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NON-INTERVENTIONAL STUDY
AGREEMENT

This NON-INTERVENTIONAL STUDY
AGREEMENT (the “Agreement”) is effective on
the day following its publication in the Central
Register of Contracts (the “Effective Date™), by and
between:

Fakultnd nemocnica s poliklinikou F. D.
Roosevelta Banska Bystrica, located at Nam. L.
Svobodu 1, 975 17 Banska Bystrica, Slovakia, 1D
no. (ICO): 165549, Tax ID no. (DIC): 2021095670,
represented by: Ing. Miriam Lapunikovd, MBA,
executive director, MUDr, Urbani, MPH, medical
director (the “Institution”), and

Pharmaceutical Research Associates SK s.r.o.,
located at Bardosova 2/A, Zip code: 831 01,
Bratislava, Slovakia, Company ID no. (ICO): 36
718 963, Company VAT ID no. IC DPH:
SK2022312919, represented by: MUDr. Andrea
Kl¢, proxy (“PRA”) acting as an independent
contractor for Hexal AG, a German company
whose  principal place of business s
Industriestrasse 25, 83607 Holzkirchen, Germany

(the “Sponsor™).

I on employee of the

Institution, shall serve as the Physician
(“Physician”) for the Study as defined below.

The Institution may be further referred to as the
“Site”. The Institution and PRA on behalf of
Sponsor are hereinafter individually referred to as a
“Party” and are collectively known as the “Parties”.

1. STATEMENT OF WORK.

a) The Institution will permit the Physician
to conduct the clinical research study
entitled “MULTICENTER NON-
INTERVENTIONAL POST-
AUTHORIZATION SAFETY STUDY
(NI-PASS) TO MONITOR THE

HX575-507

ZMLUVA O NEINTERVENCNEJ STUDII

Tato ZMLUVA O NEINTERVENCNEJ STUDII
(,,Zmluva“) nadobuda u¢innost’ diiom nasledujucim
po dni jej zverejnenia v Centradlnom registri zmlav
(,,.Den uéinnosti®), a je uzatvorena medzi:

Fakultna nemocnica s poliklinikou F. D.
Roosevelta Banska Bystrica so sidlom Nam. L.

Svobodu 1, PSC 975 17 Banskd Bystrica,
Slovensko, ICO: 165549, DIC: 2021095670,
zastlpena: Ing. Miriam  Lapunikovd, MBA,

generalna riaditelka, MUDr. Milan Urbani, MPH,
medicinsky riaditel’ (,,Zdravotnicke zariadenie*), a

Pharmaceutical Research Associates SK s.r.o.,
so sidlom Béardosova 2/A, PSC: 831 01, Bratislava,
Slovensko, ICO: 36 718 963, IC DPH:
SK2022312919, zastipend: MUDr. Andrea KIC,
prokuristka (,,PRA*), konajicim ako nezavisly
dodavatel' pre spolo¢nost Hexal AG, nemecka
spolo¢nost’” s hlavhym  miestom  podnikania
na adrese Industriestrasse 25, 83607 Holzkirchen,
Nemecko (,,Zadavatel*).

I o zamestnancom

Zdravotnickeho zariadenia (ako je definované
niz8ie), ktory bude konat’ ako lekar (,,Lekar) pre
studiu, tak ako je uvedené nizsie.

Zdravotnicke  zariadenie moze byt  dalej
oznacované ako ,Pracovisko“. Zdravotnicke
zariadenie a PRA v zastupeni za zadavatela sa
d’alej oznacuju jednotlivo ako ,,zmluvna strana“ a
spolo¢ne ako ,,zmluvné strany*.

1.  SPECIFIKACIA CINNOSTIL.

a) Zdravotnicke zariadenie bude vykonavat
apovoli (Lekéarovi ) vykonat klinicku

vyskumnu Stadiu S nazvom
L, MULTICENTRICKA
NEINTERVENCNA STUDIA

BEZPECNOSTI PO UVEDENI LIEKU
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INCIDENCE OF RELEVANT AND
EXPECTED RARE ADVERSE
EVENTS INCLUDING LACK OF
EFFICACY AMONG CKD PATIENTS
RECEIVING S.C. BINOCRIT® OR
EPOETIN ALFA HEXAL® (the
“Study”), bearing protocol number
HX575-507, as may be amended from
time to time (the “Protocol”), the
provisions of which are incorporated
herein by reference, in conformance with:
(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) 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 Physician
without PRA’s express written consent. If
the Physician is unable to perform the
duties required by this Agreement, the
Institution shall promptly notify PRA in
writing. If a mutually acceptable
replacement is not available, this
Agreement may be terminated as
provided herein.

The Institution acknowledges that PRA,
the Sponsor and their affiliates need to
adhere to the provisions of (i) the Bribery
Act 2010 of the United Kingdom (Bribery
Act); (ii) the Foreign Corrupt Practices
Act 1977 of the United States of America
(FCPA) and (iii) any other applicable anti-
corruption  legislation  (together  the
Applicable Anti-Corruption Legislation).
The Institution shall not and shall not
permit or induce employees, agents,
consultants or other representatives,

HX575-507

NA TRH (NI-PASS) NA SLEDOVANIE
VYSKYTU  RELEVANTNYCH A
OCAKAVANYCH ZRIEDKAVYCH

NEZIADUCICH UDALOSTI
VRATANE NEDOSTATOCNEJ

UCINNOSTI U PACIENTOV S
CHRONICKYM OCHORENIM
OBLICIEK, KTORI DOSTAVAJU
SUBKUTANNE PODAVANY LIEK
BINOCRIT® ALEBO EPOETIN ALFA
HEXAL®” (,,Stadia®), s ¢islom protokolu
HX575-507, ktory sa mdze priebezne
menit’ a ktorého ustanovenia si do tejto
zmluvy  zahrnuté  formou  odkazu
(,,Protokol”) vsUlade s: (i) vSeobecne
prijatymi normami spravnej klinickej
praxe, (ii) etickym spdsobom a takym
sposobom,  ktory  nalezite  chrani
bezpeénost, istoty a zdravie subjektov
Stidie a vSetky udaje vyplyvajiice zo
Stadie, (iii) Protokolom a (iv) vSetkymi
prislusnymi pravnymi predpismi,
pravidlami a nariadeniami, okrem iného
aj vratane pravidiel  upravujucich
vykonavanie Stadie. Zdravotnicke
zariadenie nie je opravnené presunat
vykonanie Stddie na iného Lekara bez
predchadzajldceho vyslovného pisomného
sthlasu PRA. Ak Lekér nie je schopny
plnit’ svoje povinnosti vyZadované touto
Zmluvou, Zdravotnicke zariadenie to
okamzite pisomne oznami PRA. Ak nie je
k dispozicii vzdjomne prijatel'na nahrada,
tuto Zmluvu mdze PRA ukondit’ v stlade
S jej ustanoveniami.

Zdravotnicke zariadenie berie na vedomie,
7ze PRA, zadavatel' aich afilacie musia
dodrziavat  ustanovenia (i)  zakona
Spojeného kralovstva o korupcii z roku
2010 (zAkon o korupcii), (ii) zékona
Spojenych Statov americkych
0 zahranicnych korupénych praktikach
zroku 1977 (FCPA) a(iii) akejkol'vek
inej prislusnej protikorupcnej legislativy
(spolo¢ne  prislusnda  protikorupénd
legislativa). ~ Zdravotnicke  zariadenie
nebude vykondvat’ ziadnu Cinnost’, ktoru
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whether directly or indirectly, to engage in
any activity that is prohibited by the
Applicable Anti-Corruption Legislation
including bribery, kickbacks, payoffs or
other ~ corrupt  business  practices.
Furthermore, the Institution shall conduct
the Study in accordance with all national
and supranational legislation, regulations
and guidance notes relevant to the
jurisdiction in which the Study is being
conducted, including, but not limited to:

(1) the Declaration of Helsinki of the
World  Medical Association, "Ethical
Principles for Medical Research Involving
Human Subjects" as amended from time to
time,

(i) any and all national legislation and
European directives and regulations as
amended from time to time,

(iii)  the guidelines and standards on good
clinical practice (e.g. ICH and/or FDA rules),
as amended from time to time,

(iv)  any and all national legislation and
European  directives and  regulations
concerning data protection which apply to
the Institution in its role as data controller
including but not limited to Study Subject
personal data as amended from time to time,

(v) and any and all other applicable
directives, laws and regulations governing
the conduct of a clinical trial as amended
from time to time,

(vi)  the applicable codes of ethics;
b) The Institution shall provide appropriate

resources and facilities so the Physician
can conduct the Study in a timely and

b)

HX575-507

prislusna protikorupcna legislativa
zakazuje, vratane podplacania, davania
Uplatkov, odmien alebo vykonavania
inych korupénych obchodnych praktik
aani nepovoli, aby sa(priamo alebo
nepriamo) podielali na takychto
¢innostiach jeho zamestnanci, agenti,
konzultanti ¢iini zastupcovia, ani ich
k nim nebude podnecovat. Okrem toho
bude zdravotnicke zariadenie vykonavat
tato stadiu ~ vsulade  so vsetkou
vnutroStatnou a nadnarodnou legislativou
a vSetkymi nariadeniami a usmerneniami
tykajlcimi sa jurisdikcie, v ktorej sa tato
Stidia vykonava, okrem iného vrétane
nasledujdcich:

(i) »etickych principov
medicinskeho vyskumu zahriiujiceho
Pudské subjekty” podla Helsinskej

deklaracie Svetovej Lekarskej asociacie
v zneni neskorsich zmien a doplneni,

(i) akejkol'vek a vsetkej
vnutrostatnej legislativy  a eurdpskych
smernic anariadeni v zneni neskorsich
zmien a doplneni,

(iii) (usmerneni a noriem
ospravnej  klinickej  praxi  (napr.
predpisov ICH a/alebo FDA) v zneni
neskorsich zmien a doplnent,

(iv) akejkol'vek a vSetkej
vnuatroStatnej legislativy  a eurdpskych
smernic a nariadeni tykajlcich

sa ochrany udajov, ktoré sa vztahuju
na zdravotnicke zariadenie v jeho Ulohe
spravcu Udajov, okrem iného vratane
osobnych udajov ucastnikov Stadie,
Vv zneni neskor$ich zmien a doplneni,

(V) akychkol'vek a vsetkych
ostatnych prislusnych smernic, zédkonov
a nariadeni, ktorymi sa riadi vykonavanie
klinického skuSania, v zneni neskorSich
zmien a doplneni,

(vi) prislusnych etickych kodexov,

Zdravotnicke zariadenie poskytne
potrebné zdroje a zariadenia, aby Lekar
mohol  vykonat  Stddiu  véasnym
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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 PRA or Sponsor. Institution
agrees to promptly notify PRA in the
event the Physician 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 PRA 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 Institution shall
conduct the Study only at the facilities
indicated in this Agreement.

PAYMENT.

PRA 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 PRA from
Sponsor. PRA shall exercise reasonable
efforts to ensure timely receipt of pass-
through payments from Sponsor.

HX575-507

a profesionadlnym  spésobom  apodla
podmienok tejto Zmluvy. Zdravotnicke
zariadenie zabezpeci, ze iba osoby, ktoré
st primerane vySkolené a kvalifikovang,
sa budu podielat’ na vykonavani Studie.
Zdravotnicke zariadenie je zodpovedné za
zabezpeCenie, ze  vSetok  personal
zGcGastiiujici sa na $tadii (, Tim $tadie®),
bude dodrziavat podmienky tejto
Zmluvy, svynimkou personalu, ktory
poskytol PRA  alebo  Zadavatel.
Zdravotnicke zariadenie sa zavézuje
neodkladne informovat PRA v pripade,
7e Lekér alebo niektory ¢len timu $tadie
je nahlaseny alebo spada do vySetrovania
akéhokol'vek licenéného vyboru,
nezavislej  etickej  komisie  alebo
revizneho vyboru Zdravotnickeho
zariadenia a dalej suhlasi stym, Ze
okamzite prerusi pouzivanie akychkol'vek
takychto pracovnikov v savislosti  so
Stadiou s vynimkou, ak PRA suhlasi
pisomne s d’alsim pouzivanim tychto
zamestnancov, pricom tento suhlas
nesmie byt neprimerane oneskoreny,
podmieneny ani zadrZany. Pokial sa
zmluvné strany nedohodnu pisomne inak,
Zdravotnicke zariadenie bude vykonavat
Studiu len v zariadeniach uréenych v tejto
zmluve.

PLATBA.

a) PRA zaplati Zdravotnickemu zariadeniu
podl'a Platobnych podmienok, ktoré su
pripojené¢ ako Priloha A (,,Platobné
podmienky*), aRozpoctu v Prilohe B
(,,Rozpocet) po prijati faktar ainej
prislusnej dokumentdcie uvedenej Vv
Zmluve. Platby splatné podla tejto
Zmluvy s0 zasielanymi platbami od
Zadavatel'a, ktoré budu zaslané nasledne,
len o tieto platby PRA dostane od
Zadéavatela. PRA vyvinie primerané
usilie na zabezpecenie v¢asného prijatia
zasielanych platieb od Zadavatel’a.
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The Institution as payee (“Payee”) shall
provide full payment instructions and bank
details, in writing to PRA in the Payment
Information Checklist (“PIC”), before any
payment can be made. The Payee is obliged
to inform PRA, 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 PIC 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 PRA nor Sponsor is responsible
for any employee benefits, pensions,
workers’ compensation, withholding, or
employment-related taxes as to the Institution
or its personnel.

d) The Sponsor through PRA collects,

records and publishes Information (as
defined below) regarding Transfers of
Value.

For the purpose of this clause, “Transfer
of Value” means any direct or indirect
transfer of value, in cash or in kind or
otherwise, which relates to: donations and
grants, funding for research and
development, including but not limited to,
clinical trials and non-interventional
studies, non-monetary  benefits in
connection with attending continuing
medical education conferences, including
conference/registration fees, sponsorship,
agreements, as well as travel and
accommodation expenses, service and
consultancy fees, as well as other benefits
in kind.

d) Zadavatel

HX575-507

b) Zdravotnicke zariadenie ako prijemca

(,,Prijemca‘) poskytne pisomne
spolo¢nosti PRA skor, nez sa bude dat’
vykonat’ platba, uplné pokyny k platbdm
a bankové Udaje v kontrolnom zozname
informécii o platbach (,,PIC*). Prijemca
je povinny pisomne informovat PRA
0 kazdej zmene alebo potrebnych
aktualizaciach pokynov k platbam a/alebo
bankovych (dajov. Zmluvné strany sa
dohodli, Zze wvSetky =zmeny alebo
aktualizécie bankovych udajov Prijemcu
platieb v PIC mozno vykonavat pomocou
pisomného oznamenia a nebude potrebné,
aby boli vykonané formou forméalneho
Dodatku k tejto Zmluve.

C) Zdravotnicke zariadenie je nezavislou

zmluvnou stranou aani PRA ani
Zadavatel' nezodpovedaju za akékol'vek
zamestnanecké  vyhody,  dbchodky,
nahrady pre zamestnancov, dane zrazené
z0 mzdyalebo iné dane suvisiace
s pracovnym pomerom, vo vztahu
k Zdravotnickemu zariadeniu alebo jeho
zamestnancom.

prostrednictvom PRA
zhromazd’uje, zaznamenava a publikuje
informacie (v stlade s definiciou
uvedenou nizsie) tykajuce sa prevodov
hodnoty.

Na ucely tohto ustanovenia plati, Ze pojem
,prevod hodnoty* znamena akykol'vek
priamy alebo nepriamy prevod hodnoty
v hotovosti alebo vo forme vecnych davok
¢iinak, ktory satyka: darov a grantov,
financovania vyskumu avyvoja okrem

in¢ho  vratane  klinickych  skuSani
aneintervencnych §tadii, nepenaznych
vyhod Vv suvislosti S tcast'ou

na konferenciach zameranych na dalsie
vzdelavanie v oblasti mediciny vratane
konferenénych/registracnych  poplatkov,
sponzorstva, zmlav, ako aj cestovnych
a ubytovacich ~ vydavkov,  poplatkov
zasluzby a poradenstvo, ako aj inych

Revised January 2016

Page 5 of 31



%&‘ PRAHEALTHSCIENCES

N

Confidential Slovak Republic / Institution Only Clinical Trial Agreement
Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica / .
HX575-507

vecnych davok.

e) For the purpose of this clause, e) Na ucely tohto wustanovenia plati,
“Information” includes, without ze pojem informacie”“ zahina (bez
limitation, the amounts attributable to obmedzenia) sumy prislichajuce
Transfers of Value, the name and prevodom hodnoty, nazov aadresu
business address of the healthcare obchodného sidla zdravotnickych
professionals and/or healthcare pracovnikov  a/alebo  zdravotnickych
organizations, types of non- monetary organizacii, druhy prijatych nepenaznych
benefits received, the relevant reporting pbzitkov, prislusné obdobie vykazovania
period for a Transfer of Value and the prevodu hodnoty a ucel prevodu hodnoty.
purpose of the Transfer of Value. Zdravotnicke zariadenie berie na vedomie
Institution acknowledges and agrees that asuhlasi stym, ze zadavatel mbéze mat’
Sponsor may have certain disclosure and urdité povinnosti zverejilovania
reporting obligations, including, without a vykazovania, okrem iného vréatane
limitation, the disclosure/reporting of fees zverejiiovania/vykazovania poplatkov
and amounts payable pursuant to this a siim splatnych na zéklade tejto zmluvy.
Agreement. Accordingly, Institution shall V sulade stym zdravotnicke zariadenie
report to PRA any Information made for a oznami  spolo¢nosti PRA  vsetky
Transfer of Value. Reports shall be in the informacie tykajlce sa prevodu hodnoty.
form provided by, or approved in advance Vykazy musia byt vo forme poskytnutej
by Sponsor and PRA. Sponsor and PRA alebo vopred schvalenej zadavatel'om
shall have the right to review receipts and a spolo¢nostou PRA. Zadavatel' a PRA
other documentation of Institution related maju pravo preskimat’ prijmové doklady
to such Transfers of Value. a dalsiu  dokumentaciu zdravotnickeho

zariadenia sUvisiacu s takymito prevodmi
hodnoty.

f) If PRA or the Sponsor provides any f) Ak PRA alebo zadavatel poskytne
products or items at no charge to the zdravotnickemu  zariadeniu  bezplatne
Institution for use in the Study, Institution akékol'vek produkty alebo polozky
agrees that it will not bill any patient, na pouzitie v tejto S$tudii, zdravotnicke
insurer, government entity, or any other zariadenie  suhlasi  stym, ze takéto
third party for such products or items. produkty alebo polozky nebude uctovat’
Institution agrees that it will not bill any ziadnemu pacientovi, poistovatelovi,
patient, insurer, government entity for vladnemu subjektu ani Ziadnej inej tretej
any visits, treatments, services, or strane. Zdravotnicke zariadenie suhlasi
expenses incurred during the Study for S tym, 7e ziadnemu pacientovi,
which they have received compensation poistovatelovi ani vladnemu subjektu
from PRA or Sponsor, or which are not nebude Uc¢tovat’ Ziadne navstevy, lieCby,
part of the ordinary care they would sluzby ani vydavky, ktoré vznikli pocas
normally provide the patient. tejto studie, za ktoré dostalo néhradu

od spolo¢nosti PRA alebo zadavatela,
alebo ktoré nie sUsucastou beznej
starostlivosti, ktord by obvykle
poskytovalo pacientovi.

g) Unless otherwise agreed herein, payments g) Pokial’ nie je vzmluve dohodnuté inak,
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will be made for evaluable subjects and
for eligible subjects only. 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 Physician,
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.

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 Physician has made or
may make in relation to the ordering of
products or services of the Sponsor.

Institution acknowledges and agrees that
PRA shall execute a separate service
contract with the Physician 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. The
Sponsor undertakes that the payments
provided to the Investigator under a
separate agreement shall not exceed more
than 70 % of the total remuneration
determined by the Sponsor for this non-
interventional Study. Remaining 30 % of
the total renumeration shall be provided
by the Sponsor to the Institution.

h)

HX575-507

platoy  budd  vykonané len za
hodnotitelnych, vhodnych pacientov.

Vhodny pacient je taky, ktory spiha
vietky zaradovacie kritéria a nesplia
ziadne vyluCovacie kritéria Protokolu,
ktory bol zaradeny Lekarom, 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
zaznamové formulare ucastnika
klinického skaSania (,,CRF*), ktory
absolvoval potrebné vysetrenia Stidie
tak, ako boli uvedené v Protokole, a ktory
podstupil hodnotenia pozadované
Protokolom.

Zmluvné strany potvrdzuju a suhlasia, ze
ndhrada poskytnutd za vykonavanie
¢innosti Zdravotnickeho zariadenia podla
tejto Zmluvy predstavuje spravodlivd
trhovi hodnotu za sluzby vykonané
Zdravotnickym zariadenim a bola
dohodnutd nezavisle od akychkol'vek
obchodnych ¢innosti, ktoré Zdravotnicke
zariadenie alebo Lekar vykonali alebo
mézu  vykonat v suvislosti s
objednavanim vyrobkov alebo sluzieb
ZadavateTa.

Zdravotnicke zariadenie potvrdzuje a
suhlasi, ze PRA ma opravnenie podpisat’
samostatnu zmluvu o poskytovani sluzieb
s Lekdrom a modze podpisat’ samostatné
zmluvy o0 poskytovani sluzieb s inymi
zamestnancami Zdravotnickeho
zariadenia a poskytne im platby v stlade
sich ucastou na S$tadii. Zadavatel' sa
zavazuje, ze  platby  poskytnuté
skisajuocim na z&klade samostatnych
zmlav nepresiahnu spolu viac ako 70 %
celkovej odmeny urcenej zadavatel'om na
vykonanie neintervenénej $tadie. Dalsich
30 % zcelkovej odmeny poskytne
Zadavatel’ Zdravotnickemu zariadeniu.
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3. RECORDKEEPING; REPORTING; 3. VEDENIE ZAZNAMOV, SPRAVY,
ACCESS. PRISTUP.

a) Authorized representatives of Sponsor and/or  a) Opravneni zastupcovia Zadavatela a/alebo
PRA have the right, upon reasonable advance PRA maju pravo, po zaslani opodstatneného
notice, and during regular business hours, to: oznamenia v primeranej lehote vopred
(1) audit and examine the Institution’s apocas riadnej pracovnej doby: (i)
facilities required for performance of the preskimat’ a skontrolovat’  zariadenia
Study; and (ii) review all data, records and Zdravotnickeno  zariadenia, ktoré  sU
work products relating to the Study, and if pozadované na vykonavanie Studie a (ii)
necessary, make copies of such data, records preskimat’  vSetky  udaje, = zaznamy
and work products, provided such copies do aprodukty prace sOvisiace so Stddiou
not include any unauthorized individually- avpripade potreby vyhotovit'  kopie
identifiable information of a Study subject. vSetkych tdajov, zdznamov a produktov
The Institution shall maintain complete and prace, ktoré sa tykaju Stadie pod
accurate records related to the Study, and podmienkou, e tieto koOpie nezahfiaji
shall retain all such records resulting from ziadne nepovolené samostatne
the Study in accordance with ICH GCP for identifikovatelné  informacie o subjekte
the time required by applicable laws and Studie.  Zdravotnicke  zariadenie  musi
regulations. udrziavat’ kompletné a presné zaznamy

tykajuce sa stadie, a musi uchovavat’ vsetky
zaznamy, vyplyvajuce zo Stidie v sulade s
ICH GCP po dobu pozadovanu prislusnymi
zakonmi a predpismi.

b) Since electronic CRF or “eCRF” are b) Vzhl'adom nato, Ze sa pouziva elektronicky

being used, the Physician shall complete
data in the eCRF within three (3) days
after a Study Subject visit. Upon Study
completion, the Sponsor or PRA shall
request the Physician to sign a final
statement confirming accuracy of the data
provided in the eCRF before database
lock. After final database lock, the
Physician will be provided with a CD
containing completed eCRFs of all Study
Subjects for archiving. The Physician
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 PRA 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.

formular pripadovej spravy (,,eCRF*), Lekar
vyplni (daje veCRF dotroch (3) dni
od navstevy Ucastnika $tidie. Po dokonceni
Stadie zadavatel’ alebo PRA poziada Lekéra,
aby  podpisal  zavere¢né  vyhlasenie
potvrdzujice presnost’ udajov poskytnutych
v eCRF pred uzamknutim databazy. Po
zavereGnom uzamknuti databdzy dostane
Lekar disk CD obsahujlci vyplnené eCRF
vSetkych ucastnikov §tadie na archivaciu.
Lekarmusi byt k dispozicii v rozumnu dobu
pocas beznej pracovnej doby, aby sa stretol
s monitormi $tidie a odpovedal na otazky
tykajace sa vykonadvania Stadie. Ak PRA
musi  pouzivat  pocitaové  systémy
Zdravotnickeho zariadenia alebo vstupovat’
do nich, urobi tak vsllade s pokynmi
Zdravotnickeho  zariadenia a  ziskané
informéacie bude pouzivat’ len na Gcely tejto
Stidie av sulade s prislusnymi pravnymi
predpismi. Zdravotnicke zariadenie a Lekar
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Institution and Physician will comply
with Physician 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 Physician shall ensure
certified paper copies are made available
for inspection for on site source date
verification. The Institution shall ensure
sufficient access is granted to the monitor
to enable source data verification of the
Study Subjects.

c) The Institution will promptly notify
Sponsor and PRA if any regulatory
authority notifies the Institution or
Physician of a pending inspection relating
to the Study, and will promptly forward
to Sponsor and PRA 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 PRA copies of any
documents provided to any inspector that
relate to the Study.

4. CONFIDENTIALITY.

The Protocol, CRFs, 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

HX575-507

budu dodrziavat povinnosti Lekéra podla
Clankov 4.14 a4.9.7 ICH GCP, aby
zabezpecili, ze monitorom §tadie sa na ucely
overenia  poskytne  priamy  pristup
k pébvodnym Lekérskym zdznamom
subjektov Stadie, ako aj pravidelny pristup
umoziujuci porovnanie osvedCenych kopii
Lekarskych zaznamov s povodnymi
Lekarskymi zaznamami s ciefom overit’ ich
pravost. Ak sa pouzivaju na Pracovisku,
Pracovisko poskytne monitorom Stadie
pristup k svojmu systému elektronickych
Lekarskych zaznamov. Pracovisko
zabezpeci, aby monitor Studie ziskal pristup
len k Lekarskym z&znamom subjektov
Studie a neziskal ziaden pristup k Lekarskym
zaznamom pacientov, ktori sa nezacastiiuju
stadie. Ak toto nie je mozné, Zdravotnicke
zariadenie a Lekér zabezpecia vyhotovenie
osvedcenych papierovych kopii, ktoré budi
k dispozicii na kontrolu na ucely overovania
zdrojovych Gdajov na pracovisku.
Zdravotnicke zariadenie zabezpeci, aby
monitor ziskal dostato¢ny pristup, ktory mu
umozni overit zdrojové data subjektov
stadie.

C) Zdravotnicke zariadenie okamzite upozorni
Zadavatela aPRA v pripade, ak
ktorykol'vek opravneny regulaény organ
oznédmi Zdravotnickemu zariadeniu alebo
Lekéarovi planovanu inspekciu v stvislosti
S0 Stadiou a bezodkladne zaSle
Zadavatelovi a PRA koépie akéhokol'vek
pisomného stanoviska, ktoré dostane ako
vysledok indpekcie stvisiacej so Stddiou.
Zdravotnicke zariadenie poskytne
Zadavatel'ovi a PRA aj kopie akychkol'vek
dokumentov tykajucich sa Stadie, ktoré boli
poskytnuté inSpektorovi.

4.  DOVERNOST.

Protokol, CRF aakékol'vek a vSetky
informéacie, (daje, spravy alebo dokumenty
poskytnuté alebo vytvorené Zdravotnickym
zariadenim, alebo ktorymkol'vek ¢lenom Timu
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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) is acquired by the Institution from any third
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.

Subject Personal Data. The Institution and the
Physician shall obtain, in accordance with the

HX575-507

Stadie, ktoré sa tykaju prace vykonavanej podla
tejto Zmluvy (odlisné od Lekarskych zaznamov
subjektov) alebo ktoré sa inak tykaju Studie
(,,Doverné informacie®), su majetkom Zadavatel'a
a Zdravotnicke zariadenie nie je opravnené
poskytnut’ ich tretej strane a ani sa nesmi pouzit’
na akykol'vek iny ucel 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
Ddverne informécie:

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

b) oktorych moéze Zdravotnicke zariadenie
preukazat,, ze uz boli v stlade so zdkonom
vo Vlastnictve alebo drzbe Zdravotnickeho
zariadenia Vv deil ich poskytnutia
Zdravotnickemu zariadeniu a nepodliehali
zavazku zachovania dévernosti;

c) ktoré ziskalo Zdravotnicke zariadenie od
tretej strany bez obmedzenia ich
poskytovania, alebo

e) ktoré Zdravotnicke zariadenie vyvinulo
nezavisle bez vyuzitia vyhody DOvernych
informacii, ako to preukazuji prislusné
pisomné zaznamy.

Pripustné _poskytnutie _informacii. Povinnost’
Zdravotnickeho zariadenia neposkytnit’ a nepouzit’
Doéverné informacie 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 takuto poziadavku pred samotnym
poskytnutim informécii, aby poskytlo Zadavatel'ovi
moznost’ namietat’ proti uvedenej poziadavke alebo
zabezpecit’ vhodné ochranné opatrenie.

5.  OCHRANA SUKROMIA A UDAJOV.

Osobné  1udaje  castnikov.  Zdravotnicke
zariadenie a Lekar ziskaju od ucastnikov v sUlade
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applicable laws and regulations, an informed
consent from subjects to participate in the Study
approved by the Sponsor and the ethics committee.
Such informed consent shall be obtained prior to
Study Subject’s participation in the Study and must
contain language necessary to permit competent
authorities, the ethics committees, the Sponsor and
its agents to access the personal data under the
strict terms and conditions of the confidentiality
and data privacy terms of such informed consent
form. The informed consent shall include the right
for Sponsor and its designees and competent
authorities to review raw study data, including
original subject records, in all monitoring and
auditing activities required to ensure quality
assurance and compliance with the Protocol as well
as all legal and regulatory requirements. The
Institution and/or Physician shall timely inform the
Sponsor when a subject is withdrawing consent.

(@) Physician and the Study Team may
be called upon to provide personal data
which falls within the scope of the
applicable laws and regulations.

For the Physician, this personal data
may include name, last name, contact
information, work experience and
professional qualifications,
publications, résumés, educational
background and information related to
potential conflicts of interest, and
payments made to payee(s) under this
Agreement. For the Study Team, this
personal data may include, amongst
others, name, last name, contact
information, phone  number and
curriculum vitae.

The personal data of the Physician and
the Study Team may be processed for
the following purposes: the conduct of
clinical  trials;  verifications by
competent authorities, the Sponsor and
its agents and affiliates; compliance
with legal and regulatory requirements;

HX575-507

s platnymi  zakonmi a predpismi informovany
stihlas s ucastou na $tudii schvalenej zadavatel'om
aetickou komisiou. Takyto informovany suhlas
samusi ziskat pred ucastou ucastnika Stadie
natejto stadii amusi obsahovat ustanovenia
umoziiujuce kompetentnym organom, etickym
komisiam, zadavatel'ovi a jeho agentom pristup
k osobnym Gdajom v sulade S prisnymi
podmienkami apoziadavkami  zachovavania
dbvernosti  a podmienkami  ochrany  (dajov
takéhoto  formulara informovaného  suhlasu.
Informovany suhlas zahfna pravo zadavatel’a a jeho
urCenych  o0s6b  a kompetentnych  organov
preskimat’ nespracované udaje zo Stidie vratane
povodnych zdznamov ucastnikov v ramci vsetkych
monitorovacich a auditorskych ¢innosti potrebnych
na zaruéenie kvality asOladu s protokolom, ako
aj vSetkych pravnych aregulaénych poziadaviek.
Zdravotnicke zariadenie a/alebo Lekar vcas
oznamia zadavatelovi, ked’ niektory ucastnik
odvolé suhlas.

(@) Lekdr atim stadie moézu byt
vyzvani, aby poskytli osobné udaje,
ktoré spadaju do pdsobnosti platnych
zékonov a predpisov.

V pripade Lekara mozu tieto osobné

udaje zahffiatt meno, priezvisko,
kontaktné (daje, pracovné skisenosti
aodborné kvalifikacie, publikécie,
Zivotopisy, informacie o vzdelani
a informdcie tykajlce sa potencialnych
konfliktov zaujmu a platieb
uhradenych prijemcovi (prijemcom)

na zéklade tejto zmluvy. V pripade
timu $tadie moézu tieto osobné udaje
zahtiiat’ okrem iného meno, priezvisko,
kontaktné 0daje, telefonne Cislo
a zivotopis.

Osobné (daje Lekara atimu S$tadie
moZu byt spracované na nasledujice
ucely: vykonavanie klinickych skisani,

overovania vykonavaneé
kompetentnymi organmi, zadavatel'om
a jeho agentmi a afilaciami,

dodrziavanie pravnych a regula¢nych
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publication on www.clinicaltrials.gov
and websites and databases worldwide
that serve a comparable purpose;
storage in databases to facilitate the
selection of Physicians for future
clinical trials and anti-corruption
compliance. Names of members of
Study Team may be processed in
Sponsor’s or its agents’ Study contacts
database for Study-related purposes
only.

The Institution agrees to inform the
Study Team that their personal data
will be collected and to respect the
rights of the Study Team as data
subjects and to obtain the appropriate
consent, as required by the applicable
laws and regulations.

Compliance with applicable laws
and regulations and best practices.
The Institution shall comply and shall
require any of the persons or entities
performing the Study on its behalf,
including without limitation, the
Physician and the Study Team, to
comply, with all applicable laws and
regulations, and guidelines governing
data privacy.

The parties agree that the collection,
processing and disclosure of personal
data and medical information related to
the Study Subject, and personal data
related to Physician and the Study
Team is subject to compliance with
applicable law and regulations, in
particular personal data protection and
security laws and regulations. When
collecting and processing personal
data, the parties agree to take
appropriate measures to provide data
subjects with all the information
required as per the applicable privacy
regulations about the collection and
processing of their personal data, to
obtain the appropriate consent, to

HX575-507

poziadaviek, publikovanie na webovej

lokalite www.clinicaltrials.gov
a webovych lokalitdich a v databazach
po celom svete, ktoré sluzia

na porovnatelny 0c¢el, uchovavanie
v databdzach scielom ulah¢it’ vyber
Lekarov pre buduce klinické skuSania
a dodrziavanie predpisov v oblasti boja
proti Kkorupcii. Mena ¢lenov timu
Stidie mozu byt spracuvané v databaze
kontaktov Studie zadavatela alebo jeho
agentov vyhradne na ucely tejto Stadie.

Zdravotnicke zariadenie suhlasi s tym,
ze informuje tim Stadie o tom, Ze sa
budu zhromazd'ovat’ ich osobné udaje,
aze bude reSpektovat’ prava timu
Stidie ako dotknutych os6éb a ziska
prislusny sthlas, ako to vyzaduju
prislusné zakony a predpisy.

Dodrziavanie platnych zakonov
a predpisov a osvedéenych postupov.
Zdravotnicke zariadenie bude
dodrziavat a vyzadovat od vSetkych
0s6b alebo subjektov vykonavajicich
tuto $tadiu v jej mene, okrem iného
vratane Lekéra atimu Stadie, aby
dodrziavali vSetky platné zakony
apredpisy ausmernenia, ktorymi
sa riadi ochrana Udajov.

Zmluvné strany suhlasia s tym,
ze zhromazd’ovanie, spracovavanie
a zverejiiovanie  osobnych  udajov
a zdravotnych informéacii tykajucich
sa ucastnika $tudie a osobnych Udajov
tykajacich sa Lekdra atimu S$tadie
podliehaju  dodrziavaniu  platnych
zakonov a predpisov, najma zakonov
0 ochrane osobnych Udajov a zakonov
a nariadeni tykajucich sa bezpecnosti.
Pri  zhromazd’ovani  a spracuvani
osobnych ddajov sa zmluvné strany
dohodli, Ze prijma primerané opatrenia
na poskytnutie vsetkych pozadovanych
informacii dotknutym osobam podla
prislusnych ~ predpisov o ochrane
osobnych Udajov tykajacich
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safeguard these data, to maintain the sa zhromazd’ovania a spracuvania ich
confidentiality of Study Subject related osobnych udajov, Ze ziskaji prislusny
health and medical information, to suhlas, buda chranit' tieto udaje,
grant data subjects reasonable access to zachovavat’ dovernost’ zdravotnych
their personal data, to ensure that data a Lekarskych informécii tykajlcich
subjects can exercise their right to ask saucastnikov ~ Stadie,  dotknutym
for correction or removal of their osobam poskytnd primerany pristup
personal data and to prevent access by kich osobnym udajom, zabezpeclia,
unauthorized persons. aby  sidotknuté  osoby  mohli
uplathovat’ svoje pravo poziadat
oopravu alebo odstranenie svojich
osobnych Udajov, abudt zabranovat

pristupu neopravnenych osdb.
(@ Transfer of data. PRA and/or (@ Prenos udajov. PRA alalebo

Sponsor may transmit personal data to
other affiliates of the PRA or the
Novartis group of companies and their
respective agents worldwide.
Accordingly, personal data may be
transmitted to countries outside the
European Economic Area, such as the
United States, which the EU has
determined currently lack appropriate
privacy laws providing an adequate
level of privacy protection.
Nonetheless the Sponsor and its
affiliates of the Novartis group of
companies and respective agents will
apply adequate privacy safeguards to
protect such personal data. Personal
data may also be disclosed as required
by individual competent authorities or
applicable laws and regulations, such
as to report serious adverse events.

The personal data will be kept only for
the period necessary to fulfill the
purposes of the collection, unless a
longer retention period is required or
permitted by the applicable laws and
regulations.

zadavatel smu prenaSat’ osobné udaje
inym afilaciam spolo¢nosti PRA alebo
skupine spolo¢nosti Novartis a ich
prislusnym agentom po celom svete. V
stlade stym moézu byt osobné udaje
prenasané do krajin mimo Eurdpskeho
hospodarskeho priestoru, ako
st Spojené Staty americké, ktoré podla
EUv saasnosti nemaju  prislusné
zdkony o ochrane osobnych (dajov,
ktoré by poskytovali primerant urovefi
ochrany osobnych (dajov. Napriek
tomu zadavatel’ a jeho afilacie skupiny
spolo¢nosti Novartis a prislusni agenti
budu uplatiiovat’ primerané prostriedky
na ochranu takychto osobnych Gdajov.
Osobné udaje moézu byt takisto
zverejnené nazaklade poziadaviek
jednotlivych kompetentnych organov
alebo prislusnych zakonov a predpisov,
napriklad pri oznamovani zavaznych
neziaducich udalosti.

Osobné Udaje budd uchovavané iba

pocas obdobia nevyhnutného
na splnenie ucelu ich zhromazdenia,
pokial sana ziklade prislusnych

zakonov a predpisov nevyzaduje alebo
nepovoluje dlhsia doba uchovavania.
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6. PUBLICATION.

Where the Study is conducted in the EEA, Sponsor
is required by law to publically disclose the
performance of the Study and publish the summary
results of the Study within 6 or 12 months
(depending on the type of trial) of its completion at
all sites and will do so without further notice to
Institution. Institution hereby consents and shall
obtain the consent of Physician, to allow Sponsor
or PRA to disclose or allow any competent
authority to disclose their name as well as the
address of the Institution and name of the Physician
where the Protocol will be performed and it’s
results following completion, in generally available
trial databases to the extent required by any
applicable laws and regulations.

The Study is part of a multi-site study, and
publication of the results of the Study conducted at
the Site shall not be made before the first multi-site
publication by Sponsor. Once the Sponsor’s multi-
site publication has taken place, the Site shall have
the right to publish its results from the Study,
subject to the notice requirements that follow. If
there is no multi-site publication within eighteen
(18) months after the Study has been completed or
terminated at all Study sites, and all data has been
received, the Site shall have the right to publish its
results from the Study, subject to the following
notice requirements. Prior to submitting or
presenting a manuscript or other materials relating
to the Study to a publisher, reviewer, or other
outside person, the Site shall provide to Sponsor a
copy of all such manuscripts and materials, and
Sponsor shall have sixty (60) days from receipt of
such manuscripts and materials to review and
comment. At Sponsor’s request the Site shall
remove any Confidential Information (other than
Study results) prior to submitting or presenting the
materials. The Site shall, upon Sponsor’s request,
further delay publication or presentation for a
period of up to one hundred twenty (120) days to
allow Sponsor to protect its interests in any
Sponsor Inventions (as defined below) described in
any such materials.

HX575-507

6. PUBLIKOVANIE.

Ak sa §tadia vykondva v EHP, Zadavatel je zo
zédkona povinny verejne ozndmit vykonavanie
Stidie a zverejnit’ jej suhrnné vysledky do 6 alebo
12 mesiacov (v zavislosti od typu Stidie) po jej
ukonceni na vSetkych pracoviskach a vykona to bez
dalsieho oznamenia Zdravotnickemu zariadeniu.
Zdravotnicke zariadenie tymto suhlasi a ziska aj
sthlas Lekara s povolenim, aby Zadavatel' alebo
PRA alebo akykolvek prisluSny orgdnu zverejnil
ich men4, ako aj adresu Zdravotnickeho zariadenia,
kde sa bude Protokol vykonavat, a jeho vysledky
po dokonéeni, a to v bezne dostupnych databazach
klinického skuSania v rozsahu pozadovanom
akymikol'vek platnymi zakonmi a predpismi.

Stadia je sGdastou multicentrickej $tadie
a publikacia vysledkov Studie realizovanej na

Pracovisku nie je dovolend pred prvou
multicentrickou publikéciou vykonanou
Zadavatelom. Len ¢o  Zadavatel  vykona

multicentrick( publikaciu, Pracovisko ma pravo
publikovat’ svoje vysledky Studie pri dodrzani
nasledujucich oznamovacich poziadaviek. Ak
nebude multicentrickd publikacia vydana do
osemnastich ( 18 ) mesiacov po dokonéeni alebo
ukonceni $tadie na vSetkych pracoviskach a vsetky
Gdaje boli prijaté, ma Pracovisko pravo publikovat’
svoje vysledky Stadie pri dodrzani nasledujucich
oznamovacich poziadaviek. Pred predloZzenim
alebo prezentaciou rukopisu ¢i inych materialov
tykajucich sa stadie vydavatelovi, lektorovi alebo
inej externej osobe, je Pracovisko povinné
predlozit’ Zadavatel'ovi kopiu vsetkych rukopisov a
materidlov na posudenie a pripomienkovanie a
Zadavatel ma na pripomienkovanie
Sestdesiatdiiovl ( 60 ) lehotu od ich prijatia. Na
Ziadost' Zadavatela je Pracovisko povinné pred
predlozenim alebo prezentaciou materialu odstranit’
z neho vSetky doverné informéacie (okrem
vysledkov §tidie). Na ziadost Zadavatela je
Pracovisko povinné publikéciu alebo prezentaciu
pozdrzat' o d’al§ich az stodvadsat’ (120) dni, aby
mohol Zadavatel' zabezpecit’ ochranu svojich prav
na vynalezy Zadavatel'a (ako su definované nizsie)
popisanych v tychto materialoch .
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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 (“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, if any, in and to such Study Data. Sponsor
shall not own subject medical records.

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) rely, use, or incorporate the Study Drug;
(i) incorporate or are anticipated by the Protocol;
or (iii) rely, use, or incorporate any Confidential
Information, shall be the exclusive property of
Sponsor (collectively referred to as “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
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

HX575-507

7. VLASTNICTVO.

Vsetky dokumenty, protokoly, tidaje, know-
how, metédy, operacie, vzorce, Ddverné
informacie a Materidly (ako su definované d’alej)
poskytnuté Zdravotnickemu zariadeniu podl'a tejto
Zmluvy sU a zostani majetkom Zadavatela.
Vyplnené formulare CRF, kone¢na sprava (v
prislusnom pripade) a iné informacie a udaje, ktoré
vyplyvaju zo Studie, vratane vysledkov Stadie
(,,Udaje $tidie*) budi tiez majetkom Zadavatela.
Pracovisko prevedie (a bude vyzadovat od
vsetkych Clenov Timu $tadie, aby previedli) na
Zadavatela vsetky prava, ndroky na udaje zo
Stadie a podiely v tychto tdajoch zo Stadie, ak
existuju.  Predmetom  vlastnickeho  prava
Zadavatel'a nie st Lekarske zaznamy pacientov.

8. VYNALEZY.

Existujuce  vynédlezy a  technoldgie
Zadavatela alebo Zdravotnickeho zariadenia su
ich samostatnym vlastnictvom a touto Zmluvou
nie su akymkolvek sposobom dotknuté. Prava,
naroky apodiely k akymkolvek vynalezom,
objavom, know-how, autorskym pravam alebo
inym pravam na duSevné vlastnictvo, ktoré budd
vymyslené, vyvinuté alebo zrealizované (vratane
vsetkych zlepSeni alebo modifikacii), ktoré (i) sa
tykaju Skusaného lieku, vyuZivaju ho, alebo su
v iom obsiahnuté, (ii) zahtiiaji Protokol, alebo st
predpokladané Protokolom alebo (iii) sa tykaju
Doévernych informacii, vyuZivaju ich, alebo su

Vv nich obsiahnuté, su vyluénym vlastnictvom
Zadavatela (dalej spolo¢ne ako ,,Vynalezy
Zadavatel'a®). Zdravotnicke zariadenie

bezodkladne pisomne oznami Zadavatel'ovi a tym
prevedie (a zaroven zaruci, aby vSetci Clenovia
Timu Stadie previedli) na Zadavatela vsetky
prava, naroky alebo podiely na kazdy takyto
Vynalez Zadavatel'a. Zdravotnicke zariadenie sa
zavazuje, ze poskytne na naklady Zadavatela
primeranu  sucinnost’ Zadavatelovi, aby mu
umoznilo nadobudnut’ a vymahat' prava na takéto
Vynalezy Zadavatel'a. Zdravotnicke zariadenie méa
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are not Sponsor Inventions.

b)

MATERIAL TRANSFER; RETURN OF
MATERIALS; EQUIPMENT.

During the Study, Sponsor or Sponsor’s
designee may provide to the Institution, at
Sponsor’s  expense, products for the
performance of the Study (collectively, 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.

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 Physician 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.

Upon completion or termination of the
Study, all Materials furnished to the
Institution by Sponsor or Sponsor’s designee
shall be promptly returned or destroyed as
directed by PRA. Shipping costs relating

HX575-507

vyluéné vlastnicke pravo na akékol'vek vynalezy
alebo objavy, vymyslené alebo zrealizované, ktoré
vyvinulo vylu¢ne Zdravotnicke zariadenie, a ktoré
nie si Vynalezmi Zadavatel'a (ako sU definované
vyssie).

b)

PREVOD MATERIALOV, VRATENIE
MATERIALOV, VYBAVENIE.

Po¢as Studie Zadavatel alebo o0soba
poverend Zadavatelom méze poskytnut' na
néklady Zadavatela Zdravotnickemu
zariadeniu produkty na vykonéavanie Stddie
(d’alej spolo¢ne ako ,,Materialy*), ktore su
potrebné na vykonavanie Stidie podla
Protokolu.  Materidly bude  vyuzivat’
Zdravotnicke  zariadenie  vyluéne na
vykonéavanie Studie v stlade 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
Zadavatelom) avsulade so vSetkymi
prislusnymi  miestnymi  a vnutrostatnymi
pravnymi predpismi, pravidlami
a nariadeniami, okrem iného aj vratane
predpisov upravujucich nebezpecné latky.

Ak sa zacastnené strany nedohodni inak,
v pripade, ze je podla Protokolu Studie
potrebny odber krvi, tkaniva, alebo iného
biologického  materialu od  subjektov
(,,Biologicky material®), Lekér suhlasi, ze
pouzivanie takéhoto Biologického materidlu
bude obmedzené na testy, analyzy, alebo
procedury uvedené v Protokole
a informovanom  suhlase, ktoré  boli
schvalené IRB/EK.

Po dokonéeni alebo ukonéeni Stidie budd
vSetky materialy, ktoré Zdravotnickemu
zariadeniu dodal Zadavatel' alebo osoba
poverena Zadavatelom, ako aj vsetky
Biologické materialy bezodkladne
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thereto will be paid by PRA.

If Sponsor provides equipment to the
Institution, such equipment shall be used
only by the Institution for the performance of
the Study and in accordance with any written
instructions of use and/or training provided
by the equipment manufacturer or Sponsor.
Such equipment is property of the Sponsor or
Sponsor’s designee and shall be returned, at
Sponsor’s expense, to Sponsor (or Sponsor’s
designee), upon Sponsor’s written request or
upon completion of the Study. Institution will
use reasonable care to maintain such
equipment while in its possession, provided
that Sponsor shall be responsible for
maintenance and repair costs due to normal
wear and tear. In the event that equipment is
damaged for reasons not due to correct usage
or normal wear and tear, Institution shall be
liable for the cost of repair or replacement of
the affected equipment.

TERM; TERMINATION.

This Agreement shall enter into force on the
day of its signatures by both contracting
Parties and effective on the day following its
publication in the Central Register of
Contract of the Slovak Republic. Agreement
shall continue in force until the Study has
been completed at the Institution.

This Agreement may be terminated by PRA
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 or in case of a breach or
serious risk of a breach of the Applicable
Anti-Corruption Legislation.

d)

10.

a)

HX575-507

zlikvidované alebo vratené podl'a pokynov
PRA. Prepravné néklady suvisiace s
vratenim materiélov uhradi PRA.

Ak zadavatel poskytne Zdravotnickemu
zariadeniu  akékol'vek vybavenie, toto
vybavenie bude Zdravotnicke zariadenie
pouzivat len na vykonavanie Stddie
a v stlade s pisomnymi pokynmi na pouzitie
a/alebo Skolenie, ktoré poskytne vyrobca
vybavenia alebo  Zadavatel.  Takéto
vybavenie bude majetkom Zadavatel'a alebo
osoby poverenej Zadavatelom a bude na
naklady Zadavatela vratené Zadavatelovi
(alebo osobe poverenej Zadavatelom) na
zaklade pisomnej ziadosti Zadavatel'a alebo
po dokongeni  Stidie.  Zdravotnicke
zariadenie vyvinie primerant starostlivost,
aby vykonavalo udrzbu tohto vybavenia,
kym ho bude mat kdispozicii pod
podmienkou, ze Zadavatel bude
zodpovedny za naklady na udrzbu a opravy
Vv dosledku bezného opotrebovania.
V pripade, Ze d6jde k poSkodeniu vybavenia
z dévodov, ktoré nesivisia so spravnym
pouzivanim alebo beZznym opotrebenim,
naklady na opravu vybavenia alebo vymenu
nefungujuceho vybavenia budu na tarchu
Zdravotnickeho zariadenia.

OBDOBIE PLATNOSTI, UKONCENIE.

Tato Zmluva nadobudne platnost’ diiom jej
podpisu  oboma  zmluvnymi  stranami
aucinnost dnom nasledujicim po dni jej
zverejnenia v Centralnom  registri  zmlav
Slovenskej republiky. Zmluva zostane v
platnosti a2z do dokoncenia Stidie v
Zdravotnickom zariadeni.

Tato Zmluvu moze PRA 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
bezpeénostnych dodvodov, alebo v pripade
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b) Upon the effective date of termination of this
Agreement, an accounting shall be conducted
by the Institution, subject to verification by
PRA. Following PRA’s receipt of adequate
documentation, PRA will pay for:

(i)  all services properly rendered and
monies properly expended by the
Institution, through the effective
date of termination which have not
yet been paid by PRA; 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
the date of termination, the Institution shall
promptly return to PRA all such unearned
funds within 30 days.

11. INSURANCE.

Institution shall maintain adequate statutory
liability insurance for damage caused in connection
with the provision of healthcare. Institution shall, at
PRA’s request, have its insurance carrier for such
insurance furnish to PRA 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 PRA.

12. LIABILITY AND PATIENT INJURIES.

The Parties agree that the Study is non-
interventional and as such presents minimal risk to

HX575-507
porusenia  ¢ivazneho rizika  poruSenia
prislusnej protikorupc¢nej legislativy.

b) Po dni Gcéinnosti ukoncenia tejto zmluvy
Zdravotnicke zariadenie vyhotovi
vyuctovanie, ktoré musi byt osvedcené
spolo¢nostou PRA. Ked PRA dostane
prislusnt dokumentéciu, zaplati za:

(i) vSetky riadne  poskytnuté
a vydavky riadne vynaloZené
Zdravotnickym zariadenim az do dna
ukoncenia, ktoré dosial’ neboli uhradené
spolo¢nost'ou PRA a

sluzby

(ii) nezrusitené zavazky, ktoré
Zdravotnickemu  zariadeniu  riadne
vznikli pri vykonavani $tadie eSte pred
prijatim vypovede.

c) Ak boli Zdravotnickemu zariadeniu vyplatené
akékol'vek sumy, ktoré ku dnu ukoncenia
Zmluvy neboli podla tejto Zmluvy kryté
protiplnenim, Zdravotnicke zariadenie
bezodkladne vrati spolo¢nosti PRA vSetky
takéto preddavky do 30 dni.

11. POISTENIE.

Zdravotnicke zariadenie bude udrziavat
primerané zakonné poistenie zodpovednosti za
Skodu sposobentt v slvislosti s poskytovanim
zdravotnej starostlivosti. Zdravotnicke zariadenie
na poziadanie PRA poskytne PRA potvrdenie, ze
je takéto poistenie platné. Bude na nom uvedena
odpocitatel'na polozka a/alebo samopoistena Cast’
rizika (spoluti€ast’) a informacia, Ze toto poistenie
sa nezru$i ani neznizi pocas platnosti tejto Zmluvy
bez zaslania pisomného oznamenia PRA najmenej
s tridsat’ (30) difiovym predstihom.

12. ZODPOVEDNOST A ZRANENIA

PACIENTOV.

Zmluvné strany suhlasia s tym, ze tato $tadia
je neintervenénad aako taka predstavuje pre
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patients participating in the Study; therefore, Study
related injuries are neither anticipated nor
compensated by Sponsor. 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, Physician or any
Study Team members.

13. STATUS OF SPONSOR.

Sponsor is an intended third-party beneficiary to
this Agreement. To the extent applicable law does
not allow vesting of any rights directly in Sponsor
under this Agreement, such rights will vest in PRA,
on Sponsor’s behalf.

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 Physician
(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 PRA immediately.

b) The Institution hereby certifies that it has not
and will not use in any capacity the services
of any individual or entity which has been
debarred or disqualified from participating in
clinical research under any laws or
regulations. In the event that the Institution
becomes aware of the debarment, threatened
debarment, disqualification or threatened
disqualification of any such individual or
entity, the Institution shall notify PRA
immediately.

HX575-507

pacientov  zucCastnujicich satejto Studie iba
minimalne riziko. Z tohto dévodu

sa nepredpokladajii  ziadne zranenia suvisiace
Stouto S$tadiu ani ich zadavatel nepreplaca.
Zdravotnicke zariadenie je a zostane zodpovedné
za akékol'vek poskodenie, naroky, zaloby, naklady
alebo vydavky (vratane pravnych nakladov), ktoré
vzniknd v dbsledku nedbalosti, opomenutia,
zavinenia zo strany Zdravotnickeho zariadenia,
Lekéara alebo ktoréhokol'vek ¢lena Timu $tadie.

13. STATUT ZADAVATELA STUDIE.

Zadavatel’ stadie je stanovenou opravnenou tretou
osobou podla tejto Zmluvy. V pripade, ze platne
predpisy nedovoluju, aby Zadéavatel na zéklade
tejto zmluvy priamo nadobuldal prava, bude tieto
prava v mene Zadavatel'a nadobtdat’ PRA.

14. POTVRDENIA.

a)  Zdravotnicke zariadenie tymto potvrdzuje,
7ze nebolo vylacené ani diskvalifikované
zucasti na klinickom vyskume podla
akychkol'vek vSeobecne zavéaznych
pravnych predpisov alebo nariadeni. Ak
pofas doby trvania tejto Zmluvy bude
Zdravotnicke zariadenie alebo Lekar (i)
vylucené(y) alebo diskvalifikované(y), alebo
(if) dostane ozndmenie o zacati konania
alebo hrozbe =zacatia konania s cielom
vylucenia alebo diskvalifikacie,
Zdravotnicke  zariadenie  bezodkladne
oznami tato skuto¢nost’ PRA.

b)  Zdravotnicke zariadenie tymto potvrdzuje,
ze  nevyuzivalo anebude  vyuzivat
akymkol'vek sposobom cCinnosti fyzickej
osoby, alebo pravnickej osoby, ktora bola
vylucena alebo diskvalifikovana z Gcasti na
klinickom vyskume na zéklade akychkol'vek
pravnych  predpisov  alebo  nariadeni.
V pripade, ze sa Zdravotnicke zariadenie
dozvie 0 wvyluCeni, hroziacom vylaéeni,
diskvalifikacii alebo hroziacej

diskvalifikécii  fyzickej osoby, alebo
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c) The Institution warrants and promises that, in
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.

15. ASSIGNABILITY.

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 PRA, and any purported assignment or
delegation without PRA’s written consent is void.

16. NOTICES.

With the exception of Study funds paid by
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pravnickej osoby, bezodkladne oznami tato
skuto¢nost’ PRA.

C)  Zdravotnicke zariadenie sa  zaruduje
a sl'ubuje, Ze v suvislosti s touto Zmluvou (i)
(priamo ani nepriamo) nevykonala ani
nevykond ziadne neprimerané platby alebo
ponuky (neopravni ind osobu na vykonanie
platieb alebo ponuky) na zaplatenie
finanénych  prostriedkov  alebo  inej
hodnotnej veci vladnemu Uradnikovi alebo

inej osobe v suvislosti s poskytovanim
sluzieb na =zéaklade tejto Zmluvy na
neprimerané  ovplyvnenie ¢inu  alebo

rozhodnutia takéhoto Uradnika alebo osoby,
na ovplyvnenie takéhoto Udradnika alebo
osoby, aby konali alebo nekonali porusenim
svojich prislusnych povinnosti, s cielom
ziskat’ akukol'vek neprimerant vyhodu, aby
vyvinuli neprimerant ¢innost’ alebo aktivitu
stvisiacu stouto Zmluvou alebo v pripade
vlddneho  dradnika naviedli  takéhoto
uradnika, aby neprimerane pouzil svoju moc
na ovplyvnenie c¢inu alebo rozhodnutia
vlady a (ii) nepoziadalo ani nepoziada,
neakceptovalo a ani neprijalo (priamo ¢i
nepriamo) finanéné prostriedky ani ina
hodnotnu vec na ziskanie neprimeraného
vykonu funkcie alebo ¢innosti v savislosti
s touto zmluvou.

15. POSTUPENIE.

Zdravotnicke zariadenie nie je opravnené
postupit’ ziadne svoje prava ani poverit’ inti osobu
plnenim tejto  Zmluvy, dobrovolne alebo
nedobrovolne, ¢i uz na zaklade zlucenia,
konsolidacie, zruSenia, priamo zo zakona, alebo
akymkol'vek  inym  spésobom, s vynimkou
predchadzajiceho  pisomného  suhlasu  PRA.
Akékol'vek udajné postipenie bez pisomného
suhlasu PRA je net¢inné.

16. OZNAMENIA.

S vynimkou finanénych prostriedkov Stddie
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PRA 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-recognised 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 PRA:

Pharmaceutical Research Associates SK s.r.o.
c/o Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD

United Kingdom

Attention: Director of Global Contracts

If to the Sponsor:
Hexal AG
Industriestrasse 25
83607 Holzkirchen
Germany

If to the Institution:
Fakultnd nemocnica s
Roosevelta Banska Bystrica
Nam. L. Svobodu 1

975 17 Banskéa Bystrica
Attention: Executive Director

poliklinikou F. D.

17. USE OF NAMES.

The Institution shall not use the name, symbols
and/or trademarks of PRA or the Sponsor in any
form of publicity in connection with the Study
unless explicitly approved by PRA or the Sponsor
in advance. 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 Physician as part of this disclosure.

HX575-507

uhradenych spolo¢nostou PRA podla ¢lanku 2,
vSetky oznamenia pozadované alebo povolené
podla tejto Zmluvy, budl v pisomnej forme
abuda (a) dorucené osobne, (b) =zaslané
doporucenym listom, alebo (c) zaslané celostatne
uznavanym kuriérom, zarucujucim dorucenie
hned” v nasledujici den nizSie uvedenym
prijemcom. Zmluvné strany sa dohodli, Ze zmeny
niz8§ie uvedenych adries urCenych na prijimanie
oznamov podla tohto ¢lanku mozno vykonat
formou listu podpisaného prislusnou zmluvnou
stranou anevyzaduje sa vyhotovenie dodatku
K tejto Zmluve podpisaného vsetkymi stranami:

Pre PRA:

Pharmaceutical Research Associates SK s.r.o.
c/o Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD

Velka Britania

Do ruk: Riaditel’ globalnych zmlav

Pre Zadavatel’a:
Hexal AG
Industriestrasse 25
83607 Holzkirchen
Nemecko

Pre Zdravotnicke zariadenie:
FakultnA nemocnica s
Roosevelta Banska Bystrica
Nam. L. Svobodu 1

975 17 Banska Bystrica
Slovensko

Do ruk: Generalny riaditel’

poliklinikou F. D.

17. POUZIVANIE NAZVOV.

Zdravotnicke zariadenie nesmie pouZivat
nazov, symboly a/alebo ochranné znamky PRA
alebo Zadavatela v akejkol'vek forme publicity
v stvislosti so Stddiou, pokial ich PRA alebo
Zadavatel’ vyslovne vopred neschvali.
Zdravotnicke zariadenie suhlasi, ze Zadavatel
moéze v stlade s prislusnymi pravnymi predpismi
zverejnit’ tto Zmluvu, vratane sumy finanénych
prostriedkov  poskytnutych na zaklade tejto
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Zmluvy za vykonavanie Stidie amoéze oznadit
Zdravotnicke zariadenie a Lekara ako sucast’ tohto
zverejnenia.
18. INFORMATION TECHNOLOGY 18. SYSTEMY A BEZPECNOST
SECURITY AND SYSTEMS. INFORMACNYCH TECHNOLOGII.

a) The Institution shall maintain IT and a) Zdravotnicke zariadenie musi udrziavat
organisational security measures dostatoéné IT a organizacné bezpecnostné
sufficient to protect the personal opatrenia na ochranu osobnych udajov,
information, when in their possession and ked” su v jeho vlastnictve, apri prenose
whilst being transferred to PRA, Sponsor PRA, Zadavatelovi alebo inym tretim
or other third parties. The Institution shall stranam. Zdravotnicke zariadenie
ensure that all Study Team members zabezpeci, aby vSetci ¢lenovia timu Stadie
comply with the obligations imposed dodrziavali zavizky, ktoré im ukladaju
upon them by applicable data protection platné zakony na ochranu osobnych Gdajov
laws and specifically, the removal of a konkrétne odstranili osobné
patient personal identifiers from any identifikatory ~ pacienta  z akejkol'vek
communications external to the site komunikéacie mimo pracoviska, pokial’ nie
unless necessary for safety purposes or sl nevyhnutné z bezpecnostnych dévodov
required by law. alebo pozadované pravnymi predpismi.

b) If this Agreement is signed electronically, b) Ak je tdto zmluva podpisana elektronicky,
Institution shall ensure that they have musi Zdravotnicke zariadenie zabezpecit,
adequate software in place for such aby malo k dispozicii dostatoény softvér
signature to create a legally binding pre tento podpis a mohlo vytvorit’ pravne
Agreement. zavaznu zmluvu.

c) Mobile applications (mHealth), where ¢) Ak sa na sledovanie alebo poskytovanie

used in the pursuit or provision of the
services, shall comply with applicable
electronic security requirements, medical
device legislation, if applicable, and data
protection laws to ensure the security of
all confidential and patient personally
identifiable information transmitted in
this manner. Data obtained through
mobile applications shall be securely
stored as long as required by applicable
legislation and regulations.

sluzieb pouzivaji mobilné aplikacie
starostlivosti o zdravie (mHealth), budd
tieto mobilné aplikdacie zodpovedat
platnym  poziadavkdm  elektronickej
bezpecnosti, pravnym predpisom
o0 zdravotnickych pomockach, ak je to
relevantné, a vsetkym platnym zakonom na
ochranu osobnych ddajov, aby bola
zaistena bezpecnost’ vSetkych dévernych
informacii a osobnych informacii
pacientov prenasanych tymto spdsobom.
Udaje tykajtice sa $tadie ziskané pomocou
mobilnych  aplikacii budld  bezpecne
ulozené tak dlho, ako to vyzaduji platné
pravne predpisy a nariadenia.
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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
affected.

20. ENTIRE AGREEMENT;
COUNTERPARTS.

EXHIBITS;

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 authorised 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. The priority language of this
Agreement will be English.
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

HX575-507

19. VZDANIE SA PRAVA,
ODDELITEINOST.

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 trval¢ vzdanie
sa prava podla takéhoto ustanovenia alebo iného
ustanovenia tejto Zmluvy. Ak jedno alebo viacero
ustanoveni tejto Zmluvy bude vyhlasenych za
neplatné, neucinné, nezakonné alebo
nevykonatelné v akomkol'vek ohlade, platnost,
zakonnost’ a vykonatelnost’ ostatnych ustanoveni

vnej uvedenych nebude Zziadnym spdsobom
ovplyvnena ani ohrozena.
20. CELA DOHODA, PRILOHY,
EXEMPLARE.
Tato Zmluva, spolu sPrilohami Kk nej

pripojenymi, tvori ucelent dohodu zmluvnych stran
ojej predmete adUlplné avyluéné vyhlasenie
podmienok tejto Zmluvy, pricom akékol'vek
vyrazy, podmienky, dojednania alebo dohody,
ktoré by mali menit’, modifikovat’, upravovat alebo
zruSovat’ podmienky a ustanovenia tejto Zmluvy,
budid zavazné len vtedy, ak budd vyhotovené
pisomne apodpisané opravnenym  zastupcom
kazdej zmluvnej strany tejto Zmluvy. Tato Zmluva
a akykol'vek dodatok knej sa moze vyhotovit
v niekol’kych exemplaroch, z ktorych kazdy sa
bude povazovat za original, ale spolo¢ne budi
predstavovat’ jednu atd istd listinu. Prioritnym
jazykom tejto Zmluvy bude anglicky jazyk.

21. PRETRVAVAJUCI ZAVAZOK,
PRETRVAVAJUCA PLATNOST
USTANOVENI.

Ak tdto Zmluva neustanovuje inak,
ukoncenie tejto Zmluvy nezbavuje ziadnu zmluvni
stranu povinnosti plnenia akéhokol'vek zAavazku
podla tejto Zmluvy, ktory uz nastal alebo vznikol
na zaklade skuto¢nosti a okolnosti, ktoré existovali
pred takymto ukonfenim. Ustanovenia tejto
Zmluvy, ktoré svojou povahou predstavujd
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shall survive expiration or termination of this
Agreement.

22. GOVERNING LAW.

This Agreement shall be governed by the
laws of the country where the services are
performed excluding conflict of law rules.

SIGNATURES APPEAR ON FOLLOWING
PAGE

HX575-507
zavazky, ktoré ukonCenim tejto  Zmluvy

nezanikaji, budd nadalej platit aj po uplynuti
platnosti alebo ukonéeni tejto Zmluvy.

22. ROZHODNE PRAVO.

Tato Zmluva sa bude riadit’ prisluSnymi

pravnymi  predpismi  krajiny, v ktorej su
vykonavané sluzby,  bez vynimkou koliznych
noriem.

PODPISY su UVEDENE NA

NASLEDUJUCEJ STRANE
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IN WITNESS WHEREOF, the parties have

HX575-507

NA DOKAZ TOHO zmluvné strany

caused this Agreement to be executed by their duly podpisali tito Zmluvu prostrednictvom svojich
authorised representatives on the date(s) indicated opravnenych zastupcov v dole uvedeny defi, ale
below, but effective for all purposes as of the sucinnostou pre vSetky ucely az v Den uéinnosti.

Effective Date.

PHARMACEUTICAL RESEARCH ASSOCIATES SK s.r.o.

By / Podpisal:
Authorised Signature / Opravnena osoba

Name / Meno: MUDr. Andrea Kl1¢
Title / Funkcia: proxy / prokuristka

Date / Datum:

INSTITUTION / ZDRAVOTNICKE ZARIADENIE

By / Podpisal:
Authorised Signature / Opravnena osoba

Name / Meno: Ing. Miriam Lapunikova, MBA
Title / Funkcia: executive director / generalna riaditel’ka

Date / Datum:

By / Podpisal:
Authorised Signature / Opravnena osoba

Name / Meno: MUDr. Milan Urbani, MPH
Title / Funkcia: medical director / medicinsky riaditel

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

HEXAL AG
Protocol No/ Cislo protokolu: HX575-507
PRA Project 1d/ Identifika¢né Cislo projektu PRA: _

Sponsor/ Zadavatel’:

1. Patient Enroliment. PRA anticipates that the 1. Nabor _pacientov. PRA predpoklada,

Institution will enroll approximately
patients, but makes no guarantees regarding
this number. Site shall not enroll additional
patients without the prior written approval of
PRA or Sponsor, and neither PRA nor
Sponsor will be liable for compensation for
unauthorized patients in excess of the number
specified above. PRA will advise on
enrollment progress and notify sites when
enrollment is complete.

Payment Method. PRA will make payments
by electronic bank transfer in EURO as per
Exhibit B. The Budget attached as Exhibit B
includes all fees payable. PRA will not make
any additional payments to Payee pursuant to
this Agreement without the prior written
approval of PRA or Sponsor, and any such
requests for payment must be in accordance
with the terms noted herein. Neither PRA nor
Sponsor will pay for any procedures or
activities in violation of the Protocol, or
applicable laws or regulations unless
approved in writing by PRA or Sponsor.

Payment Timing. PRA will make payments
in accordance with Exhibit B, Budget
semiannually, every 6 (six) months (June and
December), starting in June 2017. Final
Payment will be made after the Database
Lock in the year of 2022. These payments
will be made within 45 days of the

7e Zdravotnicke zariadenie vykona nabor
priblizne .pacientov, ale neposkytuje
ziadne zaruky tykajice satohto poctu.
Zdravotnicke zariadenie nevykona nabor
dalsich pacientov bez predchadzajuceho
pisomného suhlasu PRA alebo zadavatela
aani PRA, ani zadavate]  nenesu
zodpovednost’ za ndhrady za neopravnenych
pacientov nad ramec vyssie uvedeného poctu.
PRA bude informovat’ o priebehu naboru
aoznami pracoviskam, ked bude nabor
dokonceny.

Spbsob platby. PRA bude uhradzat’ platby
elektronickym bankovym prevodom
EURACH vpodla prilohy B.Rozpodet
prilozeny ako priloha B zahfia vSetky splatné
poplatky. PRA neuhradi prijemcovi platieb
ziadne dalSie platby podla tejto zmluvy bez
predchéadzajuceho pisomného sthlasu PRA
alebo zadavatela a akékol'vek takéto Ziadosti
0 platbu musia byt v sulade s tu uvedenymi
podmienkami. Ani PRA, ani zadavatel
nezaplatia za ziadne procediry ani aktivity
v rozpore s protokolom ¢i platnymi zakonmi
alebo predpismi, pokial to PRA alebo
zadavatel’ pisomne neschvalia.

Nacasovanie platieb. PRA bude uhradzat
platby vsulade s prilohou B —Rozpocet
polro¢ne, kazdych 6 (Sest) mesiacov (jun
a december) S0 zaciatkom od juna
2017. Zavereéna platba sa uhradi
po uzamknuti databdzy vroku 2022. Tieto
platby sa uhradia do 45 dni od odsuhlasenia
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acceptance of criteria outlined below:

a.) Patient Visit Data Entry: PRA will
make payments based on patient visits
(as per Standard of Care) that have
been entered in the Electronic Data
Capture system (EDC) by the Site in
accordance with Exhibit B - Budget.
Receipt by PRA of satisfactorily
completed eCRFs for all patient visits
(as per Standard of Care) by the
semiannual cut-off date (30 June and
31 December).

b.) Resolution of all queries made by
PRA to Site concerning Study data or
records for the visits in point a.) above.
In any event no invoice will be paid
more than three (3) months after
completion of the Study. Subject to the
remainder of the provisions of this
Agreement, PRA shall pay the amount
set out in the invoices within thirty (30)
days of the receipt of such invoices.

Other Payments. All other payments will be
made within forty-five (45) days of receipt by
PRA of a valid invoice, in the amounts
specified in the Budget, and according to the
following criteria.

a.) Independent Ethics Committee Fees or
Other Regulatory Bodies—PRA will
directly pay the relevant Regulatory
Body or Ethics Committee in
accordance with an invoice issued to
PRA by the Regulatory Body or Ethics
Committee.

HX575-507

kritérii uvedenych nizsie:

a.) Zadavanie Udajov 0 nav$tevach
pacientov: PRA bude uhradzat’ platby
na zéklade navstev pacientov (podla
Standardu starostlivosti), ktoré boli
zadané Pracoviskom v sulade
s prilohou B — Rozpodet do systému
elektronického zaznamendavania udajov
(Electronic Data Capture, EDC).
Prijatie uspokojivo vyplnenych
elektronickych formuléarov pripadovych
sprav pre vSetky navstevy pacientov
(podla Standardu starostlivosti)
zo strany PRA do polroéného terminu
uzavierky (30. jana a 31. decembra).

b.) VyrieSenie vSetkych dopytov
Z0 strany PRA adresovanych
Pracovisku, ktoré satykaju udajov

z0 Studie alebo zaznamov o navstevach
uvedenych v pismene a.) vysSie. V
ziadnom pripade nebude uhradena
ziadna faktira viac ako tri (3) mesiace
po dokonéeni stadie. PRA zaplati sumu
stanovent  vo faktdrach v sulade
s ostatnymi ustanoveniami tejto zmluvy
do tridsiatich  (30) dni od prijatia
takychto faktar.

Ostatné platby. Vsetky ostatné platby
sa budu uhradzat’ do Styridsiatich piatich (45)

dni odo dna prijatia platnej faktury
spolo¢nostou PRA, atov suméach
stanovenych V rozpoéte a podla
nasledujucich Kkriterii.
a.) Poplatky nezavislym etickym
komisiam alebo inym regulacnym
organom — PRA priamo zaplati

prislusnému regula¢nému orgénu alebo
etickej komisii v sulade s faktarou
vydanou pre PRA regula¢nym organom
alebo etickou komisiou.
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Confidential
5. Invoicing. All invoices must contain the

Protocol title and number, a detailed
summary of the payment to be made,
supporting documents (if any), and be

HX575-507

5. Fakturicia. Vsetky faktiry musia obsahovat’

nazov acislo protokolu, podrobny sthrn
platieb, ktoré samaju uhradit, podpornu
dokumentéciu (ak nejaka existuje) a musia

addressed to the following:

byt adresované nasledujucemu prijemcovi:

information may result in delayed payment.

All invoices should be received by PRA
within forty-five (45) days following the
incurrence of the applicable expense or
database lock, whichever is earlier. Site
understands once PRA has reconciled and
closed Study internally that PRA reserves the
right to no longer accept invoices.

Final Payment. PRA will perform a
reconciliation of the Site’s payments before
issuing a final payment to the Payee to
account for all previous Study payments and
remaining payments due. The reconciliation
will result in either a final payment due to the
Payee (“Final Payment”) or a request for
reimbursement due to PRA
(“Reimbursement”).

Taxes. Payments shown in the Exhibit B -
Budget do not include tax of any type. If the
Payee is VAT/GST registered, and if VAT/
GST or other applicable taxes are required
under the Payee’s country law, the applicable
tax should be added and shown on the invoice

PRA Office | Pharmaceutical Research Néazov Pharmaceutical Research
Name: Associates SK s.r.o. PRA: Associates SK s.r.o.
PRA BardoSova 2/A, Postova BardoSova 2/A,
Mailing 831 01 Bratislava adresa 831 01 Bratislava
Address: Slovakia PRA: Slovensko
Attn: Do ruk:
PRA PRA
E-mail: E-mail:
*Invoices missing any of the above * Faktury neobsahujuce ktorykol'vek z vyssie

uvedenych udajov mézu mat za nasledok
oneskorenu platbu.

PRA bymala dostat vSetky faktiry
do styridsiatich piatich (45) dni od vzniku
prislusného vydavku alebo uzamknutia
databazy, podl'a toho, ¢&o nastane skor.
Pracovisko siuvedomuje, Zeked PRA
interne zoslladi a uzavrie tuto $tadiu, PRA
si vyhradzuje pravo neprijimat’ d’alej ziadne
faktury.

Zavereéna platba. PRA vykona pred
vydanim zavere¢nej platby prijemcovi platieb
zosuladenie platieb Pracovisku
S0 zohl'adnenim vsSetkych predchédzajucich
platieb za stadiu a zostavajucich splatnych
platieb. Toto zosuladenie bude mat
za nasledok bud’ zavere¢nt platbu v prospech
prijemcu platieb (,,zavere¢na platba“), alebo
Ziadost’ o refundaciu pre PRA (,,refundacia®).

Dane. Platby uvedené v prilohe B — Rozpocet
nezahfiaju ziadne dane. Ak je prijemca
platieb registrovany pre DPH/dan ztovaru
asluzieb aaksa podla zakonov platnych
v krajine prijemcu platieb vyberaju DPH/dan
ztovaru asluzieb alebo iné prislusné dane,
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at the local applicable VAT rate. The Site and
Payee each acknowledge and agree that
Payee shall be solely responsible for paying
the appropriate amount of any applicable
federal, state, and local taxes with respect to
all  payments made pursuant to this
Agreement, and PRA shall have no
responsibility whatsoever for withholding or
paying any such taxes on behalf of the Site.

Payment Dispute. Payee will have thirty (30)
days from the receipt of final payment to
dispute any payment discrepancies.

HX575-507

prislusna dan by mala byt pridana a uvedena
na faktire podla prislusnej miestnej sadzby
DPH. Pracovisko berie ne vedomie a suhlasi
stym, Zeprijemca platieb je vyhradne
zodpovedny za zaplatenie prislusnej sumy
platnych  S$tatnych  amiestnych  dani
so zretelom na vSetky platby uskutonené
podla tejto zmluvy, pricom PRA nenesie
ziadnu  zodpovednost’  za strhnutie  ani
zaplatenie akychkol'vek takychto dani v mene
Pracoviska.

Platobny spor. Prijemca platieb ma tridsat
(30) dni od prijatia zaveretnej platby
na vznesenie namietky voc¢i akymkol'vek
nezrovnalostiam v suvislosti s platbami.
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EXHIBIT B/PRILOHA B
BUDGET / ROZPOCET

Hexal AG
HX575-507

Physician / Lekér_
Study Center / Studijné centrum
Country / Stat' Slovakia
Currency / Mena EUR

Overhead / Rezijné naklady 0%

Terms Defined / Definované pojmy

Per Patient Budget — The items in the Budget include all fees payable and will be paid in accordance with the Payment
Terms attached to the Agreement. / Rozpocet na pacienta - PoloZzky v rozpocte zahffiaju vSetky splatné poplatky a budu
platené v stlade s platobnymi podmienkami pripojenymi k zmluve.

Section 1. Administrative Costs: costs incurred regardless of patient enrollment or activity, items will be paid upon reciept of
actual invoice without increase for administrative and/or overhead fees. / Cast 1. Administrativne naklady: naklady vzniknuté
bez ohladu na zaradenie alebo ¢innost pacienta, polozky sa zaplatia po prijati skuto¢nej faktury bez zvySenia za
administrativne a / alebo rezijné poplatky.

Section 2. Cost Per Visit: costs incurred due to patient activity while participating in the Study and in accordance with the
Protocol. / Cast 2 Naklady na navstevu: naklady vzniknuté z dévodu Cinnosti pacienta po¢as Ucasti na $tudii a v sulade s
protokolom.

Section 3. Direct Cost: costs incurred due to patient activity and in accordance with the Protocol but are not paid with the
Cost Per Visit or by a third party payor. / Cast’ 3. Priame naklady: naklady vzniknuté v désledku €innosti pacienta a v sulade s
protokolom, ale nie su platené s Nakladmi za navStevu alebo tretou osobou platitelom.

1. Administrative Costs / Administrativne naklady
Unit Cost/

p, . . Total Cost/
Jed,notkove Unit Type / Typ jednotky Celkoveé naklad
naklady S ———
Initial Administrative Cost/
Pociato¢né administrativne
néklady
Start-up Fee / Pociato¢ny One time fee at Initial Payment /
poplatok -Jednorazovy poplatok pri Gvodnej

I
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2. Costs Per Visit / Naklady za navstevu
. Expected Number
M Unit Type/ Overhead of Instances/  Total Cost/
Jednotkové < - - < ”
—néklad [Rezijné Subtotal/ Ocakavany pocet Celkové
haxlady jednotky naklady Medzisucet inStancii naklady

Visit 1 - Baseline / Navsteva 1 -

zakladna each / kazdy 0 1
Visit 2 / Navsteva 2 each / kazdy 0 1
Visit 3 / Navsteva 3 each / kazdy 0 1
Visit 4 / Navsteva 4 each / kazdy 0 1
Visit 5 / Navsteva 5 each / kazdy 0 1
Visit 6 / NavSteva 6 each / kazdy 0 1
EOS / Navsteva pri konci Studie each / kazdy 0 1

Estimated total per patient / Odhadovana celkova suma na jedného pacienta

3. Direct Costs / Priame néklady
. Expected Number
M Unit Type/ Overhead of Instances /  Total Cost/
Jednotkové o . P -
—néklad Typ [Rezijné Subtotal/ Ocakavany pocet Celkové
haxiagdy jednotky naklady Medzisucet inStancii naklady
Unscheduled visit / Neplanovana
navsteva each / kazdy 0 each
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