Investigator: MUDr. Olga Lukagova, PhD.
Institution: Narodny Ustav reumatickych chordb.

Country: Slovakia

Clinical Trial Agreement

This Clinical Trial Agreement (hereinafter the
“Agreement”) is entered into as of the last date of
execution on the signature page (the “Effective Date”),
between the undersigned Parties (as defined below):

Sponsor:

AnaptysBio, Inc.

10770 Wateridge Circle, Suite 210
San Diego, California 92121
(hereinafter “Sponsor”)

Investigator:
MUDr. Ofga Lukacova, PhD.
Narodny Ustav reumatickych chorob

NabreZie Ivana Krasku 4,
Piestany 92101, Slovak Republic

(hereinafter “Investigator”)

Institution:

Narodny ustav reumatickych chordb, Nabrezie
lvana Krasku 4, Piestany 92101, Slovak Republic

(hereinafter “Institution”)

Individually hereinafter referred to as “Party” and
collectively as “Parties”.

RECITALS

WHEREAS, Sponsor is engaged in the business of
investigating innovations in medicine and treatments.

WHEREAS, Allucent (US) LLC with its seat at 2000
Centregreen Way, Suite 300, Cary, North Carolina 27513,
USA (“Allucent’) is a contract research organization
engaged in the business of providing services in the
feasibility, design, management, and conduct of drug
development projects for investigators, collaborative
investigator groups and networks, and pharmaceutical
and biotech companies.

WHEREAS, Allucent has signed a contract with Sponsor
to undertake delegated tasks in the performance and
conduct of the Study (as defined below).

WHEREAS, Institution and Investigator are engaged in the
business of performing clinical trials and related services
for the pharmaceutical research industry.

Zmluva o vykonani Klinického skii$ania

Tato zmluva o vykonani klinického skusania (d'alej len
~Zmluva®) sa uzatvara diiom posledného podpisu na
podpisovej strane (d'alej len ,,Datum Gcinnosti”) medzi
podpisanymi Stranami (tak ako je definovana nizSie):

Zadavatel:

AnaptysBio, Inc.

10770 Wateridge Circle, Suite 210

San Diego, California 92121

(dalej len ,Zadavatel”)

Skusajuci:

MUDr. OPga Lukacova, PhD.
Narodny Ustav reumatickych chorob

NabreZie Ivana Krasku 4,
Piestany 92101, Slovenska republika

(dalej len ,Skagajici‘)

Zdravotnicke zariadenie:

Narodny ustav reumatickych chorob, NabreZie Ivana
Krasku 4, Piestany 92101, Slovenska republika
(dalej len ,Zdravotnicke zariadenie®)

Jednotlivo uvadzané dalej ako ,Strana" a spolu dalej ako
Lotrany”.

UVODNE USTANOVENIA

NAKOLKO Zadavatel je aktivny v oblasti skusobnych
inovacii v lekarstve a v liecebnych metodach.

NAKOLKO Allucent (US} LLC so sidlom na adrese 2000
Centregreen Way, Suite 300, Cary, Severna Karolina
27513, USA (dalej len ,Allucent”) je zmluvnou vyskumnou
organizaciou aktivnou v oblasti poskytovania sluzieb typu
realizovate/nosti, navrhovania, riadenia a uskutoCiiovania
projektov vyvoja liekov pre skisajlcich, spolupracujice
skupiny a siete skuSajucich a pre farmaceutické a
biotechnologické spolo¢nosti.

NAKOLKO spolocnost Allucent podpisala zmluvu so
Zadavatelom o vykonani delegovanych Gloh pri pineni a
realizacii Studie (podla nizsie uvedenej definicie).

NAKOLKO Zdravotnicke zariadenie a Sku3ajici st Cinni
v oblasti klinickych skusani a svisiacich sluZieb pre
farmaceuticky vyskumny priemysel.
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Investigator: MUDr. Olga Lukacova, PhD.,
Institution: Narodny Ustav reumatickych choréb.

Country: Slovakia

WHEREAS, the Parties desire to enter into the Agreement
for the purpose of detailing the terms and conditions which
will govern the relationship between the Parties and in
which Sponsor engages the Institution and Investigator to
perform certain services in connection with the Study and
Institution and Investigator agree to perform such services,
all in accordance with and subject to the terms of this
Agreement.

WHEREAS, Sponsor desires MUDr. Ofga Lukagova,
PhD., the Investigator, who is an employee of Institution,
to evaluate the safety and efficacy of Sponsor's proprietary
compound known as: Rosnilimab (“Investigational Product
") and to conduct the following clinical trial titled: “A Phase
2, Randomized, Double-Blind, Placebo-Controlled Study
to Evaluate the Efficacy and Safety of Rosnilimab in
Subjects with Moderate to Severe Rheumatoid Arthritis”,
protocol number: ANBO030-203 (,Protocol‘) and any
amendments thereto which may be added from time to
time (“the Study”).

NOW THEREFORE, in consideration of the premises and
the mutual covenants and conditions hereinafter set forth,
the Parties agree as follows:

DEFINITIONS

The terms enumerated below, as used in this Agreement,
shall have the following meaning, unless expressly
stipulated otherwise further in this Agreement or in its
Appendices:

1) Adverse Event - any untoward medical occurrence in
a Study Subject administered with an Investigational
Product (as defined below) and that does not
necessarily have a causal relationship with this
treatment. An Adverse Event can therefore be any
unfavorable and unintended sign (including an
abnormal laboratory finding), symptom, or disease
temporarily associated with the use of an
Investigational Product, whether or not related to the
Investigational Product.

2) Data Protection Laws - all applicable laws relating
to privacy, the processing of personal data and data
protection, and/or any national laws implementing
these laws and/or regulations, including 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, the General Data Protection
Regulation (“GDPR"), as applicable to each Party.

NAKOLKO Strany maijt zaujem uzatvorit Zmluvu na acely
stanovenia podmienok, ktorymi sa bude vztah medzi
Stranami riadit a ktorou Zadavatel' poveri Zdravotnicke
zariadenie a SkuSajlceho, aby vykonali uréité sluzby v
spojitosti so Stadiou, pritom Zdravotnicke zariadenie a
Skusajlici sthlasia s vykonanim tychto sluzieb, to vsetko
podla ustanoveni tejto Zmluvy a v stlade s nimi.

NAKOLKO Zadavatel si Zela, aby MUDr. Ofga Luka&ova,
PhD., Skusajuci, ktory je zamestnancom Zdravotnickeho
zariadenia, vykonal hodnotenie bezpeénosti a G&innosti
patentovaného lieku Zadavatela s nazvom: Rosnilimab
(dalej len ,Skasany liek”) a aby vykonal nasledujlice
Klinické skuSanie nazvané: ,Druha faza randomizovanej
dvojito zaslepenej placebom kontrolovanej Studie na
vyhodnotenie Gcinnosti a bezpecnosti rosnilimabu u
pacientov so stredne tazkou az tazkou reumatoidnou
artritidou®, Cislo protokolu: ANBO030-203], (dalej len
JProtokol’) v zneni akychkolvek pripadnych dodatkov
(dalej len ,Stadia“).

PRETO po zvaZeni v3etkych navrhov, vzajomnych
zavézkov a podmienok uvedenych dalej sa Strany dohodli
nasledovne:

DEFINICIE

Terminy niz8ie vymenované, ako ich pouziva tato Zmluva,
budu mat' nasledujlici vyznam, pokial sa v Zmluve alebo
jej priloh&ch vyslovne nestanovuje iny vyznam:

1) NeZiaduce udalosti - neZiaduci G¢inok je kaZdy
neobvykly lekarsky nalez u Subjektu klinického
skusania, ktorému je podavany Skusany liek (podfa
nizsie uvedenej definicie), a ktory nemusi mat nutne
pri¢innu suvislost s touto lie¢bou. NeZiaduca udalost
mbéze byt preto kazdy nepriaznivy alebo
nepredpokladany prejav (vratane abnorméineho
laboratorneho nalezu), symptém alebo choroba
¢asovo sa zhodujlca s pouzitim Skusaného lieku, Ci
u je alebo nie je vo vztahu so Skisanym lickom.

2) Pravne predpisy o ochrane udajov - vetky
pouzitelné pravne predpisy tykajlce sa stkromia,
spractivania osobnych (dajov a ochrany Udajov
alalebo akékolvek vnutroStatne pravne predpisy
implementujlice takéto pravne predpisy, vratane
Nariadenia Eurépskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane fyzickych oséb
pri spraciivani osobnych Udajov a o volnom pohybe
takychto Udajov (dalej len ,GDPR®), podia ich
zavaznosti pre jednotlivé strany.

Allucent Study No.: ANB030-203
No. of Site: 67-103

Clinical Trial Agreement

Confidential & Proprietary

Page 2 of 47



Investigator: MUDr. Olga Lukacova, PhD.
Institution: Narodny Ustav reumatickych chorgb.

Country: Slovakia

3)

5)

10)

11)

Data Breach - shall have the same meaning as
defined under Data Protection Laws.

CRF (Case Report-Form) - an electronic document
designed to record all of the Protocol required
information to be reported to the Sponsor on each
Study Subject.

Ethics Committee (IEC/IRB) - an independent body
(a review board or a committee, institutional, regional,
national, or supranational), constituted of medical
professionals and non-medical members, whose
responsibility it is to ensure the protection of the
rights, safety and well-being of human subjects
involved in the Study and to provide public assurance
of that protection, by, among other things, reviewing
and approving/providing favourable opinion on, the
Protocol, the suitability of the investigator(s), facilities,
and the methods and material to be used in obtaining
and documenting Informed Consent of the Study
Subjects.

Informed Consent - process by which a Study
Subject voluntarily confirms his or her willingness to
participate in the Study, after having been informed of
all aspects of the Study that are relevant to the Study
Subject's decision to participate. An Informed
Consent is documented by means of a written, signed
and dated form.

Medical Records - the Study Subjects’ primary
medical records, including, without limitation,
treatment entries, x-rays, biopsy reports, ultrasound
photographs and other diagnostic images.

Pharmacy - a pharmacy which is either under control
of Institution (Institutional Pharmacy) or designated by
Institution or Investigator to provide its services in
connection with the Study.

Personal Data - shall have the same meaning as
defined under Data Protection Laws.

Process/Processing - shall have the same meaning
as defined under Data Protection Laws.

Regulatory Authority(ies) — body(ies) having the
power to regulate, including authorities that review

3)

7)

8)

10)

11)

Porusenie zabezpedenia udajov - ma rovnaky
vyznam, aky je uvedeny v Pravnych predpisoch o
ochrane udajov.

CRF (Zaznam Subjektu klinického skusania) -
dokument v elektronickej podobe, ur¢eny
na zaznamenavanie v3etkych informacii, ktoré s
podfa Protokolu odovzdavané Zadavatelovi o
kazdom Subjekte Klinického skusania.

Eticka komisia (EK) - nezavisly organ (posudkova
komisia alebo vybor zdravotnickeho zariadenia,
regionalna, narodné alebo -nadnarodnd) zloZena zo
zdravotnickych/vyskumnych odbornikov a

nezdravotnickych/nevedeckych ~ ¢lenov,  ktora
zodpoveda za zabezpeCenie ochrany prav,
bezpetnosti a zdravia [udskych pacientov

zaradenych do Stidie a poskytuje verejni zaruku
tejto ochrany, okrem iného posudzovanim,
schvalenim/poskytnutim  stihlasného stanoviska k
Protokolu Stldie, vhodnosti
Skusajuceho/Skusajlcich aj zariadeni, postupov a
podkladov pouZitych pri ziskavani a dokumentovani
Informovaného  sthlasu  Subjektov  Klinického
skusania.

Informovany suhlas - proces, v ktorom Subjekt
klinického skuSania dobrovolne potvrdzuje svoju
ochotu zudastnit sa Stidie po tom, & bol
informovany o vietkych aspektoch Studie, ktoré st
relevantné pre rozhodnutie subjektu zUcastnit sa
Studie. Informovany suhlas je dokumentovany
formou pisomného, podpisaného a datovaného

formulara.

Zdravotné zaznamy - primame zdravotné zaznamy
Subjektov Klinického skiSania vratane vSetkych
zaznamov o liecbe, RTG z&znamov, sprav o biopsii,
ultrazvukovych fotografii a dalSich diagnostickych
snimok.

Lekaren - lekaref, ktord je prevadzkovana
Zdravotnickym zariadenim (Nemocniéné lekaren)
alebo urena Zdravotnickym zariadenim alebo
Skusajucim na poskytovanie sluZieb v sivislosti so
Stadiou.

Osobné udaje - maju rovnaky vyznam, aky je
uvedeny v Pravnych predpisoch o ochrane tdajov.

Proces/Spractivanie — ma rovnaky vyznam, aky je
uvedeny v Pravnych predpisoch o ochrane Udajov .

Kontrolny(é) / Regulacny(é) organ(y) - organy
opravnené vykonavat regulacné opatrenia, a to
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Investigator: MUDr. Ofga Lukacova, PhD.
Institution: Narodny tistav reumatickych chordb.

Country: Slovakia

submitted clinical data and those that conduct
inspections, including, but not limited to State Institute
for Drug Control (“SUKL"). These bodies are
sometimes referred to as competent authorities.

12) Services - specific tasks to be performed in

connection with the Protocol.

13) Study Data - all records and reports, other than

Medical Records, collected or created pursuant to or
prepared in connection with the Study including,
without limitation, reports (e.g. CRFs, data
summaries, interim reports and final report) required
to be delivered to Sponsor or Allucent pursuant to the
Protocol and all records regarding inventories and
dispositions of all Investigational Product.

14) Study Subject - an individual who participates in the

Study, either as a recipient of the Investigational
Product or as a control.

15) Study Team - is composed of any trained and

instructed persons who conduct the Study under the
supervision of the Investigator.

Scope of Work

1.1. The Institution and Investigator agree to conduct
the Study and also to accept responsibility for the
conduct of the Study by members of Study Team,
under the supervision of the Investigator, in strict
accordance to the final, signed Protocol, as it may be
amended, and this Agreement. For the sake of clarity,
all obligations applicable to Investigator under this
Agreement will apply to Investigator as an employee
of Institution. Accordingly, Institution shall ensure that
Investigator performs such obligations and confirms
that it is responsible for all actions and omissions of
Investigator under this Agreement. The Institution and
Investigator warrant that they have obtained and shall
maintain all valid permits, authorizations and
approvals necessary to perform their activities under
the Study. The Institution and Investigator also
warrant, they shall use their best efforts in performing
their activities within the Study (resolve all data
queries from Allucent or Sponsor within five (5) days),
cooperate with Allucent/Sponsor in their efforts to
monitor the Study and further ensure strict
compliance with:

vratane tych, ktoré posudzuji predloZené klinicke
udaje a tie, ktoré vykonavaji inSpekcie, okrem iného
Statny Ustav pre kontrolu lieciv (dalej len ,SUKL).
Tieto Urady su niekedy oznacované tiez ako
opravnené/kompetentné Urady.

12) Sluzby - konkrétne dlohy, ktoré majl byt vykonané v

stivislosti s Protokolom.

13) Udaje Studie — vetky zaznamy a spravy s vynimkou

Zdravotnych ~ zaznamov  zhromazdené alebo
vytvorené v stlade so Studiou, resp. vypracované v
stvislosti s fiou vratane vetkych sprav (napr. CRF,
zhrnuti Gdajov, priebeznych sprav a zéveretnej
spravy), ktoré je potrebné dodat’ Zadavatelovi alebo
spolocnosti Allucent podfa Protokolu, ako aj vSetkych
zaznamov tykajlicich sa zasob a vydaja akéhokolvek
Skusaného lieku.

14) Subjekt klinického skusania - (igastnik Stidie, & uz

v pozicii prijemcu Skasaného lieku alebo v pozicii
kontrolného subjektu.

15) Studijny tim — sa skladé z akychkolvek vy3kolenych

11

a poucenych osob, ktoré vykonavaju Stidiu pod
dohladom Skusajuceho.

Rozsah prace

Zdravotnicke zariadenie a Ski$ajlci suhlasia, ze
vykonaji Stiidiu a Ze tieZ prijmi zodpovednost za
vykonanie Stadie &lenmi Studijného timu pod
dohladom Skusajlceho, prisne v sulade s finalnym,
podpisanym Protokolom, pripadne jeho neskor&imi
zmenami a s ftouto Zmluvou. V zaujme
jednoznacnosti sa vetky povinnosti vztahujice sa
na Skisajlceho podla tejto Zmluvy budl vztahovat
na SkuSajiceho ako zamestnanca institicie.
Intitticia preto zabezpedi, aby Skasajici pinil takéto
povinnosti, a potvrdi, Ze je zodpovedny za vietky
innosti a opomenutia SkuSajuceho podia tejto
Zmluvy. Zdravotnicke zariadenie a Sku3ajlci
zaruGuju, Ze ziskali a Ze si udrZia v platnosti vsetky
povolenia, licencie a schvalenia dolezite pre
vykondvanie &nnosti v shvislosti so Stidiou.
Zdravotnicke zariadenie a Skusajuci tieZ zarucuju,
Ze vynaloZia v&etko Usilie pri vykonavani ich ¢innosti
v rami Stadie (a vyriesia véetky otazky k udajom zo
strany spolocnosti Allucent alebo Zadavatela do
piatich (5) dni) a budd spolupracoval so
spoloénostou Allucent/Zadavatefom pri ich usili
monitorovat’ Stadiu a dalej zabezpecia prisny stlad
s
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Investigator: MUDr. Olga Lukagovd, PhD.
Institution: Narodny Ustav reumatickych choréb.

Country: Slovakia

1.1.1. terms of this Agreement, the Protocol, any
and all laws, (including, but not limited to
Regulation on the Clinical Trial Regulation
(EU) 536/2016,, Pharmaceuticals and
Medical Devices Act No. 362/2011 as
amended; Healthcare Services Act No.
576/2004 as amended ) regulations,
guidelines and institutional regulations,
including any regulations and guidelines
governing the conduct of clinical research,
and written instructions from Allucent
and/or Sponsor;

1.1.2. the ethical principles of the World Medical
Association Declaration of Helsinki (the
latest version mentioned in the Protocol)
and applying consistently principles of
Good Clinical Practice (‘GCP*) as may be
required by the International Conference
on Harmonization Guidelines for Good
Clinical Practice, International Conference
on  Harmonizaton of  Technical
Requirements for  Registration  of
Pharmaceuticals for Human  Use
(“ICH/IGCP”), and any other applicable
regulatory requirements;

1.1.3. any and all Data Protection Laws.

1.1.1. ustanoveniami tejto Zmluvy, Protokolu a
véetkymi pravnymi predpismi (okrem iného
s Nariadenim o regulécii klinického
sku3ania 536/2016, zakonom €. 362/2011
Zz. o liekoch a zdravotnickych
pomdckach v zneni neskorSich predpisov,
zakonom &. 576/2004 Z.z. o zdravotnej
starostlivosti v zneni  neskorSich
predpisov,  regulaénymi  predpismi,
smernicami a vnUtornymi  smernicami
Zdravotnickeho  zariadenia,  vratane
akychkolvek regulaénych predpisov a
smernic  tykajlcich sa  vykonavania
klinického vyskumu a pisomnymi pokynmi
spoloénosti Allucent a/alebo Zadavatela,

1.1.2. etickymi principmi Helsinskej deklaracie
Svetovej lekarskej spolocnosti [World
Medical Association] (posledna dostupna
verzia uvedena v Protokole) a désledné
uplatiovanie zasad spravnej Klinickej
praxe (dalej len ,GCP")) podla poZiadaviek
Medzinarodnej konferencie o harmonizacii
pokynov pre spravnu klinickl prax,
Medzinarodnej konferencie o harmonizacii
technickych poZiadaviek na registraciu
huménnych liekov (dalej len ,ICH/GCP")
a uplatnitelnych regulaénych poziadaviek,

1.1.3. v8etkymi Pravnymi predpismi o ochrane
udajov.

1.2. The Institution and Investigator shall also warrant  1.2. Zdravotnicke zariadenie a Skusajuci zarutujd, ze

that they possess the required skill, experience, disponuju pozadovanymi schopnostami,

knowledge, staff and access to Study Subjects to skisenostami, vedomostami, personalom a

conduct the Study, and shall: pristupom k Subjektom Klinického skuSania, pre
vykon Studie a

1.2.1.provide an acceptable facility and
resources throughout the Study where the
Services pursuant to this Agreement will
be performed;

1.2.2. maintain adequate and confidential
records of Study Subjects identification,
clinical observations, laboratory ftests,
Investigational Product, receipts and
disposition;

1.2.3. accurately complete and return CRFs in a
timely manner,

1.2.4. return or destroy all unused drug supplies,
serious Adverse Event reports and any

1.2.1. zaistia prijatelné zariadenia a zdroje v
priebehu Stldie, kde budi vykondvané
Sluzby na zaklade tejto Zmiuvy;

1.2.2. budu viest primerané a doverné zaznamy
o identifikacii Subjektov  Klinického
ski3ania, ich klinickych pozorovaniach,
laboratérnych  testoch,  prijmoch a
nakladani so Skusanym liekom;

1.2.3. budd presne a véas vypifiat a podavat
CRF,

1.2.4. vietky nepouZité zasoby lie€iv, v3etky
CRF, hlasenia o zavaznych NeZiaducich
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Investigator: MUDr, Ol'ga Lukacova, PhD.
Institution: Narodny Ustav reumatickych chorgb.

Country: Slovakia

other Study related information to Allucent,
Sponsor, or Regulatory Authorities, as
requested and in a timely manner; and

1.2.5. do all that is necessary to carry out a high-
quality ~Study according to the
requirements of this Agreement and within
the agreed deadlines.

1.3. The Investigator and Institution represent and
warrant that each has authority to enter into this
Agreement, that there is no outstanding agreement or
obligation that conflicts with the provisions of this
Agreement, and that Institution and Investigator shall
not enter into any such conflicting agreement or
obligation during the Study. The Investigator will not
concurrently conduct any study that may conflict with
or negatively impact upon the goals of this Study. The
Institution and Investigator further confirm that they
will not subcontract any Services without the prior
written permission of Sponsor, and that there will not
be any additional research performed on Study
Subjects, samples obtained from Study Subjects or
Study Data, unless agreed in advance by Sponsor
and included in the Protocol.

1.3

udalostiach [serious Adverse Event report]
a akékolvek iné (daje vztahujuce sa ku
Stadii podaji véas alebo znitia podfa

indtrukcii spoloénosti Allucent,
Zadavatelovi alebo Regulaénym organom,
a

1.2.5. vykonaju vSetky potrebné kroky potrebné
na realizaciu kvalitnej Stidie podra
poZiadaviek tejto Zmluvy a v ramci
odsuhlasenych terminov.

Skusajuci a Zdravotnicke zariadenie vyhlasujd a
zaru€uju, Ze maju opravnenie uzavriet tito Zmluvu,
Ze neexistujl doteraz nevybavené dohody alebo
zavazky, ktoré by boli v rozpore s ustanoveniami
tejto Zmluvy a Zdravotnicke zariadenie a Skisajuci
neuzavrd, v priebehu Stidia, dohodu, &i neprevezmu
zavizok, ktoré by boli v rozpore so Stadiou.
Skusajuci nebude subezne vykonavat Ziadnu
Stadiu, ktora by bola v rozpore alebo by mohla
negativne ovplywnit ciele tejto Studie. Zdravotnicke
zariadenie a Sku3ajlci dalej potvrdzujd, Ze neuzavrl
subdodavatelski zmluvu na Ziadnu zo sluZieb, bez
toho, aby k tomu mali pisomné predchadzajlce
povolenie Zadavatela a Ze na Subjektoch klinického
skuSania nebude vykonavany Ziadny dodatogny
vyskum, ani nebudu ziskavané dalSie vzorky ¢i
Studijne tdaje od Subjektov Klinického skiSania,
ibaZe to vopred odsuhlasi Zadavater a je to zahmuté
v Protokole.

1.4. Sponsor shall be allowed to instruct the 1.4. Zadavatel je  opravneny  udelit  pokyn
Investigator/Institution to stop enrollment at any time Skusajticemu/Zdravotnickemu zariadeniu
for any reason, even if the Investigator/Institution has k ukon&eniu naboru, ato kedykolvek
not (yet) enrolled approximately 2-4 Study Subjects. a z akéhokofvek dovodu, ato ivpripade, Ze
For example, for a multicenter frial, enrollment by Sku3ajuci/Zdravotnicke zariadenie (zatial)

Institution/Investigator may be stopped because the
total recruitment number for the Study has been
reached. No representation/warranty by Sponsor as
to the number of Study Subjects to be enrolled is
granted.

1.5. In the event the Investigator becomes either
unwilling or unable to perform the duties required by
this Agreement, the Institution will cooperate in good
faith and expeditiously help find a replacement
investigator acceptable to Sponsor. It is at the sole
discretion of Sponsor to accept this replacement. In
the event an acceptable substitute is not found, this
Agreement may be terminated by Sponsor in

1:5.

nenabralo priblizne 2-4 Subjektov klinického
skusania. Napriklad, v multicentrickom klinickom
skuSani mdze byt nabor zo strany Zdravotnickeho
zariadenia/Skusajiceho ukongeny z dévodu, ze bol
dosiahnuty celkovy pocet naborovanych Subjektov
Klinického skiSania vramci Stidie. Zadavatel
nedava Ziadne prehlasenie ani zaruku ohladom
pottu Subjektov klinického skdsania uréenych k
naboru.

V pripade, Ze Skusajlci prestane byt schopny alebo
ochotny vykonavat svoje povinnosti podia tejto
Zmluvy, Zdravotnicke zariadenie bude v dobrej viere
spolupracovat a promptne poméZe ndjst ndhradu za
Skusajliceho prijatefn( pre Zadavatefa. Je na
wluénom uvaZzeni Zadavatela, ¢i taku nahradu
primi. V pripade, Ze sa prijatelny nahradnik
nendjde, tato Zmluva mbdzZe byt vypovedana
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No. of Site: 67-103
Clinical Trial Agreement

Page 6 of 47



Investigator: MUDr. Olga Lukacova, PhD.
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accordance with section 13 of this Agreement.
Investigator's cooperation in finding an acceptable
replacement does not negate its obligations under this
Agreement up to the effective date of termination. In
any case, Investigator continues to be bound by the
provision of section 13 of this Agreement.

Regulatory Responsibilities

2.1. Prior to Study Subject enroliment Sponsor shall
arrange that any regulatory affairs requirements are
met in a timely manner. Sponsor will notify
Investigator/institution when the  Study  will
commence, at which time Institution/Investigator may
start recruiting Study Subjects; provided that the
Investigator shall not commence recruitment of Study
Subjects to the Study unless and until he/she has
submitted to Allucent each of the following:

2.1.1.the Investigator signed copy of the
Protocol (approved by both IEC/IRB and

Zadavatelom podra ¢l. 13 tejto Zmluvy. Spolupréca
Skusajuceho pri hladani pripustnej nahrady
neznamena zruenie jeho povinnosti podia tejto
Zmluvy do datumu €innosti jej ukoncenia. Skusajuci
je vkazdom pripade viazany ustanovenim ¢l. 13 tejto
Zmluvy.

2. Regulaéna zodpovednost’

i

Pred zaradenim subjektu do Studie musi Zadavatel
zabezpe€it véasné spinenie vSetkych poZiadaviek,
ktoré sa tykaju regulaénych zaleZitosti. Zadavatel
Skusajucemu/Zdravotnickemu  zariadeniu oznami
détum zadiatku Studie, od ktorého mdze
Skusajuci/Zdravotnicke zariadenie zacat' s naborom
Subjektov  klinického skuSania, to vSak za
predpokladu, Ze Skusajuci nezacne nabor Subjektov
klinického skugania do Studie, ak a kym nepredloZi
spoloénosti Allucent nasledujuce dokumenty:

2.1.1. podpisant képiu protokolu SkuSajlcim
(schvaleny ako EK/IRB, tak Regulaénym

Regulatory Authority); uradom);

2.1.2. a completed and signed FDA Form 1572 2.1.2. Skisajucim  vyplneny a  podpisany
and/or any required national equivalent by formular FDA1572 alalebo akykolvek
Investigator; narodny ekvivalent tohto dokumentu;

2.1.3. the Investigator completed and signed 2.1.3. Skudajucim  vyplneny  a podpisany

financial disclosure form and any required
national equivalent. The Investigator shall
warrant that the information provided is
truthful and accurate and will immediately
inform Allucent and/or the Sponsor of any
change in circumstances during the course
of the Study and one (1) year following
completion of the Study.

2.2. The Investigator and Institution will provide
Allucent with the copy of any direct correspondence
with the IEC/IRB and/or equivalent national authority
concerning the review of Study documentation.

2.3. The Investigator shall ensure that a written
Informed Consent form approved by the Sponsor, the
IEC/IRB and/or Regulatory Authority is obtained from
each Study Subject or hisfher duly authorized
representative, prior each such Study Subject's
participation in the Study

22,

2.3.

formular majetkového priznania Financial
Disclosure Form) a akykofvek pripadny
pozadovany narodny ekvivalent tohto
dokumentu. Skugajlici sa tymto zaruuje,
Ze poskytnuté informacie su pravdivé a
spravne, a Ze okamzite vyrozumie
spolo¢nost Allucent a/alebo Zadavatela o
akéjkolvek zmene pomerov, kiora
pripadne nastane v priebehu vykonavania
Stidie a jeden (1) rok po dokondeni
Studie.

Skusajuci a Zdravotnicke zariadenie poskytne
spolognosti  Allucent kopie akejkolvek priamej
koredpondencie s EK alalebo inym obdobnym
miestnym orgadnom tykajlcej sa zhodnotenia
Studijnej dokumentacie.

SkuSajuci zabezpedi, Ze pisomny formular
informovaného suhlasu schvaleny Zadavatefom,
|EC/IRB a/alebo Regulaénym organom bude ziskany
od kazdého Subjektu klinického skuSania, resp.
jeholjej riadne opravneného zastupcu predtym, nez
sa jednotlivé Subjekty klinického skusania zapoja do
Studie.
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Investigator: MUDr. Olga Lukacova, PhD.

Institution: Narodny Ustav reumatickych chordb. Country: Slovakia

3. Study Data 3. Studijné Gdaje

3.1. The Institution and Investigator agree to record 3.1. Zdravotnicke zariadenie a Skusajuci sthlasia s tym,

all Study Data in a timely, accurate, complete, and
legible manner in the form described in the Protocol
and in compliance with all applicable laws and
regulations. The Investigator shall take reasonable
and customary precautions, including periodic backup
of computer files, to prevent the loss or alteration of
any Study Data.

3.2. Investigator shall ensure that all information
entered into the CRFs must reflect the Study
Subject’s true condition. The Investigator shall review
all CRFs and check the data against all pertinent
information in the Study Subject’s clinical records for
accuracy and completeness of information, legibility
of entries, correct any erroneous data, record use of
concomitant  drugs, report Adverse Events,
concurrent illnesses and document reasons for any
missing visits or examinations.

3.3. The Institution and Investigator shall assist
Allucent, Sponsor and/or Allucent's or Sponsor’s
representatives and Study monitors upon their
request, in promptly resolving any discrepancies or
errors contained in the CRFs and in performing
random audits on Study Subject’s records, laboratory
reports, or other raw data sources underlying the data
recorded on the CRFs. No later than ten (10) days
after the completion or termination of the Study, the
Investigator shall submit to Allucent all CRFs detailing
the results and conclusions of treatment provided to
such Study Subject in accordance with the Protocol,
and shall transfer to Allucent all Study Data required
for the Sponsor and/or Allucent Study files. Personal
Data of Study Subjects shall be transferred to
Allucent/Sponsor in anonymous or pseudonymous
form only.

3.4. All Study Data required for the Sponsor and/or
Allucent Study files shall be the sole property of
Sponsor and may be freely utilized by Sponsor. All
such Study Data will be treated as Confidential
Information and shall be subject to the obligations of
confidentiality as detailed in section 9 below.

3.2.

3.3.

34.

Ze bud( zaznamenéavat vietky Studijné udaje véas,
presne, kompletne, Citatelnym spdsobom vo forme
opisanej v Protokole a v stlade so v3etkymi
prislusnymi pravnymi predpismi a reguladnymi
opatreniami. Skusajlci vykona primerané a obvyklé
opatrenia, vratane pravidelného zalohovania
pocitadovych siborov, na zabranenie straty alebo
zmeny akychkolvek Studijnych Gdajov.

Skusajuci zaisti, Zze vSetky (idaje zadané do CRF
budu reflektovat skutoény stav Subjektu klinického
skuSania. SkoSajici preskima vietky CRF a
skontroluje, & Udaje sthlasia s prislusnymi
informaciami v klinickych zaznamoch Subjektu
klinického skiania €o do presnosti a lplnosti tidajov
a Citatefnosti poloZiek, opravi nesprdvne Udaje,
zaznamena pouZitia siCasne podavanych liekov,
nahlasi NeZiaduce udalosti, stibezné choroby a
zadokumentuje dévody vynechanych navstev Gi
vySetreni.

Zdravotnicke zariadenie a SkuSajlici sa zavazuju
spolupracovat  so  spolocnostou  Allucent,
Zadavatelom a/alebo so zastupcami spoloénosti
Allucent alebo Zadavatela a monitormi Stidie na
zaklade ich Ziadosti, pri promptnom rieSeni
akychkolvek nezrovnalosti alebo chyb obsiahnutych
v CRF a pri vykonavani nahodnych kontrol
zaznamov  Subjektov  klinického  skd$ania,
laboratornych zéznamov, alebo inych vstupnych
datovych zdrojov zaznamenanych v CRF. Najneskér
desat (10) dni po dokonceni alebo predéasnom
ukondeni Studie, Skasajici prediozi spolo¢nosti
Allucent vietky CRF s detailnym popisom vysledkov
a zaverov lieCby poskytnutej takému Subjektu
Klinického skusania v silade s Protokolom a
prevedie spoloCnosti Allucent vSetky Studijné tdaje
pozadované pre Studiné zaznamy Zadavatela
a/alebo spoloCnosti  Allucent. Osobné (daje
Subjektov klinického skusania budl prevedené
spolocnosti ~ Allucent/Zadavatelovi  vyluéne v
anonymnej podobe alebo pod pseudonymom.

Vietky Studiiné (daje poZadované pre Studijné
zaznamy Zadavatela a/alebo spolocnosti Allucent
budt vyluénym vlastnictvom Zadavatela a mézu byt
volne vyuzivané Zadavatefom. So v8etkymi takymito
Studijinymi  Gdajmi bude zaobchadzat ako s
Dévernymi informaciami a budu podliehat’ povinnosti
miCanlivosti, ako je uvedené v lanku 9 nizsie.
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3.5. If so specified in the Protocol, Institution and
Investigator shall collect and provide to Allucent
and/or Sponsor or their designees biological samples
from Study Subjects (‘Biological Samples”).
Institution and Investigator shall not use Biological
Samples collected under the Protocol in any manner
or for any purpose other than that described in the
Protocol. Allucent and/or Sponsor or their designees
may use Biological Samples in all areas of research
as permitted in the Study Subject's signed Informed
Consent or otherwise permitted under applicable laws
and regulations. Unless otherwise specified in the
Protocol, Allucent and Sponsor will not provide the
results of such use (“Sample Data") to Institution,
Investigator or the Study Subject. Sample Data will
be treated as Study Data; therefore, if Allucent or
Sponsor provides Sample Data to Institution or
Investigator, that Sample Data will be subject to the
permitted use of Study Data as outlined in this
Agreement.

3.6. Institution and Investigator agree to keep Medical
Records for every Study Subject participating in the
Study. The Medical Records must be maintained
separately to support the data as entered in the CRF
in accordance with local requirements.

4, Adverse Events

In accordance with the Protocol, the Institution and
Investigator will be provided with specific written
instructions on the reporting of any serious and/or
unexpected Adverse Events. Institution/Investigator will
notify Allucent and/or Sponsor within twenty-four (24)
hours (whenever possible, immediately by telephone) of
any serious Adverse Events and/or unexpected Adverse
Events. No change to or deviation from the Protocol may
be made without prior written approval by Sponsor and the
IEC/IRB except when such change is necessary to
eliminate apparent immediate harm to Study Subjects, in
which case, Investigator will promptly document such
deviation and immediately notify Allucent, Sponsor, and
the IEC/IRB.

3.5. Ak je to uvedené v protokole, Zdravotnicke
zariadenie a SkiSajuci zozbierajli a poskytnu
spolocnosti Allucent a/alebo Zadavatelovi alebo nim
urenym osobam biologické vzorky od Subjektov
Klinického skusania (dalej len ,Biologické vzorky).
Zdravotnicke zariadenie a SkuSajici nepouzijl
biologické vzorky odobraté podfa Protokolu Ziadnym
sposobom alebo na iny Géel, ako je ten, ktory je
popisany v Protokole. Allucent a/alebo Zadavatel
alebo ich zastupcovia méZu pouzivat Biologické
vzorky vo vSetkych oblastiach vyskumu, ako je
povoleneé v podpisanom informovanom sthlase
Subjektu klinického skugania alebo inak povolené
podfa platnych zakonov a predpisov. Pokial nie je v
Protokole uvedené inak, spolénost Allucent ani
Zadavatel neposkytn( vysledky takéhoto vyuZitia
(dalej len ,Udaje o vzorke®) Zdravotnickemu
zariadeniu, Skusajucemu alebo Subjektu klinckého
skiania. Udaje o vzorke sa budi povaZovat za
udaje klinického skusania; a preto, ak Allucent alebo
Zadavatel poskytne Zdravotnickemu zariadeniu
alebo Skusajicemu Udaje o vzorke, tieto tdaje budu
podliehat povolenému pouZitiu Gdajov o Klinickej
skuske, ako je uvedené v tejto Zmluve.

3.6. Zdravotnicke zariadenie a Skusajlci sthlasi s
uchovavanim Zdravotnych zaznamov pre kazdy
Subjekt klinického skisania, ktory sa zigastni
Studie. Zdravotné zaznamy sa musia uchovavat
samostatne, aby mohli slizit ako podpora
tdajov zadanych do CRF v s(lade s miestnymi
poZiadavkami.

4, Neziaduce udalosti

Zdravotnicke zariadenie a Skasajuci vsllade s
Protokolom dostan( konkrétne pisomné pokyny ohfadom
ohlasovania  zavaznych alalebo  neoakavanych
NeZiaducich udalosti. Zdravotnicke zariadenie/Skusajlici
vyrozumeju spolonost Allucent afalebo Zadavatela
najneskor do dvadsiatich Styroch (24) hodin (ak je to
mozné, tak okamzite telefénom) o akychkolvek zavaznych
NeZiaducich  udalostiach  a/alebo  neocakévanych
Neziaducich  udalostiach. Bez predchadzajiceho
pisomného slhlasu Zadavatela a IEC/IRB sa nesmie
vykonat Ziadna zmena Protokolu ani odchylka od neho, s
vynimkou pripadu, ked je takato zmena nevyhnutna na
odstranenie  zjavného bezprostredného  po$kodenia
Subjektov klinického skusania, v takom pripade Skuasajuci
okamzite zdokumentuje takito odchylku a okamzite to
oznami spolo¢nosti Allucent, Zadavatelovi a IEC/IRB.

Allucent Study No.: ANB030-203
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5. Monitoring and Data Verification 9. Monitoring a overenie dat

5.1. Institution/Investigator warrant that Allucent and 5.1. Zdravotnicke zariadenie/SkuSajuci  zaruduji, Ze

Sponsor have access to Study documentation and
Institution’s premises during normal business hours to
monitor the conduct of the Study, including the
receipt, handling, storage and dispensing of the
Investigational Product, comparator and ancillary
drugs (if applicable), as well as to audit records, CRFs
and source documents. According to ICH/GCP, data
entered on to the CRF are monitored and verified
against source documents for completeness,
accuracy and consistency. The representatives of
Allucent and Sponsor upon prior notice and during
normal business hours shall have access to CRFs,
Study Subject's clinical notes and other relevant
Study Subject information for the purposes of
monitoring in compliance with ICH/GCP. Investigator
and Institution warrant that they will fully cooperate
with Allucent and/or Sponsor during monitoring and
data verification. The Institution agrees to allow direct
access to Medical Records and all Study Subject data
relevant to the Study, however stored, for the purpose
of Source Document Verification by representatives of
Allucent or Sponsor. The Investigator also agrees to
provide any missing information in the CRFs, correct
any data errors, and complete Medical Records in
order to ensure CRF records shall conform to 100%
consistency with data found in the source data. During
monitoring visits, Investigator will be available to
properly discuss the progress of the Study, lab
results, and physical evaluations, etc.

9.2. In addition, during the Study and for a reasonable
period following the completion of the Study, Allucent,
Sponsor or their representatives shall have the right
to review any Study Subject’s Medical Records or
certified copies of any electronic health records
relating to the Study only for auditing purposes
according to applicable laws and regulations.

Audit and Inspection

6.1. The Institution will permit access to the
Institution’s premises and provide Study Subject data
and all Study Data and related information for the
purpose of the quality assurance audit by Allucent's

9.2,

Allucent a Zadavatel budi mat pristup ku Studijnej
dokumentacii a do priestorov Zdravotnickeho
zariadenia pocas obvyklych pracovnych hodin na
monitorovanie vykonu Stldie, vratane prevzatia,
nakladania, uskladnenia a vydaja SkuSaného lieku,
referencnej vzorky, dopinkového liediva (ak sa budu
vydavat), rovnako ako k auditu zdznamov, CRF a
zdrojovym dokumentom. Podla ICH/GCP udaje
zadavané do CRF su monitorované a overované na
zéklade zdrojovych dokumentov alebo Uplnosti,
presnosti a zhodnosti. Zastupcovia spolo&nosti
Allucent a Zadavatela po predchadzajicom
pisomnom oznameni a pocas obvyklych pracovnych
hodin budd mat pristup k CRF, klinickym zaznamom
Subjektu klinického ski$ania a inym relevantnym
informaciam o Subjekte klinického skiSania za
ugelom vykonanie monitoringu Stiidie v stlade
s ICH/GCP. Zdravotnicke zariadenie a Skusajici
zaruCuju, ze budi plne spolupracovat so
spoloénostou Allucent a/alebo Zadavatelom v ramci
monitoringu  a overovania Udajov. Zdravotnicke
zariadenie suhlasi s umoznenim priameho pristupu
zastupcom spoloénosti Allucentalebo Zadavatela k
zdravotnym zaznamom a v8etkym Gdajom o
Subjekte klinického skusania vztahujicich sa k
Stldii, akokofvek si uchovavané, za U(celom
overenia zdrojového dokumentu (dalej len ,SDV").
Skusajuci tiez suhlasi, Ze poskytne akékolvek
informéacie chybajlice v CRF, opravi akékolvek
chyby v udajoch a skompletizuje zdravotné (daje,
tak aby zaistil, Ze zaznamy v CRF budd 100 %
zodpovedat' udajom zo zdrojovych Udajov. PocCas
monitorovacich navStev musi byt Skasajici k
dispozicii, aby bolo mozné naleZite prediskutovat
vyvoj Studie, laboratérne vysledky, vyhodnotenia
fyzického stavu atd.

Spolocnost  Allucent a Zadavatel, resp. ich
zastupcovia majli okrem toho poéas Studie a podas
primeraného obdobia po jej dokoneni pravo
nahliadat do Zdravotnych zaznamov ktoréhokolvek
Subjektu klinického skusania, resp. do overenych
kopii  akychkofvek elektronickych zdravotnych
zaznamov tykajtcich sa Stidie iba na Ugely auditu v
sulade s platnymi zakonmi a predpismi.

6. Audit a ingpekcie

6.1.

Zdravotnicke zariadenie umozni pristup do
Zdravotnickeho zariadenia a poskytne Udaje
tykajuce sa Subjektu klinického skiSania, v3etky
Studijné Udaje a suvisiace informacie na tcely auditu
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and/or Sponsor’s personnel (or their designees) or to
any applicable Regulatory Authority representatives
for the purpose of inspection upon prior notice and
within usual working hours.

6.2. The Institution will notify Allucent and Sponsor
immediately upon receiving any request by any
Regulatory Authority to inspect or to have access to
documents related to the Study, and where allowed

6.2.

zabezpecenie kvality [Quality Assurance audit] zo
strany spolocnosti Allucent a/alebo Zadavatela
(alebo nimi poverenych osdb), alebo zastupcom
Regulaénych orgdnov na Uel indpekcie po
predchadzajicom ozndmeni v ramci obvyklej
pracovnej doby.

Zdravotnicke zariadenie okamzZite upovedomi
Allucent a Zadavatefa o akejkofvek poziadavke
Regulatného organu na indpekciu alebo pristupu k
dokumentacii tykajlicej sa Studie, a ak mu to pravne

by law, allow Allucent's and Sponsor's predpisy dovolia, umozni (cast zastupcov
representatives the right to be present at any such spolocnosti  Allucent a Zadavatela na takejto
inspection to provide comment and review. The inSpekcii a na poskytnutie ich vyjadreni a

Investigator will provide Allucent and Sponsor copies
of all materials, correspondence, statements, forms,
and records which Institution and Investigator receive,
obtain, or generate pursuant to any such inspection
that relate to the Study or affect Institution's or
Investigator’s ability to conduct the Study, all of which
may be provided to Allucent, Sponsor and their
representatives.

Retention of the Documents

7.1. The Institution agrees to retain all Study related
documentation, including but not limited to all Study
Data and a Study Subject’s clinical notes, Medical
Records and other relevant Study Subject
information, in secure storage, for twenty-five (25)
years or longer if required by institutional policy or
applicable law. If local regulations require a longer
period of retention, then these will take precedence.
Allucent and/or Sponsor are entitled to inspect the
records at any time during the period of record
retention, upon reasonable advance notice. The
Institution further ensures that all Study related
documentation is stored on media such that they
remain complete and legible throughout the required
period of retention.

7.2. The Institution shall notify the Sponsor in writing
in advance when the Institution/Investigator seek to
retum or destroy any retained Study related
documentation.

zhodnoteni. Skusajlci poskytne spolocnosti Allucent
a Zadavatefovi kopie vSetkych materidlov,
koreSpondencie, stanovisk, formularov, a zaznamov
prijatych,  ziskanych  alebo  vyhotovenych
Zdravotnickym zariadenim alebo Skd3ajicim na
zaklade akejkolvek takejto indpekcie, ktora sa tyka
Stadie alebo  ktora ovplyvni  schopnost
Zdravotnickeho zariadenia alebo Sku3ajliceho
vykonat Studiu, z ktorych vietky mozu byt
poskytnuté spoloénosti Allucent, Zadavatelovi a ich
zastupcom.

7. Uchovavanie dokumentov

#.1.

7.2,

Zdravotnicke zariadenie sthlasi s uchovavanim
v8etkej dokumentacie vztahujlicej sa ku Stidii okrem
iného  vSetkych Studijnych udajov, Klinickych
zaznamov  Subjektov  klinického  skdSania,
zdravotnych zdznamov a dalsich relevantnych
informécii o Subjektoch Klinického skiSania v
zabezpetenom archive poas dvadsiatich piatich
(25) rokov, alebo dihsie, ak tak stanovia nemocniéné
predpisy alebo uplatnitelné pravne predpisy. Ak
miestna pravna Uprava vyzaduje dihSi cas
skladovania, potom sa pouziju tieto predpisy.
Allucent a/alebo Zadavatel st opravneni ku kontrole
zaznamov kedykolvek v priebehu doby uchovavania,
po predchédzajicom oznameni podanom v
primeranom Case. Zdravotnicke zariadenie dalej
zabezpedi, aby vietka dokumentacia vztahujlica sa
ku Studii bola uchovavana na takom médiu, Ze bude
zaistend jej iplnost a Citatelnost po celd vyZzadovanu
dobu uchovavania.

Zdravotnicke zariadenie sa zavazuje pisomne
oznamit Zadavatelovi v predstihu skutoénost, Ze
Zdravotnicke zariadenie/Skusajlci hodlaji  vratit
alebo zniéit vietky drzané dokumenty tykajuce sa
Studie.

Confidential & Proprietary

Allucent Study No.: ANB030-203
No. of Site: 67-103
Clinical Trial Agreement

Page 11 of 47



Investigator: MUDY. Olga Lukagova, PhD.
Institution: Nérodny Ustav reumatickych chordb.

Country: Slovakia

7.3. Investigator shall store, keep and maintain 7.3. Skusajici bude uchovavat, drzat a udrziavat

adequate and accurate source documents and Study
records that include all pertinent observations on each
of the Study Subjects and must ensure that source
data must be attributable, legible, contemporaneous,
original, accurate, and complete. Changes to source
data (including electronic health records) must be
traceable, must not obscure the original entry and
shall be explained if necessary.

7.4. Institution will notify Allucent and Sponsor about
the location of all Study related documents. In the
case of relocation , the Investigator must ensure that
Allucent and Sponsor are informed of the change in
location and/or responsibility.

Investigational Product and Pharmacy

8.1. Sponsor shall provide at no cost to the
Pharmacy/Institution, the Investigational Product and
comparator, if applicable, as well as other Protocol
directed ancillary drugs, in amounts reasonably
determined by Sponsor to be sufficient for the conduct
of the Study. The Institution/Investigator/Pharmacy
shall maintain control of the Investigational Product,
comparator, and ancillary drugs and ensure, that
Investigational Product is stored and handled in
accordance with the Protocol and all applicable laws
and regulations.

8.2. The Institution and Investigator shall use the
Investigational Product, comparator and ancillary
drugs for the sole purpose of conducting the Study in
strict accordance with the Protocol and for no other
purpose, and shall not transfer the Investigational
Product, comparator or ancillary drugs to any third
party. Without limiting the foregoing, the Institution
and Investigator shall not, and shall ensure that the
Study Team does not, (1) co-mingle Investigational
Product with any other proprietary biological or
chemical materials, unless specifically required by the
Protocol, without Sponsor’s prior written consent or
(2) analyze the Investigational Product or in any way
attempt to reverse engineer the Study Drug. In the
event that any quantity of the Investigational Product,
comparator or ancillary drugs is lost, damaged, or
destroyed while at the Institution, the Institution shall
be liable to Allucent and Sponsor for the replacement
cost of such Investigational Product, comparator and
ancillary drugs and shall use its best efforts to ensure
that the Study schedule set forth in the Protocol is not
delayed as a result of the loss, damage, or destruction

74.

primerané a presné zdrojové dokumenty a zaznamy
Studie, ktoré budd obsahovat prislusné pozorovania
kazdého zo Subjektov Klinického skisania a musi
zaistit, Ze zdrojové Udaje budu priraditel/né, Gitatelné,
sucasné, originélne, presné a kompletné. Zmena
zdrojovych ~ Gdajov  (vrdtane  elektronickych
zdravotnych zaznamov) musi byt sledovatelna a
nesmie prekryvat pévodné =zapisy a bude
vysvetlend, ak to bude potrebné.

Zdravotnicke zariadenie bude spolo&nost Allucent a
Zadavatela informovat o umiestneni vSetkych
dokumentov, ktoré sa tykaju Stadie. V pripade
zmeny pracoviska musi Zdravotnicke zariadenie
zabezpegit, aby boli spoloénost Allucent a Zadavatel
informovani 0 zmene miesta a/alebo zodpovednosti.

8. Skasany liek a Lekaren

8.1.

8.2.

Zadavatel poskytne zadarmo
Lekarni/Zdravotnickemu zariadeniu Skasany liek a,
v pripade potreby, referencnli vzorku rovnako ako
ostatné stanovené dopinkové lieCiva, v mnoZstve
primerane  stanovenom  Zadavatelom  ako
dostatoénom na Gdely vykonavania Stadie.
Zdravotnicke zariadenie/Skusajici/Lekarei budi
udrZiavat  kontrolu nad SkaSanym  liekom,
referencnou vzorkou a dopinkovym liedivom a
zabezpecia, Ze Skusany liek bude uloZeny a bude sa
s nim zaobch&dzat'v sulade s Protokolom a véetkymi
prislusnymi zakonmi a predpismi,

Zdravotnicke zariadenie a Skusajuci  pouzijli
Skasany liek, referenéni vzorku, (doplinkové liecivo
vyluéne na ucely vykondvania Stidie v prisnom
sulade s Protokolom a nepouZiju ich na Ziadny iny
ucel, a neposkytnu Skasany liek, referenénii vzorku
ani dopinkové lie€ivo Ziadnej tretej strane. Bez toho,
aby sa obmedzilo vy$Sie uvedene, Zdravotnicke
zariadenie a SkuSajuci nesmie a zabezpedi, aby
Studiiny tim (1) nemiesal Skasdany liek s inymi
patentovanymi  biologickymi alebo chemickymi
materialmi, pokial to Protokol vyslovne nevyZaduje,
bez  predchadzajiceho  pisomného  sthlasu
Zadavatela alebo (2) analyzoval Skusobny liek alebo
sa akymkolvek spdsobom pokisil o spétné
inZinierstvo Studovaného lieku. V pripade, e sa
akakolvek Cast' Skusaného lieku, referenénej vzorky
alebo dopinkového lieciva strati, poskodi, alebo znigi
potas doby, kedy sa bude nachadzat v
Zdravotnickom zariadeni, Zdravotnicke zariadenie
bude zodpovedné spolotnosti  Allucent a
Zadavatelovi za naklady spojené s nahradenim
Skusaného lieku, referencnej vzorky a doplnkového
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Country: Slovakia

of the Investigational Product, comparator or ancillary
drugs.

8.3. Investigational Product shall be received, stored
and distributed by Pharmacy. Institution and
Investigator warrant that any handling of
Investigational Product shall be done in compliance
with good pharmacy, storage and distribution practice
according to Pharmaceuticals and Medical Devices
Act No. 362/2011 as amended, Ministry of Health of
the Slovak Republic Regulation No. 129/2012 on
Good Pharmacy Practice Requirements, Ministry of
Health of the Slovak Republic Regulation No.
128/2012 on Good Manufacture  Practice
Requirements and Good Wholesale Distribution
Practice Requirements.

8.4. Receipt of the Investigational Product shall be
confirmed by written handover protocol signed by
recipient.

8.5.In the event any Investigational Product,
comparator, or ancillary drugs remain at the
completion of the Study, and do not form part of the
documentation required to be retained by
Institution/Investigator,  Investigator/institution ~ will
retun or destroy such additional product in
accordance with Sponsor's instructions and
Sponsor’'s expense.

8.3.

8.4.

8.5.

lieCiva a vyvinie najlepsie Usilie na zabezpegenie
toho, Ze harmonogram Studie stanoveny v Protokole
nebude oneskoreny ako ddsledok straty, poskodenia
alebo znicenia Skaganého lieku, referencnej vzorky
alebo doplnkového liegiva.

Skasany liek bude prevzaty, skladovany a vydavany
Lekarfiou. Zdravotnicke zariadenie a Skdsajlici
zarucuju, Ze nakladanie so Skiganym liekom bude v
stlade so spravnou lekarenskou, skladovacou a
distribuénou praxou podfa zakona ¢&. 362/2011 Z. z.
o0 liekoch a zdravotnickych pomdckach v zneni
neskorSich  prvnych  predpisov,  vyhlasky
Ministerstva zdravotnictva Slovenskej republiky ¢.
129/2012 Z. z. o poZiadavkach na spravnu
lekarenskii prax, apodfa vyhladky Ministerstva
zdravotnictva Slovenskej republiky &. 128/2012 o
poZiadavkach na spravnu vyrobni prax a
poziadavkach na spravnu velkodistribu¢n( prax.

Prevzatie SkuSaného lieku bude potvrdené
pisomnym preberacim protokolom podpisanym
prijemcom.

Pokial po dokongeni Stidie ostant akykolvek
Skusany liek, referentna vzorka alebo doplnkové

lieGivo nevyuzité, priom nie so  stcastou
dokumentacie, ktort ma Zdravaotnicke
zariadenie/Skasajuci povinnost uchovat,

Zdravotnicke zariadenie/Skisajlci ich vrati alebo
znici v sulade s pokynmi Zadavatela a na jeho
naklady.

Fee for pharmaceutical services shall be specified in Odmena za lekarenské sluzby bude uréend v Prilohe 1.
Appendix 1.
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Institution: Narodny Ustav reumatickych chordb. Country: Slovakia

Confidentiality Dévernost’

9. Confidentiality and Data Protection 9. Ddvernost a ochrana osobnych tdajov

9.1. The Parties agree that all information, materials, 9.1. Strany sthlasia, e v3etky informécie, materialy a

and documents deemed by Allucent or Sponsor to be
confidential or proprietary, provided to the Institution,
its employees, including Investigator, Study Team
members, agents, subcontractors and affiliates
(collectively, “Receiving Party”), by or on behalf of
Allucent and/or Sponsor, to which Receiving Party
may have or had access in connection with the Study,
or that is developed or generated by the Receiving
Party during the performance of the Study.under this
Agreement; in each case, including, without limitation,
the Protocol, the Investigator Brochure for the Study,
the Study Data, a Study Subject's Personal Data,
Study enroliment information, communications to and
from Regulatory Authorities, and information relating
to the intellectual property rights, development,
formulation, manufacturing, pharmacology, Study
status, regulatory status, clinical efficacy and safety

dokumenty povaZované spoloénostou Allucent
alebo Zadavatelom ako dbverné alebo v ich
viastnictve, poskytnuté Zdravotnickemu zariadeniu,
jeho zamestnancom, vratane Skusajliceho, &lenom
Studijného timu, zmocnencom, subdodavatelom a
pridruzenym spolocnostiam (spolocne "Prijimajica
strana"), spoloCnostou Allucent alebo v jej mene
alalebo Zadavatefom, ku ktorym Prijimajtica strana
mohla mat pristup v stvislosti so Stidiou, alebo
ktoré boli vyvinuté alebo vygenerované Prijimajlicou
stranou pri vykonavani Stidie podla tejto Zmluvy a
vzdy zahffiajlice bez obmedzenia Protokol, Prirucku
pre Sku3ajuceho, Studijné Gdaje, osobné Udaje,
Informéacie o zadleneni do Stidie, komunikaciu
smerom k regulaénym organom a od nich a
informacie tykajuce sa prav dusevného vlastnictva,
vyvoja, zlozenia, vyroby, farmakologie, Klinickej

and clinical research program regarding the ucinnosti a bezpecnosti a klinického vyskumu vo veci
Investigational Product or other Sponsor products or Skusaného lieku alebo inych produktov &
proposed products shall be treated as confidential navrhovanych  produktov ~ Zadavatefa  budu

and  proprietary  (collectively  “Confidential
Information”). During the Term of this Agreement,
including any extensions thereof, and for a period of
ten (10) years after the expiration or termination of this
Agreement, the Receiving Party shall not (1) disclose
Confidential Information without Sponsor's or
Allucent’s prior written consent or (2) use Confidential
Information without Sponsor's or Allucent’s prior
written consent except as necessary to perform the
Study.

9.2. Notwithstanding the foregoing, the Institution
and/or Investigator can disclose Confidential
Information to those third parties (e.g. Sub-
investigators and Study Team members) who have a
need to know such Confidential Information in relation
to the conduct of the Study, provided however that all
such third parties are subject to a statutory obligation
of confidentiality, or are bound to confidentiality terms
at least as restrictive as those herein, by an applicable
binding contract concluded between
Institution/Investigator and a third party.

9.2

povazované za doverné a v jeho vlastnictve (spolu
dalej len "Doverné informacie"). V pribehu trvania
tejto Zmluvy, vratane prediZzenia jej trvania, a po
dobu desiatich (10) rokov po vyprSani alebo
ukongeni tejto Zmluvy, Prijimajica strana nesmie (1)
spristupnif Déverné informacie bez
predchadzajuceho pisomného suhlasu spoloénosti
Allucent alebo Zadavatela alebo (2) pouzivat
Déverné informacie bez predchadzajuceho
pisomného suhlasu Zadavatela alebo spolognosti
Allucent okrem pripadov, ked je to potrebné na
vykonanie Studie.

Bez ohfadu na vy3Sie uvedené, Zdravotnicke
zariadenie a/alebo Ski$ajuci mézu odhalit Déverné
informacie  tym  tretim  stranam  (napr.
Spoluskisajicim a ¢lenom Studijného timu), ktoré
potrebuju byt oboznamené s tymito Dovernymi
informaciami v suvislosti s vykonavanim Studie,
avSak pod podmienkou, ze vSetky tieto tretie strany
podliehajl zakonnej povinnosti mi¢anlivosti alebo st
viazané podmienkami dovernosti najmenej tak
striktne, ako to vyplyva z ustanovenia uvedeného v
Zmluve uzavretej medzi Zdravotnickym
zariadenim/SkU3ajucim a tretou stranou.
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9.3. The obligation of confidentiality described above  9.3. Povinnost mi¢anlivosti uvedena vyssie sa neuplatni

shall not apply to Confidential Information that the
Institution can show by competent evidence:

9.3.1. excluding Study Data, is already known to
the Institution andfor Investigator as
evidenced by records predating disclosure
under this Agreement; or

is or becomes known or available to the
public other than through acts or omissions
of the Institution, Investigator, or any other
Receiving Party (or any person to whom
Confidential Information was disclosed
pursuant to Section 9.2) in violation of this
Agreement; or

9.3.2.

9.3.3. becomes known fo the Institution or
Investigator from sources independent of
disclosing party who have a lawful right to
make such disclosure; or

9.3.4.is independently developed by personnel
of the Institution or Investigator who had no
access to any Confidential Information.

9.4, Investigator and Institution may disclose
Confidential Information to a third party pursuant to
any applicable law, governmental regulation, or

9.4.

na Déverné informacie, ktoré moze Indtitucia
preukazat kompetentnymi dokazmi:

9.3.1. ktoré sl uz  Zdravotnickemu
zariadeniu/Ska3ajicemu zname a tato
skutotnost je doloZzena zaznamami, ktoré
gasovo predchadzali okamihu, ked
Déverné informacie boli spristupnené
Zdravotnickemu  zariadeniu  a/alebo
Skusajicemu podla tejto Zmluvy, alebo

9.3.2. ktoré s zname €i stan( sa znamymi alebo

verejne pristupnymi inak ako konanim

alebo  opomenutm  zo  strany

Zdravotnickeho zariadenia,Sku$ajuceho

alebo akejkolvek inej prijimajucej strany

(alebo akejkofvek osoby, ktorej boli

Déverné informacie poskytnuté podfa Casti

9.2) v rozpore s touto dohodou; alebo

9.3.3. ktoré sa stani znamymi Zdravotnickemu
zariadeniu alebo Skusajicemu zo zdrojov
nezavislych na oznamujucej strane,
pritom tieto zdroje maji pravo tieto
informacie spristupnit, alebo

9.3.4. boli nezavisle pripravené zamestnancami
Zdravotnickeho zariadenia alebo
Skusajtcim, ktory nemal pristup k Ziadnym
Davernym informaciam.

Skigajuci a Zdravotnicke zariadenie mdze
poskytnit Dovemné informécie trete] strane v stlade
s ktorymkolvek platnym pravnym predpisom,

decision of any court of competent jurisdiction; vladnym  nariadenim,  resp.  rozhodnutim
provided that, except where impermissible, the ktoréhokofvek sudu prislusnej jurisdikcie za
Instituion and/or the Investigator shall give predpokladu, ze s vynimkou pripadov, ked to nie je

reasonable advance notice to Allucent and Sponsor
of such disclosure and shall use best efforts to limit
the disclosure and maintain the confidentiality of such
Confidential Information to the extent possible. In
addition, the Institution and/or the Investigator shall
permit Allucent/Sponsor to attempt to limit such
disclosure by seeking a protective order or other
confidential treatment of Confidential Information by
appropriate legal means

9.5. The Confidential Information shall remain the
sole and exclusive property of Allucent, Sponsor or
third parties to whom Allucent or Sponsor have an

9.5.

pripustné, bude Zdravotnicke zariadenie afalebo
Skosajici spolognost Allucent a Zadavatela o
takomto poskytnuti v primeranom predstihu
informovat, pri¢om vyvinie maximéine usilie, aby bol
poskytnuty rozsah minimalny a aby sa v ¢o najvacse;
miere zachovala ddvernost takychto Ddvernych
informé4cii.  Zdravotnicke  zariadenie  a/alebo
Sku3ajuci okrem toho spolocnosti
Allucent/Zadavatelovi umozni, aby sa pokusili takéto
poskytnutie obmedzit zabezpegenim ochranneho
opatrenia alebo iného déverného zaobchadzania s
Davernymi informaciami prostrednictvom vhodnych
pravnych prostriedkov.

Déverné informacie zostant vo vyluénom viastnictve
spolo&nosti Allucent, Zadavatela alebo tretich stran,
ktorym je spolodnost Allucent alebo Zadavatel

Confidential & Proprietary
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obligation of confidentiality, as stipulated under this
Agreement. Nothing contained in this Agreement shall
be construed as a grant of right or of license, whether
express or implied, by Allucent, Sponsor or other third
parties to the Institution or Investigator, with respect
to the Confidential Information, or to any patent,
copyright, trademark, trade secrets or any other
intellectual property rights. Nothing contained in this
Agreement shall be construed as a grant of right or of
license, whether express or implied, by Institution or
Investigator to Sponsor or Allucent, with respect to the

povinny zachovavat mi¢anlivost ako je stanovené v
tejto Zmluve. Ni¢, ¢o je obsiahnuté v tejto Zmluve,
nebude povazované za udelenie prava alebo
licencie, ¢i uZ vyslovne alebo implicitne, zo strany
spolocnosti Allucent, Zadavatela alebo inej tretej
strany  Zdravotnickemu  zariadeniu  alebo
Skusajlicemu, vo veci Doévernych informacii, k
akémukolvek patentu, autorskému pravu, ochrannej
znamke, obchodnému tajomstvu alebo k
akémukolvek pravu dudevného viastnictva. Ni¢, éo
je obsiahnuté v tejto Zmluve, nebude povazovane za

any confidentiall information of udelenie prava alebo licencie, &i uz vyslovne alebo
Institution/Investigator. implicitne, ~ Zdravofnickym  zariadenim  alebo
Skasajucim Zadavatelovi alebo spoloénosti Allucent,
vo veci akychkofvek Dévernych informacii

Data Protection

9.6. Compliance. The Parties agree to adhere to all
Data Protection Laws when Processing and exporting
Personal Data of Study Subjects, Study Team,
Allucent, Sponsor and vendor employees, and any
other individuals involved in the Study (“Data
Subjects”); and adhere to the principles of medical
confidentiality in relation to Study Subjects involved in
the Study.

9.7. Study Subject Confidentiality. As set out in the
Study Subject Informed Consent, Personal Data and
special categories of Personal Data, except for the
patient code, shall not be disclosed to the Sponsor,
Allucent or any third parties by the Institution or
Investigator, except where it is permitted by Data
Protection Laws and necessary to satisfy the
requirements of the Protocol or in relation to a claim
or proceeding brought by a Study Subject in
connection with the Study.

9.8. Roles. With regards to the Personal Data
Processed for Study purposes (‘Research Data”), the
Sponsor is considered the Controller, and the
Institution and Investigator and Allucent are
considered Processors. Allucent has signed a

Zdravotnickeho zariadenia/Skugajuceho.

Ochrana osobnych Gdajov

9.6.

o.7.

9.8.

DodrZanie. Strany suhlasia, ze budl dodrZiavat
véetky Pravne predpisy o ochrane Udajov pri
spractivani a exporte osobnych Udajov Subjektov
klinického ~skugania, ¢lenov  Studijného timu,
zamestnancov spolognosti Allucent, Zadavatela a
dodavatela a akejkolvek dal3ej osoby zapojenej do
Studie (dalej len ,Subjekt udajov') a Ze budu
dodrziavat principy lekarskeho tajomstva vo vztahu
k Subjektom klinického skuSania zapojenych do
Studie.

Dévernost vo vztahu k Subjektu klinického skusania.
Ak je uvedené v Informovanom suhlase Subjekiu
klinického ski3ania, osobné udaje a zviastne
kategdrie osobnych udajov, okrem kodu pacienta,
nesmie byt Zdravotnickym zariadenim alebo
Skusajlicim poskytované Zadavatelovi, spoloénosti
Allucentani akejkolvek tretej strane s vynimkou
pripadov, ked je toto povolené Pravnymi predpismi o
ochrane Udajov a je nevyhnutné pre spinenie
poziadaviek Protokolu alebo to slvisi so
sudnym konanim ¢i uplatiiovanim naroku Subjektu
klinického skusania v stvislosti so Stadiou.

Ulohy. Co sa tyka Osobnjch tdajov spracivanych
na Ucely Studie (dalej len ,Vyskumné udaje”),
Zadavatel sa povazuje za Prevadzkovatefa a
Skusajici a spoloénost Allucent sa povazuju za
Sprostredkovatelov. Spoloénost’ Allucent uzatvorila
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separate agreement with the Sponsor covering its
Processing of such data. With regards to the Personal
Data Processed for healthcare purposes (‘Healthcare
Data”), Institution and Investigator are considered
Controllers. Data is limited to the source documents
that include original medical records containing only
data generated for healthcare purposes that may be
accessed by the Sponsor or Allucent for Study-related
monitoring and audit.

9.9. Types of Personal Data and Categories of Data
Subjects. Research Data may include: (a) Study
Subjects: health data (including images and reports),
Study code of Study Subjects, name, surname and
date of birth, all pseudonymized data collected as a
result of Study Subjects participation in the Study, as
defined in the Study Protocol, (b) Investigator and
Study Team: name, CV with contact details,
qualifications and licenses, training documentation,
payment details, (c) Allucent employees, Sponsor
employees and vendor employees: job title, name,
business email address and business telephone
number.

9.10. Healthcare Data may include: (a) Study
Subjects: name and surname, date of birth,
demographics, health data, as specified in the related
study Protocol, historical health data.

9.9.

so Zadavatelom samostatn zmluvu dojednavajucu
Spracovanie takjchto tidajov. Co sa tyka Osobnych
(dajov spraclivanych na zdravotnicke ucely (dalej
len ,Zdravotné Udaje”), za Prevadzkovatelov sa
povazuju Zdravotnicke zariadenie a Skusajuci.
Udaje st obmedzené na zdrojové dokumenty,
ktorych stéastou sh originalne zdravotné zaznamy
obsahujlice iba Gdaje vytvorené na zdravotnicke
udely, ku ktorym moézu mat Zadavatel alebo
spolo¢nost Allucent pristup iba na monitorovanie a
audit vo vztahu k Stidii.

Druhy osobnych Udajov a kategorie dotknutych
os6b. Stcastou Vyskumnych Udajov moZe byt: (a)
Subjekty Klinického skuSania: zdravotné Udaje
(vratane snimok a sprav), kod Stadie Subjektov
klinického ski3ania, meno, priezvisko a datum
narodenia, vSetky pseudonymizované Udaje
zhromaZzdené na zaklade (¢asti Subjektov klinického
skugania v Studii podra definicie v Protokole, (b)
Skasajuci a Studijny tim: meno, Zvotopis s
kontaktnymi (dajmi, kvalifikacia a licencie, Skoliaca
dokumentacia, platobné udaje, (c) Zamestnanci
spolonosti Allucent, Zadavatela a dodavatefa:
nazov pracovnej pozicie, meno, pracovna e-mailova
adresa, sluzobné telefonne ¢islo.

9.10.Suc¢astou Zdravotnych Udajov modze byt: (a)

Subjekty klinického ski3ania: meno a priezvisko,
datum narodenia, demografické Udaje, zdravotné
udaje podla 3pecifikdcie v Protokole prislusnej
8tldie, historické zdravotné Udaje.

9.11. Providing Information. To the extent 9.11.Poskytovanie informacii. Zadavatel je povinny
required by Data Protection Laws, Sponsor (through (prostrednictvom spolognosti Allucent)
Allucent) shall: (a) provide the Institution and v pozadovanom rozsahu: (a) poskytnut

Investigator with an Informed Consent form to be
used by the Institution and/or the Investigator in order
to ensure that the Study Subjects are adequately
informed about the Processing of their data, (b)
provide the Institution and Investigator with the
Sponsor’s privacy notice in order to ensure that the
Study Team are adequately informed about the
Processing of their Personal Data, (c) collect consent,
where required, and (d) obtain, and demonstrate
evidence that it has obtained, all necessary consents,
authorizations and required permissions under the
Data Protection Laws in a valid manner for Institution
and Investigator to perform the Services.

9.12. Providing Instructions. Institution and
Investigator will process Research Data only as set

Zdravotnickemu zariadeniu a Skusajlcemu formular
Informovaného  sudhlasu, ktory  Zdravotnicke
zariadenie  afalebo  SkuSajuci pouzije na
zabezpectenie primeraného informovania Subjektov
klinického skuSania o Spraclvani ich udajov, (b)
poskytnit  Zdravotnickemu  zariadeniu  a
Skusajicemu oznamenie Zadavatela o ochrane
sukromnych Udajov, aby sa zabezpecilo primerané
informovanie  Studijného timu o  Spracivani
osobnych udajov jeho Elenov, (c) v pripade potreby
ziskat sthlas, a (d) pravoplatnym spésobom ziskat
vsetky potrebné suhlasy, opravnenia a povolenia
podfa zakonov o ochrane (dajov, aby mohli
Zdravotnicke zariadenie a Sku3ajuci poskytovat
Sluzby, a dolozZif takéto ziskanie prislusnymi
ddkazmi.

9.12.Pokyny tykajlce sa poskytovania. Zdravotnicke

zariadenie a SkuSajuci budu Vyskumné udaje
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forth in Sponsor’s written instructions provided directly
or through Allucent as part of the Protocol and Study
related plans (“Processing Instructions”). Sponsor
shall warrant that the Processing Instructions it
provides, comply with Data Protection Laws.
Institution and Investigator shall promptly notify
Sponsor upon learning of any legal requirement under
Data Protection Laws, that would require them to
Process Personal Data other than in accordance with
the Processing Instructions, or if any of the
Processing Instructions infringe Data Protection
Laws.

9.13. Data  Breaches. Institution and
Investigator shall notify Sponsor and Allucent
immediately in writing of any suspected Data
Breaches and assist and cooperate with Sponsor, as
needed. Sponsor shall decide which Party will notify
relevant supervisory authorities or Data Subjects, if
required.

9.14. Requests for Data. Institution and
Investigator shall notify Sponsor promptly of any
requests from Data Subjects related to their Personal
Data and assist and cooperate with Sponsor, as
needed. All Parties shall implement appropriate
technical and organizational measures to assist
Sponsor and Institution and Investigator in responding
to requests from Data Subjects to exercise their rights
in accordance with Data Protection Laws. Institution
and Investigator shall notify the Sponsor of any
requests from Data Subjects related to the Study Data
and assist and cooperate with Sponsor, as needed.

9.15. Security. all Parties shall implement
appropriate technical and organizational measures to
ensure and to be able to demonstrate that Processing
is performed in accordance with the Data Protection
Laws.

9.16. Data Transfers. If Personal Data is
transferred to countries that do not ensure an
adequate level of data protection, the Parties shall
comply with requirements of Data Protection Laws so
that an appropriate level of protection of data is in
place. . Institution and Investigator shall not transfer
Research Data outside the European Economic Area
(member states of the European Union plus, Norway,
Iceland & Liechtenstein - “EEA”), unless expressly

spracuvat iba v sulade s pisomnymi pokynmi
Zadavatefa  poskytnutymi priamo  alebo
prostrednictvom spolocnosti Allucent ako stcast
Protokolu a plénov tykajcich sa Stidie (dalej len
,Pokyny tykajice sa spracivania“). Zadavatel rugi
za to, Ze nim poskytnuté Pokyny tykajlce sa
spraclvania st v sllade so zakonmi o ochrane
udajov. Ak sa Zdravotnicke zariadenie a SkiSajlci
dozvedia o akychkolvek zakonnych poZiadavkach v
zmysle zakonov o ochrane (dajov, na z&klade
ktorych by mali spractvat osobné (daje inak nez v
sulade s Pokynmi tykajdcimi sa spractvania, resp. o
akomkolvek rozpore medzi Pokynmi tykajlcimi sa
spracuvania a zakonmi o ochrane (dajov, musia o
tom okamZite informovat Zadavatela.

9.13.PoruSenie  zabezpefenia  osobnych  (dajov.

Zdravotnicke zariadenie a SkuSajuci bezodkladne
pisomne oznami Zadavatelovi a spolognosti Allucent
akékolvek podozrenia o poruSeni zabezpeCenia
osobnych udajov a podlia potreby pomahaju a
spolupracuju so Zadavatefom. Zadavatel rozhodne,
ktora zo Stran bude v pripade potreby informovat
prisludny dozorny drad alebo Subjekty udajov.

9.14.Poziadavky o osobné Udaje. Zdravotnicke

zariadenie a Sk0Sajuci prompitne  oznami
Zadavatelovi akékofvek poziadavky Subjektov
tykajuce sa ich Osobnych dajov a podfa potreby mu
budi pomahat a spolupracovat s nim. VSetky
zmluvné Strany zavedd vhodné technické a
organizacné opatrenia na pomoc Zadavatelovi,
Zdravotnickemu zariadeniu a SkuSajlcemu pri
odpovedani na ziadosti dotknutych oséb o
uplatnenie ich prav v stlade so zakonmi o ochrane
udajov. Zdravotnicke zariadenie a Skusajuci
oznamia Zadavatelovi vSetky poZiadavky od
dotknutych osob stvisiace s Gdajmi Stadie a podfa
potreby mu budd pomahat a spolupracovat s nim.

9.15. Ochrana. V&etky Strany prijmi primerané technické

a organizatné opatrenia, aby zabezpeCii a
preukézali, Ze spracovanie Udajov prebieha v stlade
s Pravnymi predpismi o ochrane Udajov.

9.16. Prenos dat. Pokial st osobné Udaje odovzdavané do

krajin, kioré nezabezpeluju primerand Uroven
ochrany osobnych udajov, musia Strany dodrziavat
poZiadavky Pravnych predpisov o ochrane Udajov
tak, aby sa zabezpecila primerana Groven ochrany
osobnych (dajov. Zdravotnicke zariadenie a
Skasajuci nesmul prenasat Viyskumné Udaje mimo
Eurdpskeho hospodarskeho priestoru (Elenské Staty
Eurdpskej Ginie plus Norsko, Island a Lichtenstajnsko
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instructed by Sponsor in writing to do so as necessary
to provide services under this Agreement, and the
Protocol and relevant Study plans. Sponsor shall
ensure that an adequate level of data protection
required by Data Protection Laws is in place for all
data transfers authorized by Sponsor.

9.17. Data Protection Impact Assessments. If
requested by Sponsor, Institution and Investigator
shall assist the Sponsor with any required
assessment of the impact of the envisaged
Processing operations prior to the Processing.

9.18. Contact Point

Institution shall designate a point of contact for any data
protection related issues or requests from Data Subjects,
who will address all issues to the Sponsor or the Sponsor’s
EU Representative for GDPR.

Point of contact of Institution;

MUDr. Olga Lukagova, PhD

Narodny Ustav reumatickych chordb
Nébrezie lvana Krasku 4, Piestany 92101
Slovak Republic

olga.lukacova@nurch.sk

Point of contact of Sponsor:
AnaptysBio, Inc.

Attention: Privacy Officer

10770 Wateridge Circle, Suite 210
San Diego, California 92121, USA

privacy@anaptysbio.com

Sponsor’s EU Representative for GDPR:
VeraSafe Czech Republic s.r.0.
Klimentska 46

Prague 1, 11002, Czech Republic

info@verasafe.com

~ dalej len ,EHS"), pokial im to Zadavate! vysiovne
pisomne nenariadil, pretoZe je to nevyhnutné na
poskytovanie sluZieb podfa tejto Zmluvy, Protokolu a
prisludnych Studijnych planov. Zadavatel zabezpedi
primerany stupefi ochrany (dajov poZadovany na
zaklade zakonov o ich ochrane pre vietky nim
schvalené datové prenosy.

9.17.Postdenia ddsledkov ochrany Udajov. Ak o to
Zadavatel poZiada, Zdravotnicke zariadenie a
Skoajici pomézu Zadavatelovi s akymkolvek
poZzadovanym hodnotenim dosledkov
predpokladanych Spracovatelskych operacii pred
Spracovanim.

9.18. Kontaktné miesto

Zdravotnicke zariadenie uréi miesto kontaktu pre véetky
otazky alebo Ziadosti Dotknutych oséb tykajice sa
ochrany Udajov; z tohto miesta sa budu vetky probiémy
preposielat Zadavatefovi, resp. jeho zastupcovi pre GDPR
v ramei EU.

Miesto kontaktu Zdravotnickeho zariadenia:

MUDr. Olga Lukégova, PhD

Narodny Gstav reumatickych chorb

NabreZie lvana Krasku 4, Piestany 92101

Slovenska republiika
olga.Jukacova@nurch.sk

Miesto kontakiu Zadavatefa:
AnaptysBio, Inc.

Attention: Privacy Officer

10770 Wateridge Circle, Suite 210
San Diego, California 92121, USA

privacy@anaptysbioc.com

Zastupca Zadavatela pre GDPR v ramci EU:
VeraSafe Czech Republic s.r.0.

Klimentska 46

Prague 1, 11002, Czech Republic
info@verasafe.com
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10. Publications

10.1. The full or partial results of the Study
shall not be presented or published or otherwise
made public by the Institution or the Investigator
unless prior written Sponsor’s permission is obtained.

10.2. The Parties agree that the Study is part
of a multicenter study and it is the intent of the Parties
that the first publication and/or presentation of the
results of the Study will be made in conjunction with
the presentation of a joint, multicenter publication of
the complete multicenter study results.

10.3. Being subject to Sponsor's written
consent, Institution or the Investigator will not submit
for publication or presentation until publication of
multicenter study results prior to any of following
alternatives:

a) Sponsor’s written confirmation that there will
be no multicenter publication; or

b) If no multicenter publication has occurred
within eighteen (18) months after the
completion of the data analysis for the entire
multicenter Study and lock of the database
at all research sites

10.4. The Institution and the Investigator will
provide a copy of the publication or presentation at
least forty-five (45) days before submission for
publication or public disclosure for Sponsor's review.
The Institution and Investigator agree to comply with
any amendments, deletions or comments made by
Sponsor, including non-publication of the article, if
appropriate. No publication of the results of the Study
will be done without giving Sponsor the opportunity to
make its comments to the publication.

10.5. If the Sponsor notifies the Institution and
the Investigator that it wants to file any patent
applications, the Institution and/or the Investigator will
defer the publication, presentation or public disclosure
for an additional ninety (90) days to permit Sponsor to
apply for a patent application. Sponsor is entitled to
use, refer to and disseminate reprints of scientific,
medical and other published articles relating to the
Study, including such reprints that disclose the name
of Investigator and/or Institution.

10. Publikacie

10.1.Vysledky ~Stadie alebo ich ast nebudd
Zdravotnickym  zariadenim ¢ Skusajicim
prezentovane ani publikované ¢i inak zverejiiované
bez predchadzajiceho  pisomného  sthlasu
Zadavatefa.

10.2.Strany  sthlasia, e Stidia je st&astou
multicentrickej 8tudie a Ze zémerom Stran je, aby k
prvému  publikovaniu  afalebo  prezentovaniu
vysledkov ~ Stidie doSlo v ramci spoloéne;j
multicentrickej publikacie, vysledkov multicentrickej
studie ako celku.

10.3.Bez pisomného suhlasu Zadavatela Zdravotnicke
zariadenie alebo SkuSajuci neprediozi vysledky
Studie na publikovanie ¢i zverejnenie, kym nedojde
k zverejneniu vysledkov multicentrickej Studie ako
celku alebo predtym, ako nastane niekiora z
nasledujlcich alternativ;

a) Zadavatel pisomne potvrdi, Ze nebude vykonana
Ziadna multicentricka publikacia; alebo

b) Ak nedoSlo k multicentrickej publikacii do
osemnastich (18) mesiacov od dokondenia
analyzy Udajov pre celt multicentricku Stidiu a
uzamknutia databazy na vietkych vyskumnych
pracoviskach.

10.4. Zdravotnicke zariadenie a SkiSajici poskytnd
Zadavatelovi na zhodnotenie képiu publikacie alebo
prezentacie, a to aspofi Styridsat' pat' (45) dni pred
predlozenim takéhoto materidlu k publikacii ¢&i
uverejneniu. Zdravotnicke zariadenie a Skusajuci
suhlasia, Ze budl postupovat v stlade s
akymikolvek zmenami a doplneniami, vymazaniami
alebo komentdrmi zo strany Zadavatela, vratane
nepublikovania ¢lankov, ak to bude potrebné.
Vysledky Studie sa nesmu zverejnit, kym Zadavatel
nedostane  moznost  ftakeéto  zverejnenie
pripomienkovat.

10.5.V pripade, Ze Zadavatel upovedomi Zdravotnicke
zariadenia a Ski3ajlceho o tom, ze chce podat
patentové prihladky, Zdravotnicke zariadenie
alalebo Skusajuci odlozi publikovanie,
prezentovanie alebo iné zverejnenie vysledkov
Studie o dalSich devatdesiat (90) dni, aby tak
Zadavatelovi umoznil podat patentovl prihlasku.
Zadavatel je opravneny pouzivat, citovat a dalej
rozsirovat pretlace vedeckych, lekarskych a inych
publikovanych ¢lankov tykajlcich sa Studie, vratane
takych pretiai, ktoré zverejnia meno Skusajliceho
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1.

alalebo nazov Zdravotnickeho zariadenia.

10.6. Institution and Investigator will give 10.6.Zdravotnicke zariadenie a Skisajlci uvedd v

Sponsor the option of receiving an acknowledgement
in manuscripts and written or oral presentations in
recognition of its sponsorship of the Study.

10.7. Institution and investigator
acknowledge and agree that Study Data that is not
published, presented, or otherwise disclosed in
accordance with this Section 10 (“Unpublished Data”)
remains within the definition of Confidential
Information, and Institution and Investigator shall not,
and shall ensure Study Team members do not,
disclose Unpublished Data to any third party or
disclose any Study Data to any third party in violation
of this Agreement. Institution and Investigator shall
not, and shall ensure that Study Team members do
not, engage in interviews or other contacts with the
media, including without limitation to newspapers,
radio, television, social media, and the Internet,
related to the Study, the Investigational Product,
Sponsor Inventions, or Study Data without the prior
written consent of Sponsor; provided that this
provision does not prohibit publication or presentation
of Study Data in accordance with this Section 10.

Study Equipment

11.1. Sponsor will provide at no cost to
Institution and/or the Investigator the following
equipment required for the conduct of the Study:
ePRO Tablets (“Equipment”). Upon the delivery of
Equipment, Institution and Investigator will promptly
inspect the Equipment and provide a written notice of
acceptance to Allucent or Sponsor. The Institution
and the Investigator shall ensure that the Equipment
is maintained and controlled in accordance with the
Allucent’s and Sponsor’s instructions, any applicable
laws and regulations, and in the manner outlined in
the Protocol. The Institution and the Investigator
acknowledge and agree that the Equipment shall be
used for the sole purpose of conducting the Study in
strict accordance with the Protocol and for no other
purpose, and it shall not be transferred to any third
parties. Access to and use of the Equipment shall be
limited to only Institution’s employees, Study Team
members, subcontractors, agents, affiliates, and
related personnel who are under the Investigator's
direct control and who shall use the Equipment only
as set forth herein. Access to and use of the ePRO
tablets shall be limited to the Study Subjects and to
Institution’s employees, sub-investigators,
subcontractors, agents, affiliates, and related
personnel who are under the Investigator's direct

11.1. Zadavatel

rukopise a v pisomnej alebo Ustnej prezentacii
podakovanie Zadavatelovi v ramci uznania za jeho
garantovanie Stidie, ak o to prejavi zaujem.

10.7.Zdravotnicke zariadenie a Skisajuci ber( na

vedomie a sthlasia s tym, Ze tdaje Studie, ktoré nie
su zverejnené, prezentované alebo inak zverejnené
v stlade s touto ¢astou 10 (dalej len ,Nezverejnené
udaje®), zostavaju v ramci definicie Dévernych
informacii a Zdravotnicke zariadenie a Skusajici
zabezpetia, aby Clenovia timu Stidie nezverejnil
nepublikované Udaje Ziadnej tretej strane, resp.
nezverejnili Ziadne Udaje Stdie Ziadnej tretej strane
v rozpore s touto Zmluvou. Zdravotnicke zariadenie
a Skusajuci sa nebudl zapajat' do rozhovorov alebo
inych kontaktov s mediami, vratane novin, radia,
televizie, socialnych médii a internetu, ktoré sGvisia
so Studiou, Skasanym liekom, vynalezmi Zadavatela
alebo Gdajmi Stidie bez predchadzajiceho
pisomného sthlasu Zadavatela za predpokladu, Ze
toto ustanovenie nezakazuje zverejiiovanie alebo
prezentaciu udajov Stidie v stlade s touto &astou
10.

11. Vybavenie

poskytne zadarmo Zdravotnickemu
zariadeniu  afalebo  SkiSajicemu  nasledujtice
pomécky potrebné na realizaciu Stidie: Tablety
ePRO  (dalej len ,Vybavenie®). OkamZite po
doruceni Vybavenia, Zdravotnicke zariadenie a
Skusajici bezodkladne Vybavenie skontroluju a
pisomne oznamia prijatie Vybavenia spoloénosti
Allucent alebo  Zadavatelovi.  Zdravotnicke
zariadenie a Sku3aj(ci zabezpedia, Ze s Vybavenim
sa bude zaobchadzat a\Vybavenie bude
kontrolované v silade s instrukciami spolo&nosti
Allucent alebo Zadavatela, akymikolvek prislugnymi
pravnymi predpismi a regulacnymi opatreniami a
sposobom ustanovenym v Protokole. Zdravotnicke
zariadenie a SkdSajlci ber(i na vedomie a suhlasia s
tym, Ze Vybavenie bude pouZité vylucne na tcely
vykonavania Stidie v prisnom stlade s Protokolom
a nie na akykolvek iny Ucel, a nebude predané
akymkolvek tretim straném. Akékolvek
zaobchadzanie a wuzivanie Vybaveni bude
vyhradené iba pre zamestnancov Zdravotnickeho
zariadenia,  Clenov  Studijného  timu
subdodavatelov, splnomocnencov, pridruzené
spolonosti, a prislusny personal, ktori si pod
priamou kontrolou Sku3ajiceho a ktori budi
pouzivat Vybavenie iba spdsobom tu uvedenym.
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12,

control and who shall use the Equipment only as set
forth herein.

112 In the event that the Equipment is lost,
damaged, or destroyed while at the Institution or with
the Investigator, the Institution and the Investigator
shall be jointly and severally liable to Sponsor for the
repair or replacement cost of Equipment. The
Institution and Investigator shall use their best efforts
to ensure that the Study schedule set forth in the
Protocol is not delayed as a result of the loss, damage
or destruction of the Equipment. If the Equipment is
lost or stolen during the Study, Institution shall pay the
full replacement cost of the Equipment, which is
estimated at 544.38 USD per ePRO tablet. Institution
and/or Investigator will not be responsible for loss,
damage or destruction of the ePro tablet if the loss,
damage or destruction occurs while the ePRO tablet
is in the possession of a Study Subject.

1.3, At the conclusion or termination of the
Study, unless otherwise agreed in writing by the
Parties, Institution and the Investigator shall return the
Equipment in accordance with the instructions from
and at the expense of Sponsor-. Institution and the
Investigator shall be jointly and severally liable for any
loss, damage, or destruction in shipment due fo its
negligence or willful misconduct regarding the
shipment or its failure to follow the instructions
provided by Sponsor, as applicable. Sponsor shall not
be in any case liable for any indirect or consequential
damages related to the use of Equipment, even if
Institution/Investigator were advised of the possibility
thereof.

Inventions

12.1. The Institution and Investigator
acknowledge and agree that Sponsor shall own all
right, title and interest in and to any and all, Study
Data, discoveries, technology, results and inventions
(whether patentable or not), made by the Institution or
Investigator or any of Institution's employees and/or
any agents (including Study Team members) in
performance of the Study, including inventions related
to the Investigational Product, or as a result of using

Pristup k tabletom ePRO a ich pouzivanie bude
obmedzené na subjekty klinického skusania a na
zamestnancov Zdravotnickeho zariadenia, spolu-
skisajucich, subdodavatelov, splnomocnencov,
pridruzené spolo¢nosti a prislusni zamestnanci, ktori
st pod priamou kontrolou Skusajticeho a ktori budu
pouzivat Vybavenie len tak ako je tu uvedené.

11.2.V pripade, Ze sa Vybavenie strati, poskodi alebo

zni¢i poCas doby, po ktor( sa bude nachadzat v
Zdravotnickom zariadeni, Zdravotnicke zariadenie a
Skusajuci su spoloéne a nerozdielne zodpovedni
Zadavatelovi za opravu alebo naklady na vymenu
Vybavenia. Zdravotnicke zariadenie a Skusajici
vynaloZia maximalne Usilie, aby zabezpedili, Ze
akékolvek oneskorenie Studiiného harmonogramu
stanoveného Protokolom nie je spdsobené stratou,
poskodenim alebo zniCenim Vybavenia. Ak ddjde
podas Stidie k strate alebo odcudzeniu Vybavenia,
Zdravotnicke zariadenie uhradi celé naklady na
vymenu Vybavenia, ktoré sa odhadujii na 544,38
USD za tablet ePRO. Zdravotnicke zariadenie
alalebo SkudSajici nebude zodpovedny za stratu,
poskodenie alebo zniGenie tabletu ePro, ak k strate,
poskodeniu alebo znieniu dbjde v Case, ked je
tablet ePRO v drzbe Subjektu klinického skusania..

11.3. Pri skonéeni alebo pred¢asnom ukonéeni Studie, ak

nie je pisomne stanovené medzi Stranami inak,
Zdravotnicke zariadenie a SkuSajuci vratia
Vybavenie v sulade s inStrukciami Zadavatela, a to
na jeho naklady. Zdravotnicke zariadenie a
Skusajuci su spolocne a nerozdielne zodpovedni za
akukolvek stratu, poSkodenie alebo zniCenie
zasielky sposobené jej nedbanlivostou alebo
nespravnym spravovanim v suvislosti so zasielkou
alebo  nedodrzanim  pokynov  vydanych
Zadavatefom. Zadavatel nebude v Ziadnom pripade
zodpovedny za akékolvek nepriame alebo nasledné
Skody €i ujmy vzniknuté v suvislosti s pouzivanim
Viybavenia, aj ked Zdravotnicke
zariadenia/Skusajlci boli o moznosti vzniku Skody
informovani.

12. Vynalezy

12.1. Zdravotnicke =zariadenie a SkuSajici beru na

vedomie a sthlasia s tym, Ze Zadavatelovi prisludia
véetky prava, naroky, a podiely na akychkolvek
objavoch, technolégiach, vysledkov a vynalezoch (Ci
uz mézu byt predmetom patentovej prinlasky alebo
nemdzu), ktoré urobilo Zdravotnicke zariadenie
alebo Skusajuci alebo ktorykolvek zamestnanec
Zdravotnickeho zariadenia a/alebo spinomocnenci
(vratane ¢lenov Studijného timu) pri vykonavani
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13.

Investigational Product or Confidential Information, in
each case together with all intellectual property rights
relating thereto (collectively, “Sponsor Inventions”)
and the Institution and Investigator hereby each
assign to Sponsor, and shall ensure any of
Institution's employees and/or agents (including
Study Team members) assign to Sponsor, all of its
right, title, and interest in and to all Sponsor
Inventions.

122 The Institution and Investigator
acknowledge that they have no right to pursue any
patent or other intellectual property protection with
respect to Sponsor Inventions. The Institution and
Investigator will disclose promptly and shall ensure
any Institution's employees and/or agents (including
Study Team members) disclose, to Sponsor or its
nominees any and all Sponsor Inventions. The
Institution and Investigator will (and shall cause any of
their employees and/or agents (including Study Team
members) to) execute any and all applications,
assignments, or other instruments, give such
testimony and take such other actions as Sponsor
shall reasonably deem necessary to evidence, effect,
perfect or record Sponsor's sole ownership of
Sponsor Inventions and to apply for, secure, and
maintain patent or other proprietary protection of such
Sponsor Inventions worldwide. All Sponsor Inventions
and any information with respect thereto shall be
Confidential Information of Sponsor subject to the
confidentiality, — non-disclosure, and  non-use
obligations set forth in Confidentiality section. The
Institution shall ensure that all of its personnel and
agents have a contractual obligation to assign all
Sponsor Inventions to the Institution, so that the
Institution can comply with its obligations under this
section, and the Institution shall promptly obtain such
assignments.

Term and Termination

13.1. This Agreement shall commence on the
Effective Date and, unless earlier terminated in
accordance with this section, shall continue in force
until completion of the Study and until the Institution
and Investigator have delivered all completed and
corrected CRFs, reports and other documentation
required by the Protocol to Sponsor/Allucent and
Institution and Investigator have received all

Stidie vratane Vynalezov tykajticich sa Skiisaného
lieku spolu alebo ako vysledok pouZzitia Ski$aného
lieku alebo Dovernych informécii, v kazdom pripade
s0 vSetkymi pravami duSevného viastnictva, ktoré sa
tu k nim vztahuju (spolone dalej len ,Vynalezy
Zadavatela“) a Zdravotnicke zariadenie a Skusajlci
ich tymto postupuju Zadavatelovi a zaistia, Ze
ktorykolvek zamestnanec Zdravotnickeho
zariadenia a/alebo splnomocnenci (vratane élenom
Studijného timu) postapia Zadavatelovi vietky svoje
prava, naroky a podiely na vietkych Vynalezoch
Zadavatela.

12.2. Zdravotnicke zariadenie a Sk(Sajici berd na

vedomie, Ze nemaju Zziadne pravo uplatiovat
akykolvek patent alebo inG ochranu dusevného
vlastnictva v suvislosti s Vynalezmi Zadavatela.
Zdravotnicke zariadenie a Skusajlci bezodkladne
spristupni  a zaisti, Ze akykolvek zamestnanec
Zdravotnickeho zariadenia a/alebo splnomocnenci
(vratane &lenov  Studijného timu)  spristupnia
Zadavatelovi alebo jeho poverenym osobam vietky
Viynalezy Zadavatela. Zdravotnicke zariadenie a
Skusajuci zaisti (a prindti kazdého zo svojich
zamestnancov a/alebo spinomocnencov (vratane
élenov Studijného timu), aby) vSetky Ziadosti,
postipenia a dalSie nevyhnutné Ukony a pripadné
vysvetlenia a akékolvek dalSie aktivity, ktoré su
nevyhnutné k osvedCeniu, vykonu a preukazaniu
wlucného vlastnictva Vynalezu Zadavatefa
a zaistenie audrZanie pripadnych patentovych
narokov a slvisiacej ochrany tychto Vynalezov
Zadavatefa  celosvetovo.  V3etky  Vynalezy
Zadavatela a akékolvek informacie stvisiace a nimi
st Dvernymi informaciami Zadavatela podliehajuci
povinnostiam  dbvernosti, nezverejfiovania a
nepouzivania tak, ako je stanovenad v élanku
Dévernost. Zdravotnicke zariadenie zaisti, aby
vSetci jej pracovnici a spinomocnenci mali zmluvnu
povinnost' spristupnit’ vSetky Vynalezy Zadavatela
Zdravotnickemu zariadeniu, aby Zdravotnicke
zariadenie mohlo splnit svoje povinnosti podla tohto
ustanovenia a aby Zdravotnicke zariadenie tieto
postlpenia bezodkladne ziskalo.

13. Doba trvania a ukonéenie Zmiuvy

13.1.Tato Zmluva nadoblda U&innost dfiom uéinnosti a

pokial sa neukonCi skor v sllade s ustanovenim
tohto &lanku, zostava v platnosti do ukoncenia Studie
a dovtedy, kym Zdravotnicke zariadenie a Skusajuci
nedorucia Zadavatelovi/spolocnosti Allucent vsetky
vypinené a opravené CRF, spravy a dalsiu
dokumentaciu  poZadovani  Protokolom a
Zdravotnicke zariadenie a Skusajuci obdrzia vSetky
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payments due as of termination or until terminated
earlier in accordance with this section.

13.2. Sponsor may terminate this Agreement  13.2.

and/or any portion hereof, at any time with or without
cause, giving the Institution and Investigator written
notice of such termination.

13.3. This Agreement may be terminated by 13.3.
Sponsor immediately in the event of the following:

13.3.1. approval to perform the Study has been
withdrawn by the relevant IEC/IRB or
Regulatory Authority;

13.3.2. the magnitude or significance of
Adverse Events in relation to the
Investigational Product administered in the
Study supports immediate termination of
the Study;

13.3.3. failure by the Institution or Investigator
to enroll Study Subjects at a rate sufficient
to achieve Study performance goals;

13.3.4. circumstances thatin Sponsor’s opinion
pose risks to the health or wellbeing of
Study Subjects;

13.3.5. breach of applicable laws or regulations
by Institution or Investigator;

13.3.6. breach of debarment and anti-bribery
clauses by Institution or Investigator;

13.3.7. involvement of Institution/Investigator in
a competing clinical trial.

134. This Agreement may be terminated by 13.4.

either Party in the event of a material breach by the
other Party of its obligations under this Agreement,
provided that the breaching Party is given written
notice of the nature of the default and an opportunity
to cure such default within a period of at least thirty
(30) days after the giving of such notice.

platby splatné ku diiu ukoncenia alebo do okamihu
predéasného zaniku Zmluvy podla ustanoveni tohto
¢lanku.

Zadavatel mdze vypovedat tito Zmluvu a/alebo
akuakolvek jej ast kedykolvek s udanim alebo bez
udania ddvodu, pricom dorugi pisomni vypoved
o takomto ukon€eni Zdravotnickemu zariadeniu
a Skusajicemu.

Zadavatel mdze vypovedat tato  Zmluvu
bezodkladne v nasledujtcich pripadoch:

13.3.1. sthlas s vykonavanim Stadie bol vzaty
spat prislusnou EK alebo prislusnym
Regulacnym organom;

13.3.2. rozsah alebo zavaznost NeZiaducich
udalosti vo vztahu ku SkiSanému
licku podavanému vramci Studie s
podkladom pre okamzité preruSenie
Studie;

13.3.3. Zdravotnicke zariadenie alebo
Ski3ajlci nenaberi dostatoény podet
Subjektov klinického skisania
k dosiahnutiu ciefov Studie;

13.3.4. okolnosti, ktore podla  nazoru
Zadavatela bud( predstavovat’ zdravotné
riziko alebo ohrozenie Zivotnej pohody pre
Subjekty klinického skusania;

13.3.5. porudenie  prislusSnych  pravnych
predpisov alebo regulanych opatreni
Zdravotnickym zariadenim alebo
Skusajucim;

13.3.6. poru3enie vyluéovacich alebo
profikorupénych dohdd Zdravotnickym
zariadenim alebo Skusajtcim;

13.3.7. ucast Zdravotnickeho  zariadenia/
Skusajuceho v konkurenénom  Klinickom
skdgani.

Ktorakolvek Strana moZe odstlpit od tejto Zmluvy
v pripade, ze druha Strana podstatnym spdsobom
porusi svoje povinnosti podlfa tejto Zmluvy, za
predpokladu, Ze porudujuca Strana dostane
pisomné oznamenie o povahe neplnenia a prileZitost
na napravu v lehote tridsiatich (30) dni od dorucenia
tohto oznamenia.
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13.5. If this Agreement is terminated, the
Institution and Investigator shall provide for an orderly
cessation of the Study in a manner determined by
mutual agreement of the Parties that recognizes the
best interests and welfare of the Study Subjects and
is designed to be safe for Study Subjects enrolled in
the Study in accordance with all applicable laws, rules
and regulations. The Institution and Investigator will
use commercially reasonable efforts to minimize
costs associated with the cessation of the Study.
Such costs will be borne by Sponsor as mutually
agreed to by the Parties. Promptly following the
effective date of any termination, the Institution and
Investigator shall provide to Sponsor/Allucent all
Study Data and other data and information collected
in connection with the Study in any and all formats
available, including electronic format and computer
files and programs. After receipt of all documentation,
Study Data, and information regarding the Study by
Sponsor/Allucent from the Institution and Investigator,
Sponsor shall provide compensation in accordance
with Appendix 1 and this Agreement for the conduct
of the Study (pro rata payments for all work finished
or begun by Institution and Investigator or costs
irrevocably committed to third parties if in accordance
therewith) up to the effective date of the termination of
this Agreement.

13.6. If this Study is terminated prematurely,
the Investigator agrees to furnish to Sponsor/Allucent
all CRFs completed and/or partially completed up to
the date of termination of the Study, as well as all
other Study related materials including, but not limited
to Investigational Product. Institution may retain a
copy of Study records for archival purposes, as
required by national law, and to the extent necessary
to execute Institution’s rights under this Agreement, in
a secure location in compliance with the terms herein,
subject to the confidentiality obligations under this
Agreement.

13.1. Sponsor also reserves the right to
instruct the Institution in writing to enroll fewer or more
Study Subjects than the number agreed at the time of
the signature of this Agreement, in which case the
payment due to the Institution and Investigator will be
made on a pro-rata basis.

13.5. Pokial tato Zmluva zanikne, Zdravotnicke zariadenie

a SkuSajuci sa zavazujl riadne ukongit Studiu
spdsobom, ktory bude vzéjomne medzi Stranami
dohodnuty s prihliadnutim  k najlep§im  zaujmom
apohode  Subjektov  klinického  skdSania
a ukoncenie bude navrhnuté tak, aby bolo bezpeéné
pre Subjekty klinického skusania zaclenené do
Stadie v sulade so vietkymi prisluSnymi pravnymi
predpismi, pravidlami a regulanymi opatreniami.
Zdravotnicke zariadenie a SkuSajuci vyvinie
obchodne primerané Usilie k minimalizacii nakladov
spojenych s ukon&enim Stadie. Tieto naklady budu
Zadavatefom uhradené podfa vzajomnej dohody
medzi Stranami. lhned po G¢innosti zaniku Zmluvy
Zdravotnicke zariadenie a SkdSajuci poskytne
Zadévatelovi/spoloénosti Allucent vSetky Studijné
ldaje atieZ iné Udaje ainforméacie zhromazdené
v stvislosti so Studiou a to vo vietkych formatoch,
zahffiajlic elektronické formaty, pocitadové subory
aprogramy. Po tom, Co Zadévatvel’!spoloénost’
Allucent prijme vSetku dokumentaciu, Studijné udaje
a informacie tykajlice sa Studie od Zdravotnickeho
zariadenia a Sku$ajuceho, Zadavatel sa zavézuje
zaplatit odmenu v stlade s Prilohou 1 tejto Zmluvy
atouto Zmluvou za vykonavanie Stidie (pomerné
platby za vSetky ukonCené Ukony alebo zacaté ukony
Zdravotnickeho zariadenia a SkuSajuceho alebo
neodvolatelné, zavézné platby tretim strandm,
pokial majl stvislost s tymito Gkonmi) k datumu
zaniku tejto Zmluvy.

13.6.V pripade, Ze bude Stidia ukoncena predZasne,

Skusajuci sthlasi, Ze poskytne
Zadavatelovi/spolocnosti Allucent vSetky kompletné
zaznamy CRF alalebo Ciastotne vypinené ku diu
ukondenia Stidie a taktiez vSetky ostatné materialy
tykajuce sa Studie, okrem iného Skuany liek.
Zdravotnicke zariadenie je opravnené ponechat si
képiu Studijnych zaznamov na archivacné ucely, ak
to vyzaduje vnutroStatne pravo, ato vrozsahu
potrebnom na vykon prav Zdravotnickeho zariadenia
podla tejto Zmluvy, ato na bezpetnom mieste
vsulade s ustanoveniami tejto Zmluvy a pod
podmienkou  dodrzania  zavazkov  ohfadom
dovernosti podla tejto Zmluvy.

13.7. Zadavatel si taktieZ vyhradzuje pravo udelovat

pisomné pokyny Zdravotnickemu zariadeniu
k zaradeniu vacSieho alebo menSieho poctu
Subjektov  klinického skdSania neZ je pocet
dohodnuty v dobe podpisu tejto Zmiuvy, v takomto
pripade budl platby Zdravotnickemu zariadeniu a
Skusajucemu poskytnuté na pomernom zaklade.
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14.

13.8. Termination of this Agreement by any 13.8.Ukoncenie tejto Zmluvy ktoroukolvek Zmiuvnou

Party shall not affect the rights and obligations of the
Parties accrued prior to the effective date of
termination of this Agreement.

Liability and Indemnification

14.1. The Institution and Investigator
acknowledge that they are acting as independent
confractors and not as employees of Allucent or
Sponsor.  Neither  Insfitution/Investigator, its
employees, delegates, or Study Team shall have the
authority to act on behalf of or bind Sponsor in any
manner whatsoever unless otherwise authorized in
this Agreement or in a separate writing signed by
Sponsor, whichever is applicable.

14.2. The Institution shall indemnify, defend
and hold harmless Allucent, Sponsor and their
directors, officers, employees, affiliates, contractors,
and agents (collectively, “Sponsor Indemnitees”) for
any and all losses, damages, costs, expenses,
including without limitation reasonable attorneys' fees
(collectively, “Losses”) incurred by or imposed upon
any Sponsor Indemnitee as a result of any claims
brought by a third party to the extent those Losses
arise out of:

14.2.1. failure of the Institution, its employees,
affiliates, contractors, Investigator or their
co-workers, and/or Study Team to adhere
to the Agreement, the Protocol or agreed
amendments or reasonable written
recommendations and instructions by
Allucent or Sponsor relating to the
services;

14.2.2. failure of Institution, its employees,
affiliates, contractors, Investigator or their
co-workers, andfor Study Team to comply
with local law or regulations applicable to
the performance of its obligations under
this Agreement;

14.2.3. medical malpractice, negligent act or
omission or willful misconduct by the
Institution, its employees, (including

stranou nema vplyv na prava a povinnosti Zmluvnych
stran vzniknuté pred datumom, ku ktorému
ukongenie tejto Zmluvy nadobudlo GCinnost.

14. Zodpovednost a odSkodnenie

14.1.Zdravotnicke zariadenie a Sku3ajuci berd na

vedomie, Ze vystupuji ako nezavisli dodavatelia a
nie ako zamestnanci spoloénosti Allucent &
Zadéavatela. Zdravotnicke zariadenie/Skusajuci ani
ich zamestnanci, zastupcovia & ¢lenovia Studijného
timu nemaji pravomoc konat v mene Zadavatela,
resp. ho k &omukolvek akymkolvek spdsobom
Zavazovat, pokial takato pravomoc nevyplyva z tejto
Zmluvy, pripadne z inej samostatnej pisomnosti
podpisanej Zadavatelom.

14.2. Zdravotnicke =zariadenie bude branif, poskytne

ochranu a od$kodnispolo¢nost Allucent, Zadavatela
a jeho riaditelov, manazérov, zamestnancov,
pridruzené spoloénosti, dodavatefov a poverene
osoby (spoloéne dalej len ,Chranené osoby
Zadavatela“) za akékolvek straty, Skody, néklady,
vydavky vratane, bez obmedzenia, primerané
poplatky za pravne zastupovanie (spoloéne ,Straty),
ktoré vznikli alebo ktoré sa ukladaju ktorejkolvek
chranenej osobe Zadavatela v  ddsledku
akychkolvek narokov vznesenych tretou stranou v
rozsahu, v akom tieto straty vznikaju z titulu:

14.2.1. nedodrzania ustanoveni tejto Zmluvy,
Protokolu, dohodnutych dodatkov, alebo
dévodnych pisomnych odporicani a
pokynov  spoloénosti  Allucent &
Zadavatela tykajucich sa Sluzieb zo strany
Zdravotnickeho zariadenia, jeho
zamestnancov, pridruzenych subjektov,
dodavatefov a Skusajuceho ¢&i ich
spolupracovnikov a/alebo Studijného timu;

14.2.2. nedodrzania sdladu s miestnymi
pravnymi predpismi, alebo regulacnymi
opatreniami pouzitelnymi na spinenie
zavazkov z tejto Zmluvy zo sfrany
Zdravotnickeho zariadenia, jeho
zamestnancov, pridruzenych subjektov,
dodavatelov,  Sku3ajuceho ¢ ich
spolupracovnikov a/alebo Studijného timu;

14.2.3. zanedbania starostlivosti,

nedbanlivostnym konanim, alebo

opomenutim, alebo umyselnym
pochybenim, zo strany Zdravotnickeho
zariadenia, jeho zamestnancov (vratane
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Investigator), affiliates, contractors, and/or
Study Team;

14.2.4. breach (including but not limited to
breach of warranty) of this Agreement
(including the Protocol) by the Institution,
its employees (including Investigator),
affiliates, contractors, and/or Study Team.

14.3. The Institution, the Investigator and all
Study Team members shall have all valid licenses
and permits as may be required to perform clinical
studies. Institution and Investigator shall maintain in
full force and effect throughout the performance of the
Study professional and general liability insurance in
amounts appropriate to cover their liability for any
damage which may be caused as a result of fault or
negligence of the Institution, Investigator or any Study
Team member in the performance of the Study. Proof
of such insurance shall be provided to Allucent or
Sponsor upon request.

14.4. Sponsor undertakes to indemnify and
hold harmless Institution, Investigator, and their
respective employees, agents, trustees, officers, and
directors (collectively, “Institution Indemnitees”) for
any and all Losses incurred by or imposed upon any
Institution Indemnitee as a result of any claims
brought by a third party to the extent such Losses
arise out of (1) the personal injury of a Study Subject
directly resulting from administration of the
Investigational Product in accordance with the
Protocol, written directions of Sponsor, and all
applicable laws and regulations pertaining to the
administration of the Investigational Product or (2) the
negligence or intentional misconduct of Sponsor,
Allucent, or their respective employees or agents;
except, in each case to the extent any such Losses
result from any of the Institution’s, Investigator’s, or its
employees and delegates acts as outlined in Section
14.2.1 - 14.2.4. Sponsor's agreement to indemnify
and hold harmless Investigator Indemnitees as set
forth above is conditioned on Institution: (a) providing
prompt notice to Sponsor of any potential or actual
Losses after Institution has knowledge of such
potential or actual Losses (and in no event more than
seven (7) calendar days from the date Institution first
obtains such knowledge); (b) permitting Sponsor to
assume full responsibility to investigate, prepare for,
and defend against any such Losses; (c) assisting
Sponsor, at Sponsor’s reasonable expense, in the
investigation of, preparation for, and defense against

Skusajuceho), pridruzenych subjektov,
dodavatelov a/alebo Studijného timu;

14.2.4. poruSenia (vratane porudenia zaruk
Stran) tejto Zmluvy (vratane Protokolu) zo
strany Zdravotnickeho zariadenia, jeho
zamestnancov (vratane SkuSajiceho),
pridruZenych  subjektov, dodavatelov
a/alebo Studijného timu.

14.3. Zdravotnicke zariadenie, Sk($ajlici a vSetci ¢lenovia

Studijného timu maju platné licencie a povolenia
potrebné na vykonavanie klinickych  tidii.
Zdravotnicke zariadenie a SkuSajuci budd mat
platné a acinné profesijné a vSeobecné poistenie
zodpovednosti za 8kodu v priebehu vykonavania
Stadie, a to vo vy$ke dostatoénej pre pokrytie ich
zodpovednosti za Skodu/ujmu pripadne spdsobent
ako vysledok pochybenia, alebo zanedbania zo
strany Zdravotnickeho =zariadenia, Sku$ajliceho
alebo akéhokolvek clena Studijného timu v ramci
vykonavania Studie. Dokaz o takomto poistenf bude
poskytnuty spolognosti Allucent, alebo Zadavatelovi
na vyZiadanie.

Zadavatel sa zavazuje odskodnit a ;chranif
Zdravotnicke zariadenie, SkiSajiceho a ich
prislusSnych  zamestnancov, poverené osoby,
spravcov, manazérov a riaditefov (spoloéne
.Chranené osoby Zdravotnickeho zariadenia“) za
vetky straty, ktoré vznikni alebo ktoré im boli
uvalené ako odskodné v désledku akychkolvek
narokov vznesenych tretou stranou v rozsahu, v
akom takéto Straty vyplyvajd z (1) osobného
zranenia Subjektu Klinického skusania priamo
vyplyvajiceho z podavania SkuSaneho lieku v
sulade s Protokolom, pisomnymi pokynmi
Zadavatela a v3etkymi prislusnymi zakonmi a
nariadeniami. v slvislosti s podavanim Ski3aného
lieku alebo (2) nedbalosti alebo Umyselného
pochybenia Zadavatela, spolocnosti Allucent alebo
ich prislusnych zamestnancov alebo poverenych
0sdb; v kazdom pripade s vynimkou pripadov, ked
su takéto Straty vysledkom akehokolvek konania
Zdravotnickeho zariadenia, Ski$ajuceho alebo jeho
zamestnancov a delegétov, ako je uvedené v Casti
14.2.1 — 14.2.4. Sthlas Zadavatela s odskodnenim
a zbavenim zodpovednosti chranenych osdb
Skusajlceho, ako je uvedené vyssie, je podmieneny
tym, Ze Zdravotnicke zariadenie: (a) poskytne
Zadavatelovi okamzZite oznamenie o akychkolvek
potenciélnych alebo skutoénych Stratach po tom, o
sa Zdravotnicke zariadenie o takychto potencialnych
alebo skutoénych stratdch dozvie (a v Ziadnom
pripade nie viac ako sedem (7) kalendarnych dni odo
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any claim, demand or action relating to such Losses;
(d) not compromising or settling any claim, demand or
action in respect of such Losses; and (e) keeping and
promptly making available to Sponsor all records
concerning the conduct of the Study, the receipt,
storage, handling, and administration of the
Investigational Product, and any and all Losses.

14.5. Sponsor shall reimburse Investigator
Indemnitees for reasonable and necessary expenses
incurred for acute treatment of injury to a Study
Subject, including hospitalization, which occurs in the
performance of the Protocol and arising directly as a
result of the Investigational Product or procedures
required by the Protocol, provided those expenses
are not (a) covered by the Study Subject's medical or
hospital insurance, or any similar third-party payor
providing such medical or hospital coverage, except
to the extent not permitted by applicable law,
regulations, or rules; (b) attributable to a failure of any
Institution Indemnitee, or any of its personnel
conducting the Study, to adhere to the terms of the
Protocol (for clarity, protocol deviations due to
medical necessity are not to be construed as a failure
to comply with the terms of the Protocol); (c)
attributable to the negligence, gross negligence, or
willful misconduct of any Institution Indemnitee or any
of its personnel conducting the Study; (d) attributable
to the Study Subject causing injury or the failure of the
Study Subject to follow the reasonable instructions of
Investigator relating to the requirements of the Study;
or (e} attributable to a pre-existing medical condition
or underlying disease of the Study Subject or
treatment that would have been provided to the Study
Subject as a standard of care notwithstanding
participation in the Study.

14.6. In no event shall Sponsor or Allucent be
liable towards Institution or Investigator for any
indirect, incidental, special, or consequential
damages or lost revenue or profits arising out of the
provision of services hereunder.

dia, ked Zdravotnicke zariadenie prvykrat ziskalo
takéto poznatky); (b) umozneni Zadavatelovi
prevziat pin0 zodpovednost za vySetrovanie,
pripravu a obranu proti takymto Stratam; (c) pomaha
Zadavatelovi za primerané néklady Zadavatela pri
vySetrovani, priprave a obrane proti akémukolvek
naroku, poZiadavke alebo akeii sivisiacej s takymito
Stratami; (d) nezmierfiuje ani neurovnava akykolvek
narok, poziadavky alebo konania v slvislosti s
takymito Stratami; a (e) uchovava a okamzite
spristupni vietky zaznamy tykajlce sa vykonavania
Studie, prijmu, skladovania, manipulacie a
podavania Skusaneho lieku a akychkolvek Strat
Zadavatelovi.

Sponzor uhradi  Chranenym  osobam
Skusajiceho primerané a nevyhnutné vydavky
vynaloZzené na akitnu lieCbu zranenia Subjektu
klinického skdsania, vratane hospitalizacie, ku ktorej
dojde pri plneni Protokolu a vznikne priamo v
dosledku  Skusaného lieku alebo postupov
pozadovanych Protokolom, za predpokladu, Ze tieto
vydavky nie si (a) kryté zdravotnym alebo
nemocniénym  poistenim  Subjektu  klinického
skSania ani inym podobnym platcom tretej strany
poskytujucim takéto zdravotné alebo nemocniéné
krytie, okrem rozsahu, ktory nepovoluju prislusné
zakony, predpisy alebo pravidla; (b) spésobené
nedodrzanim podmienok Protokolu zo strany
ktorejkolvek Chranenej osoby Zdravotnickeho
zariadenia  alebo  kioréhokolvek z  jeho
zamestnancov  vykonavajlcich  Stadiu  (pre
objasnenie - odchylky od Protokolu z dévodu
lekarskej potreby sa nemaju vykladat ako
nedodrzanie podmienky Protokolu); (c) zapritinené
nedbalostou, hrubou  nedbanlivostou  alebo
umyselnym nespravnym konanim  ktorejkolvek
Chrénenej osoby Zdravotnickeho zariadenia alebo
ktoréhokolvek z jeho zamestnancov vykonavajlceho
Studiu; (d) zapriinené tym, Ze Subjekt Klinického
skusania spdsobil zranenie alebo nedodrziaval
primerané pokyny SkU3ajiceho tykajlice sa
poziadaviek Studie; alebo (e) zapridinené uz
existujicim zdravotnym stavom alebo zakladnou
chorobou Subjektu klinického skusania alebo liechy,
ktora by bola Subjektu Klinického skdsania
poskytnuta ako Standardné starostlivost bez ohfadu
na ucast v Studii.

14.6.Zadavatel ani spoloénost Allucent nebudu

v Ziadnom pripade zodpovedni vodi Zdravotnickemu
zariadeniu alebo Sku$ajucemu za nepriame,
nahodné, $pecialne alebo nasledné Skody/ujmy &i
usle prijmy alebo zisky z titulu poskytovania sluzieb
podia tejto Zmluvy.
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14.7. Sponsor shall arrange liability insurance
policy prior to commencement of the Study in
accordance  with  applicable laws  whereby
compensation for death of Study Subject shall be
covered as well as compensation for health damage
to Study Subjects as a result of performance of the
Study.

14.8. Proof of such insurance shall be
attached hereto as Appendix 3. /

14.7. Zadavatef je povinny zabezpeit, aby pred za¢atim
Stadie bolo, vstlade s pouZitelnymi  pravnymi
predpismi, uzavreté poistenie zodpovednosti za
Skodu, prostrednictvom ktorého je zabezpedené aj
odskodnenie v pripade smrti Subjektu klinického
skusania, alebo v pripade $kody vzniknutej na zdravi
Subjektov  klinického ~ skusania v  ddsledku
vykonavania Studie.

14.8. Dokaz o uzavreti takéhoto poistenia bude prilozeny
k tejto Zmluve ako jej priloha 3. /

15. Payments and Transparency 15. Platby a Transparentnost
15.1. Sponsor or Allucent acting as its 15.1.Zadéavatel alebo spolocnost Allucent ako jeho
payment agent will pay fees and reimburse for costs zastupca pre platby zaplati poplatky a uhradi néklady
related to the Study to the recipient indicated in spojené so Stadiou prijemcovi uvedenému v Prilohe
Appendix 2 (‘Payee”) in accordance with the payment 2 (dalej len ,Prilemca”) v stlade s rozpisom platieb
schedule attached as Appendix 1 and this Agreement. uvedenych v Prilohe 1 tejto Zmluvy a v tejto Zmluve.
Appendix 1 to this Agreement set forth Sponsor's Priloha 1 tejto Zmluvy a tato Zmluva zaklada pre
entire payment obligation for the Institution’s and Zadavatefa apInG  platobnd  povinnost  vodi
Investigator's performance under this Agreement, Zdravotnickemu zariadeniu a za vykonané dkony
and includes, without limitation, compensation for all Skudajliceho podia tejto Zmluvy, a zahffia, bez
of the Institution’s direct and indirect costs of materials obmedzenia, kompenzaciu za vSetky priame a
and lab, and all overhead related thereto, in nepriame naklady na material, alebo laboratoria
connection with the Study. Institution shall be solely Zdravotnickeho zariadenia a vSetky reZijné naklady
responsible for compensating Investigator and Study v sivislosti so Stidiou. Zdravotnicke zariadenie
Team members for their services provided to perform bude vyhradne =zodpovedné za odmefiovanie
the Study. In no event shall Sponsor be obligated to Skusajiceho a C&lenov Studijného timu za nimi
pay amounts in excess of the amounts set forth in poskytnuté sluzby. Za Ziadnych okolnosti nebude
Appendix 1 or this Agreement without Sponsor’s prior Zadavatel zaviazany k Uhrade akychkolvek siim
written consent. Notwithstanding the foregoing, prevysujucich sumy uvedené v Prilohe 1 tejto
Sponsor may issue a written notice to the Parties for Zmluvy, bez jeho predchadzajuceho pisomného
the purpose of increasing the Study fees described in shlasu. Bez ohladu na vy38ie uvedené, méze
Appendix 1. All payments under and amounts of Zadavatel zaslat Strandam pisomné oznamenie za
money referred to in this Agreement are expressed in Gcelom zvySenia poplatkov Studie opisanych
Euro ("Applicable Currency”). Parties hereto hereby v Prilohe 1. VSetky platby podrfa tejto Zmluvy budi
acknowledge that the payments provided for herein vykonané v mene Euro (dalej len ,Pouzitd mena").
shall be fixed without regard to fluctuations in the Strany berd tymto na vedomie, Ze platby poskytnuté
exchange rate between the Applicable Currency and podfa tejto Zmluvy st fixné bez ohladu na fluktuaciu
any other currency. menového kurzu medzi PouZitou menou a
akoukolvek inou menou.
152, The Payee is responsible for the 15.2.Priemca je zodpovedny za platbu akejkolvek
payment of any local taxation (if applicable). miestnej dane (ak takéto budu).
16. Debarment and Anti-Bribery 16. Vylicenie a protikorupéné opatrenie
16.1. Investigator hereby represents, that 16.1.Skusajlci tymto vyhlasuje, Ze vodi nemu nie je
hefshe is not under debarment action, or struck-off vedené konanie, ktorym by mohlo byt rozhodnuté o
because of debarment by any regulatory agency. jeho wyliéeni zo stavovskej organizacie alebo
pozastavenie Clenstva z dbévodu vyliéenia
Regulaénym tradom.
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16.2. Institution and Investigator each hereby 16.2. Zdravotnicke zariadenie a Skusajuci  tymto

certifies to Sponsor that Institution/Investigator, has
not used, and will not use, the services of any person
debarred under any law or regulation by any qualified
organization that protects the quality and credibility of
clinical research, in any capacity or connection with
any of the services performed pursuant to this
Agreement. This certification applies in respect of
officers, agents, and employees, including Study
Team, of Institution/Investigator, as well as third
parties with whom Institution/Investigator may
subcontract. Institution/Investigator agrees to notify
Sponsor and Allucent promptly in the event it
becomes known to Institution/Investigator that any
person so used ever becomes debarred.
Institution/Investigator ~ understands  that  this
Agreement can be terminated by Sponsor upon
receipt of notice of the foregoing without any further
notice by either Party.

16.3. The Investigator and the Institution
agree that that the Institution, Investigator and the
Study Team members or their agents,
representatives, managers or employees shall not
make or receive any payment, offer of payment,
promise to pay, or authorization of the payment or
giving, either directly or indirectly, of money or
anything of value to anyone, including but not limited
to, any Government Officials or non-governmental
entities (as defined below), if such payment is for the
purpose of influencing or rewarding improper
decisions or actions with respect to the subject matter
of this Agreement or any other aspect of Sponsor's or
Allucent's business, including but not limited to
obtaining or retaining a business or other advantage.

16.4. “Government Official” means any officer
or employee of a government, including any
department, agency or instrumentality thereof, any
government owned or controlled business, or of a
public international organization, any person acting in
an official capacity for or on behalf of any such
government owned or controlled business, or public
international organization, and any official of a political
party or candidate for political office.  Non-
governmental entity would include but is not limited to
individuals or institutions such as IEC/IRB members,
institutional approvers, referring physicians and
referring non-physicians etc. The Investigator and

Zadavatelovi kazdy samostatne dosvedéujl, Ze
nevyuzivaju ani nebudd vyuZivat' sluzby akejkolvek
osoby vylifenej z danej oblasti na zaklade
akéhokolvek zakona alebo predpisu akejkolvek
kvalifikovanej organizacie, ktoré chrania kvalitu a
déveryhodnost' klinického vyskumu, a to v zmysle
akejkolvek sluzby poskytnutej podfa tejto Zmiuvy,
resp. v suvislosti s takouto sluZbou. Toto
dosvedCenie sa vztahuje na pracovnikov, zastupcov
a zamestnancov Zdravotnickeho
zariadenia/Skugajiceho vratane élenov Studijného
timu, ako aj fretich strén, ktoré mézu byt ich
subkontraktormi. Zdravotnicke zariadenie/Skusajtici
sthlasia s tym, Ze ak sa dozvedia o vyliceni
ktorejkolvek osoby vyuZivanej na vy3sie uvedené
ucely, budi o tom Zadavatela a spoloénost Allucent
okamzite informovat. Zdravotnicke
zariadenia/Skisajuci su si vedomi toho, Zze na
zaklade prijatia vy$Sie uvedeného ozndmenia méze
Zadavatel tuto Zmluvu ukonit, a to bez akéhokolvek
dalSieho oznamenia ktoroukolvek  Zmluvnou
stranou.

16.3. SkdSajici a Zdravotnicke zariadenie stihlasia s tym,

Ze Zdravotnicke zariadenie, Ska&ajuci, ani &lenovia
Studijného timu, alebo ich agenti, zastupcovia,
manazéri, alebo zamestnanci neurobia, alebo
neprijmu akukolvek platbu, ponuku platby, prisfub k
platbe, alebo schvélenie platby, alebo priame, alebo
nepriame odovzdanie peflaznych prostriedkov,
alebo akeékolvek hodnoty komukolvek, vratane,
okrem iného, akémukolvek vladnemu Uradnikovi,
alebo mimoviadnym subjektom (ako st definované
niz8ie) ak takato platba je na Gcely ovplyviiovania,
alebo odmeriovania povaZovand za nekalé
rozhodnutia, alebo konania v zaleZitostiach
predmetu tejto Zmluvy alebo akéhokolvek iného
aspektu obchodnych aktivit Zadavatela i
spolocnosti Allucent okrem iného na ziskanie Ci
udrzanie si obchodnych aktivit & inych vyhod.

16.4.,Vladnym dradnikom” sa rozumie akykolvek tradnik

alebo zamestnanec vlady, vratane ministerstiev,
organov verejnej spravy, alebo podriadenej viadnej
organizacii, akéhokolvek $tatom vlastneného, alebo
kontrolovaného  obchodného  subjektu, alebo
medzinarodna organizacia podla medzinarodného
prava verejneho, akakolvek osoba konajlica z
tradnej povinnosti za, alebo menom akéhokolvek
Statom  vlastneného, alebo kontrolovaného
obchodného  subjektu, alebo medzinarodna
organizacia podla medzinarodného prava verejného,
a akykolvek predstavitel politickej strany, alebo
kandidat na politicky urad. Mimovladne subjekty
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Study Team members shall keep a written accounting
of all payments made by the Investigator and/or Study
Team members or their agents, managers,
representatives, or employees on behalf of the
Sponsor, or out of funds provided by the Sponsor ,
that clearly and accurately identify the persons or
entities that received such payments. A copy of this
accounting must be provided to Sponsor/Allucent
upon request. In no event shall any payment be made
by the Investigator and/or the Study Team members
or their agents, managers, representatives or
employees to any undisclosed third party. The
Investigator and Study Team members respectively
shall report any violation of the requirements of this
Section to Sponsor/Allucent immediately and agree to
make all relevant records and other documentation
relating to a violation available for Sponsor and/or
Allucent.

16.5. Additionally, each Party shall require
that its employees, co-workers or agents
(cooperating with the Institution based on relationship
other than employment) who are involved in the
conduct of the Study, will not offer, pay, request, or
accept any bribe, inducement, kickback or facilitation
payment, and shall not make or cause another to
make any offer or payment to any individual or entity
for the purpose of influencing a decision for the benefit

budi zahmat okrem iného jednotlivcov, alebo
indtiticie ako su Clenovia Europskej komisie/,
schvalovacich  organov, ich lekérov, alebo
indikujucich nelekarskych zdravotnickych
pracovnikov atd. Skusajuci a &lenovia Studijného
timu sa zavazuju uchovavat pisomné zalctovanie
véetkych platieb zo strany Sku3ajiceho alalebo
¢lenov Studijného timu, alebo ich spinomocnencov,
riadiacich ~ pracovnikov,  zastupcov, alebo
zamestnancov menom Zadavatela alebo zo zdrojov
poskytnutych Zadavatefom, ktoré jasne a presne
identifikuji osoby alebo subjekty, ktoré dostali takéto
platby. Kopia UGétovnictva musi byt poskytnuta
Zadavatelovi/spolocnosti Allucent na poZiadanie. Za
Ziadnych okolnosti nebude akakolvek platba
uhradena SkuSajucim afalebo Elenom Studijného
timu alebo ich splnomocnencom, riadiacim
pracovnikom, zastupcom alebo zamestnancom
utajenej tretej osobe. SkuSajuci a Clenovia
Studijného timu, v tomto poradi, sa zavazujl
okamzite oznamit akékolvek poruSenie poziadaviek
uvedenych v tomto &lanku Zadavatelovi/spolo¢nosti
Allucent a sthlasi s tym, Ze v3etky relevantné
zéznamy a in( dokumentaciu tykajlicu sa porusenia
spristupni Zadavatelovi a/alebo spolognosti Allucent.

16.5.Navy$e kazda zo Stran bude vyzadovat, aby jej

zamestnanci, spolupracovnici a splnomocnenci
(spolupracujica so Zdravotnickym zariadenim na
zaklade ineho pracovného vztahu, nez je
zamestnanecky), ktori sa podielajd na vykonani
Studie, nepontkli, nezaplatil, nepoZiadali alebo
neprijali  akykolvek  uplatok, podnet  Ci
povzbudzovanie, ilegdlnu  proviziu,  alebo
napomahanie k platbe. Takisto neurobia, ponuku,

of the other Party. ani nezadaju pricinu inej strane, aby urobila ponuku
platby akejkolvek fyzickej alebo pravnickej osobe na
ucely ovplyvnenia rozhodnutia v prospech inej
Strany.
17. Notices 17. Oznamenie

Any notices, requests and other communications required ~ Akékolvek  oznédmenie, ~poZiadavka, alebo ina
or permitted under this Agreement shall be given or made  komunikacia vyZadovana, alebo povolena touto Zmiuvou
in writing and shall be deemed to have been given if bude ozndmena, alebo dana pisomne a bude povazovana
delivered personally, mailed by certified mail with return  za dorucent, ak bude odovzdana osobne, zaslana postou
receipt requested, or sent by courier service to the Party doporucene s dorucenkou, alebo kuriérskou sluzbou,
to be notified at the addresses set forth below (or such Strane, ktorej je ozndmenie uréené na adresu uvedenu
other address as shall be designated by written nofice; nizSie (alebo na taky adresu, ktoré bude urena pisomnym
provided that notices of a change of address shall be oznamenim, pricom oznamenie o0 zmene adresy bude
effective only upon receipt thereof): ucinné jeho dorucenim);
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To Sponsor:

Attn.: Legal Department

Address: 10770 Wateridge Circle, Suite 210
San Diego, CA 92121, USA

To Investigator:
Attn.: MUDr. Olga Lukacova, PhD.
Address: Narodny tstav reumatickych chordb

Nabrezie Ivana Krasku 4, Piestany 92101, Slovak
Republic’

Email: olga.lukacova@nurch.sk

To Institution:

Aftn.. Mgr. Sylvia Moringova

Address: Narodny Ustav reumatickych chordb
NabreZie lvana Krasku 4, Piestany 92101,
Slovak Republic

Email: sylvia.moringova@nurch.sk
18. Entire Agreement; Severability

18.1. This Agreement, together with all
Appendices attached hereto and incorporated herein,
constitutes the entire agreement between the Parties
with respect to the subject matter hereof and
supersedes all existing agreements and all other oral,
written or other communications between the Parties
concerning the subject matter hereof. Except for
Sponsor's right to increase the Study fees by written
notice as defined in Section 15, this Agreement will
not be amended, modified or supplemented in any
way except in writing and signed by a duly authorized
representative of each Party unless otherwise agreed
by the Parties herein. In the event any provision of this
Agreement shall be determined to be invalid, void or
unenforceable in whole or in part, the remaining
provisions shalf remain in full force and effect.

18.2. To the extent there are inconsistencies
between this Agreement and the Protocol, the terms
and conditions of the Protocol shall prevail on matters
of medicine, science and the clinical conduct of the
Study and the terms of this Agreement shall take
precedence in any other matters.

Zadavatel'ovi:

Do rik: Pravne oddelenie

Adresa: 10770 Wateridge Circle, Suite 210
San Diego, CA 92121, USA

Skuasajlicemu:
Do rik: MUDr. Olga Lukaéova, PhD.
Adresa: Narodny Ustav reumatickych chordb

Nabrezie fvana Krasku 4, Piestany 92101,
Slovenska republika

Email: olga.lukacova@nurch.sk

Zdravotnickemu zariadeniu:

Do rik: Mgr. Sylvia Moringova

Adresa: Narodny Ustav reumatickych chordb
Nabrezie lvana Krasku 4, Piestany 92101,
Slovenska republika

Email: sylvia.moringova@nurch.sk
18. Celistvost' Zmluvy, Salvatorska klauzula

18.1. Tato Zmiuva, spolocne so vetkymi prilohami k nej
pripojenymi a vtelenymi zaklada Uplnt dohodu medzi
Stranami s ohfadom na predmet Zmiuvy a nahradza
vietky existujlce dohody a vSetki doterajsiu Ustnu,
pisomn(i alebo inl komunikdciu medzi Stranami
pokial ide o predmet tejfto Zmiuvy. Okrem prava
Zadavatela navySit poplatky Stidie pisomnym
oznamenim, ako je uvedené v Clanku 15, tato
Zmiuva nebude dopliiovand dodatkami, menena
alebo dopliiovana v Ziadnej ingj forme ako vo forme
pisomnej a podpisand riadne opravnenym
zastupcom kaZdej zo Stran, ak sa Strany nedohodni
inak. V pripade, Ze akékolvek ustanovenie tejto
Zmiuvy bude povaZované za neplatné, nelcinné
alebo nevymahatelné vcelku alebo Ciastodne,
zostavajlce ustanovenia zostavajd v pingj platnosti
a ucinnosti.

18.2. V rozsahu nezrovnalosti medzi touto
Zmluvou a Protokolom majd podmienky Protokolu
prednost vo veciach mediciny, vedy a Klinického
vykonavania Stiidie a podmienky tejto Zmiuvy majl
prednost vo vSetkych ostatnych zaleZitostiach.
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19. No Waiver

No waiver of any term, provision, 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 any such term, provisions,
or condition, or of any other term, provision, or condition of

this Agreement.
20. Parties and Assignment

20.1. Neither Institution nor Investigator shall
assign, subcontract or delegate this Agreement or
their rights and obligations hereunder, in whole or in
part, without the prior written consent of the other
Parties.

20.2. Sponsor may assign, subcontract or
delegate this Agreement or its rights and obligations
hereunder to its affiliates or another party without the
prior written consent of the other Parties in the form of
a written notice in compliance with the Notice section
of this Agreement.

20.3. Sponsor has, at its sole discretion, the
right to appoint a new contract research organization
(“CRO") (Institution and Investigator shall be promptly
informed). Upon such appointment, Institution and
Investigator shall assign this Agreement to the new
CRO.

20.4. This Agreement shall bind and inure to
the benefit of the Parties hereto and their respective
successors and permitted assigns.

21. Use of Names and Publicity

No Party shall use the other Party's name or logo in any
advertising or sales promotional material or in any
publication without prior written permission of such Party.
Notwithstanding the foregoing, Sponsor may use
Institution’s and Investigator's name as necessary for
regulatory filings or to comply with applicable laws and
regulations. Institution and Investigator shall send to
Sponsor and Allucent, in advance of publication or
dissemination to the public, any advertisement or notice to
be used to recruit Study Subjects for the Study. Institution
and Investigator will make reasonable changes to the
advertisement or notice that are requested by Sponsor or
Allucent.

19. Vzdanie sa prav

Ak ddjde k vzdaniu sa prava z akéhokolvek ustanovenia
tejto Zmluvy, konanim &i inak, v jednom alebo viacerych
pripadoch, nie je mozné toto pokladat ¢i vykladat ako
pretrvavajlice vzdanie sa prav ¢i dalSie vzdanie sa dalSich
prav z akéhokolvek dalSieho ustanovenia tejto Zmluvy.

20. Strany a postdpenie

20.1. Zdravotnicke zariadenie ani Ska3ajuci nie su
opravneni postlpit, zadat subdodavatefovi alebo
delegovat' tito Zmluvu alebo tu uvedené prava a
zavazky, veelku alebo s¢asti, bez predchadzajuceho
pisomného sthlasu druhej Strany.

20.2. Zadavatel mdze postipit, zadat subdodavatelovi
alebo delegovat tito Zmluvu alebo z nej plyntce
prava a zavazky svojim pridruzenym subjektom
alebo inej strane bez predchadzajiceho pisomného
sthlasu ostatnych Strdn v podobe pisomného
oznamenia v sllade s ¢lankom Oznamenie tejto
Zmiuvy.

20.3.Zadavatel ma pravo podla svojho uvazenia
vymenovat novl zmluvnd vyskumnd organizaciu
(CRO) (o tomto budi Zdravotnicke zariadenia a
Skusajici  promptne informovani). Po takomto
vymenovani  Zdravotnicke zariadenie/Skdsajici
postdpi tdto Zmluvu novej CRO.

20.4. Tato Zmluva zavézuje a sliZi na prospech Stranam
a ich pripadnym nastupcom a povolenym
postupnikom.

21. Pouzitie mien a nazvov a publicita

Ziadna Strana nie je opravnend pouZit meno ¢&i nazov,
alebo logo v akejkolvek reklame, predajnych
propagacnych  materidloch ¢ publikaciach  bez
predchadzajlceho pisomného sthlasu druhej Strany. Bez
toho, aby bola dotknuta platnost tychto ustanoveni,
Zadavatel je opravneny pouzif nézov Zdravotnickeho
zariadenia a Sku$ajuceho, ak je to potrebné na
predkladanie regulaénym organom alebo na dodrZiavanie
platnych zakonov a nariadeni. Zdravotnicke zariadenie a
Skusajtici za$li Zadavatefovi a spoloénosti Allucent pred
zverejnenim alebo zverejnenim akejkolvek reklamy alebo
oznamenia, ktoré sa pouzije na nabor Subjektov
Kiinického ~ski$ania vramci Stadie. Zdravotnicke
zariadenie a Skusajuci vykonaju primerané zmeny v
reklame alebo oznameni, ktoré si vyziada Zadavatel alebo
spolocnost Allucent.
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Investigator: MUDr. Olga Lukécova, PhD.
Institution: Narodny tistav reumatickych chordb.

Country: Slovakia

22. Governing Language and Law

21 The Parties agree that Slovak language
shall be the governing language for this Agreement
(provided that the English version shall be sufficiently
consulted to determine the genuine intention of the
Parties with respect to any discrepancies) and English
shall be the governing language for all documents
regarding the Study.

222, This Agreement shall be governed by
and construed in accordance with the laws of the
Slovak Republic, without reference to its choice of law
principles.

22.3. Parties shall attempt to solve any
disputes arising out or in connection with this
Agreement or the performance thereof by mutual
negotiations in good faith. If the Parties do not
success, such disputes regarding this Agreement
which the Parties fail to settle amicably will be settled
by the courts the Slovak Republic.

23. Survival

Neither termination of this Agreement; however
effectuated, nor the end of the term shall affect Sponsor's
rights and duties under Section 12, nor shall the Parties be
released from rights and obligations which by their nature
and intent survive termination, including, without limitation,
Sections 3, 5, 7, 8, 9, 10, 11, 12, 14,, 16, 18, 19, 21, 22,
23 and 24 of this Agreement

24. Force Majeure

24.1. Noncompliance by any Party with the
obligations of this Agreement due to force majeure
(laws or regulations of any government, war, civil
commotion, destruction of production facilities and
materials, fire, flood, earthquake or storm, labor
disturbances, shortage of materials, failure of public
utilities or common carriers), or any other causes
beyond the reasonable control of the applicable Party,
shall not constitute breach of this Agreement and
such Party shall be excused from performance
hereunder to the extent and for the duration of such
prevention, provided it first notifies the other Party in
writing of such prevention and that it uses its best
efforts to cause the event of the force majeure to
terminate, be cured or otherwise ended.

22. Riadiaci jazyk a Pravo

22.1.Strany tymto sthlasia, e slovensky jazyk bude
tiadiacim jazykom tejto Zmluvy (za predpokladu, Ze
sa dostatoéne nahliadne do anglickej verzie, aby sa
urdil skutodny Gmysel Stran v stvislosti s pripadnymi
nezrovnalostami) a anglicky jazyk bude riadiacim
jazykom pre vaetky dokumenty tykajiice sa Stidie.

22.2. Tato zmluva sa bude riadit a vykladat v
stilade so zakonmi Slovenskej republiky, bez odkazu

na principy volby prava.

22.3.Zmluvné strany sa pokusia rieSit vSetky spory
vzniknuté na zaklade tejto Zmluvy alebo v svislosti
s fiou, resp. s jej plnenim, vzajomnymi rokovaniami
v dobrej viere. Pokial su takéto rokovania
netispedné, spory tykajlice sa tejto Zmluvy, ktoré sa
Zmluvnym stranam nepodarilo vysporiadat mierovou
cestou, budu riesit sudy Slovenskej republiky.

23. Pokracovania platnosti

Vypovedanie tejto Zmluvy bez ohfadu na jeho formu ani
jej ukonCenie nemaji vplyv na prava a povinnosti
Zadavatela podla &. 12 a nezbavujli Zmluvné strany prav
a povinnosti, ktoré zo svojej podstaty a zameru trvaju aj
po zaniku Zmluvy, vrétane vietkych prav a povinnosti
vyplyvajlicich z &. 3, 5,7, 8, 9, 10, 11, 12, 14, 16, 18, 19,
21, 22, 23 a 24 tejto Zmluvy.

24. Vyssia moc

24.1.Nesplnenie povinnosti vyplyvajlcich z tejto Zmluvy
akoukolvek Stranou z dévodu vy33ej moci
(akékolvek zakony alebo predpisy, vojna, ob¢ianske
nepokoje,  znicenie  vyrobnych zariadeni a
materialov, poZiar, povodefi, zemetrasenie alebo
birka, zruSenie prace, nedostatok materialov,
zlyhanie verejnych sluZieb alebo spoloénych
dopravcov) alebo akékolvek iné priciny mimo
primeranu kontrolu prislusnej Strany, nepredstavuje
porusenie tejto Zmluvy a takdto Strana je
oslobodena od pinenia podfa tejto Zmluvy v rozsahu
a po dobu trvania tiez prevencie, ak najprv o tejto
prevencii pisomne uvedomi druhu Stranu a Ze
vynalozi vietko Usilie k tomu, aby sposobena
udalost vys$ej moci skondila, bola odstranena alebo
inak ukonc¢ena.
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Investigator: MUDr. Ofga Lukacova, PhD.
Institution: Narodny Gstav reumatickych chordb.

Country: Slovakia

Signature page follows / Nasleduje podpisova strana

25. Counterparts/Electronic Signature

This Agreement may be executed in four (4) counterparts,
each of which shall be deemed an original, but all of which
together shall constitute one and the same instrument.
Each Party shall receive one counterpart duly executed by
all Parties. If applicable, the Agreement may be executed
using electronic signatures.

26. Appendices:

Following Appendices constitute inseparable part of the
Agreement:

Appendix 1 — Payment Schedule
Appendix 2 - Payee Form

Appendix 3 - Insurance Certificate

25. Rovnopisy/Elektronicky podpis

Tato Zmluva je podpisanad v $tyroch (4) rovnopisoch,
z ktorych kazdy je povazovany za origindl, ale ktoré tvoria
jeden a ten isty dokument. Kazdé Strana obdrzi jeden
vetkymi Stranami riadne podpisany rovnopis. Pokial to
bude mozné, tato Zmluva mdze byt uzatvorena za pouZitia
elektronickych podpisov.

26. Prilohy:

Nasledujiice Prilohy tvoria neoddeliteind sticast tejto
Zmluvy:

Priloha 1 - Platobny plan
Priloha 2 - Formuléar Prijemca

Priloha 3 — Poistny certifikat
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Investigator/Skisajuci: ~ MUDr. Olga Lukacova, PhD.Institution/Zdravotnicke ~ zariadenie: Narodny Ustav reumatickych  chordb.
Country/Stét: Slovakia

An authorized signatory of Allucent on behalf of Sponsor/Opravneny zastupca spoloénosti Allucent v mene
Zadavatela:

Alex Evans

NAMEIMENO: oeemoevsceeresssmmsssssssssassssssassssessassassassasesss
DocuSigned by:
rd(uy Brans
Signature/Podpis: 0. s approve i oclmert+-+-+-+

l Signing Time: 01-Mar-2024 | 06:05 PST
3B22325379B84ADDB32D8B34F29FBECO

Date/Datum: 01-Mar-2024 | 06:06 PST

An authorized signatory of the Institution/Oprévneny zéstupca Zdravotnickeho zariadenia:

Name/Meno: 'M&))l\-l/“f"Uv‘/\J 56/@(’/8;

Signature/Podpis:

Date/Datum: M-05-42 A~

The Investigator/Skusajuci:

. -,
Name/Meno: ......: L M’/‘JV ....... ﬂ/‘é4 .........

Signature/Podpis: e

Date/D&tum: .....7. TR LS
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Investigator/Skgajuci: MUDr.  Olga Lukacova, PhD.Institution/Zdravotnicke ~ zariadenie: Narodny Ustav reumatickych —chordb.
Country/Stat: Slovakia

APPENDIX 1 PRILOHA 1
PAYMENT SCHEDULE: Platobny harmonogram:

1. Payments per Study Subject per visit: Sponsor will 1. Platby za Subjekt Kiinického skiSania za navstevu:
pay for each complgted and evaluable Study Subject Zadavatel uhradi za kazdy hodnotiteiny Subjekt
based on the following table: Klinického ~skuSania, ktorého hodnotenie  bolo

skonéené podla nasledujtcej tabulky:
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Investigator/Skagajuci:  MUDr. Ofga  Lukacova, PhD.Institution/Zdravotnicke  zariadenie: Narodny  Ustav  reumatickych chordb.
Country/Stat: Slovakia

VISIT NO. / NAVSTEVA C. AMOUNT / SUMA
Visit 1/Navsteva 1 € 951.56
Visit 2 /Navéteva 2 / Pre-dose / Pred davkou € 595.10
Visit 2 / Navéteva 2 / Post-dose / Po davke € 172.61
Visit 3 / Navsteva 3 — Wk 2 / Tyzdefi 2 / Pre-dose / Pred déavkou € 407.04
Visit 3/ Navsteva 3 — Wk 2/ Tyzdefi 2 / Post-dose / Po davke € 136.54
Visit 4 / Naviteva 4 — Wk 4 / TyZde’ 4 / Pre-dose / Pred davkou € 407.04
Visit 4 / Navéteva 4 — Wk 4 / Tyzderi 4 / Post-dose / Po davke € 136.54
Visit 5 / Naviteva 5 — Wk 6 / Tyzdefi 6 / Pre-dose / Pred davkou € 407.04
Visit 5 / Naviteva 5 - Wk 6 / Tyzdef 6 /Post-dose / Po davke € 136.54
Visit 6 / Navsteva 6 — Wk 8 / Tyzden 8 I'Pre-dose | Pred davkou € 360.67
Visit 6 / Naviteva 6 - Wk 8 / Tyzderi 8 / Post-dose / Pa davke € 136.54
Visit 7 / Navsteva 7- Wk 10 / Tyzderi 10 / Pre-dose / Pred davkou € 407.04
Visit 7 / Navéteva 7 - Wk 10 / TyZderi 10 / Post-dose / Po davke € 136.54
Visit 8 / Navsteva 8 - Wk 12/ Tyzdefi 12 / Pre-dose / Pred davkou € 524.26
Visit 8 / Navéteva 9 — Wk 12/ Tyzdefi 12 / Post-dose / Po dévke € 136.54
Visit 9/ Navéteva 9 — Wk 14 / TyZzdefi 14 / Pre-dose / Pred davkou € 407.04
Visit 9 / Naviteva 9 — Wk 14 / TyZden 14 / Post-dose / Po davke € 136.54
Visit 10 / Naviteva 10 - Wk 16 / Tyzderi 16 / Pre-dose / Pred davkou € 407.04
Visit 10 / Navsteva 10 — Wk 16 / Tyzdefi 16 / Post-dose / Po davke € 136.54
Visit 11 / Navsteva 11 - Wk 18 / Tyzden 18 / Pre-dose / Pred davkou € 407.04
Visit 11 / Navéteva 11 — Wk 18 / Tyzderi 18 / Post-dose / Po davke € 136.54
Visit 12 / Navéteva 12 — Wk 20 / TyZdefi 20 / Pre-dose / Pred davkou € 407.04
Visit 12 / Navéteva 12 — Wk 20 / Tyzdeii 20 / Post-dose / Po davke € 136.54
Visit 13 / Navsteva 13 — Wk 22 / Tyzdefi 22 / Pre-dose / Pred davkou € 360.67
Visit 13 / Navsteva 13 — Wk 22 / Tyzderi 22 / Post-dose / Po davke € 136.54
Allucent Study No./ &. Stadie Allucent: ANB030-203 Confidential & Proprietary/Dovemé
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Investigator/Skusajici: MUDr. Olga Lukégova, PhD.Institution/Zdravotnicke ~zariadenie: Narodny  Ustav reumatickych  chordb.

Country/Stét: Slovakia

Visit 14 / Navsteva 14 — Wk 24 | Tyzden 24 | Pre-dose / Pred davkou € 407.04
Visit 14 / Navsteva 14 — Wk 24 / Tyzden 24 /Post-dose / Po davke € 136.54
Visit 15 / Navsteva 15 — Wk 26 / Tyzderi 26 / Pre-dose / Pred dévkou € 360.67
Visit 15 / Navsteva 15 - Wk 26 / Tyzden 26 / Post-dose / Po davke € 136.54
Visit 16 / Navsteva 16 — Wk 28 / Tyzde 28 / EOT / Ukoncenie lieCby € 547.44
FUV 1/ Konfrolna navsteva 1 — Wk 32 / Tyzdef 32 € 430.22
FUV 2/ Kontrolna navéteva 2 — Wk 36 / TyZdefi 36 € 430.22
FUV 3/ kontrolna navsteva 3 — Wk 40 / Tyzderi 40 or/alebo EOS/Ukoncenie Studie € 547.44
Total amount per Study Subject / Celkova suma za Subjekt klinického skiSania: € 10,719.20

Early Termination (ET)

Subjects may choose to stop study treatment and/or
participation in the study at any time. Subjects who
meet individual stopping rules (Protocol Section 7.1.1)
will be discontinued from study treatment. Subjects
who permanently discontinue study treatment before
or at the Week 26 visit should complete all study
assessments specified in the SoA (Table 1 and Table
2) for the visit at which the decision to permanently
discontinue study treatment is made. Subjects who
have an unplanned permanent discontinuation of
study treatment will return for a final Early Termination
(ET) visit approximately 12 weeks after their last dose
of study treatment.

2. Site Fees
The Sponsor will pay the Payee the following:

Administrative Fees: € 2,921.85 EUR , Payable upon site
activation with invoice.

SAE/AE Fee: € 19.32 EUR, Payable Per occurrence
with invoice.

Audit Fee: € 373.55 EUR, Per occurrence not for cause
with invoice, max 1,377.03 EUR ($1,500.00) total.

3. Subject Invoiceables (The cost with 20% overhead
shall be payable to Investigator and Institution upon
invoice in EUR):

Reconsent fee €46.37

Pred¢asné ukonéenie (PU)

Ukastnici sa mo2u kedykolvek rozhodnit ukonit
skusanu liecbu a/alebo Gcast na stadii. Pacienti, ktori
spifiaju individualne pravidla zastavenia lietby (tast
7.1.1 protokolu), budi zo skudanej lieCby vyliceni.
Ugastnici, ktori natrvalo prerusia skasanu liecbu pred
alebo pocas navitevy v 26. tyzdni, maju dokonCit
véetky  hodnotenia  3tldie  Specifikované
v harmonograme Cinnosti (tabufka 1 a tabulka 2) pre
navstevu, pri ktorej sa prijme rozhodnutie o trvalom
prerueni sku$anej lieCby. Pacienti, ktori maj
neplanované trvalé preruenie skusanej lieCby, sa
vratia na posledn( névstevu pred¢asneho ukoncenia
(ET) priblizne 12 tyzdfiov po poslednej davke
skusanej liechy.

Poplatky pre centrum

Usporiadatel zaplati prijemcovi platby nasledovne:

Administrativne poplatky: € 2,921.85, splatné pri
aktivacii centra po vystaveni faktlry.

Poplatok SAE/AE: 19,32 EUR, splatné za udalost po
vystaveni faktary.

Poplatok za audit: 373,55 EUR, za vyskyt nie za
pripad po vystaveni faktary, max.1377.03 EUR
(1,500.00 USD) celkom.

Fakturovatelné vydaje (naklady s 20% reZijnymi
nakladmi st splatné Skusajucemu a Institucii na
zaklade faktlry v EUR):

Poplatok za opatovny suhlas €46.37
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Investigator/SkaSajuci:  MUDr.  Olga Lukatova, PhD.Institution/Zdravotnicke ~ zariadenie:  Nérodny  Ustav reumatickych ~ chordb.
Country/Stat: Slovakia

Demographic Information € 38.64 Demografické informéacie € 38.64
Review Concomitant Medications €25.76 Kontrola stibeznych liekov €25.76
Initial History Only €76.00 Iba pociatoéna historia €76.00
Chest X-ray (Posterior-Anterior and | €63.12 Rontgen hrudnika (zadno-predny a | €63.12
Lateral views) routine boény pohlad) rutina
Serology for HBV, HCV, HIV € 180.00 Sérologia pre HBV, HCV, HIV € 180.00
Tb Test, Cell Immunity Measure €33.49 Test TBC, stanovenie bunkovej imunity | € 33.49
Inclusion/Exclusion Criteria €70.85 Kritéria zaradenia/vylicenia €70.85
Randomization € 36.07 Randomizacia € 36.07
Study Treatment Administration €83.30 Vydanie Studijnej lieCby €83.30
Routine safety laboratories, | € 37.36 Rutinné  bezpednostné  laboratoria, | € 37.36
hematology, serum chem hematoldgia, odber séra pre biochem
collection for central labs (SMAC19: vySetrenie pre centralne laboratoria
13+) (SMAC19: 13+)
Urinalysis (central lab all inclusion) €9.01 Analyza mocu (centralne | €9.01

laboratorium, vSetky parametre)
Brief Vitals €32.21

Struéné Zivotné funkcie €32.21
Body Mass Index (BMI) €23.18

Index telesnej hmotnosti (BMI) €23.18
Initial Phys Exam €149.42

Vstupne fyzikaine vySetrenie €149.42
ECG w/ Interpret. & Report €68.27

EKG w/popis & sprava €68.27
Serious /  Adverse  Events | €23.18
Assessment Hodnotenie zavaznych / neZiaducich | € 23.18

udalosti

PK (Central lab: Venipunture, | €50.23
preparation, processing) PK (Central lab: odber krvi zo Zily, | €50.23
priprava, spracovanie)

Blood Samples for inflamation | € 37.36

biomarkers/ADA Vzorky krvi na zapalové biomarkery / | € 37.36
: ADA
Chest CT scan w/o Contrast 1047.23 — €
rudnika s kontrastom 1047.23

Follicle Stimulating Hormone (FSH) | € 43.80

Folikuly stimulujici hormén (FSH) €43.80

Serum Pregnancy Test, Quantitative | € 47.66

Sérovy tehotensky test, kvantitativny | € 47.66

Urine Pregnancy Test, Qualitative €16.74

Tehotensky test z mocu, kvalitativny | € 16.74

Blood Sample for DNA festing | €37.36
(optional)
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Investigator/Skigajuci:  MUDr. Olga Lukaova, PhD.Instituion/Zdravotnicke ~zariadenie: ~Nérodny Ustav reumatickych  chordb.

Country/Stat: Slovakia

Dispense Patient Symptom Diary €28.34

Review Patient Symptom Diary | € 30.91
(HAQ-DI, SF36, FACIT-F)

Rout Venipuncture Inc Prep & Ship | €37.36

High Sensitivity C-Reactive Protein | € 33.49

C-Reactive Protein CRP €27.05
Rheumatoid Factor Quantitative €41.22
Anti-Cyclic Citrullinate Peptide €83.72
Diagnostic Knee Arthroscopy $,303_ 56

Synovial Biopsy (Selected Sites only, | €
per procedure performed as clinically | 1,576.64
indicated)

SMAC 19:13+ Chemistries €81.16

Physician’s Fees without Exam Costs | € 131.39

Study Coordinator Fee Per Visit €900.17

Pharm Disp per visit (simple) €27.05

Vzorka krvi na testovanie DNA | €37.36
(volitelné)
Vydanie dennika symptomov €28.34
pacienta
Skontrolovanie dennika symptémov | € 30.91
pacienta (HAQ-DI, SF36, FACIT-F)
Odber krvi zo Zily vratane pripravy & | € 37.36
odoslania
Vysoko citlivy C-reaktivny protein €3349
C-reaktivny protein CRP €27.05
Reumatoidny faktor kvantitativny €41.22
Anticyklicky citrulinatovy peptid €83.72

) - . €
Diagnosticka artroskopia kolena 1303.56
Synovialna biopsia (len vybrané | €
centrd, podla postupu vykonaného | 1,576.64
podla Klinickej indikacie)
SMAC 19:13+ Biochémia €81.16
Poplatky za lekara bez nékladov na | € 131.39
vySetrenie
Poplatok koordinatora Stadie za | €90.17
navstevu
Vydaj v lekami za navdtevu | €27.05
(jednoduchy)

4. Evaluable Study Subject: unless otherwise defined in 4. Hodnotitelny Subjekt klinického skuSania: pokial' nie
je uvedené v Protokole inak, znaky Subjektu
klinického skusania vhodné pre ucast na Studii, ktorej
hodnotenie bolo dokonéené, sti nasledujuce:

the Protocol, a complete and evaluable Study Subject
is defined as follows:
a) Study Subject fulfils all selection criteria;

b) there are no Protocol violations, and
ICH/GCP, guidelines are adhered to;

¢) all examinations are conducted according to
the Study schedule;

d) CRFs are completed accurately and only in
English.

a) Subjekt klinického skugania spiiia kritéria vyberu;

b) nedoSlo kporuSeniu  Profokolu

dodrzané smernice ICH-GCP;

a boli

c) vsetky vysetrenia boli vykonané v silade s

harmonogramom Studie;

d) CRF su presne vypinené,
v anglictine.

a to iba
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Investigator/Skiajici: MUDr. Olga  Lukagova,

Country/Stét: Slovakia

PhD.Institution/Zdravotnicke

zariadenie: Narodny Ustav  reumatickych ~ chordb.

Study Subject information which cannot be evaluated due
to ineligibility of the Study Subject or omission of tests or
assessments by Institution/Investigator shall not be
qualified for financial compensation.

5. Screen Failure: a Screen Failure is a consented Study
Subject who fails to meet the eligibility criteria for
enrolment into the Study. Screen Failures that occur
at the Screening Visit will be paid per patient at the
rate for the Screening Visit as set forth in the Study
Budget. Screen Failures that occur at Visit 1 will be
paid at the rate for the Screening Visit as set forth in
the Study Budget plus the cost of procedures
completed during Day 1, pre-dose. The maximum no.
of Screen Failures is three (3). Screen Failures shall
be paid only upon receipt of an invoice from the
Payee.

6. Necessary procedures: Institution will not be
reimbursed for any additional testing, treatment, or
procedures not required by the Protocol or specified
in the Agreement (or this Appendix 1) without prior
written approval of Sponsor; provided that, Sponsor
will reimburse Institution/Investigator for reasonably
necessary visits and procedures due to Study Subject
safety without such prior written approval. Invoice for
these necessary expenses shall include detailed
documentation regarding the need for the
procedure(s). Where not practicable to gather
Sponsor’s consent in advance due to Study Subject
safety needs, Sponsor will be informed as soon as
possible after the fact.

7. Additional Fees and procedures:

a) Site Start-Up Fee: Upon execution of the CTA,
Site Activation and receipt of invoice, CRO/Sponsor
pays Institution a one-time payment of 1,073.42 EUR
for start-up related activities (i.e., preparation of
regulatory documents; preparation, administration,
and submission of protocol and related documents to
IEC/IRB; etc.). This payment is considered full and
final compensation for all start-up activities.

b) Archiving/Document  Storage/Per  Site:
CRO/Sponsor pays the Institution [1000.00 EUR upon
completon of the Study for  Record
Retention/Document Storage Fees, upon the receipt
of an invoice from the Payee.

Informacie o Subjekte klinického skusania, ktoré nie je
mozné vyhodnotit z ddvodu jeho nespdsobilosti alebo
vynechania skiSok alebo hodnoteni Zzo strany
Zdravotnickeho  zariadenia/Sku8ajiceho, nie sl
predmetom finanénej nahrady.

5. Screen Failure: Pod nelspesnym skriningom sa
rozumie schvaleny Subjekt klinického skusania, ktory
nespliia kritéria opravnenosti na zaclenenie do
Stadie. Netspe3né skriningy, ktoré sa vyskytnd pri
skriningovej navsteve, budu vyplacané na pacienta v
sadzbe za skriningovi navitevu, ako je uvedené v
rozpotte Stidie. Nelspesné skriningy, ktoré sa
vyskytni pri prevej navsteve, budl zaplatené v
sadzbe za skriningovi navstevu, ako je uvedené v
rozpocte Studie plus naklady na procedury vykonané
pocas 1. diia pred podanim davky. Maximalny pocet
neuspesnych skriningov je fri (3). NelspeSné
skriningy budd uhradzané az po prijati faktiry od
prijemcu platby.

6. Potrebné proceddry: Zdravotnicke zariadenie
dostane finanéni nahradu za dodatoéné skusky,
lie¢bu alebo procedury, ktoré nie su vyzadovang
Protokolom ani uvedené v Zmluve (resp. v tejto
Prilohe & 1), iba na zaklade predchadzajuceho
pisomného stihlasu Zadavatera, pricom bez takéhoto
predchadzajuceho pisomného sthlasu Zadavatel
Zdravotnickemu zariadeniu/Sk($ajicemu  preplati
névatevy a procedury, ktoré st objektivne potrebné z
hladiska bezpeénosti Subjektu Klinického skisania.
Faktira za takéto nevyhnutné vydavky musi
obsahovat  podrobné  zdokladovanie  potreby
prislusnych procedur. Pokial nie je praktické z dovodu
zabezpedenia bezpecnostnych potrieb  Subjektu
Klinického skusania ziskat stihlas Zadavatela vopred,
je potrebné ho informovat €o najskér po tom, ako
dana skutoénost nastala.

7. Dodatocné poplatky a procedury:

a) Poplatok za spustenie pracoviska: Po vykonani
CTA, aktivacii pracoviska a prijati faktury CRO/Zadavatel
zaplati Zdravotnickemu zariadeniu jednorazovu platou
1,073.42 EUR za Ginnosti suvisiace so spustenim
pracoviska (t. j. pripravu regulanych dokumentov,
pripravu, administrativu a predkladanie protokolov a
stivisiacich dokumentov IEC/IRB atd.). Tato platba sa
povazuje za pini a konetnl kompenzaciu za vetky
Gvodné ¢innosti.

b) Archivacia/ukladanie dokumentovina pracovisko:
CRO/Zadavatel zaplati Zdravotnickemu  zariadeniu
100000 EUR po dokongeni Studie poplatky za
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c) Study Close-out Fee: Upon Study Closure,
CRO/Sponsor pays the Institution 1,073.42 EUR at
the completion of the close-out visit at the Institution
for Study close out activities, upon the receipt of an
invoice from the Payee. This one-time payment is
considered full and final compensation for all Study
related close- out costs incurred.

d) Pharmacy Start-up Fee: CRO/Sponsor pays the
payee a one-time Pharmacy Fee of 537.71 EUR upon
site activation and receipt of invoice. This payment is
considered full and final compensation for all Study
related start-up pharmacy costs incurred.

e) Pharmacy Maintenance Fee: CRO/Sponsor pays
the payee a Pharmacy Annual Maintenance Fee
0f552.81 EUR on an annual basis upon receipt of
invoice, at the conclusion of each year in which the
Institution has conducted the Study.

f) Pharmacy Close-out Fee: CRO/Sponsor pays the
Payee a one-time, Pharmacy Close-out Fee of 275.87
EUR upon completion of the close-out visit at the
Institution and receipt of invoice. This payment is
considered full and final compensation for all Study
related close-out pharmacy costs incurred.

g) Patient Daily Reimbursement: Each Study
subject shall be paid up to 25 EUR /50 EUR by long
travel more than 50 km from site per visit for, travel
expenses .

h) Unscheduled Visits: CRO/Sponsor shall pay the
Payee per procedures performed during unscheduled
visits upon receipt of an invoice.

8. Payments: all payments will be made quarterly for the
actual number of Study Subjects for whom CRFs have
been completed for all current visits in the applicable
quarter according to monitored and verified visits fully
described in an invoice ("Invoice”). All payments will
be made within sixty (60) days of receipt of an invoice.
Invoice will be prepared by the Payee quarterly
(including all incurred expenses for particular
invoicing period) and sent to Allucent to the below
address.

In the event that a Study Subject is deemed non-evaluable
after payment has been made, this amount will be
deducted from a future payment. Allucent will report
applicable payments made to Institution and Investigator

uchovavanie zaznamov/uchovavanie dokumentov po
prijati faktary od Prijemcu platby.

c) Poplatok za ukonéenie Studie: Po ukonéeni Stidie
CRO/Zadavatel zaplati Zdravotnickemu zariadeniu
1,07342 EUR po ukongeni zaveretnej navstevy
v Zdravotnickom  zariadeni za Cinnosti  slvisiace
s ukoncenim Studie po prijati faktGry od Prijemcu platby.
Tato jednorazova platba sa povazuje za plnt a koneénl
kompenzaciu  vSetkych vzniknutych nakladov na
ukonéenie Studie.

d) Poplatok za zriadenie lekarne: CRO/Zadavatel
zaplati Prijemcovi jednorazovy lekarensky poplatok vo
vyske 537.71 EUR po aktivacii pracoviska a prijati faktdry.
Tato platba sa povazuje za pinu a koneént kompenzaciu
za véetky naklady suvisiace so Stdiou pri zriadovani
lekarni.

e) UdrZiavaci poplatok v lekarni: CRO/Zadavatel zaplati
Prijemcovi roény udrziavaci poplatok lekame vo vyske
552.81 EUR na roénom zaklade po prijati faktiry na konci
kazdého roka, v ktorom Zdravotnicke zariadenie
uskutoénilo Stadiu.

f) Poplatok za uzavretie lekarne: CRO/Zadéavatel zaplati
Prijemcovi jednorazovy poplatok za uzavretie lekarne vo
vyske 275.87 EUR po ukonCeni zavereCnej navstevy
v Zdravotnickom zariadeni a prijati faktury. Tato platba sa
povazuje za pini a konednl kompenzaciu vsetkych
nakladov spojenych so Stidiou stvisiacich s uzavretim
lekarne.

g) Denna thrada pacienta: Kazdému Subjektu klinického
skiSania sa zaplati maximaine 25 EUR / 50 EUR pri
vzdialenosti viac nez 50 km od centra na navétevu za,

cestovné naklady. .

h) Neplanované navstevy: CRO/Zadavatel zaplati
Priiemcovi platby za postupy vykonané pocas
neplanovanych navstev po prijati faktury.

8. Platby: vSetky platby budi hradené StvrtroCne za
Subjekty klinického skusania, u ktorych st vypinenée
vietky aktualne navstevy v CRF za dany Stvrtrok
podra zmonitorovanych a overenych navstev detailne
popisanych vo fakture (dalej len ,Faktura®). Vsetky
platby budi uhradené do Sestdesiatich (60) dni od
obdrzania faktGry. Faktira bude vystavena
Prijemcom $tvrtroéne (a bude zahrfovat vSetky
vydaje za prislusné fakturatné obdobie) a poslana
spolo¢nosti Allucent na nizSie uvedenu adresu.

Vpripade, Ze Subjekt klinického skiSania nie je
povazovany za vhodny, potom &o bola platba uz
uhradend, bude tato Ciastka odpocitana z dalsej platby.
Spolocnost’ Allucent bude hlasit Zadavatefovi prislusné
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to Sponsor for further reporting in accordance with US law
and regulations, as appropriate.

All Invoices for services or procedures performed under
this Agreement, must be submitted within one hundred
eighty (180) days of the date of performance or within
ninety (90) days after the date of Study closeout visits.
Allucent shall be under no obligation to make payments
where funds have not been received in advance from the
Sponsor.

9. Final payment: final payment will be made after
resolution of all enquiries (collection of all CRFs,
Study related documents, data queries were satisfied,
remaining Investigational Product was returned and
all close out issues were resolved).

10. Tax obligations: the Institution and Investigator shall
be obliged to declare all payments received to
local/national tax authorities in accordance with
applicable regulations, and shall be liable for any
payments due. The Parties agree that the Services
performed under this Agreement and invoiced by
Payee to Sponsor are not subject to value added tax.

11. Invoice requirements: every Invoice shall include the
following information and corresponding receipts:

e Protocol Number
e Investigator Name
e |[nstitution Name

e Address

e Institution Contact Information (Name &
Telephone Number)

e Tax ID Number

12. Payee: Payee bank details are included in Appendix
2tothe Agreement. If there is a change to the Payee’s
bank details, Payee must inform Allucent by
completing, signing, and delivering the form in
Appendix 2 to this Agreement (signed PDF or letter).
Parties hereby agree that use of the form in Appendix
2 to this Agreement is restricted to a change of
account number and/or change of bank (which does
not include a change of bank to another country). In
all other cases, a written amendment to the
Agreement signed by all Parties is required. Payee
represents that the Payee and banking information

platby uhradené Skusajlicemu alebo Poskytovatelovi k
dalSiemu hlaseniu v sulade s pravnymi predpismi a
nariadeniami USA.

Vsetky Faktlry za sluzby a procediry vykonané v sulade
stouto Zmluvou musia byt predloZzene do sto
osemdesiatich (180) dni odo diia vykonania alebo do
devatdesiatich (90) dni od datumu zaverecnej navstevy
Studie (Study Closeout visit). Spoloénost’ Allucent nie je
povinna vykonavat platby, ak nebola obdrzana finanéna
rezerva vopred od Zadavatela.

9. Zaveretna platba: zaverecna platba bude uhradena
po vyrieSeni v3etkych dotazov (zhromaZzdenie
vietkych CRF, dokumentov tykajucich sa Studie,
dotazy kudajom boli uspokojivo vyrieSené,
zostavajlce mnozstvo Skusaného lieku bolo vratené
a zalezitosti ,close out® boli vyrieSené).

10. Dafiova povinnost: Zdravotnicke zariadenie a
Skusajuci st povinni priznat vSetky prijaté platby
miestnym, alebo celodtatnym finanénym udradom
podla prislusnych regulaénych opatreni a budu
zodpovedat za vSetky neuhradené platby. Strany
sthlasia, Zze Sluzby plnenie podfa tejto Zmluvy a
fakturované Prilemcom Zadavatelovi nie je
predmetom dane z pridanej hodnoty.

11. Poziadavky na Fakilry: kazda Faktira bude
obsahovat nasledujice informacie a prislusné
doklady:

o Cislo Protokolu

e Meno Sku3ajlceho
e Nazov Zdravotnickeho zariadenia
e Adresu

e Kontakiné informacie  Zdravotnickeho
zariadenia (ndzov a telefonne Cislo)

e DIC

12. Prijemca platby: bankové Udaje Prijemcu su zahmuté
v Prilohe 2 tejto Zmluvy. Ak ddjde k zmene bankovych
tdajov Prijemcu, je Prijemca povinny informovat
spolocnost  Allucent vyplnenim, podpisanim a
dorucenim formuléara, ktory je Prilohou 2 tejto Zmluvy
(podpisané PDF alebo list). Strany sthlasia s tym, ze
pouZzitie formulara uvedeného v Prilohe 2 tejto Zmluvy
je uréené pre zmenu ¢isla Gétu alebo zmenu Banky
(ktora nezahffia zmenu Banky na inu krajinu). V
ostatnych pripadoch je poZadované uzatvorenie
dodatku k tejto Zmluve vSetkymi Stranami. Prijemca
platieb ruéi za to, Ze informacie o jeho osobe a o
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provided is accurate and agrees not to hold Allucent
responsible for any errors that occur as long as
Allucent follows the instructions the Payee has
provided in this Payee Form. Allucent will pay banking
fees related to effecting electronic payments, but
Payee is responsible for paying any fees charged by
its own banking institution for fransfer/receipt of
electronic payments.

13. Payer: All Invoices shall be submitted by mail or e-
mail to the assigned Monitor and addressed to:

Allucent (US) LLC
2000 Centregreen Way, Suite 300

Cary, North Carolina 27513, USA Direct Dial: 1 919-
361-2286

E-mail: poi_us.AcctPayable@allucent.com
Reference: ANBO3

The email Subject Line must state the following
information:

[Study Number] INVOICE_Institution XXX [Institution
Number] Invoice Information [Invoice Number, Date]

14. IMPORTANT: Please complete the attached W-8
form, print sign and send as a separate file along with
this Agreement.

banke st presné, pricom sthlasi s tym, Ze spolo¢nost
Allucent nenesie Ziadnu zodpovednost za akékolvek
chyby vzniknuté pri plneni pokynov, ktoré uviedol v
tomto Formulari prijemcu platieb. Spolo¢nost Allucent
uhradi bankové poplatky, ktoré sa tykajd
uskuto€nenia elektronickych platieb, Prijemca platieb
viak nesie zodpovednost za Uhradu akychkofvek
poplatkov uctovanych jeho bankou za prevod/priiem
elektronickych platieb.

13. Platca: vietky Faktury budd predloZené poStou, alebo
e-mailom prislu§nému Monitorovi a adresované:

Allucent (US) LLC
2000 Centregreen Way, Suite 300

Cary, North Carolina 27513, USA Direct Dial: 1
919-361-2286

E-mail: poi_us.AcctPayable@allucent.com
Reference: ANB03

V riadku Predmet e-mailovej spravy musia byt uvedené
nasledujlice informécie:

[(:Zislo Stidie]_FAKTURA_Zdravotnicke zariadenie XXX
[Cislo Zdravotnickeho zariadenia] Informacie o faktre
[Cislo faktary, datum vystavenia]

14. DOLEZITE: Vypliite prosim priloZeny formular W-
8, podpiste a poslite ako separatny dokument spolu
s touto Zmluvou.

Confidential & Proprietary/Doverné
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Appendix 2 PRILOHA 2
PAYEE FORM FORMULAR PRIJEMCA

Payment will be made to:

Account owner / Majitel' Gétu:

Platby budu hradené v prospech:

Narodny ustav reumatickych chordb

Nabrezie lvana Krasku 4

921 12 Piestany
Bank/Banka: Statna pokladnica

Address of the Bank / Adresa
banky:

Radlinského 32,

810 05 Bratislava
Account No / Cislo tétu: 7000285239/8180
IBAN:

SWIFT: SPSR SKBA

The Information below will need to be completed and
signed by the appropriate Payee only when there is a
change to the Payee bank details:

Allucent Study Number /Cislo Stidie spolo¢nosti Allucent:
Site Number/Cislo centra:

Institution Name/Meno Zdravotnickeho zariadenia:
Investigator Name/Meno Skusajdceho:

Protocol Number/Cislo Protokolu;

Protocol Title/Nazov Studie:

SK 85 8180 0000 0070 0028 5239

Informacie uvedené nizSie bude potrebné vypinit a
podpisat’ prisluSnym Prijemcom iba v pripade zmeny
bankovych udajov Prijemcu:

Date Parties entered into Agreement/Datum, kedy Strany uzavreli Zmluvu:

Date banking details changed/Datum zmeny bankovych Gdajov:

Rationale for change in banking details/Odévodnenie zmeny bankovych Udajov:

The information is being provided pursuant of the
Agreement between the Parties.

This Form attests the change in Payee's bank details have
been verified by the signatories below and belong to the
supplier's namefaccount holder listed on the original
Agreement executed between the Parties. The updated

Tieto informacie su poskytované v stlade so Zmluvou
medzi Stranami.

Tento formulér potvrdzuje, Ze niz3ie podpisujuce osoby
overili zmenu bankovych (dajov Prijlemcu a Ze patri
majitefovi  uétu  uvedenému v pdvodnej Zmluve
uzatvorenej medzi Stranami. Aktualizované bankové
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Payee’s banking details in which payments will be made (daje Prijemcu, v ktorého prospech budu platby hradené
shall read as follows: st

Account owner / Majitel’ uétu:
Bank / Banka:

Address of the Bank / Adresa
banky:

Account No / Cislo Gétu:
IBAN:
SWIFT:

| hereby certify that the above statements are true and Tymto potvrdzujem, Ze vy3Sie uvedené prehlasenie je
correct to the best of my knowledge. podfa mdjho najlepieho vedomia pravdive a spravne.

An authorized signatory of the Institution/Opravneny zastupca Zdravotnickeho zariadenia:

Signature { Podpis:cummammmnsmsinn s

Date / DAUM ..o et
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For NON Individuals

Name of NBTIONAL INCA TUTE
Organization ; .
OF RHEIMEDE DIfepres

Country of
Incorporation or Jloval REPUABLIC

Organization

Permanent Address | A/p 732 7 ¢ OASEL 4

City or Town, include

postal code recThN v gr707
Country ) .
(love b BE7aBire
Mailing Address (if _ —_—
differentfromabove) | YO/ APPLICABLE
City or Town, include -
postal code HESTHANT 5/9/70/
Count .
o Lover. pePeBlse

16D - DD 1652 27

Foreign Taxpayer ID

My organization is (check one):
Corporation

Partnership
Private Foundation

Government Institution

X Other NATIONAL INSATAZ

Please describe

Certification:

Under penalties of perjury, | declare that | have examined the above

information (For Non Individuals) and to the best of my knowledge and

belief it is true, correct and complete.

| further certify:

o The organization named above is the recipient of the beneficial
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Signature
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