republika, ICO: 00634905,
DIC: SK2020563754, zastupena PhDr. Jozef
Mintal, MBA, MEng., riaditel'om (,,Zdravotnicke
zariadenie®)

a

Pharmacosmos A/S so sidlom na adrese
Roervangsvej 30, DK-4300 Holbaek, Dansko
(,,Zadavatel*).

XXX je zamestnancom Zdravotnickeho
zariadenia (ako je definované nizsie), ktory bude
konat’ ako hlavny skuSajuci ,,Skusajuci pre
Stadiu, tak ako je uvedené niZsie.

Zdravotnicke zariadenie a Skusajici moézu
byt stthrnne oznacovani ako ,,Pracovisko®.

1.  SPECIFIKACIA CINNOSTI.

(a) Zdravotnicke zariadenie bude vykonavat
apovoli Skusajicemu vykonat klinickt

vyskumnu Studiu s nazvom
»Randomizované  otvorené  klinické
skuSanie fazy III so zaslepenym

koncovym ukazovatelom porovndvajuce
derizomaltozu  Zeleza so  Ziadnym
intravenoznym Zelezom u ucastnikov s
nedostatkom Zeleza so symptomatickym

chronickym  srdcovym  zlyhdavanim*
(,,Stadia“), s &islom  protokolu  P-
Monofer-CHF-02, ktory sa moze

priebezne menit’ a ktorého ustanovenia st
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(i) generally accepted standards of good
clinical practice, (ii) an ethical manner
and in a manner that appropriately
protects the safety, security, and well-
being of the Study subjects and any data
arising from the Study, (iii) the Protocol,
(iv) the FDA Form 1572 equivalent, and
(v) all applicable laws, rules and
regulations including, but not limited to,
those governing the conduct of the Study.
The Institution shall not reassign the
conduct of the Study to another
investigator without Sponsor’s express
written consent. If the Investigator is
unable to perform the duties required by
this Agreement, the Institution shall
promptly notify Sponsor in writing. If a
mutually acceptable replacement is not
available, this Agreement may be
terminated as provided herein.

(b) The Institution shall provide appropriate

resources and facilities so the Investigator
can conduct the Study in a timely and
professional manner and according to the
terms of this Agreement. The Institution
shall ensure that only individuals who are
appropriately trained and qualified will assist
in conducting the Study. The Institution is
responsible for ensuring that all personnel
participating in the Study (“Study Team”)
comply with the terms of this Agreement,
excluding personnel supplied by ICON or
Sponsor. Institution agrees to promptly
notify Sponsor in the event the Investigator
or any Study Team member is reported to or
comes under investigation by any licensing
board, independent ethics committee or
institutional review board, and further agrees
to promptly discontinue the use of any such
personnel in connection with the Study
unless Sponsor consents in writing to the
continued use of such personnel, which such
consent shall not be unreasonable delayed,
conditioned, or withheld. Unless otherwise
agreed to in writing by the parties, the
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(b)

P-Monofer-CHF-02

do tejto Zmluvy zahrnuté formou odkazu
(,,Protokol*) v sulade s: (i) vSeobecne
prijatymi normami spravnej klinickej
praxe, (i) etickym spdsobom a takym
sposobom,  ktory  nalezite  chrani
bezpenost, istoty azdravie subjektov
Stadie avsetky udaje vyplyvajuce zo
Stadie, (iii) Protokolom, (iv) ekvivalentom
Formuldra FDA 1572, a (v) vSetkymi
prislusnymi pravnymi predpismi,
pravidlami a nariadeniami, okrem iného aj
vratane pravidiel upravujucich
vykonavanie Stadie. Zdravotnicke
zariadenie nie je opravnené presunut
vykonanie Studie na iného Skusajuceho
bez predchadzajiaceho vyslovného
pisomného suhlasu Zadavatela. Ak
Skusajuci nie je schopny plnit’ svoje
povinnosti vyzadované touto Zmluvou,
Zdravotnicke zariadenie to okamzite
pisomne oznami Zadavatel'ovi. Ak nie je
k dispozicii vzajomne prijatelna nahrada,
tuto Zmluvu méze ICON ukoncit’ v stlade
S jej ustanoveniami.

Zdravotnicke zariadenie poskytne
potrebné  zdroje  azariadenia, aby
Skusajiici mohol vykonat’ Stidiu véasnym
a profesionalnym  spdsobom  a podla
podmienok tejto Zmluvy. Zdravotnicke
zariadenie zabezpeci, Ze iba osoby, ktoré
su primerane vyskolené a kvalifikované,
sa budli podielat’ na vykonavani Stadie.
Zdravotnicke zariadenie je zodpovedné za
zabezpeCenie, ze  vSetok  personal
zh&astiujuci sa na Stadii (,,Tim Stadie®),
bude dodrziavat’ podmienky tejto Zmluvy,
s vynimkou personalu, ktory poskytol
ICON alebo Zadavatel. Zdravotnicke
zariadenie sa zavdzuje neodkladne
informovat Zadavatel'a v pripade, Ze
skusajici alebo niektory ¢len Timu Stadie
je nahlaseny alebo spada do vySetrovania
akéhokol'vek licenéného vyboru,
nezavislej etickej komisie alebo revizneho
vyboru Zdravotnickeho zariadenia a d’alej

suhlasi stym, Ze okamzite prerusi
pouzivanie akychkol'vek takychto
pracovnikov v suvislosti so  Stadiou

s vynimkou, ak Zadavatel stihlasi pisomne
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(a)

Institution shall conduct the Study only at the
facilities indicated in this Agreement.

(c) Sponsor has engaged ICON Clinical
Research Limited with a VAT number IE
8201978R and a place of business at
South County Business Park,
Leopardstown, Dublin 18, Ireland
(“ICON”) and its affiliates as contract
research organization to assist in the
management of the Study. Institution
acknowledges  that  Sponsor  has
authorized ICON to act and communicate
with Site on Sponsor’s behalf under this
Agreement. Under a special Power of
Attorney issued on the 20th of November
2024, Sponsor has appointed ICON to
execute this Agreement in the name and
on behalf of the Sponsor, thus binding
Sponsor to the duties and obligations set
out in this Agreement.

(d) The Site will not start enrolling patients
until all applicable approvals, permits,
authorizations have been met, including

but not limited to EC/IRB approvals.

PAYMENT.

Sponsor, through ICON will pay the
Institution according to the Payment Terms
attached hereto as Exhibit A (“Payment
Terms”) and the Budget attached hereto as
Exhibit B (“Budget”), upon receipt of
invoices and other appropriate
documentation as  specified therein.
Payments due hereunder are pass-through
payments from Sponsor that will be sent after
such payments are received by ICON from
Sponsor. ICON shall exercise reasonable
efforts to ensure timely receipt of pass-
through payments from Sponsor.
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(c)

(d)

2.

P-Monofer-CHF-02

s d’alsim pouzivanim tychto
zamestnancov, pricom tento suhlas nesmie
byt neprimerane oneskoreny, podmieneny
ani zadrzany. Pokial sa zmluvné strany
nedohodnii pisomne inak, Zdravotnicke
zariadenie bude vykonavat Stadiu len
v zariadeniach uréenych v tejto Zmluve.

Zadavatel poveril spolo¢nost ICON
Clinical Research Limited s IC DPH IE
8201978R a miestom podnikania na adrese
South County Business Park,
Leopardstown, Dublin 18, frsko (,JCON®)
a jej pridruzené spolocnosti ako zmluvnu
vyskumnll organizéciu, aby pomahali pri
riadeni Studie. Zdravotnicke zariadenie
berie na vedomie, ze Zadavatel' opravnil
spolo¢nost’ ICON konat’ a komunikovat’ s
Pracoviskom v mene Zadéavatela podla
tejto Zmluvy. Na zaklade osobitného
splnomocnenia vydaného 20. n 2024
Zadavatel’ poveril spolo¢nost’ I[CON, aby
podpisala tito Zmluvu v mene a za
Zadavatela, ¢im zaviazala Zadavatela k
povinnostiam a zavizkom stanovenym v
tejto Zmluve.

Pracovisko nezacne zarad’ovat’ pacientov,
kym nebudu ziskané vsetky prislusné
schvalenia, povolenia a opravnenia, okrem
iného vratane schvaleni EK/IRB.

PLATBA.

(a) Zadavatel' prostrednictvom spolo¢nosti

ICON zaplati Zdravotnickemu
zariadeniu podl'a Platobnych podmienok,
ktoré st pripojené ako Priloha A
(,,Platobné podmienky*), a Rozpoctu
v Prilohe B (,,Rozpocet™) po prijati faktar
a inej prislusnej dokumentacie uvedene;j
v Zmluve. Platby splatné podla tejto
Zmluvy s zasielanymi platbami od
Zadavatel’a, ktoré budu zaslané nasledne,
len Co tieto platby ICON dostane od
Zadavatela. ICON vyvinie primerané
usilie na zabezpecenie véasného prijatia
zasielanych platieb od Zadavatel’a.
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(b) The Institution as payee (“Payee”) shall (b) Zdravotnicke zariadenie ako prijemca

(c)

(d)

(e)

provide full payment instructions and bank
details, in writing to ICON in the Beneficiary
Details Form (“BDF”), before any payment
can be made. The Payee is obliged to inform
ICON, in writing, of any changes or required
updates of payment instructions and/or bank
details. The parties agree that any change of
or update to the Payee’s bank details
contained in the BDF may be effected
through a written notice and shall not of itself
require a formal Amendment to this
Agreement.

The Institution is an independent contractor,
and neither ICON nor Sponsor is responsible
for any employee Dbenefits, pensions,
workers’ compensation, withholding, or
employment-related taxes as to the
Institution or its personnel.

The Institution shall ensure that the
Investigator and any sub-investigators will
complete and sign a financial disclosure
form when reasonably requested to do so by
ICON or Sponsor. These forms shall be
promptly updated as needed to maintain their
accuracy and completeness during the Study
and for one year after its completion. The
Institution acknowledges and agrees to make
aware the Investigator and any sub-
investigators, that any payments made under
this Agreement will be disclosed to the local
regulatory authorities by Sponsor or ICON
as required under the EFPIA (European
Federation of Pharmaceutical Industries and
Associations) Disclosure Code or equivalent
local legislation.

The Institution hereby agrees that no third
party will be charged for any aspect of

(©)

(d)

(e)

(,,Prijemca‘) poskytne pisomne
spolo¢nosti ICON skér, nez sa bude dat’

vykonat’ platba, uplné pokyny k platbam
abankové udaje  vo Formuldri s
podrobnostami o Prijemcovi (,,BDF).
Prijemca je povinny pisomne informovat’
ICON o kazdej zmene alebo potrebnych
aktualizaciach  pokynov  k platbam
a/alebo bankovych udajov. Zmluvné
strany sa dohodli, Ze vSetky zmeny alebo
aktualizacie bankovych udajov prijemcu
platiecb v BDF mozno vykonavat
pomocou pisomného oznamenia
anebude potrebné, aby boli vykonané
formou formalneho Dodatku Kk tejto
Zmluve.

Zdravotnicke zariadenie je nezavislou
zmluvnou stranou aani ICON ani
Zadavatel’ nezodpovedaju za akékol'vek
zamestnanecké  vyhody, ddéchodky,
nahrady pre zamestnancov, dane zrazené
zo mzdy alebo iné dane suvisiace
s pracovnym pomerom, Vo vztahu
k Zdravotnickemu zariadeniu alebo jeho
zamestnancom.

Zdravotnicke zariadenie musi
zabezpeCit, Ze SkuSajuci akazdy
spoluskasajuci  vyplni apodpiSe na

poziadanie ICON alebo Zadavatela
formular finan¢ného vyhlasenia. Tieto
formulare sa budu ihned’ podla potreby
aktualizovat, aby boli presné atplné
po¢as trvania Stadie, ajeden rok po
ukonceni Stadie. Zdravotnicke
zariadenie potvrdzuje azavidzuje sa
informovat’®  Skusajiceho  a kazdého
spoluskasajuceho, Ze vSetky platby
vykonané podla tejto Zmluvy oznami
Zadavatel alebo ICON miestnym
regulatnym organom tak, ako to
vyzaduje Koédex zverejnovania EFPIA
(Eurdpska federacia farmaceutického
priemyslu a asociacii) alebo rovnocenné
miestne pravne predpisy.

Zdravotnicke zariadenie tymto suhlasi,
Ze ani pacientovi ani tretej strane nebude
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¢

€9)

(h)

treatment or subject care for which the Payee
has invoiced or been paid under this
Agreement. The Institution hereby agrees
that neither participants in the Study nor any
third party will be charged for ferric
derisomaltose (the “Study Drug”) or any
comparator drugs provided for this Study,
nor shall Payee include such cost in any cost
report to third-party payers.

Unless otherwise agreed herein, payments
will be made for evaluable subjects and for
ecligible subjects and screen failures, as
defined in Exhibit A, Payment Terms. An
eligible subject is one who meets all of the
inclusion requirements and does not meet
any of the exclusion criteria of the Protocol,
who was enrolled by Investigator, and from
whom informed consent has been obtained.
An evaluable subject is one for whom case
report forms (“CRFs”) have been properly
completed in accordance with the Protocol,
and who has completed the appropriate
Study procedures as set forth in the Protocol,
and undergone the evaluations required by
the Protocol. “Study Subject” means any
patient who is an eligible subject.

The parties acknowledge and agree that the
compensation provided for Institution’s
performance under the Agreement represents
the fair market value for the services
conducted by Institution and has been agreed
independently from any business the
Institution or the Investigator has made or
may make in relation to the ordering of
products or services of the Sponsor.

Institution acknowledges and agrees that
ICON shall execute a separate service

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
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(h)

P-Monofer-CHF-02

uctovana liecba ani  starostlivost’
o pacienta, ktort Prijemca platby
fakturoval, alebo ktora bola zaplatena
podla tejto Zmluvy. Zdravotnicke
zariadenie tymto sthlasi, Zze ani
pacientovi ani tretej strane sa nebude
uctovat’ liek derizomaltéza Zeleza
(,.Studijny liek“) alebo porovnavaci liek
poskytnuty v savislosti so Stadiou a
Prijemca tieto naklady ani nezahrnie do
ziadneho vykazu nakladov pre platcov
tretich stran.

Pokial’ nie je v Zmluve dohodnuté inak,
platby budu vykonané za
hodnotitelnych, vhodnych pacientov
a pacientov neuspeSnych pri skriningu
tak, ako je definované v Prilohe A,
Platobné podmienky. Vhodny pacient je
taky, ktory spiiia vietky zaradovacie
kritéria anespiita Ziadne vylutovacie
kritéria Protokolu, ktory bol zaradeny
Skusajucim, a od ktorého bol ziskany
informovany suhlas. Pacient, ktorého je
mozné hodnotit’, je taky pacient, pre
ktorého boli v sulade s Protokolom
uspokojivo vyplnené vsetky zdznamové
formulare ucastnika klinického skuSania
(,,CRF*), ktory absolvoval potrebné
vysetrenia Studie tak, ako boli uvedené

v Protokole, a ktory podstupil
hodnotenia pozadované Protokolom.
,.Subjekt Stadie“ je akykol'vek pacient,
ktory je vhodny pacient.

Zmluvné strany potvrdzuju a suhlasia, Ze
nahrada poskytnutd za vykonavanie
Cinnosti ~ Zdravotnickeho  zariadenia
podla tejto Zmluvy  predstavuje
spravodliva trhovit hodnotu za sluzby
vykonané Zdravotnickym zariadenim
abola  dohodnutd  nezavisle od
akychkol'vek obchodnych ¢innosti, ktoré
Zdravotnicke zariadenie alebo Skusajuci
vykonali alebo mézu vykonat v
suvislosti s objednavanim vyrobkov
alebo sluzieb Zadavatel’a.

Zdravotnicke zariadenie potvrdzuje a
suhlasi, ze ICON ma opravnenie
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contract with the Investigator and may also
execute separate service contracts with other
Institution’s employees and shall make
payments to them accordingly for the
participation in the Study.

3. RECORDKEEPING:; REPORTING:
ACCESS.
(a) Before commencement of the Study, and

(b)

until the end of the Trial (meaning the date
of the last subject’s last visit globally),
authorized representatives of Sponsor
and/or ICON have the right, upon
reasonable advance notice, and during
regular business hours, to: (i) audit and
examine the Institution’s facilities
required for performance of the Study;
and (ii) review all data, records and work
products relating to the Study, and if
necessary, make copies of such data,
records and work products, provided
such copies do not include any
unauthorized individually-identifiable
information of a Study subject. The
Institution shall maintain complete
and accurate records related to the
Study, and shall retain all such records
resulting from the Study in accordance
with ICH GCP for the time required by
applicable laws and regulations, provided
however that the Sponsor may, at
Sponsor’s sole cost and expense, arrange
for transport to storage company in which
case Institution shall provide all
reasonable and necessary assistance.

The Investigator is responsible for
entering Study Data (as defined in Section
7) into the CRF no later than 5 days after
Study Subject’s visit. The Institution shall
be available at reasonable times during
normal business hours to meet with Study
monitors and answer questions regarding
the conduct of the Study. If Sponsor or
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3.

(a)

(b)

P-Monofer-CHF-02

podpisat’ samostatnil zmluvu
o poskytovani sluzieb so SkuSajucim
amoze podpisat samostatné zmluvy
o poskytovani sluzieb s inymi
zamestnancami Zdravotnickeho
zariadenia a poskytne im platby v stlade
s ich uéastou na Stadii.
VEDENIE ZAZNAMOV; SPRAVY;
PRISTUP.

Pred za¢atim Studie aaz do ukonlenia
skasania (Co znamena datum poslednej
navstevy posledného subjektu globalne)
opravneni zastupcovia Zadavatel'a a/alebo
ICON  maju  pravo, po  zaslani
opodstatneného oznamenia v primeranej
lehote vopred apocas riadnej pracovnej
doby: (i) preskimat a skontrolovat’
zariadenia Zdravotnickeho zariadenia,
ktoré su pozadované na vykonavanie
Stadie a (ii) preskimat vsetky udaje,
zaznamy a produkty prace suvisiace so
Stadiou a v pripade potreby vyhotovit
koépie  vSetkych  udajov, zaznamov
a produktov préace, ktoré sa tykaju Studie
pod podmienkou, Ze tieto kopie nezahfiaji

ziadne nepovolené samostatne
identifikovatelné informacie o subjekte
Stadie. Zdravotnicke zariadenie musi

udrziavat kompletné a presné zaznamy
tykajlice sa Stidie, a musi uchovavat
vietky zaznamy, vyplyvajice zo Studie v
sulade s ICH GCP po dobu pozadovanu
prislusnymi zdkonmi a predpismi, avSak za
predpokladu, Zze Zadavatel mbze na svoje
vlastné naklady a vydavky zabezpecit’
dopravu do skladovacej spoloc¢nosti,
pricom v takom v pripade Zdravotnicke
zariadenie poskytne vSetku primeran(i a
potrebnti pomoc.

Skusajici je zodpovedny za zaddvanie
Udajov Stadie (ako st definované v &asti
7) do CRF najneskdér 5 dni po navsteve
Subjektu Stadie. Zdravotnicke zariadenie
bude k dispozicii v primeranych ¢asoch
pocas beznych pracovnych hodin, aby sa
mohlo stretivat s monitormi Stadie a
odpovedat’ na otazky tykajuce sa
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(c)

ICON must use or access the Institution’s
computer systems, it will do so in
accordance  with  the Institution’s
instructions and will only use acquired
information for the purpose of the Study
and in accordance with applicable laws.
Institution and Investigator will comply
with Investigator obligations under ICH
GCP 4.1.4. and 4.9.7. to ensure Study
monitors are granted direct access to
Study Subject original medical records for
verification purposes, including periodic
access to allow comparison of certified
copies of medical records against the
original records to verify their
authenticity. If used at the Site, Site shall
provide Study monitors access to its
electronic medical records system. Site
shall ensure that only Study Subject
medical records shall be disclosed to
Study monitor and shall ensure that no
access to non-Study Subject records is
possible. Where this is not possible,
Institution and Investigator shall ensure
certified paper copies are made available
for inspection. The Institution shall ensure
sufficient access is granted to the monitor
to enable source data verification of the
Study Subjects.

The Institution will promptly notify
Sponsor and ICON if any regulatory
authority notifies the Institution or
Investigator of a pending inspection
relating to the Study. Upon notification of
an inspection, Site will permit
representatives of Sponsor and/or ICON
to be onsite prior to and during the
inspection. In addition, Institution and
will promptly forward to Sponsor and
ICON  copies of any  written
communication received as a result of
such inspection which are related to the
Study. The Institution shall also provide to
Sponsor and ICON copies of any

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx

(©)

P-Monofer-CHF-02

vykonavania Stadie. Ak Zadavatel’ alebo
spolo¢nost ICON  musi  pouzivat
pocitatové  systémy  Zdravotnickeho
zariadenia alebo vstupovat’ do nich, urobi
tak v sulade spokynmi Zdravotnickeho
zariadenia a ziskané informacie bude
pouzivat len na Glely tejto Stidie av
sulade s prisluSnymi pravnymi predpismi.
Zdravotnicke zariadenie a Skusajici buda
dodrziavat’ povinnosti Skasajuceho podla
¢lankov 4.1.4 a4.9.7 ICH GCP, aby
zabezpedili, Ze monitorom Studie sa na
ucely overenia poskytne priamy pristup
k povodnym  lekarskym  zaznamom
subjektov Stidie, ako aj pravidelny pristup
umoziujuci porovnanie osved¢enych kopii
lekarskych zdznamov s pévodnymi
lekéarskymi zdznamami s cielom overit’ ich
pravost. Ak sa pouzivaju na Pracovisku,
Pracovisko poskytne monitorom $tadie
pristup k svojmu systému elektronickych

lekarskych Zaznamov. Pracovisko
zabezpeci, aby monitor Studie ziskal
pristup len klekarskym zaznamom

subjektov Studie a neziskal Ziaden pristup
k lekarskym zaznamom pacientov, ktori sa
neztcastiuju Studie. Ak toto nie je mozné,
Zdravotnicke  zariadenie  a SkusSajuci
zabezpeCia  vyhotovenie  osved¢enych
papierovych kopii, ktoré budu k dispozicii
na kontrolu. Zdravotnicke zariadenie
zabezpeci, aby monitor ziskal dostato¢ny
pristup, ktory mu umozni overit’ zdrojové
data subjektov Stadie.

Zdravotnicke zariadenie okamzite
upozorni Zadavatela a ICON v pripade, ak
ktorykol'vek opravneny regulacny organ
oznami Zdravotnickemu zariadeniu alebo
Skusajicemu planovanu inSpekciu
v stvislosti so Stadiou. Po upozorneni
o inSpekcii Pracovisko umozni zastupcom
Zadavatel'a a/alebo spolo¢nosti ICON byt
na Pracovisku pred inSpekciou a pocas nej.
Okrem toho Zdravotnicke zariadenie
bezodkladne zasle Zadavatelovi a ICON
képie akéhokol'vek pisomného stanoviska,
ktoré dostane ako vysledok inSpekcie
suvisiacej so Stidiou. Zdravotnicke
zariadenie poskytne Zadavatel'ovi a ICON
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documents provided to any inspector that
relate to the Study.

(d) Institution shall and shall ensure that
Investigator shall comply with any and all
safety  reporting  procedures  and
requirements, including any such
reporting procedures and requirements
relating to any serious or unexpected
event, injury, toxicity or sensitivity
reaction associated with the Study or the
Study Drug, in each case as set forth in the
Protocol or any reasonable written
instruction from ICON or Sponsor.

4. CONFIDENTIALITY.

The Protocol, Study Drug(s), CRFs, Budget
and any and all information, data, reports or
documents, disclosed to or generated by the
Institution or any Study Team members regarding
the work performed under this Agreement (other
than subject medical records) or which otherwise
relates to this Study (“Confidential Information™)
belong to Sponsor and shall not be disclosed by
the Institution to any third party or be used for any
purpose other than the performance of the Study
without the prior written consent of Sponsor,
during a period of seven (7) years after the
termination of the performance of the Agreement.
The above obligations of confidentiality shall not
apply to the extent Confidential Information:

(a) is or becomes, through no fault of the
Institution, part of the public knowledge;

(b) the Institution can demonstrate was already
lawfully in the Institution’s possession on the
date of disclosure to the Institution and not
subject to prior confidentiality obligations;

(c) 1is acquired by the Institution from any third

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
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aj kopie akychkolvek dokumentov
tykajtcich sa Stidie, ktoré boli poskytnuté
inSpektorovi.

(d) Zdravotnicke zariadenie bude dodrziavat
a zabezpe€i, aby Skusajuci dodrziaval
vSetky postupy a poziadavky na hlasenie
bezpecnosti vratane akychkol'vek takychto
postupov a poziadaviek tykajicich sa
hlasenia akejkol'vek zavaznej alebo
neocakavanej udalosti, zranenia, toxicity
alebo reakcie citlivosti spojenej so Stadiou
alebo Studijnym liekom, v kazdom pripade
tak, ako je uvedené v Protokole alebo v

akomkol'vek  primeranom  pisomnom

pokyne od spoloc¢nosti ICON alebo

Zadavaterla.

4. DOVERNOST.

Protokol,  Studijny(é) liek(y), CREF,
Rozpocet a akékol'vek a vsetky informacie, udaje,
spravy alebo dokumenty poskytnuté alebo
vytvorené Zdravotnickym zariadenim, alebo

ktorymkol'vek ¢&lenom Timu Stidie, ktoré sa
tykajii prace vykondvanej podla tejto Zmluvy
(odlisné od lekarskych zaznamov subjektov
Stadie) alebo ktoré sa inak tykaju Stadie
(,,Doverné informacie®), st majetkom Zadavatel'a
a Zdravotnicke zariadenie nie je opravnené
poskytnut’ ich tretej strane a ani sa nesmt pouzit’
na akykol'vek iny téel odlisny od vykonu Studie,
bez predchadzajuceho pisomného  suhlasu
Zadavatel'a, pocas obdobia siedmich (7) rokov po
ukonceni plnenia tejto Zmluvy. Predmetny
zavazok zachovania dovernosti nebude platit’ pre
Doverné informacie:

(a) ktoré su alebo sa stanu verejne zname bez
zavinenia Zdravotnickeho zariadenia;

(b) o ktorych méze Zdravotnicke zariadenie
preukazat, Ze uz boli vsulade so
zdkonom vo vlastnictve alebo drzbe
Zdravotnickeho zariadenia v den ich
poskytnutia Zdravotnickemu zariadeniu
anepodlichali  zavdzku  zachovania
dovernosti;

(c) ktoré ziskalo Zdravotnicke zariadenie od
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party without restrictions on disclosure; or

(d) is  developed by the Institution
independently, without the use or benefit of
Confidential Information, and as evidenced
by competent written records.

Permitted  Disclosures.  The  Institution’s
obligations of non-disclosure and non-use of
Confidential Information shall not apply to the
extent the Institution is required by law to disclose
Confidential Information, provided the Institution
promptly notifies Sponsor of such a requirement
prior to disclosure to allow Sponsor the reasonable
opportunity to oppose the requirement or seek an
appropriate protective order.

5. PRIVACY AND DATA PROTECTION.

The parties agree to adhere to principles,
instructions and guidance contained into Exhibit C
in relation to the processing of personal data that
may be necessary to conduct the Study.

6. PUBLICATION.

Where the Study is conducted in the EEA, Sponsor
The Parties acknowledge and agree that the
Protocol will be applicable to all the rights and
obligations related to publications for the Study
and that any publications for the Study will be
performed in compliance with the Protocol.

Public Disclosure of Agreement. I[CON
and the Sponsor acknowledge that with regard to
section 5a and section 5b of Act No. 211/2000
Coll.,, on free access to information and on
amendments to certain acts, as amended by Act No.
546/2010 Coll. (Freedom of Information Act, that
the Institution is obliged to publish this Agreement
and any amendments thereto in the Register of
Contracts. Such disclosure is not subject to those
data that constitute the trade secrets of one of the
Parties. The Institution is responsible for
publishing this Agreement. If the Institution does
not publish this Agreement within the statutory

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
P-Monofer-CHF-02

tretej strany bez obmedzenia ich

poskytovania; alebo
(d) ktoré Zdravotnicke zariadenie vyvinulo
nezavisle bez  vyuzitia  vyhody
Dovernych informacii, ako to preukazuji
prislusné pisomné zaznamy.
Pripustné poskytnutie informéacii. Povinnost’
Zdravotnickeho zariadenia neposkytnut’
anepouzit Doverné informécie sa nebude
vztahovat’ na pripad, ak je Zdravotnicke zariadenie
povinné podla vSeobecne zavdznych pravnych
predpisov poskytnut Doverné informacie za
predpokladu, Ze  Zdravotnicke zariadenie
bezodkladne upozorni Zadavatela na takuato
poziadavku  pred samotnym  poskytnutim
informacii, aby poskytlo Zadavatel'ovi moznost
namietat proti uvedenej poziadavke alebo
zabezpecit’ vhodné ochranné opatrenie.

5.  OCHRANA SUKROMIA A UDAJOV.

Zmluvné strany suhlasia s dodrziavanim
zasad, pokynov a usmerneni uvedenych v Prilohe
C v suvislosti so spracuvanim osobnych udajov,
ktoré moze byt potrebné pre vykonanie Studie.

6. PUBLIKOVANIE.

Ked sa Stadia vykonava v EHP, Zmluvné
strany bert na vedomie a sthlasia s tym, ze
Protokol sa bude vztahovat' na vSetky prava a
povinnosti savisiace s publikaciami k Stadii a Ze
akékol'vek publikacie k Stadii sa buda vykonavat
v sulade s Protokolom.

Zverejnenie Zmluvy. ICON a Zadavatel
bert na vedomie, na zaklade ustanovenia §5a a §
5b zakona ¢. 211/2000 Z.z., o slobodnom pristupe
k informaciam a o zmene a doplneni niektorych
zakonov v zneni zakona ¢. 546/2010 Z.z. (zakon o
slobode informacii), je Zdravotnicke zariadenie
povinné tato Zmluvu a jej pripadné dodatky
zverejnit’ v registri zmlav. Takémuto zverejneniu
nepodlichaju tie udaje, ktoré tvoria obchodné
tajomstvo niektorej zo zmluvnych stran. Za
zverejnenie tejto Zmluvy zodpoveda Zdravotnicke
zariadenie. Pokiall Zdravotnicke zariadenie
nezverejni tito Zmluvu v zakonnej Iehote
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thirty (30) day period, the Agreement may be
published by the ICON.

7. OWNERSHIP.

All documents, protocols, data, know-how,
methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Institution pursuant to this
Agreement are and shall remain Sponsor’s
property. The completed CRFs, the final report (if
applicable) and all information and data resulting
from the Study, including Study results
(collectively “Study Data”), shall also be owned
by Sponsor. The Site hereby assigns (and shall
require all Study Team members to assign) to
Sponsor, all rights, title and interest in and to such
Study Data. Sponsor shall not own subject
medical records. The Parties agree that the
consent of this section 7 reflects the agreement
between the Parties and should therefore not be
subject to the governing law of this Agreement if
its content would not be fully enforceable under
such governing law.

8. INVENTIONS.

The existing inventions and technologies of
Sponsor or the Institution are their separate
property and are not affected by this Agreement.
The entire right, title and interest in and to any
inventions, discoveries, know-how, copyrights or
other intellectual property rights that are
conceived, developed, or reduced to practice,
(including all improvements or modifications),
which (i) relate to or incorporate the Study Drug;
(i1) incorporate or are anticipated by the Protocol;
(iii) rely, use, or incorporate any Confidential
Information, or (iv) otherwise arise from the
Study, shall without any further remuneration be
the exclusive property of Sponsor ( “Sponsor
Inventions”). The Institution shall promptly
disclose in writing to Sponsor each such Sponsor
Invention and hereby assigns (and shall ensure
that all Study Team members hereby assign) to
Sponsor all rights, title and interest, if any, in and
to each such Sponsor Invention. Institution agrees
to provide, at Sponsor’s expense, reasonable
assistance to Sponsor to enable Sponsor to perfect

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
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tridsiatich (30) dni, moZze byt Zmluva zverejnena
spolo¢nostou ICON.

7.  VLASTNICTVO.

Vsetky dokumenty, protokoly, udaje, know-
how, metddy, operacie, vzorce, Doverné
informacie a Materialy (ako su definované d’alej)
poskytnuté Zdravotnickemu zariadeniu podla
tejto Zmluvy st a zostanu majetkom Zadavatela.
Vyplnené formulare CRF, konec¢na sprava (v
prislusnom pripade) ainé informacie atudaje,
ktoré vyplyvaju zo Stidie, vratane vysledkov
Stadie (spoloéne ,,Udaje Studie*) bud tiez
majetkom Zadavatela. Pracovisko prevedie (a
bude vyzadovat' od vietkych ¢lenov Timu Studie,
aby previedli) na Zadavatel'a vSetky prava, naroky
na tdaje zo Studie a podiely v tychto udajoch zo
Stadie. Predmetom vlastnickeho prava Zadavatel'a
nie su lekarske zaznamy pacientov. Zmluvné
strany sthlasia s tym, Ze suhlas s touto ¢astou 7
odraza dohodu medzi Zmluvnymi stranami, a
preto by nemal podlichat’ rozhodnému pravu tejto
Zmluvy, ak by jeho obsah nebol podla takéhoto
rozhodného prava plne vymahatelny.

8. VYNALEZY.

Existujice ~ vynalezy a  technologie
Zadavatel'a alebo Zdravotnickeho zariadenia su
ich samostatnym vlastnictvom a touto Zmluvou
nie st akymkol'vek sposobom dotknuté. Prava,
naroky apodiely k akymkol'vek vynalezom,
objavom, know-how, autorskym pravam alebo
inym pravam na duSevné vlastnictvo, ktoré budi
vymyslené, vyvinuté alebo zrealizované (vratane
vSetkych zlepSeni alebo modifikacii), ktoré (i) sa
tykaju  Studijného lieku alebo sa v iiom
obsiahnuté, (ii) zahfiiaju Protokol, alebo st
predpokladané Protokolom, (iii) sa tykaju
Dovernych informdcii, vyuzivaju ich, alebo su
v nich obsiahnuté, alebo (iv) inak vyplyvaju zo
Stadie, st bez akejkolvek daliej odmeny
vyluénym vlastnictvom Zadavatela ( ,,Vynalezy
Zadavatel'a®). Zdravotnicke zariadenie
bezodkladne pisomne oznami Zadavatel'ovi a tym
prevedie (a zaroven zaruci, aby vsetci Clenovia
Timu Stadie previedli) na Zadavatela vietky
prava, naroky alebo podiely na kazdy takyto
Vynalez Zadavatela. Zdravotnicke zariadenie sa
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and enforce its rights in such Sponsor Inventions.
The Institution shall have exclusive ownership of
any inventions or discoveries conceived or
reduced to practice solely by the Institution that
are not Sponsor Inventions. The Parties agree that
the consent of this section 8 reflects the agreement
between the Parties and should therefore not be
subject to the governing law of this Agreement if
its content would not be fully enforceable under
such governing law.

9. MATERIAL TRANSFER; RETURN OF
MATERIALS.

(a) During the Study, Sponsor or Sponsor’s
designee shall provide to the Institution, at
Sponsor’s expense, the Study Drug, for the
performance of the Study (the “Materials”).
The Materials will be used only by the
Institution for performance of the Study in
accordance with the Protocol and this
Agreement. The Institution shall handle,
store, and ship or dispose of Materials in
accordance with the Protocol and any
reasonable written instructions provided by
Sponsor (or Sponsor’s designee), and in
compliance with all applicable, local and
national laws, rules and regulations
including, but not limited to, those governing
hazardous substances.

(b) Unless otherwise agreed by the parties, in the
event that the Protocol for a Study requires
the collection of blood, tissue or other
biological  materials  from  subjects
(“Biological Materials) the Investigator
agrees that the use of such Biological
Materials shall be limited to those tests,
analyses or procedures identified in the
Protocol and informed consent as approved
by the IRB/EC.

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
P-Monofer-CHF-02

zavizuje, ze poskytne na naklady Zadavatela
primerant stcinnost Zadavatelovi, aby mu
umoznilo nadobudnut’ a vymahat’ prava na takéto
Vynalezy Zadavatela. Zdravotnicke zariadenie
ma vyluéné vlastnicke pravo na akékol'vek
vynalezy alebo objavy, vymyslené alebo
zrealizované, ktoré vyvinulo vylucne
Zdravotnicke zariadenie, a ktoré nie stt Vynalezmi
Zadavatel'a (ako su definované vyssSie). Zmluvné
strany sthlasia s tym, Ze sthlas s touto ¢ast'ou 8
odraza dohodu medzi Zmluvnymi stranami, a
preto by nemal podliehat’ rozhodnému pravu tejto
Zmluvy, ak by jeho obsah nebol podla takéhoto
rozhodného prava plne vymahatel'ny.

9. PREVOD ,MATERIALOV: VRATENIE
MATERIALOV.

(a) Pocas Studie Zadavatel alebo osoba
poverena Zadavatel'om poskytne na naklady
Zadavatela Zdravotnickemu zariadeniu
Studijny liek na vykonavanie Studie

(,Materialy*), ktoré si potrebné na
vykonavanie Stidie podla Protokolu.

Materialy bude vyuzivat Zdravotnicke
zariadenie vyluéne na vykonavanie Stadie v
sulade s Protokolom atouto Zmluvou.
Zdravotnicke zariadenie bude zaobchadzat’
s materialmi, skladovat’ ich, prepravovat
alebo likvidovat’" v stlade s Protokolom
a vSetkymi  oddvodnenymi  pisomnymi
pokynmi, ktoré poskytne Zadavatel’ (alebo
osoba poverena Zadavatel'om) a v sulade so
vSetkymi prislusnymi miestnymi
a vnutroStatnymi  pravnymi  predpismi,
pravidlami a nariadeniami, okrem iného aj
vratane predpisov upravujucich nebezpecné
latky.

(b) Ak sa zucastnené strany nedohodnu inak,
v pripade, ak Protokol vyZaduje odber krvi,
tkaniva, alebo iného biologického materialu
od subjektov  Stadie  (,.Biologicky
material), Sksajaci suhlasi, Ze pouzivanie
takéhoto Biologického materidlu bude

obmedzené na testy, analyzy, alebo
procedury uvedené v Protokole
a informovanom  suhlase, ktoré boli
schvalené IRB/EK.
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(c) Upon completion or termination of the (c) Po dokondeni alebo ukondeni Studie
Study, the Institution shall account for all Zdravotnicke zariadenie spocita vsetky
quantities of the Materials furnished to the mnozstva Materialov, ktoré
Institution by Sponsor or Sponsor’s Zdravotnickemu zariadeniu dodal
designee, and any unused Materials shall be Zadavatel  alebo  osoba  poverena
promptly returned or destroyed as directed Zadavatel'om, a vSetky nepouzité Materialy
by Sponsor or ICON. Shipping costs relating budi  bezodkladne  vratené  alebo
thereto will be paid by ICON. zlikvidované podla pokynov Zadavatela
alebo spolo¢nosti ICON. Prepravné naklady
suvisiace s vratenim Materidlov uhradi
ICON.
10. TERM:; TERMINATION. 10. DOBA PLATNOSTI; UKONCENIE.
(a) This Agreement shall commence on the (a) Tato Zmluva nadobudne platnost Dniom
Effective Date and shall continue in force ucinnosti azostane v platnosti az do
until the Study has been completed at the dokoncenia Stadie na pracovisku

(b)

(c)

(d)

Institution’s site unless terminated earlier in
accordance with the provisions below.

This Agreement may be terminated by
Sponsor at any time and for any reason upon
thirty (30) days written notice, or
immediately upon written notice by any
party for health or safety reasons.

Upon the effective date of termination of this
Agreement, an accounting shall be
conducted by the Institution, subject to
verification by Sponsor/ICON. Following
Sponsor’s/ICON’s receipt of adequate
documentation, ICON will pay for:

(i)  all services properly rendered and
monies properly expended by the
Institution in accordance with the
Budget, through the effective date
of termination which have not yet
been paid by ICON; and
(i)  non-cancelable obligations
properly incurred for the Study by
the Institution prior to receipt of
notice of termination.

If the Institution has been paid any amounts
which have not been earned hereunder as of

(b)

(c)

(d)

Zdravotnickeho zariadenia, pokial nebude
ukoncena skor v stlade snizSie uvedenymi
ustanoveniami.

Tato Zmluvu moéze Zadavatel' kedykol'vek
a z akychkol'vek dovodov ukoncit’ pisomnou
vypovedou s tridsatdennou (30) vypovednou
dobou alebo ktorakol'vek zmluvna strana
pisomnou  vypovedou okamzite, bud
z opodstatnenych zdravotnych alebo
bezpecnostnych dovodov.

Po dni U¢innosti ukonéenia tejto Zmluvy

Zdravotnicke zariadenie vyhotovi
vyuctovanie, ktoré musi byt osvedcené
Zadavatel'om/spolo¢nostou  ICON. Ked
Zadavatel/ICON dostane prislusnu

dokumentéciu, spolocnost’ ICON zaplati za:

(i) vSetky sluzby riadne poskytnuté
a vydavky riadne vynalozené
Zdravotnickym zariadenim v sulade s
Rozpoc¢tom az do dna ukoncenia, ktoré
dosial’ neboli uhradené spolo¢nost'ou
ICON; a

(i1) nezrusite'né zavazky, ktoré

Zdravotnickemu  zariadeniu  riadne

vznikli pri vykonavani Stidie este pred

prijatim vypovede.

Ak boli Zdravotnickemu zariadeniu vyplatené
akékol'vek sumy, ktoré ku dnu ukoncéenia
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a)

b)

(e)

the date of termination, the Institution shall
promptly return to ICON all such unearned
funds within 30 days.

Immediately upon receipt of a notice of
termination, the Institution shall ensure the
Investigator stops screening and enrolling
subjects into the Study and, as directed by
Sponsor or ICON, cease conducting Study
procedures on subjects already enrolled in
the Study, to the extent medically
permissible, and cease, to the extent
reasonably feasible, from incurring any
additional Study expenses.

11. INSURANCE.

The parties hereto acknowledge that Sponsor has
obtained insurance cover, as required by
applicable law, for Study Subject’s injuries
arising from their participation in the Study.

Institution shall maintain adequate insurance to
the extent of its liabilities and in full compliance
with applicable law. Institution shall, at
Sponsor’s or ICON’s request, have its insurance
carrier for such insurance furnish to Sponsor or
ICON a certificate that such insurance is in force,
such certificate to indicate any deductible and/or
self-insured retention and stipulate that such
insurance will not be canceled or reduced while
this Agreement is in effect without at least thirty
(30) days prior written notice to Sponsor and
ICON.

12. LIABILITY AND INDEMNIFICATION.

(a) The Institution is and shall remain liable
for any harm, claims, actions or expenses
(including legal expenses) resulting from
or connected with the negligence,
omission or fault on the part of the
Institution, Investigator or any Study
Team members.

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
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Zmluvy neboli podla tejto Zmluvy kryté
protiplnenim,  Zdravotnicke  zariadenie
bezodkladne vrati spolo¢nosti ICON vsetky
takéto preddavky do 30 dni.

Po prijati vypovede Zdravotnicke zariadenie
zabezpedi, aby Skusajici ihned’ ukongil
skrining a nabor subjektov do Stidie a prestal
vykonavat’ postupy u subjektov, ktori uz boli
do Stadie zaradeni, ato podla pokynov
Zadavatela  alebo  spolocnosti  ICON
avrozsahu, ktory je pripustny zo
zdravotného hladiska pacientov, a prestane v
primerane moznom rozsahu  vytvarat
akékol'vek dalSie naklady v suvislosti so
Stadiou.

POISTENIE.

Zmluvné strany potvrdzujt, ze Zadavatel
ziskal poistné krytie vstlade s platnymi
pravnymi predpismi pre pripadné zranenia
Subjektov Stadie, ktoré vzniknti z dévodu ich
Gcasti na Studii.

Zdravotnicke zariadenie bude udrziavat
primerané  poistenie v rozsahu  svojich
zmluvnych zavézkov a plne v stilade s platnymi
pravnymi predpismi. Zdravotnicke zariadenie
na poziadaniec Zadavatela alebo spolo¢nosti
ICON  poskytne  Zadavatelovi  alebo
spoloc¢nosti ICON potvrdenie, ze je takéto
poistenie platné. Bude na nom uvedena
odpocitatelna polozka a/alebo samopoistena
Cast’ rizika (spolutcast’) a informacia, Ze toto
poistenie sa nezrusi ani neznizi pocas platnosti
tejto  Zmluvy bez zaslania pisomného
oznamenia Zadavatel'ovi a spolo¢nosti ICON
najmene;j s tridsat’ (30) diiovym predstihom.

. ZODPOVEDNOST A ODSKODNENIE.

Zdravotnicke  zariadenie je  azostane
zodpovedné za akékol'vek poskodenie,
naroky, zaloby, naklady alebo vydavky
(vratane pravnych nakladov), ktoré vzniknu v
dosledku nedbalosti, opomenutia, zavinenia
zo strany Zdravotnickeho zariadenia,
Skusajuceho alebo ktoréhokol'vek ¢lena Timu
Stadie.

Updated March 2023

Page 13 of 27



| CON

Confidential Slovakia / Institution Only Clinical Trial Agreement

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
P-Monofer-CHF-02

(b) Sponsor agrees to indemnify, defend and (b) Zadavatel sthlasi s tym, ze odSkodni, obrani
hold harmless Institution, its trustee, aochrani pred Skodou Zdravotnicke

officers, staff, employees and agents (the
“Institution Indemnitees”) against any
liabilities, claims, actions or suits
(collectively “Claims”) which are made
against an Institution Indemnitees by a
third party to the extent such Claims arise
out of the administration of the Study
Drug in accordance with the Protocol or
by a properly-performed Protocol-
required treatment of a Study Subject
provided however that Sponsor shall not
be liable for or indemnify the Institution
Indemnitees for a Claim to the extent it
arises out of (i) the negligence, gross
negligence or willful misconduct of any
Institution Indemnitee or (ii) the failure of
any Institution Indemnitee to adhere to the
terms of the Agreement (including the
Protocol) or other written instructions
from the Sponsor or its designees or to
comply with any applicable laws or
governmental requirements. This
indemnification is contingent on an
Institution Indemnitee providing the
Sponsor with prompt written notice of a
Claim and full authority to defend against,
and/or settle the Claim (provided,
however that Sponsor shall not have any
authority to enter into any settlement that
materially  adversely  affects  the
Institution’s rights or obligations without
the Institution’s prior written approval).
Institution agrees to fully cooperate and
aid in such defense. Institution
understands that the sole liability of
Sponsor to Institution and those
employees engaged in conducting the
investigations at the request of Sponsor
will be the indemnification described
above.

zariadenie, jeho  spravcu,  veducich
pracovnikov, personal, zamestnancov a
zastupcov (,,Odskodnované osoby
Zdravotnickeho zariadenia®) v suvislosti s
akymikol'vek zadvizkami, narokmi, zalobami
alebo sidnymi spormi (spolo¢ne ,,Naroky*),
ktoré  vznesie  tretia  strana  VvoCi
Odskodiiovanym osobam Zdravotnickeho
zariadenia v rozsahu, v akom takéto Naroky
vyplyvaji  zpodania Studijného lieku
v stlade s Protokolom alebo zo spravne
vykonavanej  lie¢by  Subjektu  Studie
vyzadovanej  Protokolom, avSak za
predpokladu, ze  Zadavatel  nebude
zodpovedny ani neodSkodni Zdravotnicke
zariadenie za Narok v rozsahu, v akom tento
vznikne (i) z nedbanlivosti, hrubej
nedbanlivosti alebo imyselného nespravneho
konania ktorejkol'vek Odskodnovanej osoby
Zdravotnickeho  zariadenia  alebo (i)
nedodrzanim podmienok tejto  Zmluvy
(vratane Protokolu) alebo inych pisomnych
pokynov Zadavatel’a alebo nim ustanovenych
osOb, alebo nedodrzanim akychkol'vek
platnych pravnych predpisov alebo vladnych
poziadaviek zo  strany  ktorejkol'vek
Odskodinovanej  osoby  Zdravotnickeho
zariadenia. Toto odSkodnenie je podmienené
tym, ze Odskodiiovana osoba
Zdravotnickeho zariadenia poskytne
Zadavatel'ovi rychle pisomné oznamenie o
Néroku a plni pravomoc branit sa proti
Néroku a/alebo ho urovnat (avSak za
predpokladu, ze Zadavatel nebude mat’
ziadne opravnenie dohodnut’ akékol'vek
urovnanie, ktoré by zasadne nepriaznivo
ovplyvnilo  prava  alebo  povinnosti
Zdravotnickeho zariadenia, bez predoslého
pisomného sthlasu Zdravotnickeho
zariadenia). Zdravotnicke zariadenie suhlasi,
ze bude plne spolupracovat’ a pomahat’ pri
takejto obrane. Zdravotnicke zariadenie berie
na vedomie, Ze jedinou zodpovednostou
Zadavatel'a voc¢i Zdravotnickemu zariadeniu
a zamestnancom, ktori su zapojeni do
vykonavania  vySetrovani na  Ziadost
ZadavateTa, bude vysSie uvedené
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(c) Sponsor shall reimburse a Study Subject
or the provider of medical care for
reasonable and necessary medical
expenses incurred for acute medical care,
including diagnosis and hospitalization, in
the treatment of adverse reactions arising
directly from administration of the Study
Drug, provided that the Study Drug was
administered in accordance with the
Agreement, the Protocol and all
applicable laws, regulations, and IRB
procedures. Reimbursement will be made
only for those costs that are not incurred
for the diagnosis and/or treatment of the
normal progression of the Study subject’s
disease or any underlying pre-existing
medical condition.

13. LIMITATION OF LIABILITY.

EXCEPT IN CONNECTION WITH ANY
BREACHES OF CONFIDENTIALITY
(SECTION 4), APARTY’S INDEMNIFICATION
OBLIGATIONS (SECTION 12) OR A PARTY’S
GROSS  NEGLIGENCE OR  WILLFUL
MISCONDUCT IN  PERFORMING ITS
OBLIGATIONS UNDER THIS AGREEMENT,
INNO EVENT SHALL A PARTY HEREUNDER
BE LIABLE TO THE OTHER PARTY
HEREUNDER FOR SPECIAL, INCIDENTAL,
CONSEQUENTIAL OR INDIRECT DAMAGES
ARISING FROM OR IN RELATION TO THIS
AGREEMENT.

14. CERTIFICATIONS.

(a) The Institution hereby certifies that it has not
been debarred or disqualified from
participating in clinical research under any
laws or regulations. If during the term of this
Agreement, the Institution or the Investigator
(i) becomes debarred or disqualified or (ii)
receives notice or threat of an action with
respect to its debarment or disqualification,
the Institution shall notify Sponsor/ICON

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
P-Monofer-CHF-02

odskodnenie.

Zadavatel' preplati Subjektu Stadie alebo
poskytovatelovi  lekarskej  starostlivosti
primerané¢ a nevyhnutné lekarske vydavky
vynalozené na akutnu lekarsku starostlivost’
vratane diagnostiky a hospitalizacie pri lie¢be
neziaducich reakcii vyplyvajucich priamo z
podania Studijného lieku za predpokladu, ze
Studijny liek bol podany v stlade so
Zmluvou, Protokolom a vSetkymi platnymi
pravnymi  predpismi, nariadeniami a
postupmi EK. Preplatia sa len tie naklady,
ktoré nevznikli z dovodu diagnostiky a/alebo

(c)

liecby —normalnej  progresie  ochorenia
Subjektu  Studie  alebo  akéhokol'vek
zakladného predtym existujuceho

zdravotného stavu.

13. OBMEDZENIE ZODPOVEDNOSTI.

S VYNIMKOU SPOJITOSTI S AKYMKOLVEK
PORUSENIM DOVERNOSTI (CAST 4),
POVINNOSTAMI  ZMLUVNEJ  STRANY
POSKYTNUT ODSKODNENIE (CAST 12)
ALEBO HRUBOU NEDBANLIVOSTOU
ALEBO UMYSELNYM  NESPRAVNYM
KONANIM ZMLUVNEJ STRANY PRI PLNEN{
JE] ZAVAZKOV NA ZAKLADE TEJTO
ZMLUVY NEBUDE ZIADNA ZMLUVNA
STRANA TEJTO ZMLUVY V ZIADNOM
PRIPADEZODPOVEDNA VOCI DRUHEJ
ZMLUVNEJ STRANE TEJTO ZMLUVY ZA
OSOBITNE, NAHODNE, NASLEDNE ALEBO
NEPRIAME SKODY VYPLYVAJUCE Z TEJTO
ZMLUVY ALEBO V SUVISLOSTI S NOU.

14. POTVRDENIA.

(a) Zdravotnicke zariadenie tymto potvrdzuje,
ze nebolo vylucené ani diskvalifikované
zUCasti na klinickom vyskume podla
akychkol'vek vSeobecne zavédznych
pravnych predpisov alebo nariadeni. Ak
pocas doby trvania tejto Zmluvy bude
Zdravotnicke zariadenie alebo Skusajuci (i)
vylicené(y) alebo diskvalifikované(y),

alebo (ii) dostane oznamenie o zacati
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immediately. konania alebo hrozbe zacatia konania s

cielom vylucenia alebo diskvalifikacie,

Zdravotnicke  zariadenie = bezodkladne

oznami tuto skutoénost’

Zadavatel'ovi/spolo¢nosti ICON.

(b) The Institution hereby certifies that it hasnot (b) Zdravotnicke zariadenie tymto potvrdzuje,
and will not use in any capacity the services ze nevyuzivalo anebude vyuZzivat
of any individual or entity which has been akymkol'vek sposobom cinnosti fyzickej
debarred or disqualified from participating in osoby, alebo pravnickej osoby, ktora bola
clinical research under any laws or vylicena alebo diskvalifikovana z GiCasti na
regulations. In the event that the Institution klinickom vyskume na zaklade
becomes aware of the debarment, threatened akychkol'vek pravnych predpisov alebo
debarment, disqualification or threatened nariadeni. V pripade, Ze sa Zdravotnicke
disqualification of any such individual or zariadenie dozvie o vyluceni, hroziacom
entity, the Institution shall notify vylaceni, diskvalifikacii alebo hroziacej
Sponsor/ICON immediately. diskvalifikacii  fyzickej osoby, alebo

pravnickej osoby, bezodkladne oznami tato
skutocnost’ Zadavatel'ovi/spolocnosti
ICON.

(c) The Institution warrants and promises that,in  (c) Zdravotnicke zariadenie sa zarucuje

15.

connection with this Agreement, (i) it has not
and will not (directly or indirectly) make any
improper payment or offer (or authorizing
another to pay or offer) money or anything of
value to a government official or any other
person connected with the provision of
services under this Agreement, in order to
improperly influence any act or decision of
such official or person, to induce such
official or person to do or omit to do any act
in violation of his or her relevant duty, to
obtain any improper advantage, to procure
improper performance of a function or
activity associated with this Agreement or in
the case of a government official, to induce
such official to use his or her influence
improperly to affect or influence any act or
decision of a government and (ii) it has not
and will not (directly or indirectly) request,
accept or receive money or anything of value
to procure improper performance of a
function or activity associated with this
Agreement.

ASSIGNABILITY.

a slubuje, Ze v savislosti s touto Zmluvou
(i) (priamo ani nepriamo) nevykonala ani
nevykond ziadne neprimerané platby alebo
ponuky (neopravni inti osobu na vykonanie
platieb alebo ponuky) na zaplatenie
finanénych  prostriedkov  alebo  inej
hodnotnej veci vladnemu uradnikovi alebo
ingj osobe v suvislosti s poskytovanim
sluzieb na =zaklade tejto Zmluvy na
neprimerané ovplyvnenie ¢inu alebo
rozhodnutia takéhoto uradnika alebo osoby,
na ovplyvnenie takéhoto uradnika alebo
osoby, aby konali alebo nekonali porusenim
svojich prislusnych povinnosti, s cielom
ziskat’ akukol'vek neprimerant vyhodu, aby
vyvinuli neprimeranu ¢innost’ alebo aktivitu
suvisiacu s touto Zmluvou alebo v pripade
vladneho turadnika naviedli takéhoto
uradnika, aby neprimerane pouzil svoju
moc na ovplyvnenie ¢inu alebo rozhodnutia
vlady a (ii) nepoziadalo ani nepoziada,
neakceptovalo a ani neprijalo (priamo ¢i
nepriamo) finan¢né prostriedky ani ina
hodnotni vec na ziskanie neprimeran¢ho
vykonu funkcie alebo ¢innosti v stavislosti
s touto Zmluvou.

15. POSTUPENIE.
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Institution may not assign any of its rights or
delegate any performance under this Agreement,
voluntarily or involuntarily, whether by merger,
consolidation, dissolution, operation of law, or
any other manner except with the prior written
consent of Sponsor, and any purported assignment
or delegation without Sponsor’s written consent is
void.

16. NOTICES.

With the exception of Study funds paid by
ICON pursuant to Section 2 hereof, all notices
required or permitted to be given under this
Agreement shall be in writing and shall be (a)
delivered personally, (b) sent by certified mail, or
(c) sent by a nationally-recognized courier
guaranteeing next-day delivery, to the recipients
below. The parties agree that changes to the
addresses below for receipt of notices under this
Section may be effected by a letter signed by the
relevant party and does not require an amendment
to this Agreement signed by all parties:

If to the Sponsor:
Pharmacosmos A/S
Roervangsvej 30

Holback

DK-4300 Denmark
Attention: General Counsel

If to the Institution:

Dolnooravska nemocnica s poliklinikou MUDr. L.
N. Jégého

Nemocni¢na 1944

026 14 Dolny Kubin-Brezovec

Slovakia

Attention: Xxx

17. USE OF NAMES.

The Institution shall not use the name,
symbols and/or trademarks of ICON or the Sponsor
in any form of publicity in connection with the
Study unless explicitly approved by ICON or the

Zdravotnicke zariadenie nie je opravnené
postipit’ Ziadne svoje prava ani poverit’ ini osobu
plnenim tejto Zmluvy, dobrovolne alebo
nedobrovolne, ¢i uz na zaklade zlucenia,
konsolidacie, zruSenia, priamo zo zakona, alebo
akymkol'vek inym  spdsobom, s vynimkou
predchadzajiceho pisomného suhlasu Zadavatela.
Akékol'vek udajné postipenie bez pisomného
suhlasu Zadavatel'a je neucinné.

16. OZNAMENIA.

S vynimkou finanénych prostriedkov Stadie
uhradenych spolo¢nostou ICON podla ¢lanku 2,
vSetky oznamenia pozadované alebo povolené
podla tejto Zmluvy, budi v pisomnej forme
abudu (a) doru¢ené osobne, (b) zaslané
doporuc¢enym listom, alebo (c) zaslané celostatne
uznavanym kuriérom, zaruCujucim dorucenie
hned” v nasledujuci deni niz§ie uvedenym
prijemcom. Zmluvné strany sa dohodli, Ze zmeny
nizSie uvedenych adries uréenych na prijimanie
oznamov podla tohto ¢lanku mozno vykonat
formou listu podpisan¢ho prislusnou zmluvnou
stranou a nevyzaduje sa vyhotovenie dodatku
k tejto Zmluve podpisaného vSetkymi stranami:

Pre Zadavatela:

Pharmacosmos A/S

Roervangsvej 30

Holback

DK-4300 Dansko

Do ruk: Generalny pravny poradca

Pre Zdravotnicke zariadenie:

Dolnooravska nemocnica s poliklinikou MUDr. L.
N. Jégého

Nemocnic¢na 1944

026 14 Dolny Kubin-Brezovec

Slovenska republika

Do ruk: xxx

17. POUZIVANIE NAZVOV.

Zdravotnicke zariadenie nesmie pouzivat’
nazov, symboly a/alebo ochranné znamky ICON
alebo Zadavatela v akejkol'vek forme publicity
v suvislosti so Stidiou, pokial’ ich ICON alebo
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Sponsor in advance. The Sponsor may use the
name and contact information of Institution and
Investigator as participating in the Study in any
registration of, or subsequent post of results from,
the Study. Institution agrees that, in accordance
with applicable law, Sponsor may make public the
amount of funding provided hereunder for the
conduct of the Study and may identify Institution
and Investigator as part of this disclosure.

18. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS.

(a) The Institution shall maintain IT and
organisational security measures sufficient
to protect the personal information, when
in their possession and whilst being
transferred to ICON, Sponsor or other third
parties. The Institution shall ensure that all
Study Team members comply with the
obligations imposed upon them by
applicable data protection laws and
specifically, the removal of Study Subject
personal identifiers from any
communications external to the site unless
necessary for safety purposes or required
by law.

(b) If this Agreement is signed electronically,
Institution shall ensure that they have
adequate software in place for such
signature to create a legally binding
Agreement.

19. WAIVER; SEVERABILITY.

No waiver of any term or condition of this
Agreement whether by conduct or otherwise in
any one or more instances shall be deemed to be
or construed as a further or continuing waiver of
such term or condition, or of any other term or
condition of this Agreement. If any terms or
conditions of this Agreement are held to be
invalid, illegal or unenforceable the remaining
terms and conditions contained herein shall not be

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
P-Monofer-CHF-02

Zadavatel’ vyslovne vopred neschvali. Zadavatel
mdze pouzit nazov a kontaktné udaje
Zdravotnickeho zariadenia a SkuSajiceho ako
z&astiujucich sa Studie pri akejkol'vek registracii
alebo naslednom zverejneni vysledkov Studie.
Zdravotnicke zariadenie suhlasi, ze Zadavatel
moze v sulade s prisluSnymi pravnymi predpismi
zverejnit’ tito Zmluvu, vratane sumy financnych
prostriedkov  poskytnutych na zaklade tejto
Zmluvy za vykonavanie Stadie a méZe oznadit
Zdravotnicke zariadenie a SkuSajuceho ako
sucast’ tohto zverejnenia.

18. SYSTEMY A BEZPECNOST
INFORMACNYCH TECHNOLOGIL.

(a) Zdravotnicke zariadenie musi udrziavat’
dostatocné IT a organizacné bezpecnostné
opatrenia na ochranu osobnych udajov,
ked su v jeho vlastnictve, a pri prenose
ICON, Zadavatelovi alebo inym tretim
stranam. Zdravotnicke zariadenie
zabezpeCi, aby vSetci Clenovia Timu
Stadie dodrziavali zavizky, ktoré im
ukladaju platné zakony na ochranu
osobnych tudajov a konkrétne odstranili
osobné identifikatory Subjektu Stadie
z akejkol'vek komunikacie mimo
pracoviska, pokiall nie st nevyhnutné
z bezpecnostnych dévodov alebo
pozadované pravnymi predpismi.

(b) Ak je tato Zmluva podpisana elektronicky,
musi Zdravotnicke zariadenie zabezpedit,
aby malo k dispozicii dostatocny softvér
pre tento podpis a mohlo vytvorit’ pravne
zavdzni Zmluvu.

19. VZDANIE SA PRAVA;
ODDELITELNOST.

Neuplatnenie prava podla ktoréhokol'vek
ustanovenia tejto Zmluvy, ¢i uz konanim alebo
inak v jednom alebo viacerych pripadoch, sa
nebude vykladat’ ako d’alSie alebo trvalé vzdanie
sa prava podl'a takéhoto ustanovenia alebo iné¢ho
ustanovenia tejto Zmluvy. Ak jedno alebo viacero
ustanoveni tejto Zmluvy bude vyhlasenych za
neplatng, neudinné, nezakonné alebo
nevykonatelné v akomkol'vek ohlade, platnost,

Updated March 2023

Page 18 of 27



| CON

Confidential Slovakia / Institution Only Clinical Trial Agreement
Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
P-Monofer-CHF-02

affected. zakonnost” a vykonatel'nost’ ostatnych ustanoveni

20. ENTIRE AGREEMENT: EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits
attached hereto, constitutes the full understanding
of the parties with respect to the subject matter
hereof and a complete and exclusive statement of
the terms of their agreement, and no terms,
conditions, understanding or agreement purporting
to amend, modify, vary or waive the terms of this
Agreement shall be binding unless made in writing
and signed by an authorized representative of each
party hereto. This Agreement and any amendment
hereto may be executed in several counterparts,
each of which shall be deemed an original but taken
together shall constitute one and the same
instrument. In the event of any discrepancy
between the two language versions, the Slovak
version shall prevail, provided that the English
version shall be sufficiently consulted to determine
the genuine intention of the Parties with respect to
the discrepancy.

21. CONTINUING OBLIGATION;
SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided
herein, termination of this Agreement shall not
relieve any party hereto from any obligation under
this Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In
addition, the provisions of this Agreement that by
their nature contemplate continuing obligations
shall survive expiration or termination of this
Agreement.

22. GOVERNING LAW.

(a) This Agreement and any dispute or claim
(including non-contractual disputes or claims)
arising out of or in connection with it or its
subject matter or formation, shall be governed
by and construed in accordance with the laws
of Slovakia, without reference to its choice of

vnej uvedenych nebude Zziadnym spdsobom
ovplyvnena ani ohrozena.

CELA ZMLUVA; PRILOHY;
EXEMPLARE.

20.

Téato Zmluva, spolu s Prilohami k nej pripojenymi,
tvori uceleni dohodu zmluvnych stran o jej
predmete a Gplné a vyluéné vyhlasenie podmienok

tejto Zmluvy, pricom akékolvek vyrazy,
podmienky, dojednania alebo dohody, ktoré by
mali menit, modifikovat, upravovat alebo

zru$ovat’ podmienky a ustanovenia tejto Zmluvy,
buda zavdazné len vtedy, ak budi vyhotovené
pisomne apodpisané opravnenym zastupcom
kazdej zmluvnej strany tejto Zmluvy. Tato Zmluva
a akykol'vek dodatok knej sa moze vyhotovit
v niekolkych exemplaroch, zktorych kazdy sa
bude povazovat za original, ale spolo¢ne budi
predstavovat’ jednu at( ista listinu. V pripade
akéhokol'vek rozporu medzi tymito dvoma
jazykovymi verziami ma prednost’ slovenska
verzia za predpokladu, Ze anglicka verzia bude
dostato¢ne konzultovana, aby bolo mozné urcit
skuto¢ny umysel stran s ohl'adom na nezrovnalost’.

21. PRETRVAVAJUCI ZAVAZOK:
PRETRVAVAJ[’ICA PLATNOST
USTANOVENI.

Ak tato Zmluva neustanovuje inak,

ukoncenie tejto Zmluvy nezbavuje Ziadnu zmluvni
stranu povinnosti plnenia akéhokol'vek zavézku
podla tejto Zmluvy, ktory uz nastal alebo vznikol
na zaklade skuto¢nosti a okolnosti, ktoré existovali
pred takymto ukoncenim. Ustanovenia tejto
Zmluvy, ktoré svojou povahou predstavuju
zavazky, ktoré ukonCenim tejto Zmluvy
nezanikaji, budi nad’alej platit aj po uplynuti
platnosti alebo ukonéeni tejto Zmluvy.

22. ROZHODNE PRAVO.

(a) Tato Zmluva a akykol'vek spor alebo narok
(vratane mimozmluvnych sporov alebo
narokov), ktory vyplyva z tejto Zmluvy alebo
v suvislosti s fiou alebo jej predmetom alebo
vytvorenim, sa budu riadit a vykladat’
vsulade s pravnymi predpismi Slovenskej

Updated March 2023

Page 19 of 27



| CON

Confidential

Slovakia / Institution Only Clinical Trial Agreement

law provisions. The ordinary Slovak courts
shall have jurisdiction.

23. SIGNATURES

This Agreement may be executed in two or
more counterparts, each of which will be deemed
an original and all of which together will constitute
the same agreement, whether or not all signatories
execute each counterpart. The Parties consent and
agree that their use of a key pad, mouse or other
electronic means to select an item, button, icon or
similar act/action in accepting this Agreement
constitutes their signature, acceptance and
agreement as if actually signed by the Parties in
writing.

SIGNATURES APPEAR ON FOLLOWING
PAGE

Dolnooravska nemocnica s poliklinikou MUDr. L. N. Jégého, xxx
P-Monofer-CHF-02

republiky, bez odkazu na jej ustanovenia o
vybere prava. PrislusSnymi sadmi st
vSeobecné slovenské sudy.

23. PODPISY

Tato Zmluva méze byt vyhotovena v dvoch
alebo viacerych rovnopisoch, z ktorych kazdy sa
bude povazovat’ za originadl a vSetky budu spolu
tvorit’ tu istd zmluvu bez ohl'adu na to, ¢i vSetci
signatari podpiSu kazdy rovnopis. Zmluvné strany
suhlasia s tym, ze ich pouzitie klavesnice, mysi
alebo inych elektronickych prostriedkov na vyber
polozky, tlacidla, ikony alebo podobny
ukon/¢innost’  pri akceptovani tejto Zmluvy
predstavuje ich podpis, akceptovanie a sthlas tak,
ako keby ich Zmluvné strany skuto¢ne podpisali v
pisomnej forme.

PODPISY SU UVEDENE
NASLEDUJUCEJ STRANE

NA
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IN WITNESS WHEREOF, the parties NA DOKAZ TOHO zmluvné strany
have caused this Agreement to be executed by their podpisali tuto Zmluvu prostrednictvom svojich
duly authorized representatives on the date(s) opravnenych zastupcov v dole uvedeny den, ale
indicated below, but effective for all purposes as of s i€innostou pre vSetky ucely az v Datumu
the Effective Date. ucinnosti.

ICON Clinical Research Limited on behalf of the Sponsor based on the PoA/ ICON Clinical Research
Limited v mene Zadavatel’a na zaklade splnomocnenia

By / Podpisal:

Authorized Signature / Opravnena osoba

Name / Meno: xxx
Title / Funkcia: xxx

Date / Datum:

INSTITUTION / ZDRAVOTNICKE ZARIADENIE

By / Podpisal:

Authorized Signature / Opravnena osoba

Name / Meno: PhDr. Jozef Mintal, MBA, MEng.

Title / Funkcia: Director/Riaditel’

Date / Datum:
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EXHIBIT A / PRILOHA A
PAYMENT TERMS / PLATOBNE PODMIENKY

XXX
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EXHIBIT B/ PRILOHA B
BUDGET / ROZPOCET

XXX
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EXHIBIT C / PRILOHA C
DATA PRIVACY / OCHRANA UDAJOV
Sponsor has delegated responsibility for | Zadavatel' delegoval zodpovednost za riadenie

management of this Study, including contracting
and Study monitoring, to ICON, and has authorized
ICON to bind Sponsor to all commitments within
the Agreement, including all its exhibits and in
particular this Exhibit identified as belonging to
Sponsor. ICON acts as a Processor for the Sponsor.

tejto Stadie, vratane uzatvarania zmliv a
monitorovania Studie, na spoloénost ICON
a splnomocnil spolo¢nost’ ICON, aby zaviazala
Zadavatela ku vSetkym zavdzkom v ramci
Zmluvy, vratane vSetkych jej priloh a najmi
Prilohy identifikovanej ako patriaci Zadavatel'ovi.
Spolo¢nost’ ICON vystupuje ako sprostredkovatel
pre Zadavatela.

This Exhibit is included pursuant to the
requirements under, as applicable, the Regulation
(EU) 2016/679 of the European Parliament and of
the Council of 27 April 2016 on the protection of
natural persons with regard to the processing of
personal data and on the free movement of such
data (“General Data Protection Regulation”
or “GDPR”) and all implementing legislation, local
and regional data protection laws, as modified or
replaced from time to time, relating to the
protection of individuals with regard to privacy or
the Processing of Personal Data, to the extent that
they apply to Sponsor and/or Institution in relation
to the Processing of Personal Data pursuant this
Agreement (“Data Protection Laws”).

Tato priloha je zahrnuta v sulade s poziadavkami
Nariadenia Eurdpskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane fyzickych
0sdb pri spractvani osobnych udajov a o vol'nom
pohybe takychto udajov (d’alej len ,,VSeobecné
nariadenie o ochrane udajov* alebo ,,GDPR") a
vSetkych vykonavacich pravnych predpisov,
miestnych aregionalnych pravnych predpisov
o ochrane osobnych udajov tak, ako st y ¢asu na
Cas upravované alebo nahradzané, tykajucich sa
ochrany fyzickych 0s6b s ohl'adom na sukromie
alebo Spractivanie Osobnych Udajov, v rozsahu, v
akom sa vztahuju na Zadavatela a/alebo
Zdravotnicke zariadenie v  savislosti  so
Spractivanim Osobnych Udajov podla tejto
Zmluvy (,,Pravne predpisy o ochrane osobnych
udajov*).

Capitalized terms used in this Exhibit have the
meanings set forth under Data Protection Laws.

Pojmy s velkymi zaCiato¢nymi pismenami pouZité
v tejto Prilohe maju vyznam uvedeny v Pravnych
predpisoch o ochrane osobnych udajov.

1. Personal Data of Study subjects. Sponsor shall
be an independent Controller with respect to its
Processing of Personal Data contained in the
Study Data that is reported by Institution to
Sponsor or ICON. Institution shall continue to
be an independent Controller of Personal Data
Processed by Institution with respect to the
treatment of the Study subjects pursuant to
medical standard of care and applicable legal
obligations.

1. Osobné Udaje subjektov Stidie. Zadavatel
bude nezavislym prevadzkovatelom, pokial
ide o jeho Spracuvanie Osobnych Udajov
obsiahnutych v Udajoch Studie, ktoré
Zdravotnicke zariadenie nahlasi Zadavatel'ovi

alebo  spoloc¢nosti ICON. Zdravotnicke
zariadeniec  bude  nadalej nezavislym
prevadzkovatel'om Osobnych Udajov

spracuvanych Zdravotnickym zariadenim v
savislosti s lie¢bou subjektov Stadie v sulade so
Standardom  lekarskej  starostlivosti  a
prislusnymi zadkonnymi povinnostami.

2. Personal Data of Study Team. Institution shall
reasonably cooperate in sharing applicable
Sponsor privacy notices / consents with
Institution Study Team.

2. Osobné Udaje Timu Stidie. Zdravotnicke
zariadenie bude primerane spolupracovat’ pri
zdielani prislusnych ozndmeni o ochrane
osobnych tudajov / sthlasoch Zadavatela
s Timom Stadie Zdravotnickeho zariadenia.
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3. Compliance. The Institution/Investigator and

Sponsor each agrees to comply with Data
Protection Laws throughout the term of the
Agreement. It is the responsibility of the
Institution/Investigator and Sponsor to effect
and maintain all inventories and registrations for
the Processing of Personal Data as required
under  Data  Protection  Laws. The
Institution/Investigator and Sponsor shall
reasonably cooperate and assist each other with
respect to any data protection impact
assessments and/or prior consultations with
regulatory authorities that may be required in
respect to Processing that is carried out under the
Agreement. Institution will also promptly notify
ICON and Sponsor of any notices received by
Institution from a data protection authority that
relate to the Study.

3. Dodrziavanie

predpisov. Zdravotnicke
zariadenie / SkuSajlci a Zadavatel’ suhlasia s
dodrziavanim Pravnych predpisov o ochrane
Osobnych Udajov poéas trvania tejto Zmluvy.
Je zodpovednost'ou Zdravotnickeho zariadenia
/ Skusajuceho a Zadavatela vykondvat a
udrziavat’ v8etky inventarizacie a registracie na
Spractivanie Osobnych Udajov, ako to
vyzaduju Pravne predpisy o ochrane osobnych
udajov. Zdravotnicke zariadenie / Skusajuci a
Zadavatel' budi primerane spolupracovat’ a
vzajomne si pomahat’, pokial’ ide o akékol'vek
hodnotenia vplyvu na ochranu osobnych
udajov  a/alebo predoslé konzultacie s
regulanymi  organmi, ktoré sa mozu
vyzadovat’ v suvislosti so Spracuvanim, ktoré
sa vykonava na zaklade tejto Zmluvy.
Zdravotnicke  zariadenie tiez = okamzite
informuje spolo¢nost ICON a Zadavatela o
vSetkych oznameniach, ktoré dostane od
orgdnu na ochranu udajov a ktoré sa tykaju
Studie.

. Privacy and Security Programs. During the term
of this Agreement, the Institution and Sponsor
shall each implement appropriate technical and
organizational —measures to meet the
requirements of Data Protection Laws and to
ensure that Personal Data will only be Processed
in accordance with the Agreement (including
this Exhibit), including the appointment of a
data protection officer (when required by Data
Protection Laws).

. Programy

ochrany osobnych udajov a
zabezpecenia. Pocas trvania tejto Zmluvy,
Zdravotnicke zariadenie a Zadavatel zavedu
primerané technické a organizané opatrenia,
aby splnili poziadavky Pravnych predpisov o
ochrane osobnych udajov a zabezpecili, Ze
Osobné Udaje sa budu spracuvat’ iba v stlade
so Zmluvou (vratane tejto Prilohy), vratane
vymenovania zodpovednej osoby (ak to
vyzaduju Pravne predpisy o ochrane osobnych
udajov).

. Personnel. The Institution/Investigator and
Sponsor shall ensure that their personnel
engaged in the Processing of Personal Data are
informed of the confidential nature of the
Personal Data, have received appropriate
training on their responsibilities, and have
executed written confidentiality agreements, or
are otherwise subject to professional obligations
of confidentiality. The Institution/Investigator
and Sponsor shall ensure that access to Personal
Data is limited to those personnel who perform
services in accordance with the Agreement.

. Persondl. Zdravotnicke zariadenie / Skt$ajici a

Zadavatel' zabezpeia, aby ich pracovnici
zapojeni do Spractivania Osobnych Udajov boli
informovani o dovernej povahe Osobnych
Udajov, absolvovali primerané $kolenie o
svojich zodpovednostiach a uzavreli pisomné
dohody o mlcanlivosti alebo inak podliehali
profesnym povinnostiam mlcanlivosti.
Zdravotnicke zariadenie / SkuSajici a
Zadavatel' zabezpeCia, aby bol pristup k
Osobnym Udajom obmedzeny na tych
zamestnancov, ktori poskytuju sluzby v sulade
so Zmluvou.

. Personal Data Breach. The
Institution/Investigator and Sponsor shall take
all reasonable measures to ensure that Personal

. Porugenie Osobnych Udajov. Zdravotnicke

zariadenie / SkuSajuci a Zadavatel' prijma
vSetky primerané opatrenia, aby zabezpelili
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Data is protected from unauthorized or unlawful
Processing or accidental loss or destruction.
Institution and/or Investigator shall promptly
and without undue delay, but in any event no
later than 24 hours after becoming aware, notify
ICON and the Sponsor upon the discovery of a
Personal Data Breach related to the Processing
of Personal Data under the Agreement. In the
course of such notification, Institution and/or
Investigator will provide, as feasible, sufficient
information for the Sponsor to assess the
Personal Data Breach in accordance with Data
Protection Laws. The Institution shall provide
reasonable assistance to the Sponsor in ensuring
the Sponsors fulfilment of its obligations in
respect of Personal Data Breaches under Data
Protection Laws, including but not limited to,
making any notifications to data subjects and/or
regulatory authorities if required by Data
Protection Laws.

ochranu Osobnych Udajov pred neopravnenym
alebo  nezakonnym  spracuvanim alebo
nahodnou stratou alebo zni¢enim. Zdravotnicke
zariadenie a/alebo SkuSajici promptne a bez
zbyto¢ného odkladu, ale v kazdom pripade
najneskor do 24 hodin po tom, €o sa o tom
dozvedeli, informuju spolo¢nost ICON a
Zadavatela po zisteni poruSenia ochrany
Osobnych Udajov v savislosti so Spractivanim
Osobnych Udajov podla tejto Zmluvy. V
pricbehu takéhoto ozndmenia Zdravotnicke
zariadenie a/alebo Skusajuci poskytne, ak je to
mozné, dostato¢né informacie pre Zadavatela,
aby mohol posudit Porusenie ochrany
Osobnych Udajov v sulade s Pravnymi
predpismi o ochrane osobnych udajov.
Zdravotnicke zariadenie poskytne
Zadavatel'ovi primeranu pomoc pri
zabezpecovani plnenia povinnosti Zadavatel'a v
suvislosti s Poruseniami ochrany osobnych
udajov podl'a Pravnych predpisov o ochrane
osobnych udajov, vratane, okrem iného,
zasielania akychkol'vek oznameni Dotknutym
osobam a/alebo regulaénym organom, ak to
vyzaduju Pravne predpisy o ochrane osobnych
udajov.

. Rights of Data subjects participating in the

. Prava Dotknutych o0s6b zucéastiujucich sa na

Study. The Institution and Sponsor agree that, as
between them, Institution is best able to manage
requests from Study subjects to exercise their
rights under Data Protection Laws in respect of
their Personal Data Processed in the context of
the Study. The Institution and/or the
Investigator, shall inform within a period of two
(2) working days, ICON and the Sponsor about
any such request received from a Study subject,
their legal representative or any other Data
Subject. The Institution and/or the Investigator
shall handle those requests in accordance with
the Sponsor and ICON’s (on behalf of the
Sponsor’s) reasonable instructions. In the event
that Sponsor or ICON (on behalf of the Sponsor)
receives a request from a Study subject to
exercise their rights under Data Protection Laws
in the context of the Study, Sponsor or ICON (on
behalf of the Sponsor) shall forward the request
to Institution. Institution shall respond to such
requests from Study subjects in accordance with
Data Protection Laws, the Agreement, and any
other instructions provided by Sponsor or ICON

Stadii. Zdravotnicke zariadenie a Zadavatel
suhlasia s tym, Ze medzi nimi je Zdravotnicke
zariadenie najlepSie  schopné spravovat’
ziadosti subjektov Studie o uplatnenie ich prav
podl'a Pravnych predpisov o ochrane osobnych
tidajov v suvislosti s ich Osobnymi Udajmi
spracuvanymi v kontexte Stadie. Zdravotnicke
zariadenie a/alebo Skusajuci budu v lehote
dvoch (2) pracovnych dni informovat’
spolo¢nost’ ICON a Zadavatel'a o kazdej takejto
ziadosti prijatej od subjektu Studie, jeho
pravneho zastupcu alebo akejkol'vek inej
Dotknutej osoby. Zdravotnicke zariadenie
a/alebo Skusajici vybavia tieto Zziadosti v
sulade s primeranymi pokynmi Zadavatela
a spolo¢nosti ICON (v mene Zadavatela).
V pripade, Ze Zadavatel' alebo spolo¢nost’
ICON (v mene Zadavatel'a) dostane ziadost’ od
subjektu Studie o uplatnenie svojich prav podl'a
Pravnych predpisov o ochrane osobnych
tdajov v kontexte Stidie, Zadavatel' alebo
spolo¢nost’ ICON (v mene Zadavatela) postupi
ziadost’ Zdravotnickemu zariadeniu.
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(on behalf of the Sponsor). Institution
acknowledges that in order to maintain the
integrity of Study results, the ability to amend,
restrict, or delete Personal Data may be limited,
in accordance with Data Protection Laws and the
Regulations.

Zdravotnicke zariadenie odpovie na takéto
ziadosti subjektov Studie v stulade s Pravnymi
predpismi o ochrane osobnych tudajov,
Zmluvou a akymikol'vek d’al$imi pokynmi
poskytnutymi Zadavatel'om alebo
spolocnostou ICON (v mene Zadavatela).
Zdravotnicke zariadenie berie na vedomie, Ze v
zaujme zachovania integrity vysledkov Stadie
moze byt moznost zmenit, obmedzit' alebo
vymazat’ Osobné Udaje obmedzena v sulade
s Pravnymi predpismi zakonmi o ochrane
osobnych idajov a Nariadeniami.

8. Withdrawal of consent of Study subjects. Where
the Processing of a Study subject’s Personal
Data relies on consent as the legal basis and the
Study subject withdraws such consent,
Institution shall promptly notify the Sponsor and
ICON.

8. Odvolanie stihlasu subjektov Stadie. Ak sa

Spractivanie Osobnych Udajov subjektu Stadie
opiera o suhlas ako pravny zaklad a subjekt
Stadie takyto suhlas odvold, Zdravotnicke
zariadenie o tom bezodkladne informuje
Zadavatela a spolo¢nost’ ICON.

9. Cross-Border Data Transfers. Institution shall
only transfer Personal Data outside the
European Economic Area in accordance with
Study related instructional documents provided
by Sponsor or ICON (on behalf of the Sponsor).

9. Cezhrani¢né prenosy udajov. Zdravotnicke

zariadenie bude prenasat’ Osobné Udaje mimo
Europskeho hospodarskeho priestoru iba v
sulade s  inStruktdznymi  dokumentmi
tykajucimi sa Stidie, ktoré poskytne Zadavatel
alebo spolo¢nost’ ICON (v mene Zadavatela).

10. Use of Processors. Institution and Sponsor
agree that all Processing agreements shall be in
writing and that Processors shall be required to
comply with the terms of the Agreement as well
as this Exhibit. Institution and Sponsor shall be
responsible for any noncompliance by a
Processor that it has engaged, which
noncompliance will constitute a breach as if
committed directly by that party.

10. Pouzivanie sprostredkovatelov. Zdravotnicke
zariadenie a Zadavatel sthlasia s tym, Ze
vsetky zmluvy o spracivani budi mat’ pisomnt
formu a ze od Sprostredkovatel'ov sa bude
vyzadovat, aby dodrziavali podmienky
Zmluvy, ako aj tejto Prilohy. Zdravotnicke
zariadenie a Zadavatel su zodpovedni za
akékol'vek nedodrziavanie pravidiel
Sprostredkovatelom, ktorého sa dopustil,
pricom toto nedodrzanie bude predstavovat
porusenie, ako keby sa ho dopustila priamo tato
strana.

11. Survival. Notwithstanding anything to the
contrary in the Agreement, the obligations
pursuant to this Exhibit shall survive termination
of the Agreement for as long as Institution holds
or Processes Personal Data for purposes of the
Study.

11. Pretrvanie platnosti. Bez ohl'adu na ¢okol'vek,
¢o je v Zmluve v rozpore, povinnosti podla
tejto Prilohy zostan v platnosti aj po ukonéeni
Zmluvy, pokial’ bude Zdravotnicke zariadenie
uchovévat’ alebo Spracivat’ Osobné Udaje na
agely Stadie.
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