THIS CLINICAL SITE AGREEMENT TATO ZMLUVA S KLINICKYM PRACOVISKOM
(hereinafter “Agreement”) (dalej len ,,zmluva“)
is valid when signed by all parties and effective as of the date nadobuda platnost po podpise vietkymi zmluvnymi stranami
following the day of publication in the register of contracts a ucinnost odo dia nasledujiceho po dni zverejnenia v registri
(hereinafter “Effective date”) zmluv (dalej len ,,datum nadobudnutia G¢innosti“)
and is made by and between a uzatvara sa medzi
(1) Fakultna nemocnica Trnava, A. Zarnova 11, 917 02 (1) Fakultna nemocnica Trnava, A. Zarnova 11, 917 02
Trnava, Slovakia, established by the Establishment Charter of Trnava, Slovensko, zriadena Zriadovacou listinou MZ SR ¢.
the Ministry of Health of the Slovak Republic no. 1970/1991- 1970/1991-A/IV-1 zo dria 14.6.1991, v zneni neskorsich
A/IV-1 dated 14.6.1991, as amended by later decisions, rozhodnuti, $tatutarny orgdn: MUDTr. Daniel Zittian, MPH,
statutory body: MUDTr. Daniel Zitfian, MPH, director riaditel
(hereinafter “Institution”) (dalej len ,,zdravotnicke zariadenie®)
and a
2) I 2) I
I I
...
[ I
(hereinafter “Investigator”) (dalej len ,,skdsajaci”)
and a
(3) Avalo Therapeutics, Inc., 1500 Liberty Ridge Drive, (3) Avalo Therapeutics, Inc., 1500 Liberty Ridge Drive,
Suite 321 Wayne, PA 19087, USA Suite 321 Wayne, PA 19087, USA
(hereinafter “SPONSOR”) (dalej len ,,ZADAVATEL")
regarding a tyka sa
Protocol No: AVTX-009-HS-201 (hereinafter “Protocol”) Cislo protokolu: AVTX-009-HS-201 (dalej len ,,protokol*)
“A Phase 2, Randomized, Double-blind, Placebo-controlled, ,2. faza randomizovaného, dvojito zaslepeného, placebom
Parallel-group Study to Evaluate the Efficacy and Safety of kontrolovaného klinického skusania v paralelnych skupinach na
AVTX-009 in Patients with Moderate to Severe Hidradenitis vyhodnotenie Ucinnosti a bezpecnosti produktu AVTX-009
Suppurativa (LOTUS)” (hereinafter “Study”) u pacientov so stredne zavaZznou aZ zavaznou hidradenitidou
(LOTUS)“ (dalej len , klinické skusanie®)
AVTX-009 (hereinafter “Study Drug”) AVTX-009 (dalej len ,,skusany liek”)
Institution, Investigator and SPONSOR are hereinafter referred | Zdravotnicke zariadenie, skuajici a ZADAVATEL budu dalej
to individually as a “Party” and collectively as the “Parties”. oznacovani jednotlivo ako ,zmluvnd strana“ a spolocne ako
»Zmluvné strany”.
WHEREAS, SPONSOR is the sponsor of the multi-center/multi- | KEDZE ZADAVATEL je zadavatelom multicentrického skusania na
centre Study to clinically evaluate the Study Drug; and klinické zhodnotenie skisaného lieku a
WHEREAS, SPONSOR has contracted with Parexel International | KEDZE ZADAVATEL uzavrel zmluvu so spolo¢nostou Parexel
(IRL) Limited with registered office at 70 Sir John Rogerson's | International (IRL) Limited so sidlom 70 Sir John Rogerson's
Quay, Dublin 2, Ireland, company number 541507, or an affiliate | Quay, Dublin 2, firsko, ¢&islo spolo¢nosti 541507, alebo
(hereinafter “CRO”) (under a separate written agreement) to act | pridruzenou spolo¢nostou (dalej len ,zmluvnad vyskumna
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as SPONSOR’s contractor and designee (including CRO) in
managing the Study for SPONSOR, in accordance with the
Protocol, including the execution of payments in connection
with the conduct of this Study; and

organizacia“ alebo ,CRO“) (na zdklade samostatnej pisomnej
zmluvy), aby vystupovala ako dodévatel a zastupca ZADAVATEL'A
(vratane CRO) pri riadeni sktsania pre ZADAVATELA v stlade
s protokolom  vratane  realizacie  platieb v sUvislosti
s vykonavanim tohto klinického skusania; a

WHEREAS, Investigator is an employee of Institution and has
concluded a separate agreement with the SPONSOR on
provision of services related to the conduct of the Study, based
on which the SPONSOR will make payments directly to the
Investigator as remuneration for services provided by the
Investigator under this separate agreement; and

KEDZE skusajuci je zamestnancom zdravotnickeho zariadenia
auzatvoril so ZADAVATELOM samostatni zmluvu na
poskytovanie sluZieb suvisiacich s vykonavanim klinického
skugania a na zaklade ktrorej ZADAVATEL uhradi platby priamo
skusajucemu ako odmenu za sluzby, ktoré poskytne skusajuci
podla tejto samostatnej zmluvy; a

WHEREAS, Institution and Investigator each desire to participate
in the Study as described in this Agreement and to conduct the
Study for SPONSOR; and

KEDZE zdravotnicke zariadenie a skugajuci sa chcli zlcastnit
klinického skusania tak, ako je to opisané v tejto zmluve a
vykonavat klinické skuganie pre ZADAVATEL'A a

WHEREAS, this Agreement explains the joint and several
obligations of Institution and Investigator, and SPONSOR.

KEDZE tato zmluva vysvetluje spolo€né a nerozdielne povinnosti
zdravotnickeho zariadenia, skti$ajiceho a ZADAVATELA.

1. DEFINITIONS

1. DEFINICIE

1.1. Definitions for terms used in this Agreement are in Exhibit
B.

1.1. Definicie pojmov pouzitych v tejto zmluve su uvedené
v prilohe B.

2. CONDUCT OF THE STUDY

2. VYKONAVANIE KLINICKEHO SKUSANIA

2.1. Institution agrees to allow Investigator and other Study | 2.1. Zdravotnicke zariadenie sa zavazuje, Ze umozni
Personnel to conduct the Study at Institution and warrants skusajucemu a dalSim c¢lenom skudsajucemu personalu
that Investigator and other Study Personnel are employed vykonavat klinické skdsanie v zdravotnickom zariadeni, a
by Institution. zaruCuje, Zze skusajuci a dalSi clenovia skusajuceho

personalu su zamestnancami zdravotnickeho zariadenia.

2.2. Investigator agrees to conduct the Study at Institution and | 2.2. Skuasajuci suhlasi a zavazuje sa zZe vykona klinické skusanie
warrants that he/she is employed by Institution. v zdravotnickom zariadeni a zarucuje, Ze je zamestnany
Investigator shall personally supervise the conduct of the v zdravotnickom zariadeni. Skdsajuci bude osobne
Study by the Study Personnel to the full extent dohliadat na vykonanie klinického skusania skdsajdcim
contemplated by the Protocol and by Applicable Law. personalom v plnom rozsahu predpokladanom protokolom

a platnymi zakonmi.
2.3. Institution and Investigator specifically agree to (and | 2.3. Zdravotnicke zariadenie a skusajuci vyslovne suhlasia a

warrant that Study Personnel will) conduct the Study in a
diligent, efficient, and skillful manner, in strict compliance
with the terms and conditions of this Agreement, the
Protocol including subsequent amendments, any specific
Study Instructions, Applicable Law, and any other
professional standards applicable to their professional
industries and fields. Neither Institution nor Investigator
nor any Study Personnel shall commit any negligent acts or
any willful misconduct in connection with the Study.

zavazuju sa, Ze budu (a zarucuju, Ze skusajuci personal
bude) vykonévat klinické skuisanie ddsledne, efektivne a
zruéne, v prisnom sulade s poZziadavkami a podmienkami
tejto zmluvy, protokolu vratane naslednych doplneni,
akychkolvek 3Specifickych pokynov pre klinické skusanie,
platnych zdkonov a vsetkych dalSich profesionalnych
noriem, ktoré sa uplatiuju v ramci ich profesiondlnych
odvetvi a oblasti. Zdravotnicke zariadenie, skdsajuci ani
Ziaden clen skusajuceho personalu sa v suvislosti s
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klinickym skdsanim nesmu dopustit Ziadnej nedbanlivosti a
ani umyselného pochybenia.

2.4. SPONSOR or its designee (including CRO) shall obtain the | 2.4. ZADAVATEL alebo nim poverena osoba (vratane CRO) ziska
EU-CTR approval prior to commencement of the Study at EU-CTR schvdlenie este pred zaciatkom klinického skusania
the Institution. v zdravotnickom zariadeni.

2.5. If required by Applicable Law, SPONSOR through its | 2.5. Ak si to vyZaduje prisluny zakon, ZADAVATEL pripravi
designee (including CRO) shall make the necessary prostrednictvom nim poverenej osoby (vratane CRO)
submissions or notifications to the regulatory authorities. potrebné podania alebo oznamenia pre regulacné organy.
The Study may not commence until the Investigator has Klinické skiganie sa nemoze zadat skor, nez ZADAVATEL
been informed by SPONSOR or its designee (including CRO) alebo nim poverend osoba (vratane CRO) neoznami
that such authorization has been granted and this skusajucemu, Ze takéto opravnenie bolo udelené
Agreement will not enter into force. a nenadobudne ucinnost tato zmluva.

2.6. Investigator shall, prior to a Subject’s participation in the | 2.6. Skusajuci pred zaradenim UGcastnikov do klinického
Study, obtain the Subject's written informed consent to skusania ziska od kazdého ucastnika pisomny informovany
participate in the Study provided by SPONSOR. Each sthlas s ucastou na klinickom skusani predloZeny
Subject’s written informed consent shall be in a form that ZADAVATEIOM. Pisomny informovany suhlas kaZdého
is in accordance with the Protocol. Ucastnika musi mat formu stanovenu protokolom.

2.7. Institution and/or Investigator shall (i) keep a detailed and | 2.7. Zdravotnicke zariadenie a/alebo skusajdci budud a) viest
written inventory of all clinical supplies, equipment and podrobny a pisomny supis vSetkych klinickych zasob,
Study Drug provided by SPONSOR or its designee (including vybavenia a skuganého lieku, ktoré zabezpeéi ZADAVATEL
CRO) and shall store such materials according to the alebo nim poverena osoba (vratane CRO), a uskladni tieto
Protocol or Study Instructions and (ii) retain all necessary materialy v sulade s protokolom alebo pokynmi pre klinické
Subject records and/or documents whether electronic, skdsanie a b) uchovavat vsetky potrebné zaznamy a/alebo
paper, or in any other form relating to the Study for dokumenty ucastnikov, ¢i uz v elektronickej, papierovej
twenty-five 25 years after the end or the premature alebo v akejkolvek inej podobe, tykajuce sa klinického
termination of the Study. Institution will provide Sponsor skusania, po dobu 25 rokov po ukonceni alebo pred¢asnom
reasonable opportunity to take possession of the records, ukonceni klinického skdsania. Zdravotnicke zariadenie
at Sponsor’s reasonable expense. primeranym spdsobom umozni ZADAVATELOVI prevziat si

zadznamy na primerané naklady ZADAVATELA.

2.8. Institution and Investigator agree, and warrant that they | 2.8. Zdravotnicke zariadenie a skusajuci potvrdzuju a zarucuju
and Study Personnel, are not presently under any sa, ze v su€asnosti nie si v zmluvnom ani zavaznom vztahu,
agreement or obligation which conflicts with the duties ktory by bol v rozpore s povinnostami a zdvdzkami voci
and obligations owed to SPONSOR under this Agreement, ZADAVATELOVI podla tejto zmluvy, a dalej sa zavazuju, ze
and further agree not to undertake any such obligation or nebudi takéto zavazky alebo zmluvy vykonavat pocas
agreement during the course of the Study and shall ensure trvania tohto skusania a zabezpecia , aby rovnako ani
that no Study Personnel will undertake any such obligation skusajuci personal neprijal a nevykonaval takéto zavazky
or agreement during the course of the Study. alebo zmluvy pocas celého trvania klinického skusania.

2.9. Institution and Investigator hereby acknowledge and agree | 2.9. Zdravotnicke zariadenie a skusajuci tymto berd na vedomie
that each has received sufficient Information regarding a suhlasia s tym, Ze kazidy z nich dostal dostatocné
their respective participation in the Study. In addition, informdacie o svojej prisluSnej ucasti na klinickom skusani.
Investigator further warrants (i) that he/she has distributed Okrem toho sa skusajuci zarucuje, ze i) poskytne vsetky
all relevant Information to the Study Personnel who have a prislusné informacie ¢lenom skusajucemu personalu, ktori
need to know such Information in order to perform their tieto informacie potrebuju poznat, aby mohli plnit
assigned tasks on the Study, and (ii) that he/she, and all pridelené ulohy v ramci klinického skudsania, a ii) skusajuci
Study Personnel (as applicable), has read and understands a vsetci Clenovia skusajuceho personalu (podla okolnosti)
such Information. si tieto informdcie precitali a porozumeli im.

2.10. (a) Institution shall, throughout the duration of the Study, | 2.10.a) Zdravotnicke zariadenie bude pocas celého trvania

provide, keep available to the Study Personnel and

klinického sku3ania udrziavat vietky nevyhnutné zdroje na
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maintain all necessary Resources for the adequate
performance of the Study. Investigator shall, throughout
the duration of the Study, ensure that adequate Study
Personnel are available to complete the Study. Institution
and Investigator shall inform SPONSOR or its designee
(including CRO) promptly (within 3 to 5 business days) in
writing (including by email) about all changes impacting the
Resources and/or the Study Personnel.

adekvatne vykondvanie klinického skusania a zabezpedi,
aby tieto zdroje mal skusajuci personal k dispozicii.
Skusajuci pocas celého trvania klinického skudsania
zabezpeci, aby bol k dispozicii dostatocny skusajuci
personal na dokoncenie klinického skdsania. Zdravotnicke
zariadenie a skusajuci bezodkladne (do 3-5 pracovnych dni)
pisomne (vratane e-mailu) budd informovat ZADAVATELA
alebo nim poverenu osobu (vratane CRO) o vsetkych
zmenach, ktoré maju vplyv na zdroje alebo skusajuci
personal.

(b) Institution shall ensure that only individuals who are
appropriately trained and qualified will assist in conducting
the Study. Investigator is responsible for ensuring that all
personnel participating in the Study comply with the terms
of this Agreement. Unless otherwise agreed to in writing
by the parties, the Study shall only be conducted at the
facilities indicated on the ICH GCP Form.

b) Zdravotnicke zariadenie zabezpeci, aby sa na vykonavani
klinického skusania podielali len osoby, ktoré su primerane
vySkolené a kvalifikované. Skusajuci zodpoveda za to, ze
vietci pracovnici, zapojeni do klinického skusania
dodrziavaju podmienky tejto zmluvy. Pokial sa zmluvné
strany pisomne nedohodnu inak, klinické skisanie sa
uskutoCni len v zariadeniach uvedenych vo formulari ICH
GCP.

(c) Institution shall not reassign the conduct of the Study to
another investigator without SPONSOR’s express written
consent. If the Investigator is unable to perform the duties
required by this Agreement, the Institution shall promptly
(3 to 5 business days) notify SPONSOR in writing. In the
case of a new investigator, an amendment to the
Agreement will be concluded. If a mutually acceptable
replacement is not available, this Agreement may be
terminated as provided herein.

c) Bez vyslovného pisomného sthlasu ZADAVATELA
zdravotnicke zariadenie nesmie poverit vykonanim
klinického skudsania iného skusajuceho. Ak skdsajuci nie je
schopny plnit povinnosti stanovené v tejto zmluve,
zdravotnicke zariadenie to bezodkladne (do 3 ai 5
pracovnych dni) pisomne ozndmi ZADAVATELOVI.
V pripade nového skusajuceho bude uzatvoreny dodatok
k zmluve. Ak nie je k dispozicii vzajomne prijatelna
nahrada, je mozné v sulade s tu stanovenymi podmienkami
tuto zmluvu ukoncit.

2.11.

The Protocol, including any amendments thereto,
constitutes an integral part of this Agreement by reference.
In case of any inconsistency between this Agreement and
the Protocol, the Protocol shall take precedence on
matters of medicine, science and conduct of the Study,
otherwise the terms of this Agreement shall prevail.

2.11.

Protokol vratane vsetkych jeho zmien a doplneni zahrnuty
formou odkazu tvori neoddelitelnd sucast tejto zmluvy.
V pripade akéhokolvek nesuladu medzi touto zmluvou a
protokolom ma protokol prednost vo veciach mediciny,
vedy a vykonavania klinického skuSania, v ostatnych
pripadoch maju prednost ustanovenia tejto zmluvy.

2.12.

Institution and Investigator acknowledge that if any Study
Personnel is a government employee, official and/or
performing a governmental function, such relationship
may be disclosed to the SPONSOR and any compensation
that such individual receives with respect to the Study may
be disclosed to the Institution and is hereby approved.

2.12.

Zdravotnicke zariadenie a skusajuci berd na vedomie, Ze ak
je niektory clen skusajuceho persondlu Statnym
zamestnancom, Uradnikom a/alebo vykonava Statnu
funkciu, moze byt ZADAVATEL o tomto vztahu informovany
a zdravotnicke zariadenie moze byt informované
o véetkych odmenach, ktoré dand osoba dostava
v suvislosti s klinickym skdsanim a tymto sa povazuju za
schvalené.

2.13.

Institution and Investigator warrant that neither they, nor
any Study Personnel are officials, agents, or
representatives of any government or political party or
international organization where they may be in positions
of authority to be able to improperly help SPONSOR obtain
a business advantage. Institution and Investigator further
warrant that neither they nor any Study Personnel shall
make any payment, either directly or indirectly, of any
money or other consideration (hereinafter Payment), to

2.13.Zdravotnicke zariadenie a skusajuci zarucuju, Ze ani oni, ani

Ziadni ¢lenovia skusajuceho personalu nie st funkcionarmi,
Cinitelmi ani zdstupcami Ziadnej vladnej alebo politickej
strany, alebo medzindrodnej organizacie, kde by mohli byt
v takom postaveni, aby neopravnene pomohli
ZADAVATELOVI ziskat obchodni vyhodu. Zdravotnicke
zariadenie a skusajuci dalej zarucuju, Ze ani oni, ani Ziadni
¢lenovia skusajuceho personalu nebudu platit, priamo
alebo nepriamo, Ziadne peniaze alebo iné protiplnenia
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government or political party officials, officials of
international organizations, candidates for public office, or
representatives of other businesses or persons acting on
behalf of any of the foregoing (hereinafter collectively
Officials) where such Payment would constitute violation
of any law, including the U.S. Foreign Corrupt Practices Act.
In no event shall Institution, Investigator, or any Study
Personnel make any Payment either directly or indirectly
to Officials if such Payment is for the purpose of influencing
decisions or actions with respect to the subject matter of
this Agreement or any other aspect of SPONSOR'’s or its
designee (including CRO)’s business. Institution and/or
Investigator shall report any violation of this warranty
promptly to SPONSOR or its designee (including CRO) and
agree to respond to any inquiries about any potential
violations and make appropriate records available to
SPONSOR or its designee (including CRO) upon request. As
needed, Institution and Investigator agree to promptly
certify in writing their compliance with the warranties
contained in this Section.

The Parties undertake that when conducting the Study
they will comply in particular with Act No. 362/2011 Coll.
on medicinal products and medical devices and on
amendments and supplements to certain acts, as
amended, Act No. 576/2004 Coll. on healthcare, services
related to the provision of healthcare and on amendments
and supplements to certain acts, Regulation (EU) No.
536/2014 of the European Parliament and of the Council of
16 April 2014 on clinical trials on medicinal products for
human use, and repealing Directive 2001/20/EC, Act No.
18/2018 Coll. on the protection of personal data and on
amendments and supplements to certain acts, as amended
(hereinafter referred to as the “Act on the Protection of
Personal Data”) and 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, and repealing Directive 95/46/EC (General Data
Protection Regulation) [hereinafter referred to as “GDPR”]
and other legal regulations in force in the territory of the
Slovak Republic that apply to the subject matter of this
Agreement.

(dalej len ,platba”) vlddnym funkciondrom alebo
predstavitelom politickych stran, funkciondrom
medzinarodnych organizacii, kandiddtom na verejné urady
alebo zastupcom inych spolocnosti alebo osobam, ktoré
konaju v mene ktoréhokolvek z vyssie uvedenych (dalej
spolo¢ne len ,funkcionari“), ak by takato platba
predstavovala porusenie ktoréhokolvek zakona vratane
amerického zakona o zahrani¢nych korupénych praktikach.
Zdravotnicke zariadenie a sku3ajuci ani Ziadni ¢lenovia
skusajuceho persondlu v Zziadnom pripade priamo ani
nepriamo neuskutocnia zZiadnu platbu funkcionarom, ak je
takato platba urcend na ucely ovplyvnenia rozhodnuti
alebo konania v stvislosti s predmetom tejto zmluvy, alebo
akéhokolvek iného aspektu obchodnej €innosti
ZADAVATELA alebo nim poverenej osoby (vratane CRO).
Zdravotnicke zariadenie a/alebo skusajuci okamiZite
oznamia kaZdé porusenie tejto zaruky ZADAVATELOVI
alebo nim poverenej osobe (vratane CRO) a suhlasia s tym,
Ze odpovedia na akékolvek otazky v suvislosti s akymkolvek
moznym porusenim a na poziadanie spristupnia
ZADAVATELOVI alebo jeho poverenym osobam (vratane
CRO) prislusné zaznamy. Zdravotnicke zariadenie a
skusajlci suhlasia s tym, Ze kedykolvek podla potreby
bezodkladne a pisomne potvrdia svoje dodrZiavanie zaruk
uvedenych v tomto oddiele .

Zmluvné strany sa zavazuju, ze pri vykonavani klinického
skdsania budu dodrziavat najméa zédkon ¢ 362/2011 Z. z.
o liekoch a zdravotnickych poméckach a o zmene a
doplneni niektorych zakonov v platnom zneni, zakon ¢.
576/2004 Z. z. o zdravotnej starostlivosti, sluzbach
suvisiacich s poskytovanim zdravotnej starostlivosti a o
zmene a doplneni niektorych zakonov, Nariadenie
Eurépskeho parlamentu a Rady (EU) & 536/2014 zo 16.
aprila 2014 o klinickom skudsani liekov na humanne
pouZitie, ktory, sa zruSuje smernica 2001/20/ES, zékon ¢.
18/2018 Z. z. o ochrane osobnych Gdajov a o zmene a
doplneni niektorych zakonov v zneni neskorsich predpisov
(dalej len “zdkon o ochrane osobnych udajov”) a
Nariadenie Eurépskeho parlamentu a Rady (EU) 2016/679
z 27. aprila 2016 o ochrane fyzickych os6b pri spracdvani
osobnych udajov a o volnom pohybe takychto udajov,
ktorym sa zruSuje smernica 95/46/ES (vSeobecné
nariadenie o ochrane Udajov) [dalej len “GDPR” ] a ostatné
pravne predpisy platné na Uzemi Slovenskej republiky,
ktoré sa vztahuju na predmet tejto zmluvy.

REPORTS, MONITORING AND COOPERATION

3. SPRAVY, MONITOROVANIE A SPOLUPRACA

3.1. Under this Agreement, Investigator shall submit to

SPONSOR or its designee (including CRO) completed eCRFs
or CRFs resulting from the Study within a reasonable time
period and in accordance with any Study Instructions.
Investigator warrants that all eCRFs or CRFs submitted are
true, complete, correct and accurately reflect the results of

3.1. Podla tejto zmluvy, skusajuci predlozi v primeranej lehote

a v stlade s pokynmi pre sktsanie ZADAVATELOVI alebo
nim poverenej osobe (vratane CRO) vyplnené elektronické
formuldre eCRF alebo formulare CRF vyplyvajice z
klinického skasania. Skuasajuci sa zarucuje, Ze vSetky
predlozené eCRF alebo CRF su pravdivé, Uplné, spravne a
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the Study and the Services. Institution and Investigator
shall also provide copies of all Reports, and any updates
that are required by the EC/IRB.

presne odrazaju vysledky klinického skusania a sluzieb.
Zdravotnicke zariadenie a skusSajuci poskytnu aj képie
vSetkych sprav a vietkych aktualizacii, ktoré vyzaduje EK.

3.2. Institution and Investigator shall Fully Cooperate with
SPONSOR and will meet with representatives of SPONSOR,
or its designee (including CRO), at mutually convenient
times according to a schedule set forth in Study
Instructions for monitoring visits, consultations and to
allow direct inspection of all Study related records,
including Subject medical files, as requested by SPONSOR
or its designee (including CRO) and for any other purposes
relating to the Study as deemed necessary. Investigator
shall ensure that all Study Personnel Fully Cooperates with
SPONSOR, including meeting with personnel of SPONSOR,
or its designee (including CRO).

3.2. Zdravotnicke zariadenie a skudsajuci  budu plne
spolupracovat so ZADAVATELOM a stretni sa so
zastupcami ZADAVATELA alebo s nim poverenou osobou
(vratane CRO) vo vzdjomne vyhovujucich ¢asoch podla
harmonogramu stanoveného v pokynoch pre klinické
skusanie kvoli monitorovacim ndvstevam, konzultaciam a
umozneniu priamej inSpekcie vSetkych zaznamov
tykajucich sa klinického skusania vratane zdravotnych
zdznamov Udastnikov, a to na Ziadost ZADAVATELA alebo
nim poverenej osoby (vratane CRO) alebo na akykolvek iny
Ucel suvisiaci s klinickym skusanim, ktory sa povazuje za
potrebny. Skdsajuci zabezpeci, ze vSetci clenovia
skusajuceho personalu budd plne spolupracovat so
ZADAVATEIOM vratane stretnutia s jeho pracovnikmi
alebo jeho poverenym zastupcom (vratane CRO) tak, ako je
uvedené v predchdadzajucej vete.

4. AUDITS AND REGULATORY INSPECTIONS

4. AUDITY A INSPEKCIE REGULACNYMI ORGANMI

4.1. Institution and Investigator shall Fully Cooperate with
audits or inspections, applicable to the Study, performed
during or after completion of the Study, by SPONSOR or its
designee (including CRO). Institution and Investigator shall
allow SPONSOR or its designee (including CRO) and
governmental or regulatory authorities, including but not
limited to the State Institute for Drug Control (SUKL),
access to Resources used to perform tasks related to the
Study, shall make all requested documents available to
them and shall provide them with any further Information
as may be requested.

4.1. Zdravotnicke zariadenie a skusajuci budu plne
spolupracovat s auditmi alebo inspekciami, ktoré sa
vztahuju na klinické skasanie, a ktoré budu vykonané pocas
alebo po ukonéeni klinického skasania ZADAVATELOM
alebo nim poverenou osobou (vratane CRO). Zdravotnicke
zariadenie a sku$ajlci umozinia ZADAVATELOVI alebo nim
poverenej osobe (vratane CRO) a vladnym alebo
regulanym organom okrem iného aj vratane Statneho
Ustavu pre kontrolu lie¢iv (SUKL) pristup k zdrojom
pouzZitym na vykondvanie uloh suvisiacich s klinickym
skusanim, spristupnia im vSetky pozadované dokumenty a
poskytnu im akukolvek dalsiu dokumentaciu ku klinickému
skusaniu, o ktoru poZiadaju.

4.2. In the event the audit or regulatory inspection identifies
a lack of compliance with this Agreement on the part of
Institution or Investigator (or failure by any Study
Personnel to act in accordance with the terms and
conditions of this Agreement), SPONSOR may terminate
this Agreement in accordance with Section 16.1.

4.2. V pripade, Ze audit alebo inSpekcia regulacného organu
zisti, Ze zdravotnicke zariadenie alebo skusajuci
nedodrZiava tuto zmluvu (alebo Ze niektory z clenov
skusajuceho personalu nekonal v sulade s poZiadavkami a
podmienkami tejto zmluvy), ZADAVATEL méZe vypovedat
tuto zmluvu podla ¢asti 16.1.

4.3. Institution and/or Investigator shall immediately notify
SPONSOR or its designee (including CRO) by telephone or
email if a governmental or regulatory authority, requests
to carry out an inspection of Institution’s facilities, or does
so. Institution and Investigator shall allow SPONSOR or its
designee (including CRO) to be present during such
inspection, and shall provide to SPONSOR copies of all
materials, correspondence, statements, forms and records
that Institution and Investigator receives, obtains or

4.3. Zdravotnicke zariadenie a/alebo skusajuci su povinni
bezodkladne telefonicky alebo elektronickou postou
informovat ZADAVATELA alebo nim poverent osobu
(vratane CRO) o Ziadosti vladneho alebo regulac¢ného
organu o vykonanie inSpekcie v priestoroch zdravotnickeho
zariadenia alebo o vykonani inSpekcie tymito organmi.
Zdravotnicke zariadenie a skusajuci umoznia
ZADAVATELOVI alebo nim poverenej osobe (vratane CRO)
zG&astnit sa na tejto indpekcii a poskytni ZADAVATELOVI
kopie vsetkych materidlov, koreSpondencie, vyhlaseni,
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generates pursuant to or in connection with any such
inspection.

formularov a zdznamov, ktoré zdravotnicke zariadenie a
skusajuci dostanu, ziskaju alebo vygeneruju na zaklade
alebo v suvislosti s akoukolvek takouto inSpekciou.

5.

FINANCIAL DISCLOSURE

5. POSKYTNUTIE FINANENYCH INFORMACIH

5.1.

During the conduct of the Study and for one (1) year after
its completion, Investigator shall, and Institution shall
cause the Sub-Investigator(s) if applicable, and Study
Personnel, to, execute and update such forms, disclosures
and certifications now or subsequently required by
SPONSOR and CRO or any applicable regulatory bodies
related to his/her financial interests in the SPONSOR
and/or the study drug.

5.1. Pocas vykonavania klinického skusania a po dobu jedného

(1) roka od jeho ukoncenia zdravotnicke zariadenie a
skusajuci zabezpecia, aby spoluskusajuci (ak existuju) a
skusajuci persondl vyhotovovali a aktualizovali také
formuldre, vykazy a osvedcenia, ktoré teraz alebo ndsledne
vyZaduje ZADAVATEL a CRO alebo akékolvek prisluiné
regulacné orgdany, spojené s ich finanénymi zaujmami voci
ZADAVATELOVI a/alebo skasaného lieku.

6.

CONFIDENTIAL INFORMATION

6. DOVERNE INFORMACIE

6.1.

Parties agree that any and all Confidential Information that
they receive in connection with this Agreement shall be
received and maintained by them in strict confidence and
not disclosed to any third party (other than SPONSOR)
during the conduct of the Study and for fifteen (15) years
thereafter.  Furthermore, Parties agree to use the
Confidential Information only for the purposes of this
Agreement except as otherwise specifically provided for
herein.

6.1.

Zmluvné strany sa zavazujl, ze budu vidy uchovavat
doverné informacie, ktoré dostanu v suvislosti s touto
zmluvou ako dbverné a neposkytnu ich Ziadnej tretej
strane (inej ako ZADAVATEL) po&as vykondvania klinického
skdsania a patnast (15) rokov od jeho skoncenia. Okrem
toho zmluvné strany suhlasia, Ze pouZiju dobverné
informacie iba na ucely tejto zmluvy, pokial v tejto zmluve
nie je uvedené inak.

6.2.

Institution and Investigator may disclose Confidential
Information only to (a) Study Personnel, or other
employees or staff who require access thereto for the
purposes of this Agreement provided, however, that prior
to making any such disclosures Investigator binds such
Study Personnel, employees or staff in writing to the
obligations that are at least as protective of such
Confidential Information as are contained herein, including
obligation to maintain Confidential Information in
confidence and not to use such Confidential Information
for any purpose other than in accordance with the terms of
this Agreement, and (b) to the appropriate EC having
jurisdiction over the performance of the Study at
Institution.

6.2.

Zdravotnicke zariadenie a skusajuci moziu poskytnut
doverné informdcie iba a) skdsajucemu persondlu alebo
inym zamestnancom, alebo personalu, ktori k nim
potrebuju mat pristup na ucely plnenia tejto zmluvy, avsak
za predpokladu, Zze pred akymkolvek poskytnutim
informacii skdsajuci pisomne zaviaze takychto clenov
skusajluceho personalu, zamestnancov alebo iny personal,
aby plnili tie isté povinnosti, aké su stanovené v tejto
zmluve, aby zachovavali dévernost informacii a nepouzivali
tieto doverné informacie na Ziadny iny ucel ako ucel
stanoveny v tejto zmluve, a b) prislusnej EK, ktord ma
pravomoc nad vykondvanim  klinického skusania
v zdravotnickom zariadeni.

6.3.

The terms of this Agreement, including but not limited to
the financial terms, are Confidential Information, and shall
be maintained in confidence by Institution and Investigator
in accordance with Section 6.1 and 6.2 above. If, however,
Institution or Investigator is required by Applicable Law to
disclose such Confidential Information, they may do so
without breaching their obligations under this Section
provided, in advance of disclosure, they notify SPONSOR or
its designee (including CRO) of the Confidential

6.3.

Podmienky tejto zmluvy vratane financnych podmienok, su
dovernymi informaciami a zdravotnicke zariadenie a
skusajuci su povinni zachovavat ich ddvernost ako je
stanovené v casti 6.1 a 6.2. Ak je vSak zdravotnicke
zariadenie alebo skusajuci povinny podla platnych zakonov
zverejnit takéto déverné informacie, moze to urobit bez
porusenia svojich zavdzkov podla tejto casti pod
podmienkou, Ze eSte pred zverejnenim nahlasi
ZADAVATELOVI alebo nim poverenej osobe (vratane CRO),
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Information to be disclosed, the reason for disclosure, and
the date of disclosure.

aké doéverné informacie maju byt zverejnené, dbvod a
datum ich zverejnenia.

6.4. Nothing contained herein will in any way restrict or impair | 6.4. Ni¢ v tomto dokumente Ziadnym sp6sobom neobmedzuje
any Party’s right to use, disclose, or otherwise deal with ani neoslabuje pravo ktorejkolvek strany pouZivat,
any Confidential Information which at the time of its poskytovat alebo inak nakladat s dévernymi informaciami,
receipt: ktoré v Case jej prijatia:

a. is generally available in the public domain or becomes a. boliverejne zndme alebo pristupné verejnosti inak ako
available to the public through no act of the Party prostrednictvom konania strany prijimajucej uvedené
receiving said Confidential Information; or doverné informacie; alebo

b. is independently known by the Party receiving the b. boli zname prijimajicej strane nezavisle pred ich
Confidential Information, prior to receipt thereof, prijatim, ¢o moZe uvedend strana preukazat
which said Party can demonstrate by documented zdokumentovanym dbkazom; alebo
proof; or

c. is lawfully given to the receiving Party by a third-party c. boli zakonne poskytnuté prijimajlcej strane tretou
who is not bound by any obligation to preserve it as stranou, ktord nie je viazana Ziadnou povinnostou
confidential. zachovat ich ako doverné.

7. RIGHTS TO INFORMATION AND INVESTIGATIONAL | 7. PRAVA NA INFORMACIE A SKUSANY PRODUKT

PRODUCT

7.1. All Information and Investigational Product(s) provided to | 7.1. Vsetky informacie a skusané produkty poskytnuté
Institution or Investigator for purposes of the Study are and zdravotnickemu zariadeniu alebo skusajucemu na ucely
will remain SPONSOR's property. Institution, Investigator, klinického sksania st a zostani majetkom ZADAVATELA.
(and Study Personnel) shall not acquire any rights of any Zdravotnicke zariadenie, skusajuci (a skusajuci personal)
kind whatsoever with respect to the Investigational neziskavaju Zziadne prava Ziadneho druhu vo vztahu
Product(s) or such Information as a result of performance k skisanym produktom alebo k takymto informaciam
under this Agreement or otherwise. v dosledku plnenia podla tejto zmluvy alebo inak.

7.2. During the Study, SPONSOR shall provide to Institution, at | 7.2. Pogas klinického skdsania ZADAVATEL  poskytne
Sponsor’s expense, the Investigational Product, placebo, zdravotnickemu zariadeniu na naklady zaddvatela skusany
and other drugs, compounds or agents required for the produkt, placebo a iné lieky, zluéeniny alebo latky potrebné
performance of the Study (collectively, the “Materials”). na vykonanie klinického skusania (sdhrnne , materialy”).
Materials will be used only by the Site for performance of Materidly mdzu byt pouZité vyhradne na pracovisku na
the Study, in accordance with the Protocol and this vykonanie klinického skusania v sulade s protokolom a
Agreement. Institution and Investigator shall handle, touto zmluvou. Zdravotnicke zariadenie a skudsajici budu
store, and ship or dispose of Materials in accordance with manipulovat, skladovat a prepravovat alebo likvidovat
the Protocol and any reasonable written instructions materidly v sulade sprotokolom a akymikolvek
provided by SPONSOR (or SPONSOR’s designee), and in primeranymi pisomnymi pokynmi poskytnutymi
compliance with all applicable, local, state, and federal ZADAVATELOM (alebo jeho poverenou osobou) a v stlade
laws, rules and regulations including, but not limited to, so vSetkymi platnymi miestnymi, Statnymi a federalnymi
those governing hazardous substances. zakonmi, pravidlami a predpismi vratane, ale nielen, tych,

ktoré upravuju narabanie s nebezpecnymi latkami.

7.3. Institution and Investigator shall deliver all Information, | 7.3. Zdravotnicke zariadenie a skusSajlci véas dodaju vSetky

unused Investigational Product(s) and clinical specimens to
SPONSOR or its designee (including CRO)(s) in a timely
manner throughout the performance of the Study, as
provided in the Protocol or Study Instructions, and in no
event later than ten (10) business days after (i) the date of
termination of this Agreement or (ii) the date on which

informacie, nepouzité skusané lieky a klinické vzorky
ZADAVATELOVI alebo nim poverenej osobe (vratane CRO)
pocas vykondvania klinického skusania tak, ako je
stanovené v protokole alebo pokynoch pre klinické
skusanie, a to vkazdom pripade najneskér do desiatich (10)
pracovnych dni po i) datume skoncenia platnosti tejto
zmluvy alebo ii) datume, kedy ZADAVATEL inym spésobom

287220_AVTX-009-HS-201_SVK_2201_Inst_PI_CSA ] Bilingual_20250407_1.0
Page/ Strana 8 of / z 47

Slovakia_Inst-P1_SD_v2.0



SPONSOR otherwise requests delivery of Information,
unused Investigational Product(s) and clinical specimens.

poziadal o dodanie informacii, nepouzitych skusanych
liekov a klinickych vzoriek.

7.4. CRO acting as the SPONSOR’s designee is appointed to | 7.4. CRO, ktora vystupuje ako poverena osoba ZADAVATELA, je
procure the Information and Study Results from Institution poverena obstaravanim informdcii a vysledkov klinického
and may only use the Information and Study Results for skusania od zdravotnickeho zariadenia a moze tieto
that purpose. SPONSOR may use the Information and informacie a vysledky klinického skisania pouZivat len na
Study Results (including publication) in any manner it tento Ucel. Informacie a vysledky klinického skusania
deems appropriate to comply with SPONSOR’S business (vratane  publikovania) moze ZADAVATEL pouzit
interests, both during, and following termination of, this akymkolvek spb6sobom, ktory povaiuje za vhodny na
Agreement. zachovanie svojich obchodnych zdujmov, a to tak pocas,

ako aj po skonceni platnosti tejto zmluvy.

8. PUBLICITY 8. PUBLICITA

8.1. No Party to this Agreement shall use the name, symbols, | 8.1. Bez predchadzajuceho pisomného suhlasu dotknutej
trademarks or image of any other Party hereto, in strany nebude Ziadna zo zmluvnych stran pouzivat nazov,
connection with any advertising or promotion of any symboly, ochranné znamky alebo vyobrazenie druhej
product or service without the prior written consent of zmluvnej strany v suvislosti s akoukolvek reklamou alebo
such Party, as appropriate. propagdaciou akéhokolvek vyrobku alebo sluzby.

9. PUBLICATION 9. PUBLIKACIE

9.1. Institution and Investigator may publish or present the | 9.1. Zdravotnicke zariadenie a skusajici mézu publikovat alebo
Study Results only in accordance with this Section 9 prezentovat vysledky klinického skuSania len v sulade
provided that no publication or presentation shall include s touto c¢astou 9 pod podmienkou, Ze Ziadna publikécia
Confidential Information. Before submission for alebo prezentacia nebude obsahovat déverné informacie.
publication or presentation, Institution and/or Investigator Pred predloZzenim na publikdciu alebo prezentaciu
shall allow SPONSOR not less than sixty (60) days to review zdravotnicke zariadenie a/alebo skusajuci poskytne
any manuscript and not less than thirty (30) days to review ZADAVATELOVI najmenej $estdesiat (60) dni na kontrolu
any poster presentation, abstract or any other written or akéhokolvek rukopisu a najmenej tridsat (30) dni na
oral material which describes or discloses the Study preskimanie akychkolvek plagédtov, prezentacie, abstraktu
Results. If SPONSOR so requests in writing, Institution alebo akéhokolvek iného pisomného alebo ustneho
and/or Investigator shall withhold any publication or materidlu, ktory opisuje alebo zverejiiuje vysledky
presentation for an additional sixty (60) days. klinického sku$ania. Ak o to ZADAVATEL poZiada pisomne,

zdravotnicke zariadenie a/alebo skusajuci pozdriia
akukolvek  publikdaciu alebo  prezentaciu  dalSich
Sestdesiatich (60) dni.

9.2. SPONSOR reserves the right to remove all Confidential | 9.2. ZADAVATEL si vyhradzuje pravo odstranit vietky doverné
Information from any publications or presentations. In the informdcie z akychkolvek publikacii alebo prezentdcii. Ak
event that SPONSOR deems that such removal would not sa ZADAVATEL domnieva, e takéto odstranenie by
sufficiently protect its Intellectual Property Rights, then dostatocne neochranilo jeho prava dusevného vlastnictva,
SPONSOR may require that Institution and/or Investigator potom ZADAVATEL mdie pozadovat, aby zdravotnicke
does not publish such publication or presentation, and zariadenie a/alebo skusajuci takato publikaciu alebo
Investigator and Institution agree not to publish any such prezentdciu nezverejnili, a zdravotnicke zariadenie a/alebo
publication or presentation in any such case. skusajlci sa zavazuju, ze v kazdom takom pripade takuto

publikaciu alebo prezentaciu nezverejnia.

9.3. Institution and Investigator agree that because the Studyis | 9.3. S ohladom na to, Ze klinické skuSanie je sucastou

part of a multi-center/multi-centre Study, any publication
by Institution or Investigator of the Study Results shall not

multicentrického klinického skusania sa zdravotnicke
zariadenie a skusajuci zavazuju, Ze nebudud publikovat
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be made before the first multi-center/multi-centre
publication.

Ziadne vysledky klinického skudsania

multicentrickou publikaciou.

pred prvou

10. INTELLECTUAL PROPERTY

10. DUSEVNE VLASTNICTVO

10.1.

Any and all Study Results relating to the study drug, the
Protocol or the Study, including any and all existing or
future rights therein (hereinafter collectively referred to as
“Assets”), whether patentable or not, shall be, and remain,
at all times the sole and exclusive property of SPONSOR
and SPONSOR shall own, to the widest extent possible
under Applicable Law, any and all Intellectual Property
Rights thereto. Institution and Investigator hereby assign
all rights, title and interests in any and all Assets to
SPONSOR, and shall perform any and all other acts
necessary to assist SPONSOR in obtaining, securing and
perfecting the rights to said Assets. If necessary, Institution
and Investigator shall obligate Study Personnel to perform
any and all acts required to enable SPONSOR to obtain,
secure and perfect said rights. In the event that SPONSOR,
according to Applicable Law, cannot obtain or secure
ownership of any of said Assets, Institution and
Investigator hereby grant SPONSOR and obligate the Study
Personnel to grant SPONSOR, as applicable, a perpetual,
irrevocable worldwide, exclusive, unlimited and royalty-
free license (with the right to sublicense through multiple
tiers of sublicensees) to use, exploit and utilize and/or
licenses regarding said Assets. Institution and Investigator
warrant by the execution of this Agreement, that neither
they nor any Study Personnel have entered, and that none
of them will enter, into any contractual agreement or
relationship which would in any way conflict with or
compromise SPONSOR'’s proprietary interest in, or rights
to, any Assets existing at the time of the execution of this
Agreement or arising out of or related to its performance
thereunder.

10.1.

Vsetky vysledky klinického skusania tykajuce sa skusaného
lieku, protokolu alebo klinického skusania vratane vsetkych
existujucich alebo buddcich prav k nim (dalej spoloc¢ne len
,majetok”), bez ohladu na to, ¢i su patentovatelné alebo
nie, st a zostant vzdy vyluénym vlastnictvom ZADAVATEL'A
a ZADAVATEL bude v naj$irfom moinom rozsahu podla
platnych zdkonov vlastnit vSetky k nim prislusné prava
dusevného vlastnictva. Zdravotnicke zariadenie a skusajuci
tymto postupuju vsetky prava, ndroky a podiely na
vetkom majetku ZADAVATELOVI a vykonaju vietky
ostatné Ukony potrebné na pomoc ZADAVATELOVI pri
ziskavani, zabezpecovani a zdokonalovani prav na uvedeny
majetok. Zdravotnicke zariadenie a skd3ajuci poveria
skusajuci persondl, aby vykonal vSetky ukony nevyhnutné
na to, aby ZADAVATEL ziskal, zabezpecil a zdokonalil
uvedené prava. Ak ZADAVATEL nemdZe podla platnych
zdkonov ziskat ani zabezpecit vlastnictvo uvedeného
majetku, zdravotnicke zariadenie a skusajuci tymto udeluju
ZADAVATELOVI a zavazuju svoj skisajuci personal, aby
udelil ZADAVATELOVI (podla prisluného pripadu) trvald,
neodvolatelny, celosvetovy, vyhradnid, neobmedzenu a
bezplatnu licenciu na pouzivanie, vyuzivanie a zuZitkovanie
uvedeného majetku (s pravom poskytovat sublicencie
viacerym  Urovniam sublicencujucich).  Zdravotnicke
zariadenie a skusajuci sa podpisom tejto zmluvy zarucujq,
Ze ani oni, ani Ziadny z clenov skusajuceho personalu
neuzavrel ani neuzavrie ziadnu zmluvnu dohodu alebo
vztah, ktory by bol akymkolvek spdsobom v rozpore
s vlastnickymi zaujmami alebo pravami ZADAVATELA
k akémukolvek majetku, ktory existuje v ¢ase podpisu tejto
zmluvy alebo vyplyva z jej plnenia alebo s fou suvisi alebo
ktory by takéto prava ohrozoval.

10.2.

Institution and Investigator shall disclose to SPONSOR or its
designee (including CRO) all Study Results, Information and
in particular all inventions, findings, discoveries and other
creative ideas and developments (hereinafter referred to
as Inventions) conceived or reduced to practice as a direct
result of the Study. Such disclosure shall/must be made
fully and promptly in writing to SPONSOR.

10.2.

Zdravotnicke  zariadenie a  skusajuci poskytnu
ZADAVATELOVI alebo nim poverenej osobe (vratane CRO)
vsetky vysledky klinického skusania, informdcie a najma
vSetky vynalezy, zistenia, objavy a dalSie tvorivé napady a
vyvoj (dalej len ,vynalezy”), ktoré si koncipované alebo
zredukované na prakticki ¢innost ako priamy vysledok
klinického skusania. Vsetky vysSie uvedené informacie
musia byt v plnom rozsahu a bezodkladne pisomne
ozndmené ZADAVATELOVI.

10.3.

All Parties to this Agreement shall retain all right, title and
interest in any Intellectual Property that was owned by
such Party prior to or apart from the commencement of
this Agreement. No license grant or assignment, express
or implied, by estoppel or otherwise, is intended by, or
shall be inferred from, this Agreement except to the extent

10.3.

Vsetky strany tejto zmluvy si zachovavaju vsetky prava,
vlastnicke prdva a zaujmy na akomkolvek dusevnom
vlastnictve, ktoré vlastnila takdto strana pred zaciatkom
platnosti tejto zmluvy alebo mimo nej. Tato zmluva
nepredpokladd ani z nej nevyplyva Ziadne vyslovné ani
implicitné udelenie ani postupenie licencie, okrem
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necessary for each Party to fulfill its obligations under this
Agreement or otherwise give effect to this Agreement.

pripadov, ked' je to potrebné na to, aby si kazda zo stran
splnila svoje povinnosti vyplyvajluce z tejto zmluvy alebo
aby inak uviedla tdto zmluvu do platnosti.

11. DATA PROTECTION & PRIVACY

11. OCHRANA UDAJOV A OCHRANA OSOBNYCH UDAJOV

11.1. For the purposes of this Agreement, it is acknowledged by
the Parties that the Sponsor and the Institution act as
separate and independent controllers (as such term is
defined in Data Protection Law) in relation to any personal
data they process in connection with the Study, and that
any third party acting on behalf of the Sponsor acts as
a processor.

11.1.Na ucely tejto zmluvy zmluvné strany uznavaju, Ze
ZADAVATEL a zdravotnicke zariadenie konaji ako
samostatni a nezavisli prevadzkovatelia udajov (v zmysle
definicie tohto pojmu v zdkone o ochrane udajov) vo
vztahu k akymkolvek osobnym udajom, ktoré spracuvaju
v suvislosti s klinickym skusanim, a Ze akdkolvek tretia
strana konajica v mene ZADAVATELA kond ako
sprostredkovatel.

11.2. Institution and Sponsor shall process the Personal Data in
accordance with the Data Processing obligations
mentioned in the stand-alone Independent Controller
Arrangement (“ICA”) established by the Parties. With
regard to any provisions related to personal data
processing, if there is a conflict between the ICA and this
Agreement, the ICA shall prevail.

11.2.Zdravotnicke zariadenie a ZADAVATEL budd spractvat
osobné Udaje v sulade so zavdazkami spracuvania udajov
uvedenymi v samostatnej dohode s nezavislym
prevadzkovatelom (dalej len ,ICA“) zriadenom zmluvnymi
stranami. Pokial ide o akékolvek ustanovenia tykajlce sa
spracuvania osobnych udajov, v pripade rozporu medzi ICA
a touto zmluvou ma prednost ICA.

11.3.In case of any transfer of Personal Data to a third country
and in absence of an adequacy decision, the Parties shall
implement appropriate safeguards in accordance with
Data Protection Laws. It is hereby agreed that when the
Parties decide to implement applicable Standard
Contractual Clauses (SCCs) by Reference, Module 1. They
will be referred to it in a stand-alone document and will
form an integral part of the Main Agreement.

11.3.V pripade akéhokolvek prenosu osobnych Udajov do tretej
krajiny bez rozhodnutia o primeranosti zmluvné strany
zavedu primerané zdaruky v sulade s pravnymi predpismi o
ochrane udajov. Tymto sa dohodlo, Ze ked sa zmluvné
strany rozhodnu implementovat prislusné Standardné
zmluvné dolozky (SCC) odkazom, modul 1, odkaZu sa na ne
v samostatnom dokumente a budu tvorit neoddelitelnu
sucast hlavnej zmluvy.

12. INDEMNIFICATION

12. ODSKODNENIE

12.1.Institution and Investigator shall immediately notify
SPONSOR in writing of any claim of illness or injury that is
claimed to be due to an adverse reaction to the study drug
or any of the clinical intervention or procedures that are
provided for or required by the Protocol to which the
Subjects would not have been exposed but for their
participation in the Study. Institution and Investigator shall
allow SPONSOR to handle such claim (including, if
applicable, settlement negotiations), and shall cooperate
fully with SPONSOR in its handling of the claim.

12.1. Zdravotnicke zariadenie a skusSajlci okamZite pisomne
informuju ZADAVATELA o akomkolvek néaroku Géastnika
vsuvislosti s ochorenim alebo zranenim Udajne
sposobenym neziaducou reakciou na skusany liek
podavany podla protokolu, alebo akymkolvek klinickym
zakrokom alebo postupom, ktoré su stanovené alebo
vyZadované protokolom, ktorym by uGcastnici neboli
vystaveni, ak by sa nezucastnili klinického skusania.
Zdravotnicke zariadenie a skusajuci umozZnia
ZADAVATELOVI vyriesit takyto narok (vratane pripadnych
rokovani o vyrovnani) a pri jeho rieSeni budu so
ZADAVATELOM plne spolupracovat.

12.2.Subject to Section 12.3 below, SPONSOR indemnifies and
holds harmless Institution, Investigator, and Study
Personnel against all expenses incurred by them in relation
to claims or, proceedings, made by or on behalf of Subjects
taking part in the Study (or their dependents) against
Investigator, Institution or any of their employees or

12.2.V sulade s nizsie uvedenym d¢lankom 12.3 ZADAVATEL
odskodni a ochrani zdravotnicke zariadenie, skusajuceho a
skusajuci personal pred vsetkymi vydavkami, ktoré im
vznikna v suvislosti s narokmi alebo konaniami vedenymi
Ucastnikmi alebo v ich mene, ktori sa zucastiuju na
klinickom skasani (alebo ich zavislymi osobami), proti
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agents for personal injury (including death) to Subjects
arising out of the administration of the study drug or any
other clinical intervention or procedure that is provided for
or required by the Protocol to which the Subjects would
not have been exposed but for their participation in the
Study.

skusajucemu, zdravotnickemu zariadeniu alebo
akémukolvek ich zamestnancovi alebo zastupcovi za ujmu
na zdravi (vratane smrti) pre ucastnikov v suvislosti
s poddvanim skusaného lieku alebo akymkolvek inym
klinickym zakrokom alebo postupom, ktory je stanoveny
alebo vyZadovany protokolom, ktorému by tcastnici neboli
vystaveni bez ich ucasti na klinickom skdsani.

claim, cost (including reasonable attorney fees) or demand
arising from any injuries or damages resulting from
Institution’s, Investigator’'s or the Study Personnel’s
negligence, breach of this Agreement, failure to adhere to
the Protocol, failure to obtain signed informed consent
forms, failure to follow Applicable Law, misuse of the study
drug, unauthorized warranties, or willful misconduct.

12.3.SPONSOR will not indemnify or be responsible for loss, | 12.3.

ZADAVATEL nebude odskodriovat ani niest zodpovednost
za stratu, narok, naklady (vratane primeranych poplatkov
za pravne zastUpenie) alebo poZiadavku vyplyvajicu
z akychkolvek  zraneni alebo $kéd  vyplyvajicich
z nedbanlivosti, porusenia tejto zmluvy, nedodrzania
protokolu, neziskania podpisanych formularov
informovaného suhlasu, nedodrZania platnych zakonov,
zneuzitia skusaného lieku, neopravnenych zaruk alebo
umyselného zneuzitia, ktorych sa dopusti zdravotnicke
zariadenie, skusSajuci alebo ¢&lenovia  skdSajuceho
personalu.

for damage incurred by the SPONSOR due to negligence or
intentional unlawful act or omission and/or breach of any
of the obligations stipulated by law or assumed under this
Agreement by any of them or any of the Study Personnel,
employees of the Institution or contractual partners
engaged by any of them for the purpose of fulfilling this

12.4. Institution and Investigator shall be liable to the SPONSOR | 12.4.

Zdravotnicke zariadenie a skdsajuci zodpovedaju
ZADAVATELOVI za $kodu, ktord mu vznikla z nedbanlivosti
alebo umyselného protipravneho konania ¢i opomenutia
a/alebo poruSenia niektorej z povinnosti stanovenej
pravnymi predpismi alebo prijatej na zaklade tejto zmluvy
ktorymkolvek z nich alebo ktorymkolvek z ¢lenov
skusajuceho personalu, zamestnancov zdravotnickeho

Agreement. zariadenia alebo zmluvnych partnerov zapojenych
ktorymkolvek z nich pre ucel plnenia tejto zmluvy.
13. INSURANCE 13. POISTENIE

on healthcare providers, healthcare professionals,
professional organisations in healthcare and on
amendments to certain acts, as amended, to take out its
own liability insurance, which will cover its liability for
damage caused to persons in connection with the provision
of healthcare, with insurance coverage meeting the
requirements of the legal regulations.

13.1.Institution is required, pursuant to Act No. 578/2004 Coll. | 13.1.

Zdravotnicke zariadenie je vzmysle zakona €. 578/2004 Z.z.
o poskytovateloch zdravotnej starostlivosti,
zdravotnickych pracovnikoch, stavovskych organizaciach
v zdravotnictve a o zmene a doplneni niektorych zakonov
v zneni neskorSich predpisov povinné uzatvorit vlastné
poistenie zodpovednosti za Skodu, ktoré bude kryt jeho
zodpovednost za $kodu spbdsobenl’ osobam v suvislosti
s poskytovanim zdravotnej starostlivosti, a to s poistnym
krytim spifiajucim poziadavky pravnych predpisov.

professional liability insurance for the conduct of clinical
trials.

13.2.Investigator may decide to take out additional private | 13.2.

Skusajlci sa moze rozhodnut uzavriet dodatoéné poistenie
sukromnej profesnej zodpovednosti za uskuto¢riovanie
klinickych skasani.

full force and effect throughout the performance of the
Study clinical trials liability insurance in accordance with
local regulations. The terms of any insurance or the
amount of coverage shall not relieve SPONSOR of any
liabilities under this Agreement.

13.3.SPONSOR shall, to the extent required by law, maintain in | 13.3.

ZADAVATEL je povinny v rozsahu vyzadovanom zdkonom
udrziavat v plnej platnosti a uc¢innosti pocas celého
vykonavania klinického skdsania poistenie zodpovednosti
za Skodu spdsobend pocas klinického skusania v sulade
s miestnymi predpismi. Podmienky akéhokolvek poistenia
alebo vygka krytia nezbavuju ZADAVATELA Ziadnych
zavazkov podla tejto zmluvy.
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14. DEBARMENT

14. VYLUCENIE

14.1. Institution and Investigator hereby certify that neither
Institution, Investigator nor any other Study Personnel
(including any subcontractor permitted pursuant to
Section 17.2) has been:

14.1.Zdravotnicke zariadenie a skdSajuci tymto potvrdzuju, Ze
ani zdravotnicke zariadenie, ani skusajuci a ani Ziadny ¢len
skusajuceho  personalu  (vratane  subdodavatelov
povolenych podla casti 17.2):

a. debarred by any relevant authorities, pursuant to any
Applicable Law, including but not limited to Section
306(a) and (b) of the US Federal Food, Drug and
Cosmetic Act which requires debarment of an
individual if FDA finds that the individual has been
convicted of a felony under federal law for conduct
relating to the regulation of a drug product under the
Federal Food, Drug, and Cosmetic Act, or disqualified
as a clinical investigator under Applicable Law;

a. nemaju zakaz cinnosti od prislusSnych Uradov na
zaklade platnych zdkonov, okrem iného aj vratane
paragrafu 306 pism. a) a b) federalneho zdkona USA
o potravinach, liekoch a kozmetike (US Federal Food,
Drug and Cosmetic Act), podla ktorého sa vyZaduje
vylucenie jednotlivca, ak FDA zisti, Ze jednotlivec bol
odsudeny za zlo¢in podla federalneho zakona za
spravanie suvisiace s regulaciou liekového produktu
podla federdlneho zdkona o potravinach, liekoch a
kozmetike, ani neboli vyltéeni ako klinicki skdsajuci na
zdklade platnych zédkonov,

b. threatened to be debarred or indicted for a crime or
otherwise engaged in conduct for which a person can
be debarred under Applicable Law;

b. nehrozilo im vylicenie alebo obvinenie z trestného
¢inu alebo iného konania, za ktoré mozno osobu
vylucit podla platnych zakonov;

c. disciplined by and/or banned by a relevant authority
from carrying out clinical trials.

c. neboli disciplindarne stihani ani im prislusny organ
nezakazal vykonavat klinické skusania.

For purposes of this Section, any of the foregoing shall be
deemed to constitute being “debarred”.

Na ucely tejto Casti sa Cokolvek z uvedeného povaZuje za
,vylucenie” alebo ,,zdkaz Cinnosti”.

14.2.In addition, Institution and Investigator agree that no
debarred person will in the future be employed or
otherwise engaged (including on a contract basis) by
Institution or Investigator to work on the Study. If during
the course of the Study, Institution or Investigator
becomes debarred or learns that any person connected
with the Study is debarred, or that there is a threat of
debarment of any such person, then Institution and
Investigator must immediately notify SPONSOR or its
designee (including CRO). SPONSOR may immediately
terminate this Agreement in the event any of the foregoing
occurs.

14.2.Okrem toho sa zdravotnicke zariadenie a skusajuci
zavazuju, Ze v budicnosti nezamestnaju ani inak nezapoja
(ani ako doddvatela) do prace na klinickom skusani Ziadnu
takuto vylucenu osobu. Ak v priebehu klinického skisania
dojde k wvyluceniu zdravotnickeho zariadenia alebo
skusajuceho alebo sa zisti, Ze akakolvek osoba spojena
s klinickym skudsanim bola vyliéena alebo hrozi jej
vylucenie, zdravotnicke zariadenie a skisajuci su povinni o
tejto skutocnosti ZADAVATELA alebo nim poverent osobu
(vratane CRO) bezodkladne informovat. V pripade, Ze
dojde k niektorému z vysSie uvedenych pripadov,
ZADAVATEL modZe tato zmluvu ukondit s okamizitou
platnostou.

15. PAYMENT TERMS AND CONDITIONS

15. PLATOBNE PODMIENKY

15.1. For conducting the Study in compliance with the Protocaol,
SPONSOR through its designee (including CRO) agrees to
pay to the Institution the fees and expenses set forth on
Exhibit A. Such fees and expenses will be paid solely to the
Institution, except as otherwise expressly set forth in
Exhibit A. The terms and conditions of fees and expenses
and their payments to the Investigator are stipulated in a
separate agreement concluded between the SPONSOR and
the Investigator, as stated in the introduction to the

15.1. Za vykonanie klinického skdsania v sulade s protokolom sa
ZADAVATEL zavizuje uhradit zdravotnickemu zariadeniu
prostrednictvom nim poverenej osoby (vratane CRO)
poplatky a vydavky stanovené v prilohe A. Takéto poplatky
a vydavky budud uhradené vylucne zdravotnickemu
zariadeniu, pokial nie je v prilohe A vyslovne uvedené inak.
Podmienky poplatkov avydavkov a ich dhrady
skusajucemu su upravené v samostatnej zmluve
uzatvorenej medzi ZADAVATELOM a skusajicim, tak ako je
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Agreement. Payments due hereunder are pass-through
payments from Sponsor and will only be sent after such
payments are received by CRO from Sponsor. CRO shall
exercise reasonable efforts to ensure timely receipt of
pass-through payments from Sponsor. The Parties agree
that Exhibit A — Payment Terms and Budget is part of this
Agreement clarifying the payment terms associated with
this Agreement and that the fees and expenses set forth in
Exhibit A represent the fair market value for conducting the
Study by Institution. Payments shall be made in accordance
with the provisions set forth in Exhibit A, with the last
payment being made after Institution and Investigator
complete all of their obligations under this Agreement and
any Exhibits thereto. Institution and Investigator shall not
seek reimbursement for any medical services or
Investigational Product from any third- party payers if such
costs are already covered by payments made under this
Agreement or the separate agreement concluded between
the Investigator and the SPONSOR. The total budget of the
Study is at the Site divided in a ratio of 20% for the
Institution and 80% for the Investigator (including Study
Personnel).

uvedené v Uvode zmluvy. Platby splatné podla tejto zmluvy
s prechadzajicimi platbami od ZADAVATELA a budu
odoslané az po tom ako CRO prijme takéto platby od
ZADAVATELA. CRO vyvinie primerané Usilie na
zabezpecenie v€asného prijatia prechadzajucich platieb od
ZADAVATELA. Zmluvné strany sa dohodli, Ze stcastou tejto
zmluvy je priloha A —Platobné podmienky a rozpocet, ktord
objasniuje platobné podmienky suvisiace s touto zmluvou,
a Ze poplatky a vydavky uvedené v prilohe A predstavuju
redlnu trhovi hodnotu za vykonavanie klinického skisania
zdravotnickym zariadenim. Platby sa poukazuju v sulade
s ustanoveniami uvedenymi v prilohe A, pricom posledna
platba bude poukdzand, ked zdravotnicke zariadenie a
skusajuci splnia vietky svoje povinnosti podla tejto zmluvy
a vsetkych jej priloh. Zdravotnicke zariadenie a sku3ajuci
nesmu pozadovat od Ziadnych tretich stran dhradu za
lekarske sluzby ani skisany produkt, ak su tieto naklady uz
zahrnuté do platieb poukazanych podla tejto zmluvy alebo
samostatnej zmluvy uzavretej medzi skudsajucim
a ZADAVATELOM. Celkovy rozpoéet klinického skusania je
v ramci centra rozdeleny v pomere 20% pre zdravotnicke
zariadenie a 80% pre skusajuceho (vratane skdsajuceho
personalu).

15.2.

Institution and Investigator shall comply with all
obligations with respect to taxes and social security
contributions, if applicable, which relate to the subject
matter of this Agreement including, without limitation,
those that relate to any payments made hereunder to
Institution, Investigator, Study Personnel or, as the case
may be, those that relate to any payments made by
Institution or Investigator to Study Personnel.

15.2.

Zdravotnicke zariadenie a skuasSajuci dodrzia vsetky
povinnosti tykajuce sa dani a prispevkov na sociadlne
zabezpeclenie, ak je to potrebné, ktoré sa vztahuju na
predmet tejto zmluvy, okrem iného aj vratane zavazkov,
ktoré sa vztahuji na vSetky platby vystavované
zdravotnickemu zariadeniu, skudsajucemu, skudsajucemu
persondlu, alebo podla pripadu zavézkov, ktoré sa vztahuju
na vSetky platby vystavené zdravotnickym zariadenim
alebo skusajucim skusajucemu personalu.

15.3.

Institution and Investigator acknowledge and agree that
its, his or her judgment with respect to its, his or her advice
to and care of each Subject is not and shall not be affected
by the compensation Institution and/or Investigator
receive in accordance with the Study and applicable
standards.

15.3.

Zdravotnicke zariadenie a skusajuci potvrdzuju a suhlasia,
Ze ich usudok, pokial ide o rady a starostlivost o
jednotlivych dcastnikov, nie je a nebude ovplyvneny
kompenzaciou, ktord zdravotnicke zariadenie a/alebo
skusajuci dostavaju v suvislosti s tymto klinickym skdSanim
a platnymi Standardmi.

15.4.

Institution and Investigator hereby agrees that no third
party will be charged for any aspect of treatment or patient
care for which the Institution as Payee has invoiced or been
paid under this Agreement. Institution and Investigator
hereby agree that neither the Study Subjects (as defined
below) nor any third party will be charged for the Study
Drug or any comparator drugs provided for this Study, nor
shall Payee include such cost in any cost report to third-
party payers.

15.4.

Zdravotnicke zariadenie a skusajuci sa tymto zavazuju, ze
Ziadnej tretej strane nebude Uctovany Ziadny aspekt lieCby
alebo starostlivosti o pacienta, ktory si zdravotnicke
zariadenie ako prijemca platby fakturovalo alebo ktory mu
bol zaplateny na zadklade tejto zmluvy. Zdravotnicke
zariadenie a skusSajlci sa tymto zavazuju, Ze ucastnikom
klinického skusania (ako su definovani nizsie) ani Ziadnej
tretej strane nebude uctovany poplatok za skusany liek
alebo akékolvek porovnavacie latky poskytnuté pre toto
klinické skusanie, ani prijemca nezahrnie takéto naklady do
Ziadnej spravy o nakladoch pre platcov tretich stran.

15.5.

Institution and Investigator agree that SPONSOR or its
designee (including CRO) may disclose the fees and

15.5.

Zdravotnicke zariadenie a skusSajuci suhlasia s tym, Ze
ZADAVATEL alebo nim poverend osoba (vradtane CRO)
mbézu poskytnut informécie o poplatkoch a vydavkoch
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expenses payable or paid under this Agreement to any
governmental authorities according to Applicable Law.

splatnych alebo zaplatenych podla tejto zmluvy vsetkym
Statnym organom v zmysle platnych zdkonov.

not a party to this Agreement (but under a separate written
agreement SPONSOR’s contractor and designee in
managing the Study for SPONSOR, including the execution
of payments under this Agreement) and that all claims for
non-payment under this Agreement shall be made directly
against SPONSOR and not CRO.

15.6. Institution and Investigator acknowledge and agree CRO is | 15.6.

Zdravotnicke zariadenie a skusajuci potvrdzuju a suhlasia
s tym, Zze CRO nie je zmluvnou stranou tejto zmluvy (ale na
zaklade samostatnej pisomnej zmluvy vystupuje ako
dodavatel a zastupca ZADAVATELA pri riadeni klinického
skugania pre ZADAVATELA, vratane realizicie platieb
podla tejto zmluvy) a Ze vSetky naroky suvisiace
s neplnenim platobnych povinnosti podla tejto zmluvy
budi uplatfiovat priamo vo&i ZADAVATELOVI a nie voéi
CRO.

16. TERMINATION 16. UKONCENIE

executed by all Parties and will become effective as of the
date following the day of its publication in accordance with
the provision of section 47a article 1 of Act no. 40/1964
Coll. Of the Civil Code in the Central Register of Contracts
(https://www.crz.gov.sk), as it is a compulsorily published
contract in accordance with the provisions of § 5a par. 1 of
Act no. 211/2000 Coll. on free access to information (the
“Effective Date”) and shall continue in effect for the full
duration of the Study at the Institution according to the
Protocol unless sooner terminated in accordance with the
provisions of this Section. The Contracting Parties agree
that the Institution will publish a version of this Agreement,
prepared and provided for this purpose by CRO. CRO may
terminate this Agreement immediately upon written
notice to Institution for any reasons, including without
limitation upon any of the following occurrences:

16.1.This Agreement will become valid upon the date it is fully | 16.1.Tato zmluva sa stava platnou driom, ked bude riadne

podpisand vSetkymi zmluvnymi stranami a nadobudne
uéinnost diiom nasledujdcim po dni jej zverejnenia v stlade
s ustanovenim § 47a ods. 1 zdkona ¢&. 40/1964 Zb.
Obcianskeho zdkonnika v Centrdlnom registri zmlav
(https://www.crz.gov.sk), kedZe ide o povinne zverejnenu
zmluvu v sulade s ustanovenim § 5a ods. 1 zdkona ¢.
211/2000 Z. z. o slobodnom pristupe k informaciam (dalej
len ,datum nadobudnutia ucinnosti“) a zostane platna
pocas celého trvania klinického skusania v zdravotnickom
zariadeni podla protokolu, ak nebude jej platnost
ukoncend skor v sulade s ustanoveniami tohto odseku.
Zmluvné strany sa dohodli, Ze zdravotnicke zariadenie
zverejni verziu tejto zmluvy, ktord na tento ucel pripravi a
poskytne CRO. CRO mdzie vypovedat tuto zmluvu s
okamiZitou platnostou na zdklade pisomného ozndamenia
adresovaného zdravotnickemu zariadeniu a skdsajucemu z
akychkolvek dévodov, okrem iného vratane nasledujucich
pripadov:

a. Institution or Investigator has failed to cure a breach
to this Agreement within thirty (30) days of receipt of
written notice specifying such breach; or

a. zdravotnickemu zariadeniu alebo skusajucemu sa
nepodarilo nenapravit porusenie tejto zmluvy do
tridsiatich (30) dni od prijatia pisomného oznamenia,
v ktorom je opisané takéto porusenie, alebo

b. Investigator becomes personally unavailable to
conduct the Study and a SPONSOR approved
replacement has not been identified by Institution and
Investigator longer than 30 days from the date of
notification of this fact to the CRO; or

b. skusajuci nie je osobne k dispozicii na vykonanie
klinického skudsania a zdravotnicke zariadenie a
skusajuci neidentifikovali nahradnika schvaleného
ZADAVATELOM alebo CRO dihsie ako 30 dni odo dia
oznamenia tejto skutocnosti CRO alebo

c. SPONSOR determines, in its sole and absolute
discretion, that a sufficient number of subjects for
participation in the Study to make it likely that the
statistical requirements applicable to the Study will be
met or has failed to be enrolled; or

c. ZADAVATEL podla vlastného uvézenia rozhodne, e sa
do klinického skusania nezapisal dostato¢ny pocet
Ucastnikov, aby bolo pravdepodobné, Ze budu splnené
Statistické poziadavky vztahujice sa na klinické
skusanie, alebo
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d. the authorization/authorisation and approval to
perform the Study is withdrawn by the regulatory
authority governing Institution; or

d. regula¢né orgdny riadiace zdravotnicke zariadenie
odvolaju opravnenie a schvalenie vykonu klinického
skusania, alebo

e. the audit or regulatory inspection identifies a serious
breach or lack of compliance with this Agreement; or

e. auditaleboinspekcia regulacného organu zisti zavazné
porusenie alebo nedodrzanie tejto zmluvy alebo

f. if any of the circumstances permitting termination
pursuant to Section 14.1 occur.

f. ak nastane akakolvek z okolnosti umoziujucich
ukoncenie podlfa casti 14.1.

16.2.SPONSOR may terminate this Agreement for any reasons,
including without limitation those set out at clause 16.1(a)

-

16.2. ZADAVATEL mdze vypovedat tuto zmluvu z akychkolvek
dovodov, okrem iného vratane dovodov uvedenych v ¢asti
16.1a) azf).

16.3.This Agreement may be terminated by Institution or
Investigator, upon thirty (30) days’ prior written notice, for
breach of contract by SPONSOR or CRO if the breach is not
cured within sixty (60) days period.

16.3. Zdravotnicke zariadenie alebo skusajuci moze ukoncit tuto
zmluvu do tridsiatich (30) dni od predchadzajuceho
pisomného ozndmenia z dévodu porusenia tejto zmluvy zo
strany ZADAVATELA alebo CRO, pokial toto porusenie

nebolo napravené do Sestdesiatich (60) dni od ozndmenia.

16.4. If this Agreement is terminated prematurely in accordance
with Section 16.1, 16.2 or 16.3, Institution and Investigator
shall/must use its, his or her best efforts to:

16.4. Ak d6jde k predcasnému ukonceniu tejto zmluvy v sulade
s 16.1, 16.2 alebo 16.3, zdravotnicke zariadenie a skusajuci

vynaloZia vietko potrebné usilie, aby:

a. minimize further costs while maintaining good medical
care of the Subjects; and

a. minimalizovali dalSie ndklady a zaroven zachovali
dostatoénu zdravotnu starostlivost o ucastnikov a

b. ensure that all Subjects shall complete the Study
according to the Protocol unless dictated otherwise by
Study Instructions.

b. zabezpedili, aby vsetci ucastnici dokoncili klinické
skusanie podla protokolu, pokial nie je stanovené inak
v ramci pokynov pre klinické skusanie.

16.5.Should Investigator conclude that continuation of the
Study is no longer medically justifiable, in order to protect
the safety or medical welfare of Subjects then he/she will
promptly notify SPONSOR or its designee (including CRO)
and the EC in writing, and may suspend treatment of
Subjects until such time as SPONSOR and Investigator
reach agreement as to the best course of action.

16.5. Ak skusajuci dospeje k zaveru, Ze pokracovanie klinického
skusania uz nie je medicinsky opodstatnené, v zaujme
ochrany bezpecnosti alebo zdravotného stavu ucastnikov
o tom bezodkladne pisomne informuje ZADAVATEL'A alebo
nim poverenu osobu (vratane CRO) a EK a mdzZe liecbu
Ucastnikov pozastavit, kym ZADAVATEL a skusajuci
nedosiahnu dohodu o najlepSom postupe.

16.6. Termination of this Agreement by any Party shall not affect
the rights and obligations of the Parties accrued prior to
the effective date of termination of this Agreement. Any
provision of this Agreement that should survive expiration
or termination of this Agreement in order to give proper
effect to its intent, shall survive expiration or termination
of this Agreement.

16.6. Ukoncenie platnosti tejto zmluvy ktoroukolvek stranou
nema vplyv na prdva a povinnosti stran, ktoré vznikli pred
datumom ucinnosti ukoncenia tejto zmluvy. Akékolvek
ustanovenie tejto zmluvy, ktoré by malo trvat aj po
uplynuti alebo ukonéeni tejto zmluvy, zostane zachované
aj po uplynuti platnosti alebo ukonéeni tejto zmluvy, aby sa
jej umysel nalezite splnil.

17. INDEPENDENT CONTRACTOR

17. NEZAVISLY DODAVATEL

17.1.The relationship of Institution and Investigator to
SPONSOR is that of independent contractor. Institution
and Investigator shall perform the Services only as
independent contractor, and nothing contained herein
shall be construed to be inconsistent with that relationship
or status. Institution, Investigator and Study Personnel,
shall not be considered employees or agents of SPONSOR

17.1.Vztah  zdravotnickeho zariadenia a  skusajuceho
k ZADAVATELOVI je vztahom nezavislych doddvatelov.
Zdravotnicke zariadenie a skusajlci sa zavazuju poskytovat
sluzby iba ako nezdvisly dodavatel a Ziadna skutoc¢nost
vtejto zmluve sa nesmie vykladat v rozpore s tymto
vztahom alebo stavom. Zdravotnicke zariadenie, skdsajuci
a skusajuci personal sa nepovazuju za zamestnancov ani
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and, as such, shall not be entitled to any benefits available
to employees of SPONSOR.

zastupcov ZADAVATELA, a preto nemaju narok na Ziadne
vyhody poskytované zamestnancom ZADAVATELA.

17.2.Institution and Investigator shall not retain any
subcontractor to perform any of its obligations under this
Agreement without the prior written consent of SPONSOR.
Any such consent shall not relieve Institution and
Investigator of its obligations hereunder, and Institution
and Investigator shall remain fully liable for all acts and
omissions of any such subcontractor.

17.2.Bez predchadzajliceho pisomného sthlasu ZADAVATELA
nebude zdravotnicke zariadenie ani skusajlci vyuZivat na
vykonavanie ktorejkolvek zo svojich povinnosti podla tejto
zmluvy Ziadnych subdodavatelov. Akykolvek takyto suhlas
nezbavuje zdravotnicke zariadenie ani skudSajuceho
povinnosti, ktoré im wvyplyvaju z tejto zmluvy, a
zdravotnicke zariadenie a skuSajuci zostdvaju plne
zodpovedni za vietky skutky a opomenutia ktoréhokolvek
takéhoto subdoddvatela.

17.3.This Agreement shall not constitute, create or in any way
be interpreted as, a joint venture, partnership, or business
organization of any kind.

17.3.Tato zmluva nepredstavuje, nevytvara ani nema nijakym
spésobom byt interpretovand ako spoloény podnik,
partnerstvo alebo obchodna organizacia akéhokolvek
druhu.

18. CONTRACTUAL ARRANGEMENTS

18. ZMLUVNE DOJEDNANIA

18.1.Titles to the Sections of this Agreement are solely for
convenience and do not constitute a substantive part of
this Agreement.

18.1. Nazvy Casti tejto zmluvy sliZia vyluéne na lepSiu orientdciu
a nie sU podstatnou stuc¢astou zmluvy.

18.2.1If any provision of this Agreement is held illegal, invalid or
unenforceable by a court of law, the remainder of this
Agreement shall not be affected thereby.

18.2. Ak sud uzna ktorékolvek ustanovenie tejto zmluvy za
nezdkonné, neplatné alebo nevykonatelné, nebude to mat

vplyv na zostdvajlcu Cast tejto zmluvy.

18.3. Failure to insist upon compliance with any of the terms and
conditions of this Agreement shall not constitute a general
waiver or relinquishment of any such terms or conditions,
and the same shall remain at all times in full force and
effect.

18.3. Netrvanie na dodrziavani ktorejkolvek z podmienok tejto
zmluvy neznamenad vseobecné zrieknutie sa alebo vzdanie
sa platnosti takychto podmienok, ktora zostava neustale

v plnej platnosti a ucinku.

18.4.The respective signatories of the Parties to this Agreement
represent and warrant that they have the authority and
ability to enter into the terms, provisions and conditions of
this Agreement on behalf of their respective Parties.

18.4. Prislusni signatari zmluvnych stran tejto zmluvy potvrdzuju
a zarucduju, Ze maju opravnenie a spdsobilost uzatvorit tuto
zmluvu, jej podmienky a ustanovenia, v zastupeni

prislusnych zmluvnych stran.

18.5.No Party shall be responsible for any default under this
Agreement by reason of strikes, riots, hostilities, wars, fire,
acts of terrorism, acts of God, death of Investigator, or any
other cause beyond its reasonable control.

18.5.Ziadna zo zmluvnych strdn nezodpoveda za akékolvek
neplnenie podla tejto zmluvy z doévodu Strajkov,
nepokojov,  vojnového  stavu, vojen,  poziarov,
teroristickych ~ ¢inov, zdsahu wvy$8ej moci, Umrtia
skusajuceho alebo z akejkolvek inej pric¢iny mimo jej
primeranej kontroly.

18.6.This Agreement may not be assigned by Institution or
Investigator without the prior written consent of
SPONSOR.

18.6. Zdravotnicke zariadenie ani skdsajuci nemozu tito zmluvu
Uplne ani Ciastoéne postupit bez predchadzajuceho

pisomného suhlasu ZADAVATELA.

18.7.SPONSOR may assign this Agreement to any of its
respective subsidiaries, Affiliates or to any third party, of

18.7. ZADAVATEL mdZe postupit tito zmluvu ktorejkolvek zo

svojich dcérskych spolocnosti, pridruzenych spolo¢nosti
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which it shall immediately notify the Institution and the
Investigator.

alebo ktorejkolvek tretej strane, o c¢om bezodkladne
obozndmi zdravotnicke zariadenie a skusajuceho.

18.8.This Agreement constitutes the entire agreement and final
understanding of the Parties with respect to the subject
matter hereof and supersedes and terminates all prior
and/or  contemporaneous understandings and/or
discussions between the Parties, whether written or
verbal, express or implied, relating in any way to the
subject matter hereof. This Agreement may not be altered,
amended, modified or otherwise changed in any way
except by a written amendment, signed by all Parties. This
Agreement is executed in both English and Slovak
language. In case of any incoherence, contradiction or
discrepancy between the English and the Slovak version of
this Agreement, the terms of the Slovak version will prevail.

18.8. Tato zmluva predstavuje Uplnd zmluvu a koneénu dohodu
zmluvnych strdn v savislosti s predmetom tejto zmluvy a
nahradza a rusi vsetky predchadzajice a/alebo sucasné
dohody a/alebo rokovania medzi stranami, ¢i uz pisomné
alebo Ustne, vyslovné alebo predpokladané, ktoré
akymkolvek spbésobom suvisia s predmetom tejto zmluvy.
Tato zmluva sa nesmie nijakym spdsobom menit, doplifat,
upravovat alebo inak menit s vynimkou pisomného
dodatku podpisaného vsetkymi zmluvnymi stranami. Tato
zmluva je vyhotovena v anglickom a slovenskom jazyku.
V pripade akejkolvek nezrovnalosti, rozporu ¢i nesuladu
medzi anglickou a slovenskou verziou tejto zmluvy bude
uréujuca verzia slovenska.

18.9. All notices necessary or appropriate to be given pursuant
to this Agreement shall be effective when delivered to the
appropriate Party at the address below:

18.9. Vietky oznamenia, ktoré su potrebné alebo vhodné podla
tejto zmluvy, nadobudnt Géinnost po doruceni prislusnej

zmluvne strane na nizsSie uvedenu adresu:

To CRO:

Ak je adresatom zmluvna vyskumna organizacia (CRO):

Parexel International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Attn: [

Parexel International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

irsko

Do ruk: [

To SPONSOR:

Ak je adresdtom ZADAVATEL:

Avalo Therapeutics
1500 Liberty Ridge Drive
Suite 321

Wayne, PA 19087 USA

||J>
-
—
>
|w)
(@]
=
[N
N

Avalo Therapeutics
1500 Liberty Ridge Drive
Suite 321

Wayne, PA 19087 USA

To Investigator:

Ak je adresatom skusajuci:

To Institution:

Ak je adresatom zdravotnicke zariadenie:

Fakultna nemocnica Trnava
A. Zarnova 11

917 02 Trnava

Slovakia

Fakultna nemocnica Trnava
A. Zarnova 11

917 02 Trnava

Slovensko

do rik:
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18.10. Any Party may change its address or number for notice
by giving notice in accordance with Section 18.9 and 18.11.

18.10. Kazda zmluvnd strana modze zmenit adresu alebo Eislo
pre dorucenie oznameni, musi viak o tom informovat
podla ¢asti 18.9 a 18.11.

18.11. Any delivery that is called for under this Agreement
shall be complete when made by personal delivery, fax,
email, registered post, certified post or courier, in each
case with confirmation of delivery/receipt.

18.11. Vsetky zasielky, ktoré su podla tejto zmluvy potrebné,
sa povazuju za dorucené po ich osobnom doruceni,
doruceni faxom, e-mailom, doporucenou postou, zasielkou
s potvrdenim o doruceni alebo kuriérom, v kazdom pripade
s potvrdenim o doruceni/prevzati.

18.12. The Parties agree that this Agreement shall be
governed by the laws of Slovakia, without regard to the
conflicts of law provisions thereof. In case a dispute is
brought before a court of law, the courts of Slovakia will
have sole jurisdiction over the litigation.

18.12. Zmluvné strany suhlasia, Ze tdto zmluva sa bude riadit
zdkonmi Slovenskej republiky bez ohladu na konflikty
zakonnych ustanoveni tejto zmluvy. V pripade sporu pred
sidom bude sudna Zaloba patrit do vyhradnej jurisdikcie
slovenskych sudov.

18.13. The Institution and Investigator acknowledge that the
SPONSOR is required by applicable laws and
pharmaceutical industry codes of conduct to document
and publicly disclose certain transfers of value made to
healthcare professionals and healthcare organizations, and
such disclosures may include information about the
payments or other transfers of value provided to
Institution and/or the Investigator and Study Personnel
under this Agreement. The SPONSOR may store and use
information relating to the Institution, Investigator and/or
Study Personnel and arising out of this Agreement for the
purpose of its business and may publicly disclose in its
discretion such information (including, but not limited to,
the name and professional address of the Institution
and/or the Investigator and Study Personnel, any financial
and in-kind payments received under this Agreement, the
nature of the engagement and any other payment or
service-related information) as may be deemed
appropriate by SPONSOR for the fulfillment of its
transparency obligations or as may otherwise be dictated
by Applicable Law or any pharmaceutical industry codes of
conduct to which the SPONSOR or any of its Affiliates is
subject. For such purposes, the SPONSOR may transfer
such information to its Affiliates and/or third-party service
providers, who may be established in a different
jurisdiction to the Institution and Investigator, which
jurisdiction may not offer the same level of protection for
personal information. Payments to the Institution for work
done by specified individuals may reference both the
Institution and the individual. In accordance with
applicable data protection laws, the Investigator and Study
Personnel may contact the SPONSOR at any time to correct
any mistakes or request deletion of their personal
information held by SPONSOR.

18.13. Zdravotnicke zariadenie a skusajuci berd na vedomie,
7e ZADAVATEL je podla platnych zdkonov a kdédexov
sprdvania farmaceutického priemyslu povinny
zdokumentovat a zverejnit urité prevody hodnét
uskutocnené zdravotnickym pracovnikom a zdravotnickym
organizaciam a takéto zverejnenia moOZu zahfnat
informacie o platbach alebo inych prevodoch hodnét
poskytnutych  zdravotnickemu  zariadeniu  a/alebo
skusajucemu a skusajucemu personalu podla tejto zmluvy.
ZADAVATEL mobZe uchovévat a pouzivat informécie
tykajuce sa zdravotnickeho zariadenia, skusajuceho
a/alebo skusajuceho persondlu a informécie vyplyvajuce
z tejto zmluvy na ucely svojho podnikania a mdZe podla
vlastného uvézenia zverejnit také informacie (vratane, ale
nie vylu¢ne, mena a profesijnej adresy zdravotnickeho
zariadenia a/alebo skusajuceho a skusajuceho personalu,
akychkolvek finanénych a nepefaznych platieb prijatych na
zdklade tejto zmluvy, povahy zdkazky a akychkolvek inych
informdcii suvisiacich s platbami alebo sluzbami), ktoré
ZADAVATEL mbze povazovat za vhodné na splnenie svojich
povinnosti tykajucich sa transparentnosti alebo ktoré mozu
byt inak diktované platnymi pravnymi predpismi alebo
akymikolvek  kédexmi  spravania  farmaceutického
priemyslu, ktorym ZADAVATEL alebo ktoradkolvek z jeho
pridruzenych spolo¢nosti podlieha. Na tieto ucely méze
ZADAVATEL preniest tieto informacie svojim pridruzenym
spolo¢nostiam a/alebo poskytovatelom sluZieb tretich
stran, ktori mozu sidlit v inej jurisdikcii ako zdravotnicke
zariadenie a skusajuci, pricom tato jurisdikcia nemusi
poskytovat rovnaki urovern ochrany osobnych udajov.
Platby zdravotnickemu zariadeniu za pracu vykonanu
uréenymi osobami sa modzu tykat zdravotnickeho
zariadenia aj jednotlivca. V sulade so zdkonom o ochrane
udajov méze skdsajuci a skusajuci personal kedykolvek
kontaktovat ZADAVATELA, aby opravil akékolvek chyby
alebo poZiadal o vymazanie svojich osobnych adajov, ktoré
ma ZADAVATEL k dispozicii.
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IN WITNESS WHEREOF, the Parties have executed this
Agreement. This Agreement may be executed in two or more
counterparts, each of which shall be an original and all such
counterparts together shall constitute the entire Agreement.

NA DOKAZ TOHO zmluvné strany podpisali tito zmluvu. Tato
zmluva moze byt vyhotovend v dvoch alebo viacerych
rovnopisoch, z ktorych kazdy sa bude povaZovat za original a
vsetky tieto rovnopisy spolu predstavuju Gplnd zmluvu.

1) Institution / Zdravotnicke zariadenie: Fakultna

nemocnica Trnava

(Signature of Authorized Official / Podpis
opravneného funkcionara)

MUDr. Daniel Zitfian, MPH

(Typed or Printed Name / Meno pisanym
palickovym alebo tlacenym pismom)

2) Investigator / Skusajuci:

Date/ Datum

(Signature of Investigator / Podpis
skusajuceho)

(Typed or Printed Name / Meno pisanym
palickovym alebo tlacéenym pismom)

3) Sponsor / Zadavatel: Avalo Therapeutics

Date/ Datum

(Signature of Authorized Official / Podpis
opravneného funkcionara)

(Typed or Printed Name / Meno pisanym
palickovym alebo tlacéenym pismom)

Date/ Datum
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Exhibit B — Definitions

Priloha B — Definicie

“Affiliate” means in relation to either Party to this Agreement,
any company, partnership or other entity which directly or
indirectly controls, is controlled by, or is under common control
with such Party. For purposes of this definition, “control” means
the beneficial ownership of more than fifty (50) per cent of the
issued voting shares or the legal power to direct or cause the
direction of the general management of the company,
partnership or other entity in question, and “controlled” shall be
construed accordingly.

,Pridruzend spoloénost” znamena v suvislosti s niektorou
zmluvnou stranou tejto zmluvy akukolvek spoloénost,
partnerstvo alebo iny subjekt, ktoré priamo alebo nepriamo
kontroluju tuto zmluvnu stranu, su nou kontrolované alebo su
s nou pod spoloénou kontrolou. Na ucely tejto definicie vyraz
Lkontrolovat“ znamend bezprostredné vlastnictvo viac ako
patdesiatich (50) percent vydanych hlasovacich prav alebo
pravna moc na riadenie alebo ovplyvnenie riadenia generalneho
manazmentu spoloc¢nosti, partnerstva alebo iného prislusného
subjektu. Slovo , kontrolovany” sa ma vykladat v stlade s touto
definiciou.

“Applicable Law” means any international, national, federal,
state, provincial, commonwealth, or local government law,
statute, rule, requirement, code, regulation, or ordinance that
applies to any Party or to a Study, the Services, or this
Agreement, as well as the current good clinical practices
guidelines of the International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals for
Human Use Topic E6: Guidelines on Good Clinical Practice, and
applicable version(s) of the World Medical Association
Declaration of Helsinki, and, where applicable, rules governing
good manufacturing practice and good laboratory practice, and
rules governing the collection and processing of Personal Data
and the collection and storage of human tissue samples and the
performance of DNA testing.

,Platné zakony” znamena medzinarodny, narodny, federalny,
statny, regiondlny zakon, zakon konStitu¢ného Statu alebo
miestny zdkon, predpis, pravidlo, poziadavku, kédex, nariadenie
alebo vyhlasku, ktoré sa vztahuju na akuikolvek zmluvni stranu
alebo skusanie, sluzby alebo na tuto zmluvu, ako aj sucasné
usmernenia o spravnej klinickej praxi Medzindrodnej
konferencie o harmonizacii technickych poZiadaviek na
registraciu farmaceutickych vyrobkov uréenych na humanne
pouZzitie, téma E6: Smernice spravnej klinickej praxe a platna
verzia (verzie) Helsinskej deklaracie Svetovej lekarskej asociacie
a ak platia, aj pravidld, ktoré sa vztahuju na spravnu vyrobnu
prax a spravnu laboratérnu prax a pravidla riadiace ziskavanie a
spracuvanie osobnych Udajov a ziskavanie a uchovavanie vzoriek
[udského tkaniva a vykon DNA testovania.

“Completed Subject” means any Subject who has completed the
prescribed course of treatment for a subject in the Study in
accordance with the Protocol.

,Ukonceny acastnik” znamena ucastnika, ktory dokoncil
predpisant liecbu ucastnika klinického skusania v sulade
s protokolom.

“Confidential Information” refers to any and all Information (i)
provided, disclosed or submitted to Institution or Investigator or
(ii) which are otherwise obtained by Institution and Investigator
by CRO, Sponsor, or their respective Affiliates.

,Doverné informacie” znamenaju akékolvek a vSetky informacie
i) poskytnuté, zverejnené alebo predloZené zdravotnickemu
zariadeniu alebo skusajucemu alebo ii) ktoré zdravotnicke
zariadenie a skusajuci ziskaju inym sp6sobom prostrednictvom
CRO, zadavatela alebo ich prislusnych pridruzenych spolo¢nosti.

“Data Security Breach” means: (a) the loss or misuse (by any
means) of Personal Data; (b) the inadvertent, unauthorized,
and/or unlawful Processing, disclosure, access, alteration,
corruption, transfer, or sale or rental, destruction, or use of
Personal Data; or (c) any other act or omission that compromises
the security, confidentiality, or integrity of Personal Data.

,Porusenie bezpecnosti Udajov” znamena: a) stratu alebo
zneuzitie (akymikolvek spbésobmi) osobnych udajov; b)
neumyselné, neopravnené a/alebo nezdkonné spracovanie,
poskytnutie, pristup, zmenu, korupciu, prenos alebo predaj
alebo prendjom, znicenie alebo pouzitie osobnych udajov; alebo
c) akykolvek iny cin alebo opomenutie, ktoré ohrozuje
bezpecnost, dévernost alebo integritu osobnych Gdajov.

“eCRFs/CRFs” (Electronic Case Report Forms or Case Report
Forms) are paper or electronic questionnaires specifically used
by Institution and Investigator pursuant to the Protocol for
Subject data reporting.

,€CRF/CRF“ (elektronické zaznamové formuldre ucastnika
klinického skusania alebo zdznamové formulare ucastnika
klinického skusania) su tlacené alebo elektronické dotazniky,
ktoré zdravotnicke zariadenie a skusajuci Specificky vyuZivaju
podla protokolu na hlasenie Gdajov o ucastnikoch.
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“Fully Cooperate” means to assist in completing a specified end | ,Plne spolupracovat” znamend pomdahat pri dosahovani

or purpose. stanoveného ciela alebo ucelu.

7 —, - - - P PR ; p - :
Information” refers to any and all oral, written (including all | ,Informacie” znamenaju vsSetky Ustne, pisomné (vratane

other tangible forms) and other information, material and assets
of any nature, whether or not protected by Intellectual Property
Rights or any applications for such rights, such as, but not limited
to, data, data information, data and Reports on the Study and
the Study Drug, (e)CRFs (whether completed or not), final
Reports, all other clinical data, manufacturing data, the Protocol,
the Investigator Brochure, laboratory records, information
contained in submissions to regulatory authorities, unpublished
data and Reports, any and all other Study documentation,
technical information, findings, samples, interim results and
results, Intellectual Property Rights and any other information
and assets potentially subject to any kind of intellectual property
rights, whether protectable or not, and any existing or future
rights therein; Subjects’ medical files and documents facilitating
identification of the Study Subjects.

vsetkych ostatnych hmotnych foriem) a dalSie informacie,
material a majetok akejkolvek povahy, ¢i uz su alebo nie su
chranené pravami dusevného vlastnictva alebo akymikolvek
ziadostami o udelenie takychto prav, vratane, ale neobmedzujic
sa na Udaje, informdcie o udajoch, udaje a spravy o klinickom
skasani a skdsanom lieku, (elektronické) formuldre CRF (¢i uZ
vyplnené alebo nie), zaverecné spravy, vsetky ostatné klinické
udaje, vyrobné udaje, protokol, manual pre skusajuceho,
laboratorne zaznamy, informacie v spravach pre regulacné
organy, nezverejnené udaje a sprdvy, akékolvek dalsie
dokumenty klinického skusania, technické informacie, nalezy,
vzorky, predbeiné vysledky a vysledky, prava duSevného
vlastnictva a akékolvek dalSie informacie a majetok, ktoré
potencidlne podliehaju akymkolvek druhom prav dusevného
vlastnictva, ¢i su chranené alebo nie, a akékolvek existujuce
alebo buduce prava v nich uvedené; zdravotné zaznamy
Ucastnikov a dokumenty ulahcujuce identifikaciu Gcastnikov
klinického skusania.

“Intellectual Property Rights” refers to existing and / or future
patents, patent applications, trade marks, trade names, service
marks, domain names, copyrights, moral rights, rights in and to
databases (including rights to prevent the extraction or
reutilization/reutilisation of Information from a database),
design rights, topography rights, know-how, trade secrets and
all rights or forms of protection of a similar nature or having
equivalent or the similar effect to any of them which may subsist
anywhere in the world, whether or not any of them are
registered and including applications for registration of any of
them; furthermore rights of use, rights of exploitation, rights of
utilization and licenses, whether royalty-free or otherwise.

»Prava dusevného vlastnictva“ znamenaju existujice a/alebo
budidce patenty, patentové prihlasky, ochranné znamky,
obchodné nazvy, servisné znacky, ndzvy domén, autorské prava,
moralne prava, prava v databazach a na databazy (vratane prav
na zabranenie extrakcie alebo opatovného pouZitia/opatovného
vyuzitia informacii z databazy), prdva na dizajn, topografické
prava, know-how, obchodné tajomstva a vSetky prdva alebo
formy ochrany podobnej povahy, s rovnocennym alebo
podobnym Gcinkom ako ktorékolvek z prdv, ktoré moze
existovat kdekolvek na svete, ¢i uz je alebo nie je zaregistrované,
a zahfna Ziadosti o registraciu ktoréhokolvek z nich; dalej prava
na pouzivanie, prava na zuZitkovanie, prdva na vyuZivanie a
licencie, Ci uz bezplatné alebo iné.

“Inventions” means all inventions, methods, works of
authorship (excluding publications created in accordance with
the publication provisions of this Agreement), Information,
know-how or discoveries that are made, conceived, or reduced
to practice by or on behalf of Institution (including, without
limitation any Study Personnel) as a result of or in connection
with the conduct of the Study.

,Vynalezy“ znamenaju vsetky vynalezy, metddy, autorské diela
(okrem publikacii vytvorenych v sulade s ustanoveniami
o zverejiiovani tejto zmluvy), informacie, know-how alebo
objavy, ktoré su vytvorené, koncipované alebo zredukované na
prax zdravotnickym zariadenim alebo v jeho mene (vratane, bez
obmedzenia, akéhokolvek Studijného persondlu) v doésledku
alebo v suvislosti s vykondvanim klinického skudsania.

“Investigational Product” refers to SPONSOR’s investigational
product(s) including the Study Drug and / or investigational
device and to placebo, comparator drug / device or any other
control material as defined in the Protocol.

,Skusany  produkt” znamend skusany(-é) produkt(-y)
ZADAVATELA vratane skidaného lieku alebo sku$anej pomocky
a placeba, porovnavacieho produktu/pomécky alebo
akéhokolvek iného kontrolného materialu, ako su definované
v protokole.

“Investigator” is the individual named in the introduction to this
Agreement, and is the person responsible for the conduct of the
Study at Institution. If a Study is conducted by a team of

»Skusajuci” znamena osobu uvedenu v Uvode tejto zmluvy, ktora
je  zodpovedna za  vykonanie  klinického  skusSania
v zdravotnickom zariadeni. Ak je klinické skusanie vykonavané
timom jednotlivcov v zdravotnickom zariadeni, skusajuci je
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individuals at an Institution, Investigator is the responsible
leader of the team and may be called the principal investigator.

zodpovednym vedlcim projektu a méze byt oznaleny za
hlavného skusajuceho.

“Liability Insurance” is insurance that provides coverage against
liabilities for claims made by an entity or individual as a result of
fault, negligence, malpractice or any other inappropriate action
committed by Institution, Investigator and/or Study Personnel in
their provision of Services or performance of activities for the
Study.

,Poistenie zodpovednosti“ znamena poistenie, ktoré poskytuje
krytie zodpovednosti za naroky vznesené subjektom alebo
jednotlivcom v désledku zavinenia, nedbanlivosti, zanedbania
povinnosti alebo akéhokolvek iného nevhodného konania,
ktorého sa dopustili zdravotné zariadenie, skusajuci alebo
skusajuci personal pri poskytovani sluzieb alebo vykonavani
¢innosti v ramci klinického skasania.

“Personal Data” means any information relating to an identified
or identifiable natural person; an identifiable person is one who
can be identified, directly or indirectly, in particular by reference
to an identification number or to one or more factors specific to
his physical, physiological, mental, economic, cultural or social
identity.

»,Osobné udaje” znamenaju akékolvek informacie tykajuce sa
identifikovanej alebo identifikovatelnej fyzickej osoby;
identifikovatelna osoba je osoba, ktord mozno priamo alebo
nepriamo identifikovat, najma odkazom na identifikacné cislo
alebo na jeden alebo viacero faktorov Specifickych pre jeho
fyzicku, fyziologickud, duSevnud, ekonomicku, kultdrnu alebo
socialnu identitu.

“Process” means any operation or set of operations which is
performed upon Personal Data, whether or not by automatic
means, such as collection, recording, organization, storage,
adaptation or alteration, retrieval, consultation, use, disclosure
by transmission, dissemination or otherwise making available,
alignment or combination, blocking, erasure or destruction.

»Spracovanie” znamenad akukolvek operaciu alebo subor
operacii, ktoré sa vykondvaju s osobnymi udajmi, ¢i uz
automatickymi prostriedkami alebo nie, ako je napriklad
zhromazdovanie, zaznamenavanie, organizovanie, ukladanie,
prispésobenie alebo dprava, vyhladavanie, nahliadanie,
pouZitie, zverejnenie prostrednictvom prenosu, Sirenie alebo
spristupnenie inym sposobom, zoskupenie alebo kombinovanie,
blokovanie, vymazanie alebo znicenie.

“Reports” means any reports that are required by the applicable
regulatory committee to close out the Study.

»Spravy“ znamend vsetky spravy, ktoré pozaduje prislusny
regulacny vybor na ukoncenie klinického skusania.

“Resources” refers to any facilities and equipment that are
utilized for the conduct of the Study.

,Zdroje” znamena vsetky prostriedky a vybavenie, ktoré sa
pouZzivaju na vykonanie klinického skusania.

“Services” means the services to be provided by the Institution,
the Investigator and/or the Study Personnel under the terms of
this Agreement.

,Sluzby” znamenaju sluzby, ktoré ma poskytovat zdravotnicke
zariadenie, skusajuci a/alebo skudsajuci persondl v sulade
s podmienkami tejto zmluvy.

“Study” means the scientific research as defined in the Protocol.

»Klinické skusanie” znamena vedecky vyskum, ako je definovany
v protokole.

“Study Instructions” means any written document, other than
the Protocol, issued by SPONSOR or its designee (including CRO)
that specifically relates to and references the Study and which
provides additional information and/or instructions on how the
Institution and Investigator shall conduct the Study. Study
Instructions may be transmitted from SPONSOR or its designee
(including CRO) to Institution and/or Investigator by personal
delivery, fax, e-mail, registered post, certified post or courier.

»,Pokyny pre klinické skisanie“ znamenaju akykolvek pisomny
dokument iny ako protokol, ktory vydava ZADAVATEL alebo nim
poverend osoba (vratane CRO) a ktory sa Specificky tyka a
odkazuje na klinické skuSanie a poskytuje dalSie informacie
a/alebo pokyny ohladom toho, ako maju zdravotnicke
zariadenie a skd$ajuci vykonavat klinické skusanie. Pokyny pre
klinické skiganie moze ZADAVATEL alebo nim poverena osoba
(vratane CRO) odovzdat zdravotnickemu zariadeniu a/alebo
skdsajucemu osobne, faxom, e-mailom, doporucenou postou,
doporucenou listovou zasielkou alebo kuriérom.

“Study Personnel” means any employees of Institution or
Investigator, and/or contractors engaged by Institution or
Investigator, who are involved in performing the Study,

|u

,Skusajuci personal” su vsetci zamestnanci zdravotnickeho
zariadenia alebo skusajuceho a/alebo dodavatelia zapojeni
zdravotnickym zariadenim alebo skisajucim, ktori sa podielaju
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including Sub-Investigator(s), Study coordinator(s), and any
other contractors, agents and employees of Institution or
Investigator who assist Institution and Investigator with the
Study.

na vykonavani klinického skusania, vratane spoluskusajucich,
koordindtorov  klinického skusania a vsetkych dalSich
dodavatelov, zastupcov a zamestnancov zdravotnickeho
zariadenia alebo skusajuceho, ktori asistuju zdravotnickemu
zariadeniu a skusajucemu pri klinickom skdsani.

“Study Results” refers to any and all Information and all
inventions, methods, works of authorship (excluding
publications created in accordance with the publication
provisions of this Agreement), Information, know-how or
discoveries that are made, conceived, or reduced to practice by
or on behalf of Institution (including, without limitation any
Study Personnel) as a result of or in connection with the conduct
of the Study

,Vysledky klinického skusania“ znamenaju vsetky informdcie a
vynalezy, metddy, autorské diela (okrem publikacii vytvorenych
v sulade s ustanoveniami o zverejiovani tejto zmluvy),
informacie, know-how alebo objavy, ktoré su vytvorené,
koncipované alebo zredukované na prax zdravotnickym
zariadenim alebo v jeho mene (vratane, bez obmedzenia,
akéhokolvek studijného persondlu) v dosledku alebo v suvislosti
s vykonavanim klinického skdsania.

“Sub-Investigator” is any individual member of the Study team
designated and supervised by the Investigator at Institution to
perform critical trial-related procedures and/or to make
important trial-related decisions (e.g., associates, residents,
research fellows).

»Spoluskusajuci” je kazdy jednotlivy ¢len timu klinického
skusania, ktorého skusajuci v zdravotnickom zariadeni urcil a
kontroloval pri vykonavani kritickych postupov suvisiacich
sklinickym skasanim a/alebo pri prijimani doélezitych rozhodnuti
tykajucich sa klinického skusania (napr. spolupracovnici,
rezidenti, vyskumni pracovnici).

“Subject” is a person participating in the Study and identified in
the signed informed consent form.

,Ucastnik” je osoba, ktord sa zlcasttiuje na klinickom skugani a
je identifikovana v podpisanom formulari informovaného
suhlasu.
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APPENDIX TO THE AGREEMENT:
STANDARD CONTRACTUAL CLAUSES BY
REFERENCE

DODATOK K ZMLUVE: STANDARDNE
ZMLUVNE DOLOZKY ZACLENENE
ODKAZOM

By implementing this Appendix, the Parties agree to rely on
Commission Implementing Decision (EU) 2021/914 of 4 June
2021 on Standard Contractual Clauses for the transfer of
personal data to third countries pursuant to Regulation (EU)
2016/679 of the European Parliament and of the Council,
Module 1 (‘SCCs’) to frame the transfer(s) of Personal Data
described in the Annex | of this Appendix.

Vykondvanim tohto dodatku zmluvné strany suhlasia s tym, ze
sa budu spoliehat na vykondvacie rozhodnutie Komisie (EU)
2021/914 zo 4. juna 2021 o standardnych zmluvnych dolozkach
pre prenos osobnych Udajov do tretich krajin podla nariadenia
Eurdpskeho parlamentu a Rady (EU) 2016/679, modul 1 na
vytvorenie ramca prenosu (prenosov) osobnych udajov
opisanych v prilohe | k tomuto dodatku.

The signature of the Parties to this Appendix shall be treated as
signature of the SCCs in their entirety. The Parties are committed
to comply with SCCs and acknowledge this Appendix, including
its Exhibits, forms an integral part of the SCCs. However, the
Parties agree to (re-) execute the SCCs as separate documents if
required by legal or regulatory requirements of any jurisdiction.

Podpis tohto dodatku zmluvnymi stranami sa povazuje za podpis
Standardnych zmluvnych doloZiek v celom rozsahu. Zmluvné
strany sa zavazuju dodrziavat $tandardné zmluvné dolozky a
beru na vedomie, Ze tento dodatok vratane jeho priloh tvori
neoddelitelnd  sucast Standardnych zmluvnych dolozZiek.
Zmluvné strany vsak suhlasia s podpisanim samostatnych
Standardnych zmluvnych dolozZiek, ak to vyzaduju pravne alebo
regulacné poziadavky akejkolvek jurisdikcie.

The SCCs will be deemed entered and incorporated into the
Clinical Site Agreement (“Agreement”) by this reference and
completed as follows:

Standardné zmluvné dolozky sa budu povaZovat za uzavreté a
zaclenené do zmluvy o klinickom pracovisku (,,zmluva“) tymto
odkazom, ak budu vyhotovené takto:

1. It is hereby agreed that when the optional clauses are not
expressly set forth in this Appendix, they are deemed as not
applicable.

1. Zmluvné strany sa dohodli, Ze ak volitelné dolozky nie su
vyslovne uvedené v tomto dodatku, povazuju sa za
neuplatnitelné.

(i)  Clause 7: the Parties agree to keep the docking clause
as part of the SCCs.

i) Dolozka 7: Zmluvné strany suhlasia so zachovanim
dokovacej dolozky ako sucasti Standardnych
zmluvnych doloZiek.

(ii) Clause 13 (a): the Parties acknowledge that the
competent supervisory authority shall be identified in
the light of the establishment of the exporter in the
EU.

ii) Dolozka 13 a): Zmluvné strany beru na vedomie, Ze
prislusny dozorny orgdn sa urci podla sidla vyvozcu
v EU.

(iii) Clause 17: The SCCs will be governed by the law of one
of the EU Member States, provided such law allows for
third-party beneficiary rights. The Parties agree that

this shall be the law of Slovakia.

iii) Dolozka 17: Standardné zmluvné dolozky sa riadia
pravom jedného z élenskych statov EU za predpokladu,
Ze takéto pravo umozZnuje prava opravnenej tretej
strany. Zmluvné strany suhlasia, Ze tymto pravom bude
pravo Slovenskej republiky.

(iv) Clause 18 (b): the disputes will be resolved by the

courts of Slovakia.

iv) Dolozka 18 b): o sporoch budi rozhodovat sudy
Slovenska.

(v)  The Annex | of the SCCs shall be deemed completed
with the information set out in the Exhibit | of this
Appendix.

v)  Prilohal standardnych zmluvnych doloZiek sa povazuje
za vyplnenu informaciami uvedenymi v prilohe
I k tomuto dodatku.
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(vi) The Annex Il of the SCCs shall be deemed completed
with the information set out in the Exhibit Il of this
Appendix. The Parties agree that the description of the
security measures covers both the measures under the
Independent Controller Agreement and the measures

under the transfer.

vi) Priloha 1l S$tandardnych zmluvnych doloZiek sa
povazuje za vyplnenu informaciami uvedenymi
v Prilohe Il ktomuto dodatku. Zmluvné strany sa
dohodli, Ze opis bezpecnostnych opatreni sa vztahuje

tak na opatrenia podla zmluvy o nezavislom
prevadzkovatelovi, ako aj na opatrenia vramci
prenosu.

2. The Parties undertake to respect the entire content of the
SCCs, and in particular, the Clauses 14 and 15 reproduced in
Exhibit III.

2. Zmluvné strany sa zavdzuju reSpektovat cely obsah
Standardnych zmluvnych doloZiek, najma dolozky 14 a 15
uvedené v Prilohe IlI.

This Appendix shall not be interpreted in a way that conflicts
with SCCs. In the event of a conflict or inconsistency between
this Appendix and the provisions of the SCCs, existing at the time
this Appendix is agreed or entered into thereafter, the
provisions of SCCs shall prevail.

Tento dodatok sa nesmie vykladat spésobom, ktory by bol
v rozpore so Standardnymi zmluvnymi dolozkami. V pripade
rozporu alebo nesuladu medzi tymto dodatkom a ustanoveniami
Standardnych zmluvnych doloZiek, ktoré existuju v Case, ked' je
tento dodatok dohodnuty alebo nasledne uzavrety, maju
prednost ustanovenia standardnych zmluvnych dolozZiek.
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Name / Nazov
Address / Adresa

Contact person /
Kontaktna osoba

Activities / €innosti

Role / Rola

Signature + date /
Podpis + datum

DPO details / Udaje o
DPO

DPR details / Udaje o
DPR

Name / Nazov

Address / Adresa

Contact person /
Kontaktna osoba

Activities / Cinnosti

Role / Rola

Signature + date /
Podpis + datum

DPO details / Udaje
o DPO

DPR details / Udaje
o DPR
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EXHIBIT | / PRILOHA |

LIST OF PARTIES / ZOZNAM ZMLUVNYCH STRAN

DATA EXPORTER / VYVOZCA UDAJOV

Fakultna nemocnica Trnava

A. Zarnova 11, 917 02 Trnava, Slovakia / Slovensko

The provisions of research services for the performance of the clinical study AVTX-009-HS-201 on
behalf of the Sponsor. / Poskytovanie vyskumnych sluzieb na vykonanie klinickej studie AVTX-009-
HS-201 v mene Zadavatela.

Controller / Prevadzkovatel

N/A

DATA IMPORTER / DOVOZCA UDAJOV

Avalo Therapeutics

1500 Liberty Ridge Drive, Suite 321 Wayne, PA 19087, USA / Inc. 1500 Liberty Ridge Drive, Suite
321 Wayne, PA 19087, USA

The conduct and oversight of the clinical study AVTX-009-HS-201 as Sponsor. / Vedenie a dohlad
nad klinickou studiou AVTX-009-HS-201 ako zadavatel.

Controller / Prevadzkovatel

Slovakia_Inst-P1_SD_v2.0
Page/ Strana 34 of / z 47



B. DESCRIPTION OF TRANSFER / OPIS PRENOSU

CATEGORIES OF Former, current, or future patients KATEGORIE Byvali, sucasni alebo buduci pacienti
DATA SUBJECTS Study Staff of the Institution including DOTKNUTYCH Skusajuci personal zdravotnickeho
the Investigators 0s0B zariadenia vratane skusajucich
[ Study Staff of the relevant CRO [J Skdsajuci personal relevantnej CRO
CATEGORIES OF  For patients: KATEGORIE O pacientoch:
REGULAR DATA Age (or month/ year of birth) B,EZNYCH Vek (alebo mesiac/rok narodenia)
UDAJOV
Initials Inicidly
Personal identification number Osobné identifikacné ¢islo
Description of characteristics of Popis charakteristik fyzickych
physical features vlastnosti
For Study Staff of the Institution O skusajucom persondli zdravotnickeho
Name and contact details zariadenia
Professional data (CV, qualification, Meno a kontaktné tdaje
experiences...) Profesijné udaje (CV, kvalifikacie,
(I Financial data (payments, transfer of prax...)
values...) [ Finan¢né udaje (platby, prevody
Connection data (logs, ...) hodnoty...)
i . . . ’ .
For Study Staff of the CRO Xl Udaje o pripojeni (protokoly, ...)
[0 Name and contact details O skisajiicom personali CRO
[J Connection data (logs, ...) [J Meno a kontaktné Udaje
O Udaje o pripojeni (protokoly, ...)
CATEGORIES OF For patients only: KATEGORIE Len o pacientoch:
SENSITIVE Medical history CITLIVYCH Zdravotnd anamnéza
DATA UbAjov

Health data, in particular:
o Weight
e Height

e Research and concomitant
therapy,

e Test results, results of analysis
of biological samples and
medical images

e Data on adverse effects and
events occurring during the
research,

Udaje o zdravotnom stave, najma:
e  Hmotnost
e Telesnd vyska
e Vyskum a sprievodnd liecba

o Vysledky testov, vysledky
analyzy biologickych vzoriek a
medicinskych snimok

e Udaje o neZiaducich tucinkoch
a udalostiach vyskytujucich sa
pocas vyskumu
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FREQUENCY

NATURE

e Personal or family history,
e Associated illnesses or events,

e Data on a medical condition
that may influence the results
or make participation
impossible due to medical
contraindications

[ ]
Biometric data
Genetic data
Race and ethnicity
Sex life

Consumption of tobacco, alcohol,
drugs

Specific safeguards:

Pseudonymization
] Encryption in transit
Access restriction
Confidentiality duty

] Specific SOP

[ Occasional
Continuous
Receiving data, including collection,

accessing, retrieval, recording, and data
entry

Holding data, including storage,
organization, and structuring

1 Using data, including analyzing,
consultation, testing,

[J automated decision making
[ profiling

Updating data, including correcting,
adaptation, alteration, alignment, and
combination

FREKVENCIA

POVAHA
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e (Osobnda alebo rodinna
anamnéza

e  PridruZené ochorenia alebo
udalosti

e Udaje o zdravotnom stave,
ktory méZze ovplyvnit vysledky
alebo znemoznit ucast z
dévodu lekdrskych
kontraindikdcii

[ ]
Biometrické udaje
Genetické udaje
Rasa a etnicka prislusnost
Sexualny Zivot
Konzumdcia tabaku, alkoholu, drog

Osobitné konkrétne zaruky:

Pseudonymizacia

O Sifrovanie pocas presunu
Obmedzenie pristupu
Povinnost mléanlivosti
O Specifické SOP

[ PrileZitostne

Priebeine

Prijimanie Udajov vratane
zhromazdovania, pristupu,
vyhladdvania, zaznamendvania a
zadavania udajov

Uchovévanie Gdajov vratane
ukladania, organizacie a Strukturovania

[0 VyuZivanie Udajov vratane analyzy,
konzultacie, testovania,

[J automatizované rozhodovanie
O profilovanie

Aktualizacia Udajov vratane opravy,
prisposobenia, zmeny, zarovnania a
kombinacie
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Protecting data, including restricting,
encrypting, and security testing

Sharing data, including disclosure,
dissemination, allowing access or
otherwise making available

Returning data to the data exporter or
data subject

Erasing data, including destruction and
deletion...

PURPOSES The processing, in particular the transfer
of the personal data, is carried out for the
performance of the clinical study AVTX-
009-HS-201 whose objectives are further
described in the Study Protocol and the

Clinical Site Agreement (“Agreement”).

RETENTION
PERIOD

The personal data will not be retained
longer than necessary for the purpose(s)
for which the personal data are processed
Where a

retention period is specifically set forth,

and transferred. specific
the Parties are committed to comply with
the

depending on the type of personal data

applicable retention period
(e.g., at least 25 years under the Clinical

Trials Regulation (EU) No. 536/2014).

Ochrana Udajov vratane obmedzenia,
Sifrovania a testovania zabezpecenia

Zdielanie Udajov vratane zverejnenia,
Sirenia, umoZnenia pristupu alebo iného
spristupnenia

Vratenie Udajov vyvozcovi Udajov
alebo dotknutej osobe

Odstranenie udajov vratane znicenia a

vymazania...
UCELY Spractvanie, najmi prenos osobnych
Udajov, sa vykonava na vykonanie
klinickej Studie AVTX-009-HS-201, ktorej
ciele su dalej opisané v protokole o studii
a v zmluve o klinickom pracovisku
(,zmluva“).

LEHOTA
UCHOVAVANIA

Osobné udaje sa nebudd uchovavat
dlhsie, ako je potrebné na ucely, na ktoré
sa osobné Udaje spracuvaju a prenasaju.
Ak je konkrétne stanovené S3pecifické
obdobie uchovavania, zmluvné strany sa
zavazuju dodrziavat platné obdobie
typu
osobnych Udajov [napr. najmenej 25

uchovdvania v zavislosti od

rokov podla nariadenia o klinickych
skusaniach (EU) €. 536/2014].

The processing conducted by any (sub)processors is limited to
what is strictly necessary for the purposes for which the
personal data are processed. The subject matter, the nature
and the duration of each processing is further described in the
Annex of each Data Processing Agreement between the
respective parties.

Spracovanie vykondvané akymikolvek podskusajucimi sa
obmedzuje na to, ¢o je nevyhnutne potrebné na ucely, na
ktoré sa osobné udaje spracuvaju. Predmet, povaha a trvanie
kaZdého spracovania su dalej opisané v prilohe kazdej zmluvy
o spracovani udajov medzi prislusnymi stranami.
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C. Competent Supervisory Authority / Prislusny dozorny organ

Office for Personal Data Protection of the Slovak Republic =~ Urad na ochranu osobnych tGdajov Slovenskej republiky

Namestie 1.maja 18 Namestie 1.m3aja 18

811 06 Bratislava 811 06 Bratislava

Tel. +421 2323132 14, +4212 323132 49 Tel. +421 232313214, +4212 32313249
Email: statny.dozor@pdp.gov.sk E-mail: statny.dozor@pdp.gov.sk

Website: http://www.dataprotection.gov.sk/ Webova stranka:

http://www.dataprotection.gov.sk/
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EXHIBIT II: TECHNICAL AND ORGANISATIONAL MEASURES /
PRILOHA II: TECHNICKE A ORGANIZACNE OPATRENIA

Data Udaje

e Encryption: Confidential data MUST be encrypted e Sifrovanie: Ddverné udaje MUSIA byt zasifrované
while at rest and during transit using current v pokoja aj pocas prenosu pomocou sucasnych
encryption standards. Standardov Sifrovania.

e Hard Copies: Hard copy information classified as e Kopie v tlacenej podobe: Informacie v papierovej
confidential MUST NOT be left unattended in an podobe klasifikované ako ddéverné sa NESMU
uncontrolled (non-office) environment, or when ponechavat bez dozoru v nekontrolovanom (nie
visitors are present. To prevent this, hardcopy kanceldarskom)  prostredi  alebo v pritomnosti
information SHOULD be stored in locked navstevnikov. Kopie v tlaenej podobe musia byt preto
drawers/cabinets. vZdy uloZené uzamknutych zasuvkach alebo skrinkach.

o Data Retention: Data Importer SHALL maintain an e Uchovavanie udajov: Dovozca Udajov MUSI
Enterprise  Records Management Policy and dodrziavat zdsady spravy podnikovych zaznamov a
associated Enterprise Records Retention Schedules suvisiace plany uchovdvania podnikovych zdznamov,
specifying the appropriate retention and destruction v ktorych sa Specifikuju prislusné lehoty uchovavania a
time periods for business records. likvidacie obchodnych zaznamov.

e Data Destruction: Media containing information e Znicenie udajov: Média obsahujuce informacné aktiva
assets and data, are properly disposed of or sanitized a Udaje sa riadne likviduju alebo C¢istia na konci
when the media or the asset containing the media is Zivotnosti alebo ked sa opatovne pouzivaju. JE
end-of-life or is being repurposed. Appropriate NEVYHNUTNE vidy pouzit vhodné metddy likvidacie
disposal methods MUST be used, based on device and na zaklade typu zariadenia a média. Dovozca Udajov BY
media type. Data Importer SHOULD utilize the NIST SP MAL pouzivat usmernenia NIST SP 800-88 Rev. 1 pre
800-88 Rev. 1 Guidelines for Media Sanitization. Cistenie médi.

Access Pristup

Access Management: Access MUST be managed on
the principle of least access, that is, the user shall have
the minimum access required to perform job duties.
Administrative accounts MUST require additional
review prior to being provisioned. Accounts of any
kind MUST be disabled upon departure of the
employee or when job duties no longer require the
access. To ensure access is maintained at the
appropriate level, periodic reviews MUST be
performed. Applications used by the Data Importer
for the processing of data MUST be configured to log
access and MUST trigger automatic lock-out after the
account is idle for a specified period. Access, remote
or otherwise, to the Data Importer’s Enterprise
Network providing access to applications, systems,
and data MUST use multifactor authentication (MFA).

Riadenie pristupu: Pristup MUSI byt riadeny na
principe najmensieho mozného pristupu, to znamen3,
Ze pouzivatel musi mat najmensi mozZny rozsah
pristupu potrebny na vykonavanie pracovnych
povinnosti. Administrativne u¢ty MUSIA pred
poskytnutim vyzadovat dodato¢nd kontrolu. Ucty
akéhokolvek druhu MUSIA byt deaktivované pri
odchode zamestnanca alebo ked' pracovné povinnosti
uz nevyzaduju pristup. Aby sa zabezpedilo, Ze pristup
bude udrZiavany na prislusnej urovni, MUSIA sa
vykonavat  pravidelné kontroly. Aplikdcie na
spracovanie Udajov pouZivané dovozcom udajov
MUSIA byt nakonfigurované tak, aby zaznamenavali
pristup a MUSI spustit automatické uzamknutie po
tom, ¢o je ucet necinny pocas stanoveného obdobia.
Vzdialeny alebo iny pristup do podnikovej siete
dovozcu udajov, ktory poskytuje pristup k aplikdciam,
systémom a uUdajom, MUSI byt zabezpedeny
viacfaktorovou autentifikaciou (MFA).

Passwords and PINs: Standard account passwords
MUST have a minimum length of 12, mixed number,
symbol, letters. Passwords MUST expire in 120 days

Hesla a PIN kédy: Standardné hesld uc¢tu MUSIA mat
minimalnu dizku 12 znakov a musia obsahovat ¢&islo,
symbol a pismena. Platnost hesiel MUSI uplyntt o 120
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and MUST NOT be reused for 24 iterations. Any
default Password or PIN will be changed during or
immediately upon the completion of the installation
process. PIN’s will be used where a numeric method
for authentication is required because alphabetical
characters cannot be entered (e.g., for entry on a
telephone keypad); in all other instances, passwords
will be used. PIN’s MUST have a minimum length of 6
numbers.

dni a NESMU sa opakovane pouzivat po dobu 24
opakovani. Akékolvek predvolené heslo alebo PIN
budd zmenené pocas alebo bezprostredne po
dokoncéeni procesu instaldcie. PIN sa pouZiju tam, kde
je na overenie potrebna Ciselnd metdda, pretoze nie je
mozné zadat abecedné znaky (napr. na zadanie na
klavesnici telefonu); vo vsetkych ostatnych pripadoch
sa pouZiju hesla. PIN MUSI mat di?ku minimalne 6
Cisel.

Physical Security: Building access MUST be controlled
for employees and visitors. Buildings SHOULD be
locked all the time and access record should be
reviewed regularly. Sensitive areas (server rooms,
network cabling rooms, sample storage areas) MUST
have restricted access.

Fyzické zabezpecenie: Pristup zamestnancov a
navitevnikov do budovy MUSI byt kontrolovany.
Budovy BY MALI byt nepretrzite uzamknuté a
pravidelne kontrolovat svoju evidenciu vstupov.
Pristup do citlivych oblasti (serverovne, miestnosti so
sietovou kabeldzou, priestory na ukladanie vzoriek)
MUSI byt obmedzeny.

Public WIFI: access to personal data MUST be
prohibited via public WIFI.

Verejné WI-FI: pristup k osobnym tdajom MUSI byt
zakdzany prostrednictvom verejného WI-FI.

Information Security

Informacné zabezpecenie

current standards for WIFI security (WPA2 or more).
If a guest WIFI network is provided it MUST be
logically separated from all other networks. Guest
MUST NOT be given access to corporate networks
used by personnel.

e Anti-Malware: All systems MUST have approved and e Softvér na ochranu pred malvérom: Vsetky systémy
supported anti-malware software configured to MUSIA mat schvéleny a podporovany antimalvérovy
automatically clean infected files. softvér nakonfigurovany na automatické Cistenie

infikovanych suborov.

e Threat and Vulnerability Management: Data e Sprava hrozieb a zranitelnosti: Dovozca Gdajov MUSI
Importer MUST conduct vulnerability assessments. vykonavat posudenia zranitelhosti. Postidenia MUSI
Assessments MUST be performed on all new system byt vykonavané na vsetkych novych typoch systémov
build types and existing systems. aj na existujucich systémoch.

e Patch Management: Devices that are connected to e Sprava zaplat: Zariadenia, ktoré su pripojené
the Data Importer systems MUST be patched using an k systémom dovozcu udajov, MUSIA byt v zdujme
approved schedule to maintain security. Deployment zachovania  bezpecnosti  aktualizované  podla
dates MUST be set based on criticality of the patch schvdleného harmonogramu. Datumy nasadenia
when released. bezpecénostnych aktualizacii MUSIA byt stanovené na

zaklade kritickosti zaplaty pri jej vydani.

o Network Security: The Data Importer’s network e Zabezpecenie siete: Siet dovozcu Gdajov MUSI mat
MUST have appropriate firewalls, intrusion detection zavedené firewally, nastroje na detekciu narusenia a
and vulnerability scanning tools in place. skenovanie zranitelnosti.

o  WIFI Security: Corporate WIFIs MUST implement e Zabezpecenie WIFI: Podnikové WIFI MUSIA

implementovat sticasné Standardy zabezpecenia WIFI
(WPA2 alebo viac). Ak sa poskytuje hostovska WIFI
siet, MUSI byt logicky oddelena od ostatnych sieti.
Host NESMIE dostat pristup do podnikovych sieti,
ktoré pouziva personal.

Logging: All systems processing personal data MUST
have audit trail for data processing and user actions.

Prihlasovanie: Vsetky systémy spracuvajuce osobné
Udaje MUSIA mat revizny zdznam na Ucely spractvania
Udajov a ¢innosti pouzivatelov.

Removable Media: The portable/removable media
containing sensitive data MUST be encrypted and

Odstranitelné média: Prenosné/odstranitelné média
obsahujuce citlivé Gdaje MUSIA byt zaSifrované a
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password protected, ensuring the media and/or data
is appropriately protected.

chrdnené heslom, aby médid a/alebo Udaje boli
primerane chranené.

Cybersecurity Incident Response: Data Importer
MUST have an Information Security Incident Response
Plan to provide organizational structure, operational
guidance, response goals, general processes, and
procedures to Data Importer ‘s personnel for properly
responding to incidents that may affect the
confidentiality, integrity, or availability of IT assets
and information or disrupt business operations. An
information security Incident is any violation of Data
Importer’s information security policies, breach of
Data Importer’s physical, virtual, logical, or computer
security which threatens the confidentiality, data,
integrity, or availability of Data Importer’s resources.

Reakcia na incidenty ohrozenia kybernetickej
bezpeénosti: Dovozca Gdajov MUSI mat plan reakcie
na incidenty ohrozenia bezpecnosti informacii, ktory
poskytuje  organizacnd  Strukturu, prevadzkové
usmernenia, ciele reakcie, vSeobecné procesy a
postupy pracovnikom dovozcu udajov, aby mohli
riadne reagovat na incidenty, ktoré mézu ovplyvnit
dovernost, integritu alebo dostupnost IT aktiv a
informacii alebo narusit obchodné operacie. Incident
ohrozenia informacnej bezpecnosti je akékolvek
porusenie zasad informacnej bezpecnosti dovozcu
Udajov, porusenie fyzickej, virtualnej, logickej alebo
pocitatovej bezpecnosti dovozcu Udajov, ktoré
ohrozuje dévernost, Udaje, integritu alebo dostupnost
zdrojov dovozcu Udajov.

Data Breach Procedure: Data Importer MUST have a
Data Breach procedure in place which describes how
they ensure that personal data breaches are notified
from the Data Importer to the Controller and how the
notification to Data Protection Authorities and Data
Subjects is handled if such notifications are needed
because of a data breach occurring at both the Data
Importer and Controller

Postup pri poruseni ochrany tdajov: Dovozca udajov
MUSI mat zavedeny postup pri porudeni ochrany
osobnych Udajov, ktory opisuje, ako je zabezpecdené,
Ze dovozca Uudajov ozndmi poruSenie ochrany
osobnych udajov prevadzkovatelovi a ako sa
s oznamenim orgdnom na ochranu Udajov a
dotknutym osobdam zaobchddza, ak su takéto
oznamenia potrebné z dbévodu porusenia ochrany
udajov, ku ktorému doslo udovozcu Udajov aj u
prevadzkovatela.

Recovery and Backup

Obnova a zalohovanie

Disaster Recovery: Data Importer’s critical systems
and infrastructure (If hosted by Data Importer) MUST
have defined recovery requirements, documented
recovery procedures, and are tested to ensure
recovery capability. For SaaS systems, Data Importer
should assess system vendors, ensuring vendors have
adequate disaster recovery system in place.

Obnova po bezpecnostnom incidente: Kritické
systémy a infrastruktira dovozcu udajov (ak ich
hostuje dovozca Udajov) MUSI mat definované
poziadavky na obnovenie, zdokumentované postupy
obnovenia a mali by byt testované, aby sa zabezpecila
schopnost obnovenia. Pokial ide o systémy SaaS,
dovozca Udajov by mal posudit dodavatelov systém a
zabezpedit, aby doddvatelia mali zavedeny primerany
systém obnovy po bezpecnostnom incidente.

Backups: Information stored on Data Importer’s
hosted systems MUST backed up on a routine basis to
ensure its recoverability in the event of user or
software error, system failure or other disaster. Back-
up restoration testing MUST be conducted
periodically. Back-ups MUST be stored at an off-site
facility. For SaaS systems, Data Importer should assess
system vendors, ensuring vendors’ backup procedure
meets the requirements.

Zalohovanie: Informacie ulozené
systémoch dovozcu Udajov sa MUSIA rutinne
zalohovat, aby sa zabezpecila ich obnovitelnost
v pripade chyby pouZivatela alebo softvéru, zlyhania
systému alebo inej katastrofy. Testovanie obnovy zo
zaloh sa MUSI vykonavat pravidelne. Zalohy MUSI byt
uloZzené mimo priestorov pracoviska. Pokial ide o
systémy SaaS, dovozca Udajov by mal posudit
dodévatelov systém a zabezpedlit, aby dodavatelia
dodrziavali zalohovacie postupy.

v hostovanych
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Personnel

Personal

Confidentiality Agreements: All personnel including
freelancers must sign confidentiality agreements.

Dohody o micanlivosti: Vsetci pracovnici vratane
nezavislych pracovnikov musia podpisat dohody o
mlicanlivosti.

e Training and Awareness: All personnel including e Skolenia a zvy3ovanie povedomia: Vietci pracovnici
freelancers must receive regular cybersecurity and vratane nezavislych pracovnikov musia absolvovat
data protection training. pravidelné  Skolenia v oblasti  kybernetickej

bezpecnosti a ochrany udajov.

e Acceptable Use Policies: The Data Importer MUST e Pravidla prijatelného pouzivania: Dovozca Udajov
have an acceptable use policy on which all personnel MUSI prijat a uplatfovat zasady prijatelného
are trained. pouzivania a vyskolit v ich pouZivani vsetkych

pracovnikov.
Equipment Vybavenie

e Maintenance: All network equipment MUST be e Udriba: Vietky siefové zariadenia MUSIA byt
maintained in  accordance  with  suppliers’ udrziavané v sulade s odporicaniami dodavatelov.
recommendations. Any embedded software updates Akékolvek aktualizdcie zabudovaného softvéru MUSIA
MUST be installed if they are security relevant. All byt nainStalované, ak su relevantné z hladiska
company laptops MUST be managed allowing remote bezpeclnosti. VSetky uUradné notebooky musia byt
wiping. spravované tak, aby umoziovali vymazanie na dialku.

Governance Riadenie

e Data Protection Policy: Data Importer SHALL have a e Zasady ochrany osobnych uUdajov: Dovozca udajov
policy which describes how the Data Importer MUSI mat politiku, v ktorej je opisané, ako vykonava
exercises its responsibilities in terms of accountability svoje povinnosti z hladiska zodpovednosti za
for data protection and privacy laws. dodrZiavanie pravnych predpisov o ochrane osobnych

udajov.

e Data Subject Rights: Data Importer SHALL have a e Prava dotknutych osdb: Dovozca Gdajov MUSI mat
procedure to ensure that all requests from data postup, ktorym zabezpeéi, Ze vSetky Ziadosti
subjects to exercise their rights under GDPR are dotknutych os6b tykajuce sa uplatfiovania ich prav
appropriately managed in a timely manner. podla GDPR buddu riadne a véas spracované.

e Information Security Policy Management: Data e Sprava zasad zabezpecenia informacii: Dovozca

Importer MUST have developed information security
policies that describe the technical and organizational
measures in place to ensure the security of the
company’s systems and data. In addition, periodic
reviews MUST performed to ensure the accuracy and
completeness of policies. When compliance with a
given policy is not possible or creates a significant
hardship an exception report MUST be present.

Udajov MUSI vytvorit a pouzivat politiky, v ktorych su
opisané zavedené technické a organiza¢né opatrenia
na zaistenie bezpecnosti systémov a udajov
spolo¢nosti. Okrem toho MUSI vykonavat pravidelné
kontroly na zabezpecenie presnosti a Uplnosti tychto
politik. Ak dodrziavanie danej politiky nie je mozné
alebo sposobuje vyrazné tazkosti, MUSI byt k dispozicii
sprava o vynimke.

Vendor Assessments: An Assessment is required for
new third-party suppliers or partners. Data Importer
MUST consider the sensitivity of the information, the
criticality of the personal data and apply an
appropriate risk strategy. The assessment of the
vendor MUST include, but is not limited to, its
stability, security controls, and the impact of any
external events on the services provided.

Hodnotenie dodavatelov: KaZzdy novy dodavatel
alebo partner - tretia strana musi absolvovat
hodnotenie. Dovozca Udajov MUSI posudit citlivost
informacii, kritickost osobnych udajov a uplatnit
vhodnu rizikovd stratégiu. Sucastou posudenia
dodavatela MUSI byt, bez obmedzenia, posudenie
jeho stability, bezpecnostnych kontrol a vplyvu
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(sub)processors only when it is strictly necessary for the
performance of the services. To this extent, the importer will
ensure that each of its (sub)processor has appropriate
security measures in place as those implemented by the
Parties of the SCCs. They are further described in the data
processing agreement signed between the respective parties
and will be available to the exporter or other relevant
interested party (e.g., auditor, supervisory authority...) where
appropriate.

akychkolvek externych udalosti na poskytované
sluzby.

e Vendor Contracts: where necessary all vendor e Zmluvy s dodavatelmi: v pripade potreby MUSIA
contracts MUST include the data protection vsetky zmluvy s doddvatelmi zahffiat poZiadavky
requirements of GDPR stanovené v GDPR.

The importer will transfer personal data to its |[Dovozca prenesie osobné Udaje svojim podriadenym

sprostredkovatelom, len ak je to nevyhnutne potrebné na
poskytovanie sluZieb. Vtomto rozsahu dovozca zabezpedi,
aby kazdy jeho podriadeny sprostredkovatel mal zavedené
primerané bezpecnostné opatrenia, ako sU opatrenia
implementované  zmluvnymi  stranami  Standardnych
zmluvnych doloziek. Tieto su dalej opisané v zmluve
o spracovani Udajov podpisanej medzi prislusnymi stranami
a v pripade potreby budd k dispozicii vyvozcovi alebo inej
prisluSnej  zainteresovanej strane (napr. auditorovi,
dozornému organu...).
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