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Clinical Trial Agreement
Institution

This Clinical Trial Agreement (“Agreement”) is
entered into the date of the last signature
(“Effective Date”), by and between

Premier Research Group SLU with a place of
business at Calle Camino de la Zarzuela, 19
28023, Madrid, Spain (“Premier Research”)
and

Ndarodny Ustav detskych choréb with a place of
business at Limbova 1, 833 40 Bratislava,
Slovakia (“Institution”)

Represented by: MUDr. Peter Barton, director

and

Ass.Prof. Peter Ciznar, M.D., PhD with a place of
business at Narodny Ustav detskych chorob,
Detska klinika LF UK and NUDCH, Limbova 1, 833
40 Bratislava, Slovakia

Premier Research and Institution (individually
referred to herein as “Party” and collectively
referred to herein as “Parties”)

WHEREAS, Premier Research is a clinical
research organization engaged in the design,
implementation, and management of clinical
trials of pharmaceutical products and devices;

WHEREAS, Premier Research has been retained
by Octapharma Pharmazeutika Prod.Ges.m.b.H
with a place of business at Oberlaaer Strasse
235, 1100 Vienna, Austria (“Sponsor”) to
manage a clinical trial (“Trial”) involving the
investigational product Newnorm
(“Investigational Product”) according to the
protocol titled “Prospective, open-label, single-
arm, multicentre Phase 3 study to evaluate the
pharmacokinetics, efficacy, tolerability, and
safety of subcutaneous human immunoglobulin
(Newnorm) in  patients with  primary
immunodeficiency diseases” (“Protocol”);

Zmluva o klinickom skusani
Institucia

Tato zmluva o klinickom skusani (,,zmluva“) sa
uzatvara ku dnu posledného podpisu (,,datum
ucinnosti“) medzi

spolo¢nostou Premier Research Group SLU so
sidlom na adrese Calle Camino de la Zarzuela,
19 28023, Madrid, Spanielsko (,,spolo¢nost
Premier Research”)

a

Narodnym ustavom detskych chordb so sidlom
na adrese Limbovd 1, 833 40 Bratislava,
Slovensko (,,institucia“)

V zastupeni: MUDr. Peter Barton, riaditel

doc. MUDr. Petrom CiZzndrom, CSc. s miestom
vykonu povolania Narodny ustav detskych
chorob, Detska klinika LF UK a NUDCH, Limbova
1, 833 40 Bratislava, Slovensko

spolo¢nost Premier Research a institlcia (dalej
uvadzané jednotlivo len ako ,,zmluvnd strana” a
spolocne ako ,zmluvné strany”)

KEDZE spolo¢nost Premier Research je klinickd
vyskumna organizdcia pobsobiaca v oblasti

navrhov, zavaddzania a riadenia klinickych
skasani a farmaceutickych produktov a
pomocok;

KEDZE spolo¢nost Octapharma Pharmazeutika
Prod.Ges.m.b.H so sidlom na adrese Oberlaaer
Strasse 235, 1100 Vieden, Rakusko (,,zadavatel”)
si ponechala spolo¢nost Premier Research na
riadenie  klinického skdsania  (,skusanie”)
zahfnajuceho skusany liek Newnorm (,skudsany
liek”) podla protokolu s nazvom ,,Prospektivne,
nezaslepené, multicentrické skusanie fazy 3 s

jednym ramenom na zhodnotenie
farmakokinetiky, ucinnosti, znasanlivosti a
bezpecnosti subkutanneho [udského

imunoglobulinu (Newnorm) u pacientov s
primarnymi imunodeficienciami“ (,, protokol”);
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WHEREAS Ass.Prof. Peter Ciznar, M.D., PhD. (the
“Principal Investigator”) has agreed to act as the

principal investigator for the Trial at the
Institution.;

WHEREAS, Institution, having reviewed
sufficient information regarding the

Investigational Product and Protocol, agree to
conduct the Trial to evaluate the Investigational
Product on the terms and conditions set forth
hereinafter;

WHEREAS the Sponsor declares that it is aware
of all its obligations arising from the relevant
legislation, in particular, but not exclusively, the
obligations under the provisions of Section 43(h)
of Act No. 362/2011 Coll. on Medicinal Products
and Medical Devices and on Amendments and
Additions to Certain Acts, as amended; and

WHEREAS, Institution agrees to participate in
the conduct of the Trial in accordance with
Protocol and the terms and conditions of this
Agreement.

NOW THEREFORE, the Parties hereby agree as
follows:

1. DEFINITIONS

Adverse Event: Means any untoward medical
occurrence associated with the use of a
drug/device in humans, whether or not
considered drug/device related.

Affiliates: With respect to either Party, an
Affiliate is any entity that is controlled by,
controls, or is under common control with the
Party named above.

Applicable Law: Governing law as provided in
the Governing law section (Section 15.9); the
International Conference of Harmonization
Guidelines for Good Clinical Practices (GCP) and
the Helsinki Declaration as well as any other
rules, and regulations applicable to this
Agreement.

KEDZE doc. MUDr. Peter Ciindr, CSc.
(,,zodpovedny skusajuci“) suhlasil s tym, Ze bude
pbsobit ako zodpovedny skusajuci pre skusanie
v institucii.;

KEDZE indtiticia po preskimani dostatoéného
mnozstva informacii o skdsanom lieku a
protokole suhlasi s vykonanim skusania za vyssie
stanovenych podmienok;

KEDZE zaddavatel vyhlasuje, 7e si je vedomy,
vSetkych svojich povinnosti  vyplyvajlcich
z prislusnych prdvnych predpisov, ato najma,
nie vSak vylu¢ne, povinnosti podla ustanovenia
§ 43 pismeno h) zdkona ¢&. 362/2011 Z. z. o
liekoch a zdravotnickych pomockach a o zmene
a doplneni niektorych zakonov v zneni
neskorsich predpisov; a

KEDZE institGcia suhlasi s G¢astou pri realizécii
tohto skusania v sulade s protokolom a

podmienkami tejto zmluvy.

PRETO sa TERAZ zmluvné strany dohodli takto:

1. VYMEDZENIE POJMOV:

NeZiaduca udalost: znamena  akykolvek
nepriaznivy lekdrsky nalez spojeny s pouZivanim
lieku/pomécky u ludi, bez ohladu na to, ¢i sa to
tyka alebo netyka lieku/pomécky.

PridruZzené spolo¢nosti: s ohladom na
ktorikolvek  zmluvnd stranu, pridruzend
spoloénost je kazdy subjekt, ktory je riadeny,
riadi alebo je pod spolocnym riadenim so
zmluvnou stranou uvedenou vyssie.

Platné zakony: rozhodné pravo, ako je uvedené
v Clanku o rozhodnom prave (c¢lanok 15.9);
Medzindrodna konferencia o harmonizacii (ICH)
smernic pre spravnu klinicki prax (GCP) a
Helsinska deklaracia, ako aj vsetky dalsie
pravidla a nariadenia platné pre tato zmluvu.
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Case Report Form (CRF): A data collection form
(regardless of format) prepared by either
Sponsor or Premier Research and completed by
Principal Investigator or his/her designhee
documenting all assessment related to a Trial
Subject and the observed results.

Confidential __Information: all information
provided by Sponsor or Premier Research
regarding the Investigational Product and the
Trial provided to the Institution and Principal
Investigator by Sponsor and/or Premier
Research and/or all information developed by
Institution or Principal Investigator regarding
the work to be performed under the Agreement
or otherwise provided to Institution or Principal
Investigator which relates to the Trial.
Confidential Information does not include
information that is in the public domain prior to
disclosure by Sponsor or Premier Research;
becomes part of the public domain during the
term of this confidentiality obligation by any
means other than breach of this Agreement by
Institution or Principal Investigator; is already
known to Institution or Principal Investigator at
the time of disclosure and is free of any
obligations of confidentiality; or is obtained by
Institution or Principal Investigator, free of any
obligations of confidentiality from a third party
who has a lawful right to disclose it.

Ethics Committee (EC): Independent body
(review board or committee) whose
responsibility is to ensure the protection of trial
subjects by reviewing and approving the
initiation and the conduct of the Trial.

Good Clinical Practices (GCP): The standard
defined in the latest available version of the ICH
Harmonized Tripartite Guideline for Clinical
Practice E6 (R2).

Informed Consent Form (“ICF”): A written, dated
and signed form expressing the voluntary

Zaznamovy formuldr ulastnika  klinického
skasania (CRF): formular na zber uUdajov (bez
ohladu na format) pripraveny bud' zadavatelom,
alebo spolo¢nostou Premier Research a
vyplneny zodpovednym skusajlucim alebo jeho
zastupcom dokumentujici vSetky hodnotenia
suvisiace s Uc¢astnikom skidsania a pozorovanymi
vysledkami.

Déverné informacie: vsetky informdacie
poskytnuté zadavatelom alebo spolo¢nostou
Premier Research tykajuce sa skusaného lieku a
skusania poskytnuté institucii a zodpovednému
skusajucemu zaddavatelom a/alebo
spolo¢nostou Premier Research a/alebo vSetky
informacie, ktoré wvytvorila inStitucia alebo
zodpovedny skusajuci v suvislosti s pracami,
ktoré sa vykonaju podla zmluvy, alebo inak

poskytnuté institucii alebo zodpovednému
skdsajucemu, ktoré suvisia so skdsanim.
Déverné informacie nezahffiaju informacie,

ktoré sucastou volne dostupnych informacii
pred zverejnenim zadavatelom alebo
spolo¢nostou Premier Research; stanl sa
sucastou volne dostupnych informacii pocas
trvania povinnosti dévernosti akymikolvek
prostriedkami inymi, neZ je porusenie tejto
zmluvy instituciou alebo hlavnym skdsajucim; su
inStitucii alebo zodpovednému skusajucemu uz
zndme v cCase zverejnenia a nepodliehaju
povinnostiam dévernosti; alebo ich ziskala
inStitucia alebo zodpovedny skdsajuci, su
oslobodené od povinnosti dévernosti od tretich
stran, ktoré maju zakonné pravo zverejnit ich.

Etickd komisia (EK): nezavisly organ (hodnotiaci
vybor alebo komisia), ktorého povinnostou je
zaistit ochranu Ucéastnikov skuisania dohliadanim
a schvalenim zacatia a vykondvania skudsania.

Spravna klinickd prax (GCP): norma definovana v
najnovsej dostupnej verzii Harmonizovanej
trojstrannej smernice pre spravnu klinickd prax
E6 (R2) ICH.

suhlasu__ (,ICF"):
podpisany formular

informovaného
datovany a

Formular
pisomny,
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consent the Trial Subject or his/her legal
representative to participate in the Trial, after
being fully informed by Principal Investigator of
all aspects of the Trial.

Inventions: Any invention, innovation, idea,
discovery, improvement, know-how, method,
operation or other intellectual property rights
made by Institution, Principal Investigator or
study team arising from the conduct of the Trial
or the use of the Investigational Product.

Personal Data: All information relating to an
identified or identifiable natural person;
meaning the natural person can be identified
directly or indirectly.

Principal Investigator: Person responsible for the
conduct of the Trial at the Institution. If a Trial is
conducted by a team of Individuals at the
Institution, the Principal Investigator is leader of
the team.

Source Documents: Original documents, data,
and records regardless of format (including but
not limited to hospital records, clinical and office
charts, laboratory notes, memoranda, subjects'
diaries or evaluation checklists, pharmacy
dispensing records).

Study Team: Qualified and appropriately trained
personnel performing the Trial under the
leadership of the Principal Investigator.

Trial Subject: An individual who participates in
the Trial as either a recipient of the
Investigational Product or control drug in
accordance with the Protocol.

Trial Completion: Completion of all Trial related
activities at the Institution in accordance with
the Protocol.

Value Added Tax (VAT): Value added tax
chargeable under Applicable laws for the time
and any similar additional tax.

vyjadrujuci  dobrovolny sidhlas  Ucastnika
skdsania alebo jeho zdkonného zdastupcu s
Uéastou v skusani po tom, ako ho zodpovedny
skasajuci doékladne informoval o vsetkych
aspektoch skisania.

Vynalezy: kazdy vynalez, inovacia, napad, objav,
vylepsenie, know-how, metéda, postup alebo
iné prava dusSevného vlastnictva vzniknuté
¢innostou institucie, zodpovedného
skusajuceho alebo timu skusania, ktoré
pochddzaju z realizacie skusania alebo poutzitia
skusaného lieku.

Osobné udaje: vsetky informacie suvisiace s
identifikovanou alebo identifikovatelnou
fyzickou osobou, ¢o znamen3, ze fyzickd osoba
mbze byt identifikovana priamo alebo
nepriamo.

Zodpovedny skusajuci: osoba zodpovedna za
realizdciu skusania v institdcii. Ak skusanie
vykondva v institdcii tim  jednotlivcov,
zodpovedny skusajuci je veducim timu.

Zdrojové dokumenty: Origindlne dokumenty,
Udaje a zdznamy bez ohladu na format (okrem
iného vratane nemocni¢nych  zdznamov,
klinickych a ambulantnych grafov, laboratérnych
pozndmok, memorand, dennikov ucastnikov
alebo  kontrolnych zoznamov hodnoteni,
zdznamov o vydaji lekarni).

Tim skdsania: kvalifikovany a nalezite vyskoleny
personal vykonavajuci skusanie pod vedenim
zodpovedného skusajuceho.

Uéastnik _skuania: jednotlivec, ktory sa
zUCastnuje  skusania bud ako prijemca
skusaného, alebo kontrolného lieku v sulade s
protokolom.

Dokoncenie skusania: dokoncenie vsetkych
¢innosti suvisiacich so skusanim v institucii v
sulade s protokolom.

Dan z pridanej hodnoty (DPH): dan z pridanej
hodnoty, ktord mozno uUctovat podla platnych
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2.  CONDUCT OF TRIAL

2.1

2.2.

2.3.

Institution acknowledges and
agrees, having reviewed sufficient
information regarding the
Investigational Product and
Protocol, to conduct the Trial to
evaluate the Investigational Product
in accordance with the Protocol.
Institution is responsible  for
compliance by all Trial personnel
with the terms of this Agreement.
Institution will ensure that any
personnel who assist in the conduct
of the Trial are informed of and
agree to abide by all terms of this
Agreement which are applicable to
the activities they perform.
Institution will determine which of
the obligations in this Agreement it
will delegate to Principal
Investigator. Institution will assume
all those responsibilities assigned

under all applicable laws, rules,
regulations, guidelines and
standards including without

limitation all relevant Good Clinical
Practice guidelines and standards,
and all Applicable Laws relating to
the confidentiality, privacy and
security of patient information.

Institution is the employer of
Principal Investigator and the Study
Team. Institution acknowledges that
Principal Investigator has a separate
agreement with Sponsor.

The Trial will be conducted at the
following location(s): Narodny ustav
detskych chordb , Limbova 1, 833 40
Bratislava, Slovakia

zdkonov v danom case a kazda podobna
dodatocna dan.

2. REALIZACIA SKUSANIA

2.1.

2.2.

2.3.

InStitucia po preskimani
dostatocného mnoZstva informacii o
skusanom lieku a  protokole
potvrdzuje a suhlasi s vykonanim
skusania na vyhodnotenie
skusaného lieku v sulade s
protokolom. Institdcia je
zodpovedna za to, ze kaidy clen
personalu skusania bude dodrziavat
podmienky tejto zmluvy. Institucia
zaisti, aby bol kazdy pracovnik, ktory
sa podiela na realizdcii tohto
skusania, informovany o vsetkych
podmienkach tejto zmluvy
vztahujucich sa na cinnosti, ktoré
vykondva, a aby suhlasil s ich
dodrziavanim. Institucia urdci, ktoré z
povinnosti v tejto zmluve deleguje
na zodpovedného skusajuceho.
InStiticia  prijme  vSetky tieto
povinnosti pridelené na zdaklade
vsetkych platnych zakonov,
pravidiel, predpisov, smernic a
noriem vratane a bez obmedzenia
vSetkych relevantnych smernic a
noriem spravnej klinickej praxe a
vsetkych platnych zakonov
vztahujucich sa na dovernost,
ochranu osobnych udajov pacienta a
ich bezpecnost.

InStiticia je  zamestnavatelom
zodpovedného skusajuceho a timu
skdsania. InStitlcia uznava, Ze
zodpovedny skudsajuci ma so
zadavatelom uzatvorenu
samostatnu zmluvu.

Skusanie sa uskutocni na tychto
miestach: Narodny ustav detskych
choréb, Limbova 1, 833 40
Bratislava, Slovensko
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2.4, Institution shall ensure that the 2.4, InStitucia zaisti, Ze sa skuSanie

Trial is conducted in strict bude realizovat za striktného

compliance with: dodrzania:

i) The terms and conditions i) podmienok tejto zmluvy,
of this Agreement i) pisomnych pokynov

ii) Written instructions from zadavatela a/alebo
Sponsor and/or Premier spoloc¢nosti Premier
Research Research,

iii) Good Clinical Practices iii) spravnej klinickej praxe
(GCP)s (GCP),

iv) Any applicable direction iv) kazdého platného pokynu
received by the Ethic vydaného etickou komisiou
Committee and regulatory a regulaénymi Uradmi,
authorities V) protokolu a  vsetkych

v) Protocol and any naslednych dodatkov,
subsequent amendments vi) platnych zakonov.

vi) Applicable Laws

2.5. Ethics Committee. Before the Trial is 2.5. Etickd komisia Pred zadatim skdsania
initiated, Institution will ensure that zmluvné strany zaistia, aby protokol
both the Protocol and the ICF are a ICF schvalila eticka komisia, ktora
approved by an Ethics Committee dodrzi vsetky platné predpisy.
that complies with all applicable InStitucia a zodpovedny skusajuci
regulations. Institution and Principal dalej zaistia, aby bolo skusanie aj
Investigator will further ensure that pocas realizdcie nadalej pod
the Trial is subject to continuing dohlfadom platnej etickej komisie.
oversight by the applicable Ethics
Committee throughout its conduct.

2.6. Trial Disapproval. If, through no fault 2.6. Neschvélenie skusania Ak etickd
of Institution or Principal komisia neschvali toto skusanie, a
Investigator, the Trial is disapproved nebude to vinou inStitucie ani
by the Ethics Committee, this zodpovedného skudsajuceho,
Agreement will immediately okamzite sa skonéi platnost tejto
terminate with no penalty to the zmluvy bez pokuty vodi institucii
Institution or Principal Investigator, alebo zodpovednému skusajucemu,
as outlined below. ako je vysvetlené nizsie.

2.7. Clinical Trial File. 2.7. Dokumentdcia o klinickom skusani

2.7.1. Creation of Clinical Trial
File. Before
commencement of the
Trial, Institution shall
ensure  that  Principal
Investigator ensure receipt
of a Clinical Trial File which

2.7.1. Vytvorenie dokumentacie
o_klinickom skusani Pred

zaCatim skusania institucia

zabezpedi, aby
zodpovedny skusajuci
zaistil prijatie

dokumentacie o klinickom
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shall include documents as
required by Sponsor or
Premier Research in order
to conduct the Trial.

2.7.2. Maintenance of Clinical
Trial File. During the Trial,
Institution shall ensure
that Principal Investigator
maintain the Clinical Trial
File and shall update the
Clinical Trial File by
including documents as
required by GCP,
Applicable  Laws and
Sponsor or Premier
Research during  the
conduct of the Trial.

2.7.3. Retention and Transfer of
Clinical Trial File.
Institution shall retain the
trial master file for 25
(twenty-five) years after
the end of the Trial
Institution shall  notify
Sponsor before destroying
any records

2.7.4. After the required
retention
period. Institution further
agrees to permit Sponsor
to ensure that the records
are retained for a longer
period if necessary, at
Sponsor’s expense. Trial
Subjects’ medical records
shall be archived in
accordance with
Applicable Law.

2.8. Trial Subjects. Institution shall
ensure that Principal Investigator
only includes in the Trial, Trial
Subjects that meet all of the

2.8.

skusani, ktord ma zahfriat
dokumenty pozadované
zadavatelom alebo
spolo¢nostou Premier
Research potrebné na
realizaciu skusania.

2.7.2. Vedenie dokumentacie o

klinickom skusani
Institdcia zabezpeci, aby
zodpovedny skusajuci

pocas realizdcie skusania
viedol dokumentdciu o
klinickom skusani a
aktualizoval ju vkladanim
dokumentov podla GCP,
platnych zakonov a
poziadaviek zadavatela
alebo spoloc¢nosti Premier
Research.

2.7.3. Uchovavanie a prenos
dokumentdcie o klinickom
skusani Institucia bude
uchovavat dokumentaciu
o klinickom skusani 25
(dvadsatpat) rokov po
skonceni skusania.
InStitucia upovedomi
zadavatela pred znicenim
akychkolvek zdznamov.

2.7.4. Po_uplynuti poZadovanej
doby uchovavania
InStitucia dalej suhlasi s
tym, Ze povoli zadavatelovi
zaistit, aby sa v pripade
potreby zaznamy uchovali
dlhSiu dobu na néklady

zadavatela. Zdravotné
zaznamy Ucastnikov
skusania sa budu

archivovat v sulade s
platnymi zakonmi.

Ucastnici skusania Intitucia

zabezpedi, aby zodpovedny skusajuci
zahrnul do skdsania len takych
Ucastnikov, ktori splnia vsetky
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2.9.

inclusion criteria and none of the
exclusion criteria set forth in the
Protocol and have signed an ICF
prepared in accordance with
Applicable Law and approved by an
Ethics Committee.

Case Report Forms.

2.9.1. Institution shall ensure that
Principal Investigator or
his/fher  designee  shall
complete the CRFs in the
form provided by either
Sponsor or Premier
Research within a day after
each patient visit or
interaction. All entries shall
be accurate and complete.
Institution shall provide
access to the CRFs and all
Source Documents related
to the Trial to Sponsor and
Premier Research at periodic
monitoring visits or upon
request of Sponsor or
Premier Research and shall
be available during
monitoring visits.

2.9.2. Institution shall ensure
that Principal Investigator
promptly assist Sponsor
and Premier Research in
resolving any
discrepancies, errors or
missing information in the
CRFs. Institution shall
ensure that Principal
Investigator assist Sponsor
and Premier Research in
conducting  audits  of
original case records,
laboratory reports, or raw

2.9.

kritéria na zaradenie a nesplnia
Ziadne  kritéria na  vyradenie
stanovené v protokole a ktori
podpisali ICF pripraveny v sulade s
platnymi zdkonmi a schvaleny
etickou komisiou.

Zaznamové formuldare ucastnikov
klinického skusania

2.9.1. Institucia zabezpedi, aby
zodpovedny skusajuci alebo
jeho zastupca vyplnil CRF vo
forme  poskytnutej bud
zadavatelom, alebo
spolo¢nostou Premier
Research v den kazidej
navstevy pacienta alebo
interakcie s nim. Vsetky
zadané polozky musia byt
presné a Uplné. Institlcia
poskytne pristup k CRF a
vsetkym dalSim zdrojovym
dokumentom, ktoré suvisia
so skusanim, zadavatelovi a
spolocénosti Premier
Research na pravidelnych
monitorovacich ndvstevach
alebo na zdklade Ziadosti
zadavatela alebo
spolo¢nosti Premier
Research a bude k dispozicii
pocas monitorovacich
navstev.

2.9.2. InStitucia zabezpeci, aby

zodpovedny skusajuci

urychlene pomohol
zadavatelovi a spoloc¢nosti

Premier Research  pri

rieSeni akychkolvek

odchylok, chyb alebo

chybajlucich informdacii v

CRF. InStitucia zabezpedi,

aby zodpovedny skusajuci

pomohol zadavatelovi a

spoloc¢nosti Premier

Research pri vykonavani

auditov originalnych
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data sources underlying chorobopisov,
data recorded in the CRFs. laboratérnych sprav alebo
zdrojov  nespracovanych
udajov, ktoré su
podkladom udajov
zaznamenanych do
formularov CRF.
3. TRIALBUDGET . .
3. ROZPOCET SKUSANIA
3.1. Sponsor will provide funds to , ' . )
. 3.1. Zadavatel poskytne spoloc¢nosti
Premier Research for the purpose of Premier R rch finangng
compensating the Institution, for the € |.e eseaf: ina C €
services performed under this prostriedky  na  dhradu  platieb
Agreement; provided that the institdcii za sluzby vykonané podla
. ’ ) tejto zmluvy, ak sa tieto sluzby
services have been performed in Konali ilad tokol
accordance with the Protocol, this vykonall v sulade S, p'ro,o oom,
Agreement and Applicable Law. touto zmluvou a platnymi zakonmi.
3.2. The payments set forth in Appendix 3.2. Platby’ U\V/edene v p—rllohell maju
1 shall cover all fees, costs and pokryt vietky poplatky, ndklady a
—_— o . vydavky institicie a zodpovedného
expenses of Institution and Principal Kigaitceh i Stitdcii
Investigator, and no other form of > usaJch ° V_ad |ns. ',UC“f >a
compensation shall be paid to Eepos y rlme. za In?t't'lr']a (;rr:;a
Institution. Institution shall be o(rjnpenzac[e. nS'ECIa Ej,e
responsible for compensating all Z? polve na ,Z?, ompehzaau
s . . vsetkych dalsich subjektov
other entities involved in the o, L SO
conduct of the Trial. Sponsor shall zapojenych do realizacie skusania.
. NN Zadavatel nebude niest Ziadnu
not be liable for Institution’s failure , ) oo
to make any of the aforementioned zodpovednost za neuhradenie vyssie
payments to the other entities uvedenych platieb inym subjektom
involved in the conduct of the Trial, ZEF,)?JeI?ym dc.) Vtrtefall'zaue dvtkol;to,
and Institution shall indemnify s us:anla’ a .II’IVS ,' EJC_Ia . odskoant
Sponsor if Institution fails to make zadavatela, ak institucia tieto platby
such payments. neuhradi.
3.3. Parties agree that Premier Research 3.3. Zmluvvne s’trany .suh|a5|a s tym, ze,
shall make such payment as an agent spolo¢nost Premier Research uhradi
. takito  platbu ako  zastupca
of the ' Sponsor, thus Premier opravneny  zaddavatelom takze
Research is not liable for payment to P . y, ) ’ .
Institution  if the funds are spoloc¢nost Premier Research nie je
insufficient or unavailable zodpovedna za platbu institdcii, ak
' s pefiazné prostriedky
nedostatocné alebo nedostupné.
3.4. Pursuant to Applicable Law, and i i i
Sponsor’s cor:rsmitment to  the 3.4. Na zaklade platnych zdkonov a
European Federation of zdvazku zadavatela voci Kédexu o
Pharmaceutical  Industries and zverejiovani prevodov hodndt 2z
Association  (EFPIA) Code  on farmaceutickych  spolocnosti na
zdravotnickych pracovnikov  a

Disclosure of Transfer of Value From
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3.5.

Pharmaceutical Companies to
Healthcare Professionals and
Healthcare Organizations. Sponsor
is required to report data annually
on transfer of value (e.g. gifts,
payments) to healthcare
professionals and healthcare
organizations. Institution consents
to have the payments and transfer of
value and the corresponding
information reported publically in
accordance with local requirements.

Such disclosure might be done in a
public database or on the relevant
Octapharma entity website with
domicile at the healthcare
professional’s legal domicile if so
requested by law/codex.

The public disclosure may include
the following information:

- Full name of healthcare
professional

- Principal practice address

- The amount of the transfers of
value made to the healthcare
professional (including third party
expenses incurred by an
Octapharma company)

- Details on how the transfers of
value is divided into the following
categories:

- Contributions to costs of events
- Registration fees

- Travel & accommodation costs
- Fees for service and
consultancy

- Any other healthcare
professional identification data as
required by law in the healthcare
professional’s legal domicile.

Fair Market Value.
The Parties acknowledge and agree
that the compensation and support

3.5.

zdravotnicke organizacie Eurdpskej
federacie farmaceutického
priemyslu a asociacie (EFPIA).
Zadavatel je povinny kaZdorocne
hlasit Udaje o prevode hodnét (napr.
dary, platby) na zdravotnickych
pracovnikoch a zdravotnicke
organizacie. Institlcia suhlasi s tym,
aby boli platby, prevod hodnét a
prislusné informdcie zverejnené v
sulade s miestnymi poZiadavkami.

Takéto zverejnenie sa mdze
uskutocnit prostrednictvom verejnej
databdzy alebo na prislusnej
webovej stranke subjektu
Octapharma so sidlom v mieste
poOsobenia zdravotnickeho
pracovnika, ak to vyZaduje
zakon/zakonnik.

Zverejnenie mobze zahfnat tieto
informdcie:

- celé meno zdravotnickeho
pracovnika,

- adresa hlavnej praxe,

- pocet prevodov hodndét na
zdravotnickeho pracovnika (vratane
vydavkov na tretie strany, ktoré
vzniknu spoloénosti Octapharma),
- podrobnosti o spésobe
prevodu hodnoty rozdelené do
tychto kategorii:

- prispevky na naklady na
podujatia,

- registracné poplatky,

- naklady na cestovanie a
ubytovanie,

- poplatky za sluzby a
konzultacie,

- akékolvek dalsie identifikacné
Udaje zdravotnickeho pracovnika,
ktoré vyZaduju zakony v krajine, kde
sidli zdravotnicky pracovnik.

Redlna trhova hodnota
Zmluvné strany potvrdzuju a suhlasia
s tym, Zze kompenzdicia a podpora
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provided by Premier Research, on
behalf of Sponsor, to Institution
pursuant to the Agreement
represents the fair market value for
the Trial services conducted by
Institution and Investigator, has
been negotiated in an arms-length
transaction, and has not been
determined in a manner that takes
into account the volume or value of
any referrals or other business
otherwise  generated between
Sponsor and Institution or Principal
Investigator. Principal Investigator
acknowledges and agrees that their
judgment with respect to their
advice to and care of each Trial

Subject is not affected by the
compensation that Institution
receives.

4. PUBLICATION

4.1.

Institution and Principal Investigator
shall have the right to publish,
present or otherwise use the results
pertaining to Institution’s or
Principal Investigator’s Trial
activities conducted in accordance
with the Agreement (individually, a
“Publication”) for their own
instructional or research publication

objectives, provided that such
Publication does not disclose
Confidential Information as

described in Section 9.

At least ninety (90) days prior to
submission for publication,
presentation or use, Institution and
Principal Investigator shall submit in
writing to Sponsor for review and
comment of any proposed oral or
written Publication. Sponsor shall
advise Institution or Principal
Investigator, as the case may be, in
writing of any information contained
therein  which is  Confidential
Information or which may impair
Sponsor’s ability to obtain patent

4. PUBLIKOVANIE

4.1.

poskytnuta institucii spolo¢nostou
Premier Research v mene zaddvatela
na zaklade tejto zmluvy vyjadruje
redlnu trhovd hodnotu sluzieb v
ramci skudsania vykonanych
inStiticiou a  skdsajuacim, bola
dohodnuta objektivnym dohovorom
oboch strdn a nebola urcend
spbsobom, ktory zohladrnuje objem
alebo hodnotu akychkolvek
odporucani alebo inych obchodnych

transakcii vytvorenych medzi
zaddvatelom a instituciou alebo
zodpovednym skusajucim.

Zodpovedny skusajuci potvrdzuje a
suhlasi s tym, ze odmena, ktoru
institucia dostane, nebude mat vplyv
na jeho Usudok v suvislosti s radami
a starostlivostou, ktoré poskytne
kazdému ucastnikovi skusania.

InStitucia a zodpovedny skusajuci

budi mat pravo publikovat,
prezentovat alebo inak pouzit
vysledky tykajuce sa cinnosti
vykonanych inStituciou alebo

zodpovednym skusajucim v ramci
skdSania v sulade s touto zmluvou
(jednotlivo ,publikovanie”) na svoje
vlastné ciele suvisiace so
vzdeldvanim alebo vyskumom, ak
takéto publikovanie neodhali
doverné informacie, ako je opisané v
¢lanku 9.

Najmenej devatdesiat (90) dni pred
predloZzenim materialu na
publikovanie, prezentacie alebo
pouzitie, insStiticia a zodpovedny
skasajuci pisomne predlozia
zadavatelovi na posudenie a
vyjadrenie kazdu navrhovanu Ustnu
alebo pisomnu publikaciu. Zadavatel
bude pisomne informovat instituciu
alebo zodpovedného skusajuceho,
podlatoho, o aky pripad ide, o kazdej
zahrnutej informacii, ktorda je
dovernou informaciou alebo mobze
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4.2.

4.3.

protection. Sponsor shall have the
right to require Institution and
Principal Investigator to remove
specifically identified Confidential
Information or factual errors and to
delay the proposed Publication an
additional ninety (90) days to enable
Sponsor to seek patent protection.
Expedited reviews for abstracts or
poster presentations may be
arranged if mutually agreed to by the
Parties.

Notwithstanding this Section 4.1, as
the Trial is part of a multi-center
Trial, Institution and Principal
Investigator agree that the first
Publication of the results of the Trial
shall be made in conjunction with
the presentation of a joint multi-
center Publication of the Trial results
with the investigators and the
institutions from all Trial sites
contributing data. If such a multi-
center Publication is not submitted
within eighteen (18) months after
after completion of the final Study
Report, or upon notice from Sponsor
or Premier Research that there will
not be a multi-center Publication,
Institution and Principal Investigator
may publish the results from the
Trial, individually, subject to
Sponsor’s rights under Section 4.1.

Institution and Principal Investigator
acknowledge that participating
investigators of the Study will only
be considered as authors in case of
major  contributions to the
publication, i.e.
- Substantial contributions to the
conception or design of the work

4.2.

4.3.

ovplyvnit  ziskanie
ochrany patentom zo strany
zaddvatela. Zadavatel bude mat
prdvo  poziadat  institiciu  a
zodpovedného skusajuceho, aby
odstranili konkrétne identifikované
doverné informacie alebo faktické
chyby a posunuli navrhované
publikovanie o dalSich devatdesiat
(90) dni, aby umoznili zadavatelovi
poziadat o ochranu patentom. Ak sa
zmluvné strany vzdjomne na tom
dohodnld, mbéze sa zabezpedit
urychlené posudenie abstraktov
alebo plagatovych prezentacii.

nepriaznivo

KedZze skusanie je sucastou
multicentrického  skdsania, bez
ohladu na tento ¢lanok 4.1, institucia
a zodpovedny skusajuci suhlasia s
tym, Ze prvé publikovanie vysledkov
skdsania sa uskutocni spolu s
prezentaciou spolocného
multicentrického publikovania
vysledkov skusania skudsajucimi a
inStituciami zo vsSetkych pracovisk
skusania, ktoré prispievaju udajmi.
Ak sa vSak takato multicentricka
publikdcia nepredloZi do
osemnastich (18) mesiacov od
vypracovania zavere€nej spravy zo
skusania, alebo ak zadavatel alebo
spoloc¢nost Premier Research
oznamia, Ze sa neuverejni Ziadna
multicentrickd publikacia, institucia
a zodpovedny skdsajuci mobzu
publikovat vysledky z klinického
skusania samostatne, v sulade s
pravami zaddvatela podla c¢lanku
4.1.

InsStiticia a zodpovedny skusajuci

potvrdzuju, Ze zucastneni skdsajuci v

rdmci skusania sa budu povaZzovat za

autorov iba v pripade vyznamnych

prispevkov do publikacie, t. j.

- Podstatné prispevky ku
koncepcii alebo dizajnu diela,
alebo k ziskaniu, analyze alebo
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or the acquisition, analysis, or
interpretation of data for the
work (at least by commenting or
re-writing phrases, sentences,
paragraphs or concepts).

- Drafting the work or revising it
critically for important
intellectual content.

4.4, Institution and Principal Investigator
agree to be accountable for all
aspects of their work in ensuring that
guestions related to the accuracy or
integrity of any part of their work can
be appropriately investigated and
resolved. Institution and Principal
Investigator agree to review and
confirm in writing their contribution.
Institution and Principal Investigator
agree that all investigators who have
recruited patients for the Study and
persons who have contributed to the
publication but are not co-authors
are listed in the acknowledgement
section with the scope of their
contribution.

5.  REPRESENTATIONS AND WARRANTIES

5.1 Institution represents and warrants, on
behalf of themselves and the Study Team
providing services under the Agreement, that
they:

5.1.1 have the experience, capabilities,
and necessary qualifications and licenses
to perform the obligations under the
Agreement;

5.1.2.will perform the obligations
required under the Agreement in a
professional and competent manner;

5.1.3.will make adequate time available
for meeting with clinical monitors and
auditors, as necessary;

interpretacii udajov pre dielo
(asponn  komentovanim alebo
prepisovanim fraz, viet, odsekov
alebo konceptov).

- Vypracovanie diela alebo
zdsadnd revizia z hladiska

dolezitého intelektualneho
obsahu.
4.4, InStiticia a zodpovedny skusajuci

suhlasia s tym, Ze budu zodpovedni
za vsetky aspekty svojej prace pri
zabezpecovani toho, aby bolo mozné
nalezite preskimat a vyriesit otazky
tykajuce sa presnosti alebo integrity
ktorejkolvek  cCasti ich  prace.
InStitucia a zodpovedny skusajuci
suhlasia s preskimanim a pisomnym
potvrdenim ich prispevku. Institucia
a zodpovedny skusajuci suhlasia s
tym, Ze vsetci skusajuci, ktori prijali
do skusania pacientov, a osoby,
ktoré prispeli k publikacii, ale nie su
spoluautormi, budu uvedeni v Casti s
podakovanim v rdmci rozsahu ich
prispevku.

5.  VYHLASENIA A ZARUKY

5.1 InStitdcia vyhlasuje a zaru€uje v mene
svojom a v mene timu skusania poskytujiceho
sluzby podla tejto zmluvy, Ze:

5.1.1 maju skusenosti, schopnosti a
potrebné kvalifikdcie a osvedcenia na
vykondvanie povinnosti podla tejto
zmluvy;

5.1.2 vykonaju povinnosti vyZadované
touto zmluvou profesiondlnym a
kompetentnym sposobom;

5.1.3 vyhradia si dostato¢ny c¢as na
stretnutie s klinickymi monitormi a
auditormi, ak to bude potrebné;
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5.1.4. will conduct the Trial in accordance
with the Protocol, the Agreement, and
Applicable Law;

5.1.5. are not and have not been
debarred, or otherwise engaged in
conduct for which a person or entity can
be debarred in accordance with
Applicable law;

5.1.6. will not employ or otherwise
engage any individual performing services
under the Agreement that is or has been
debarred, or otherwise engaged in
conduct for which a person can be
debarred in accordance with Applicable
Law; and

5.1.7. have not been disqualified to
participate in the Trial in accordance with
Applicable Law.

5.2 Institution shall immediately notify Premier
Research in writing in the event of any such
debarment, conviction, threat or indictment
occurring during the term of the Agreement, or
the three(3) vyear period following the
termination or expiration of the Agreement.

5.3 Upon Sponsor’s and/or Premier Research’s
request, Institution will certify to Sponsor
and/or Premier Research in writing of
Institution’s compliance with Section 5.

6. UNAVAILABILITY
INVESTIGATOR

OF PRINCIPAL

Institution may not permanently substitute
another investigator or otherwise restrict
the responsibilities of or level of support
provided by Principal Investigator without
the prior written approval of Premier
Research or Sponsor. In the temporary
absence  of  Principal Investigator,
Institution or Principal Investigator shall
designate a qualified sub-investigator, who
is named on the delegation log, to perform
the duties and responsibilities of Principal
Investigator under the Agreement. |If

5.1.4 uskutocnia skusanie v sulade s
protokolom, zmluvou a platnymi zdkonmi;

5.1.5 nie su a neboli vyluceni, ani inak
zapojeni do pocinania, pre ktoré osoba
alebo subjekt mézu byt vyliéeni v sulade
s platnymi zdkonmi;

5.1.6. nezamestnaju ani inak nezapoja
Ziadneho jednotlivca  poskytujuceho
sluzby podla tejto zmluvy, ktory je alebo
bol vyluceny alebo inak zapojeny do
pocinania, pre ktoré moZe byt osoba
vylicena v sulade s platnymi zakonmi; a

5.1.7. neboli vyluceni z Ucasti v skdsani v
sulade s platnymi zdkonmi.

5.2 Institucia ma okamZite pisomne upovedomit
spolo¢nost Premier Research v pripade takéhoto
vylucéenia, usvedcenia, hrozby alebo obvinenia,
ku ktorym dojde pocas trvania tejto zmluvy
alebo obdobia troch (3) rokov po ukonceni alebo
uplynuti platnosti tejto zmluvy.

5.3 Ak to zadavatel alebo spolo¢nost Premier
Research poZiadaju, institucia pisomne potvrdi
zadavatelovi a/alebo spolocnosti Premier
Research, Ze kona v sulade s ¢lankom 5.

6.  NEDOSTUPNOST ZODPOVEDNEHO
SKUSAJUCEHO

Institicia nembZe neustdle zastupovat
iného skusajuceho alebo inak obmedzovat
povinnosti alebo Uroven podpory, ktoré
poskytuje zodpovedny skusajuci, bez
predchadzajuceho pisomného suhlasu
spolocnosti  Premier Research alebo
zadavatela. Vv pripade docasnej
nepritomnosti zodpovedného skusajuceho
urci institucia alebo zodpovedny skusajuci
dalSieho kvalifikovaného skusajuceho,
ktory je uvedeny v dokumente s
poverenymi osobami pracoviska skuisania,
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Principal  Investigator’'s  absence s
anticipated to exceed fourteen (14)
business days, Institution or Principal
Investigator shall notify Sponsor in writing
of the designated sub-investigator who
shall assume conduct of the Trial and all
responsibilities under the Agreement.
Sponsor may reasonably approve or deny
any proposed replacement or substitute
investigator.  The substitution of the
investigator does not affect the obligations
of the Parties under or pursuant to the
Agreement. In the event an acceptable
substitute or replacement investigator is
not determined, the Agreement may be
terminated by Sponsor in accordance with
the termination provisions in this
Agreement.

INVESTIGATIONAL PRODUCT

7.1. Investigational Product will remain
the property of the Sponsor. Sponsor
or Premier Research will provide
Institution  with the required
quantity of the Investigational
Product, as set forth in the Protocol.

7.2. Institution understands that the
Investigational Product is
experimental in nature. Any Adverse
Event resulting from the handling of
the Investigational Product by
Principal Investigator and Institution
shall be promptly reported to
Premier Research and Sponsor.
Institution shall comply with all
Applicable Law with regards to
handling the Investigational Product.
Any problems encountered with the
Investigational Product discovered
by the Study Team shall be reported
to Premier Research and Sponsor
immediately.

7.3. Institution acknowledges that they
have received information regarding

aby vykondval povinnosti a zavazky
zodpovedného skusSajuceho podla tejto
zmluvy. Ak  sa  predpoklada, Ze
nepritomnost zodpovedného skusajuceho
presiahne Strnast (14) pracovnych dni,
inStitucia alebo zodpovedny skidsajuci maju
pisomne oznamit zaddavatelovi dalSieho
uréeného skusajuceho, ktory sa zaviaze
vykonavat skusanie a vsetky povinnosti
podla tejto zmluvy. Zaddvatel mobzie
odbvodnene schvalit alebo zamietnut
navrhované zastUpenie alebo nahradit
skusajuceho. Nahradenie skudsajuceho
nema vplyv na povinnosti zmluvnych stran
podla alebo na zaklade tejto zmluvy. V
pripade, Ze sa neuréi akceptovatelny
zastupujuci alebo nahradny skudsajuci,
zadavatel moze vypovedat tato zmluvu v
sulade s podmienkami vypovedania
uvedenymi v tejto zmluve.

SKUSANY LIEK

7.1. Skdsany liek zostane vlastnictvom
zadavatela. Zadavatel alebo
spolo¢nost Premier Research
poskytnd  institucii  poZadované
mnozstvo skisaného lieku tak, ako je
stanovené v protokole.

7.2. Institdcia chape, Ze skusany liek je vo
svojej podstate experimentalnym
liekom. KaZdd neZiaduca udalost
vyplyvajuca z manipuldcie so
skasanym liekom zodpovednym
skdsajucim a inStiticiou sa ma
bezodkladne nahlésit spolo€nosti
Premier Research a zaddvatelovi.
Institicia musi dodrZiavat platné
zdkony tykajlce sa zaobchadzania so
skasanym liekom. Akékolvek
problémy so skasanym liekom, ktoré
zisti tim skusania, sa musia okamzite
nahlasit spoloc¢nosti Premier
Research a zaddavatelovi.

7.3. InStitlcia  potvrdzuje, Ze ma
informacie o skdsanom lieku z
prirucky pre skusajuceho a Ze je
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7.4.

7.5.

the Investigational Product from the
Investigator Brochure and are
thoroughly  familiar with the
appropriate use of the
Investigational Product.

Premier Research has performed no
independent research or analysis of
any kind or nature whatsoever
regarding the safety or efficacy of
the Investigational Product,
materials or treatment procedures
that are to be administered pursuant
to the Trial and, therefore, Premier
Research makes no representations
or warranties, expressed or implied,
concerning the Investigational
Product, materials, treatment
procedures, results to be obtained in
administering the Investigational
Product, or the safety, effect on
humans, animals, application or use
of the Investigational Product or the
Investigational Product’s fitness for
any particular purpose, or to any
other obligation of Sponsor under
the Protocol or Agreement. Premier
Research represents that Sponsor
has assured Premier Research that it
has complied with Applicable Laws
and regulations relating to the
manufacture of the Investigational
Product.

Administration _and Distribution of
Investigational Product.

7.5.1. Upon reception of Ethic
Committee and regulatory
approvals, Sponsor and/or
Premier Research  will
arrange for the dispatch of
the Investigational Product
to Institution’s pharmacy
Nemocni¢nd lekaren
NUDCH, Limbova 1, 833 40

Bratislava, Slovakia .

7.4.

7.5.

dokladne oboznamena o nalezitom
pouzivani skusaného lieku.

Spolo¢nost Premier Research
nevykonala Ziadny nezavisly vyskum
ani analyzu akéhokolvek druhu ani
povahy tykajucu sa bezpecnosti
alebo Ucinnosti skusaného lieku,
materialov alebo lieCebnych
postupov, ktoré sa maju podavat
podla tohto skusania, a preto
spolo¢nost Premier Research
neposkytuje Ziadne vyhlasenia ani
zaruky, vyslovné alebo implicitné,
tykajuce sa  skusaného lieku,
materidlov, lieCebnych postupov,
vysledkov, ktoré sa maju dosiahnut
pri podavani skusaného lieku, alebo
bezpecnosti, Ucinku na ludi, zvierata,
aplikacie alebo pouzitia skusaného
lieku alebo vhodnosti skisaného
lieku na akykolvek konkrétny ucel,
alebo  akykolvek iny zavazok
zadavatela podla protokolu alebo
zmluvy. Spolo¢nost Premier
Research uvadza, Ze zadavatel uistil
spolo¢nost Premier Research, Ze
dodrZiava platné zdkony a predpisy
tykajuce sa vyroby skusaného lieku.

Podavanie a distribucia skusaného
lieku

7.5.1. Po udeleni schvalenia
etickou komisiou a
regulacnymi uradmi
zaddavatel a/alebo
spolocnost Premier
Research zabezpedi
odoslanie skusaného lieku
do lekarne inStitucie
Nemocnicna lekaren

NUDCH, Limbova 1, 833 40
Bratislava, Slovensko.
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7.6.

7.7.

7.8.

7.5.2. Principal Investigator shall
only dispense the
Investigational Product to
Trial Subjects

7.5.3. Principal Investigator shall
document the storage,
administration and
distribution of the
Investigational Product to
Trial Subjects in the CRF
and maintain accurate and
complete dispensing
records.

7.5.4. Institution and Principal

Investigator shall use the

Investigational Product

strictly according to the

Protocol and in accordance

with this Agreement and

Applicable Law.

7.5.5. Institution and Principal
Investigator shall  not
modify or alter the
Investigational Product in
any way.

Ownership of Investigational
Product. Sponsor’s Investigational
Product is and remains the property
of Sponsor. Sponsor does not grant
Institution and Principal Investigator
any express or implied intellectual
property rights in the Sponsor’s
Investigational Product or in any
methods of making or using the
Sponsor’s Investigational Product.

Storage of Investigational Product.
Institution shall securely store the
Investigational Product as
designated in the Protocol and in
accordance with Applicable Law.

Return of Investigational Product.
Institution shall return all used and
unused Investigational Product,

7.6.

7.7.

7.8.

7.5.2. Zodpovedny skasajuci
vyda skusany liek len

Ucastnikom skusania.

7.5.3. Zodpovedny skasajuci
zdokumentuje
skladovanie, podanie a

distribuciu skisaného lieku
Ucastnikom skdsania v CRF
a uchova presné a uplné
zaznamy o jeho vydavani.

7.5.4. InStitucia a zodpovedny
skdsajuci musia pouzivat
skusany liek striktne podla
protokolu a v sulade s
touto zmluvou a platnymi

zakonmi.

7.5.5. InStitucia a zodpovedny
skusajuci nesmu skusany
liek Ziadnym sp6sobom
upravovat ani menit.

Vlastnictvo skuSaného lieku Skusany
liek zaddvatela je a zostane
vlastnictvom zadavatela. Zadavatel
neudeluje institucii a
zodpovednému skusajucemu Ziadne
vyslovné ani implicitné prava na
dusevné vlastnictvo skisaného lieku
zadavatela ani metdd vyroby i
pouzitia skuSaného lieku zaddvatela.

Uchovdvanie _ skusaného lieku
Institdcia musi uchovavat skdsany
liek bezpecne, ako je stanovené v
protokole a v sulade s platnymi
zakonmi.

Vratenie skusaného lieku Institucia
vrati vSetok pouZity a nepouZity
skusany liek vratane vSetkych nadob
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including all containers, to Sponsor zadavatelovi alebo dodavatelovi
or drug supply vendor designated by skasaného lieku, ktorého urcil
Sponsor  upon  expiration or zadavatel, po exspiracii alebo
termination of the Trial or at such ukonceni skuSania alebo v takom
time as Sponsor shall direct, at Case, ako zadavatel nariadi, na
Sponsor’s  expense, and shall naklady zadavatela a zaznamenad
document the quantity returned and vratené mnoistvo a  spoOsob
the method of shipment. odoslania.
8.  MONITORING 8. MONITOROVANIE
8.1. Site Inspections. 8.1. InSpekcie pracovisk
8.1.1. Institution and Principal 8.1.1. InStitucia a zodpovedny
Investigator permit the skusajuci povolia po
Sponsor, Premier nalezitom oznameni a
Research, and the US Food pocas beinej pracovnej
and Drug Administration, doby zaddvatelovi,
the European Medicines spolo¢nosti Premier
Agency or other Research, Statnemu
governmental authority, or ustavu pre kontrolu lieciv,
their designees, Eurdpskej liekovej
reasonable access to the agenture alebo inému
Institution and Trial vlddnemu dradu, alebo
records, including but not jeho zastupcom, nalezity
limited to the Clinical Trial pristup do institucie a k
File, and to monitor the zaznamom zo skusania
Trial and compliance with vratane (okrem inych)
the Agreement, upon dokumentdacie o klinickom
reasonable notice and skasani a umoznia
during normal business monitorovanie skidsania a
hours. dodrziavania zmluvy.
8.1.2. If  Premier Research, 8.1.2. Ak spolo¢nost Premier
Sponsor or the Food and Research, zadavatel,
Drug Administration, the Statny Gstav pre kontrolu
European Medicines lieCiv, Eurdpska liekova
Agency or other agentura alebo iny vladny
governmental  authority urad urcia, Ze pracovisko
determines that the Site is nie je opravnené alebo nie
not qualified or able to je  schopné vykonavat
conduct the Trial, skusanie, institucia
Institution shall promptly bezodkladne napravi
remedy such inadequacies. takéto nedostatky. Ak
If the Site is not made pracovisko nie je vhodne
adequate for conduct of pripravené na realizaciu
the Trial, as determined by skusania na zaklade
Sponsor, Premier stanoviska zadavatela,
Research, or the Food and spolo¢nosti Premier
Master Temp ION EU CTA Inst 2020 1.0 CTA_Institution
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Drug Administration, the Research, Statneho Ustavu
European Medicines pre kontrolu lieciv,
Agency or other Eurdpskej liekovej
governmental authority, as agentury alebo iného
the case may be, then vlddneho dradu, podla
Sponsor or Premier toho, o ktory pripad ide,
Research may in their sole potom mozu zadavatel
discretion refuse to alebo spolo¢nost Premier
commence the Trial or Research  vylucne na
discontinue the Trial and zaklade vlastného
terminate the Agreement uvazenia odmietnut
without any  further zacatie skuSania alebo
obligation to Institution or prerusit skusanie a
Principal Investigator. vypovedat tuto zmluvu bez
dalsej povinnosti  vodi
institucii alebo
zodpovednému
skusajucemu.
8.1.3. Institution shall notify 8.1.3. InStitucia upovedomi
Premier Research spolocnost Premier
promptly, but no more Research ihned, no

than twenty-four (24)
hours, after learning of an
Food and Drug
Administration, the
European Medicines
Agency or other
governmental  authority
inspection or request by
the Food and Drug

Administration, the
European Medicines
Agency or other

governmental authority to
inspect the Site or the
Clinical ~ Trial File or
research records for the
Trial. Institution and
Principal Investigator shall
provide Premier Research
with copies of all Food and
Drug Administration, the
European Medicines
Agency or other
governmental  authority
materials,
correspondences,
statements, forms, and

najneskér do dvadsiatich
Styroch (24) hodin, po
informécii o  inSpekcii
Statnym  Ustavom  pre
kontrolu lieciv, Eurépskou
liekovou agenturou alebo
inym vlddnym dradom,
alebo po poZiadani
Statnym  uUstavom  pre
kontrolu lie¢iv, Eurépskou
liekovou agenturou alebo
inym vlddnym dradom o
inSpekciu pracoviska alebo
dokumentdcie o klinickom
skusani alebo vyskumnych
zdznamov o  skudsani.
InStitcia a zodpovedny
skasajuci poskytnu
spoloc¢nosti Premier
Research kopie vsetkych
materialov,
koreSpondencie,
vyhlaseni, formularov a
zaznamov, ktoré institucia
alebo zodpovedny
skasajuci dostali od
Statneho  Ustavu  pre
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records received by kontrolu lieciv, Eurdpskej
Institution or Principal liekovej agentiry alebo
Investigator. iného vladneho uradu.

8.1.4. Institution and Principal 8.1.4. |InStitucia a zodpovedny
Investigator will permit skasajuci povolia
Sponsor and  Premier zadavatelovi a spolo¢nosti
Research to review and Premier Research

comment on any Trial-
related responses that
Institution may be
required to provide in
response to such a Site
inspection; provided
Sponsor and  Premier
Research does so in a
timely manner so as not to

delay Institution’s or
Principal Investigator’s
response. Principal

Investigator will consider
any such comments in
good faith. Institution will
provide Sponsor and
Premier Research with a
copy of its response
resulting from any such
Site inspection.

8.2. Trial Records.

8.2.1.

8.2.2.

Institution and Principal
Investigator will ensure
that Trial Subjects’ Trial
records, which include the
Institution’s and Principal
Investigator’s copies of all

Trial Data as well as
relevant source
documents (collectively,

“Records”), are kept up to
date and maintained in
accordance with
Applicable Law

Premier Research and
Sponsor shall have the right
to monitor all records

8.2.

Zaznamy o klinickom skusani

preskimat a vyjadrit sa k
odpovediam suvisiacim so
skdsanim, ktoré moézu byt
od institucie po takejto
inSpekcii pracoviska
pozadované, za
predpokladu, Zze zaddavatel
a spolo¢nost  Premier
Research tak urobia véas a
nespOsobia  oneskorenie
odpovede institucie alebo

zodpovedného
skusajuceho. Zodpovedny
skdsajuci  posudi  tieto

vyjadrenia v dobrej viere.
InStitdcia poskytne kdpiu

svojej odpovede
vyplyvajucej z takejto
inSpekcie pracoviska

zadavatelovi a spoloc¢nosti
Premier Research.

8.2.1.

8.2.2. Spolo¢nost

Institucia a zodpovedny
skusajuci zabezpecdia, aby
sa zdznamy o Ucastnikoch
skusania, ktoré zahffiaju
képie vSetkych ddajov
inStitucie a zodpovedného
skusajuceho o skusani, ako
aj relevantnych zdrojovych
dokumentov (spolocne
»,Zaznamy”), udrziavali
aktualizované a uchovavali
sa v sulade s platnymi
zakonmi.

Premier
Research a zadavatel budu
mat pravo monitorovat
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required by Applicable Law vSetky zdznamy, ktoré su
to be maintained by inStitucia alebo
Institution or  Principal zodpovedny skusajuci
Investigator. povinni viest podla
platnych zidkonov.
8.2.3. Premier Research and 8.2.3. Spolo¢nost Premier
Sponsor shall have the Research a zadavatel maju
right to: pravo:
8.2.3.1. inspect CRFs for 8.2.3.1. kontrolovat, ¢di
completeness su formulare
and detailed CRF dplné a
compliance with dosledne spifiaju
the Protocol; protokol;

8.2.3.2. review drug 8.2.3.2. kontrolovat, i
accountability su zaznamy o
records for pocte liekov
completeness Uplné a presné; a
and  accuracy;
and

8.2.3.3. inspect source 8.2.3.3. kontrolovat
documents, zdrojové
including but not dokumenty
limited to, vratane (okrem
hospital and inych) zdznamov
clinic records nemocnice a

9.1.

relevant to the
preparation of
the CRFs.

9. CONFIDENTIALITY

Confidential Information.

9.1.1.

Institution and Principal
Investigator agree and
acknowledge that
Confidential Information is
the sole and exclusive
property of Sponsor or
Premier Research and that
nothing in the Agreement
shall be construed as a
grant of rights or of license,
whether express or

9. DOVERNOST

9.1.

kliniky, ktoré
suvisia s
pripravou

formularov CRF.

Doverné informacie

9.1.1.

Institucia a
skasajuci suhlasia a
potvrdzuju, Ze doverné
informacie su jedinym a

zodpovedny

vyluénym vlastnictvom
zadavatela alebo
spoloc¢nosti Premier

Research a ni¢ v tejto
zmluve sa nema vykladat,
¢i uz wvyslovne alebo
implicitne, ako udelenie
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implied, by Sponsor or prav alebo licencie
Premier  Research to zadavatefom alebo
Institution or Principal spolo¢nostou Premier
Investigator in Confidential Research inStitucii alebo
Information. zodpovednému
skusajucemu v suvislosti s
dovernymi informaciami.
9.1.2. Subject to the provisions of 9.1.2. V sulade s ustanoveniami

Sections 2.7.3 and 2.7.4,
and upon the written
request of Sponsor,
Institution and Principal
Investigator shall promptly
return or destroy, at
Sponsor’s sole expense, all
Confidential Information;
provided, however, that
subject to the
confidentiality obligations
and terms of the
Agreement, Institution and
Principal Investigator shall
be entitled to retain
one (1) archival copy of

such Confidential
Information in a secure
location for so long as
necessary under

Applicable Law to ensure
compliance with the terms
of the Agreement.

9.2. Non-disclosure.

9.2.1.

9.2.2.

Institution and Principal
Investigator shall only use

Confidential Information
for the purpose of fulfilling
their respective
obligations under the
Agreement.

Institution and Principal

Investigator shall not
disclose or reveal
Confidential Information

to any third party, other
than:

9.2. Neodhalenie informdcii

Clankov 2.7.3 a 2.7.4 po

pisomnom poZiadani
zadavatela, inStitucia a
hlavny skudsajuci  ihned
vratia alebo znicia, vyluéne
na naklady zadavatela,
vSetky doverné informacie,
avsak v sulade S
povinnostami a

podmienkami  tykajucimi
sa dovernosti uvedenymi v
tejto zmluve maju
inStitcia a zodpovedny
skdsajuci pravo ponechat
si jednu (1) archivnu képiu

tychto dovernych
informdcii na bezpecnom
mieste po obdobie
pozadované platnymi

zdkonmi, aby sa dodrzali
podmienky tejto zmluvy.

9.2.1.

9.2.2.

InStiticia a zodpovedny
skusajuci pouziju dbéverné
informdcie len na ucely
plnenia svojich prislusnych
povinnosti podla zmluvy.

InStitlcia a zodpovedny
skdsajuci neposkytna ani
neodhalia doverné
informacie tretim osobam,
s vynimkou:
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9.2.2.1. to individuals 9.2.2.1. jednotlivcov,
with a need to know ktori ich potrebuju
in order to carry out poznat na
the obligations of vykondvanie svojich
the Agreement who povinnosti podla
are under tejto zmluvy a ktori
obligations of podliehaju
confidentiality no povinnostiam
less stringent than dovernosti, nie
those included menej prisnym, ako
herein. su tu uvedené,

9.2.2.2. as required to 9.2.2.2. poZiadania o
be disclosed by ich poskytnutie
regulatory regulacnymi Uradmi
authorities (vratane  Statneho
(including the ustavu pre kontrolu
United States Food lieCGiv a Eurdpskej
and Drug liekovej agentury),
Administration and 9.2.2.3. poziada o ich
European Medicines poskytnutie
Agency), prislusny organ na

9.2.2.3. as required to zaklade zakona
be disclosed by a alebo
competent pravoplatného
authority according sudneho alebo
to law or a valid spravneho
judicial or rozhodnutia.
administrative
decision.

9.2.3. Institution and Principal 9.2.3. InStitucia a zodpovedny

Investigator shall
safeguard Confidential
Information with the same
degree of care that
Institution and Principal
Investigator would
exercise for their own
confidential information,
but in no event less than a
reasonable degree of care.
Institution and Principal
Investigator  shall  not
permit the disclosure to or
use of Confidential
Information by any third
party except as would be

skasajuci zabezpedia
doverné informacie tym
istym stupnom ochrany,
ako by to institucia a
zodpovedny skusajuci
urobili v pripade svojich
vlastnych dovernych
informacii, ale v Ziadnom
pripade nie nizsim
stupfiom, ako je primerany
stupen ochrany. InStitucia
a zodpovedny skusajuci
nepovolia odhalenie ani
pouzitie dovernych
informdcii Ziadnymi tretimi
osobami s vynimkou
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permitted under the
Agreement.

9.3. Transparency. Parties will comply
will the transparency requirements
set by Applicable Law including the
reporting of the Trial on the EU
Portal and registry platform of the
World Health Organization.

9.4. Survival. The obligations of
confidentiality and non-disclosure
hereunder shall survive for seven (7)
years following expiration or
termination of the Agreement.

10. INTELLECTUAL PROPERTY

10.1. All Intellectual property rights
previously owned by the Parties
prior to this Agreement shall remain
the respective property of the
Parties.

10.2. Sponsor shall remain the exclusive
owner of Protocol, CRFs, trial
documents (except for documents
constituting  medical  records),
results of the Trial data, know-how,
methods, operations, formulas, and
Confidential Information provided to
the Institution and  Principal
Investigator  pursuant to this
Agreement, including copies.

10.3. All rights, title and interest in any
Invention conceived or first reduced
to practice, in connection with the
performance of this Agreement shall
be the sole and exclusive property of
Sponsor. Institution and Principal
Investigator shall promptly disclose
in writing to Sponsor and Premier
Research any Invention.

10.4. Institution and Principal Investigator
hereby assigns, or agrees to ensure

10.

9.3.

9.4.

DUSEVNE VLASTNICTVO

10.1.

10.2.

10.3.

10.4.

povoleni  podla tejto
zmluvy.

Transparentnost Zmluvné strany
splnia poziadavky transparentnosti
stanovené platnymi zakonmi vratane
hldsenia klinického skusania na
portdl EU a do systému registracie
Svetovej zdravotnickej organizacie.

Platnost Povinnosti dovernosti a
neodhalenia informacii budu platit
sedem (7) rokov po exspiracii alebo
skonceni platnosti zmluvy.

Vsetky prava dusevného vlastnictva,
ktoré boli pred podpisanim tejto
zmluvy vlastnictvom  zmluvnych
stran, zostanu vlastnictvom
zmluvnych stran.

Zadavatel zostane vyluénym
vlastnikom protokolu, formularov
CRF, dokumentov skusania (s
vynimkou dokumentov tvoriacich
zdravotnu dokumentdciu), vysledkov
z Udajov zo skusania, know-how,
metdd, postupov, vzorcov a
doévernych informdcii poskytnutych
inStitucii a zodpovednému
skusajucemu na zaklade tejto zmluvy
vratane kopii.

Vsetky prdva, naroky a podiely k
akémukolvek vynalezu
zamyslanému alebo prvykrat
uvedenému do praxe, v suvislosti s
plnenim tejto zmluvy, budu jedinym
a vyluénym vlastnictvom zadavatela.
InsStiticia a zodpovedny skusajuci
ihned pisomne oznamia
zadavatelovi a spoloc¢nosti Premier
Research akykolvek vynalez.

InsStitucia a zodpovedny skusajuci
prevedu, alebo suhlasia s tym, Ze
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that the inventor assigns, to Sponsor
all right, title and interest in any
Invention free of any obligation or
consideration beyond that provided
for in this Agreement.

10.5. Sponsor shall have the sole and
exclusive right to obtain, at its
discretion, patent protection on any
Invention. At all times, Sponsor shall
have the exclusive right to use,
assign, license, or transfer
ownership of any Invention in any
way deemed by it to be necessary
and advisable, without payment of
any compensation to Institution or
Principal Investigator for such
Invention.

10.6. Nothing contained herein shall be
construed as a grant of right or of
license, whether expressed or
implied, by Sponsor or Premier
Research to Institution or Principal
Investigator with respect to any
patent, copyright, trademark, trade
secrets, or any other intellectual
property rights.

11. TERMINATION

11.1. Unless otherwise agreed in
accordance with the terms of the
Agreement, the Agreement shall
terminate upon trial completion.

11.2. Termination by Parties. Any Party
may terminate the Agreement as
follows:

11.2.1. effective immediately
upon receipt of notice fora
material breach of the

zabezpelia to, aby vyndlezca
previedol na zaddvatela vSetky
prava, naroky a podiely k
akémukolvek vynalezu oslobodené
od akéhokolvek zavazku alebo
protiplnenia, okrem tych, ktoré su
uvedené v tejto zmluve.

10.5. Zadavatel bude mat jediné a vyluéné
pravo ziskat, na zaklade svojho
vlastného uvazenia, ochranu
akéhokolvek vynalezu patentom.
Zadavatel ma za kaZidych okolnosti
vyhradné prdvo na pouzitie, prevod,
udelenie licencie alebo prenos
vlastnictva akéhokolvek vyndlezu
akymkolvek sposobom, ktory
povaiuje za nevyhnutny  a
prospesSny, bez toho, aby musel
inStitucii  alebo  zodpovednému
skidsajucemu vyplatit  akukolvek
odmenu.

10.6. Ziadne tu obsiahnuté vyjadrenie sa
nema vykladat, ¢i uz vyslovne alebo
implicitne, ako udelenie prava alebo
licencie zadavatelom alebo
spolo¢nostou  Premier Research
inStitucii, alebo zodpovednému
skusajucemu v suvislosti s akykolvek
patentom, autorskym  pravom,
obchodnou znamkou, obchodnymi
tajomstvami alebo dalSimi pravami
na dusevné vlastnictvo.

11. UKONCENIE PLATNOSTI

11.1. Pokial sa nedohodne inak v sulade s
podmienkami tejto zmluvy, platnost
zmluvy sa skonéi po ukonceni
skdsania.

11.2. Vypoved zmluvnymi stranami Kazda
zo zmluvnych stran moze vypovedat
zmluvu takto:

11.2.1. s okamZitou platnostou po
prijati oznamenia o
zasadnom poruseni zmluvy
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Agreement and such a ak takéto porusenie
breach remains uncured ostatne neoSetrené po
for a period of thirty (30) obdobie tridsiatich (30) dni
days after providing po poskytnuti pisomného
written notice; oznamenia;

11.2.2. effective immediately 11.2.2. s okamzitou platnostou po
upon receipt of notice to prijati oznamenia o
protect the safety and ochrane bezpecnosti a
welfare of Trial Subjects; zdravia Ucastnikov
and skusania; a

11.2.3. effective immediately if 11.2.3. s okamzitou platnostou, ak
the Trial cannot be sa skusanie nemodze zacat z

initiated because of Ethics
Committee disapproval or

withdrawal of the
regulatory authority
approval ;

11.3. Termination by Premier Research.

11.3.2.

11.3.3.

Premier Research may, in its sole
discretion, terminate the Agreement

as follows:

11.3.1. for any reason, upon
thirty (30) days advanced
written notice to

Institution and Principal
Investigator;

effective immediately
upon unauthorized
material deviations from

the Protocol; and

effective immediately if at
any time during the term
of the Agreement,
Institution or Principal
Investigator, or any person
employed by Institution or
Principal Investigator
providing services under
the Agreement, is
disqualified or debarred
pursuant to Applicable
Law.

11.3. Vypoved

neschvalenia
etickou komisiou alebo
zrusenim schvélenia
regulacnym uradom.

doévodu

spolo¢nostou  Premier

Research
Research mézZe vypovedat zmluvu

vyluéne

uvazenia takto:

11.3.1.

11.3.2.

11.3.3.

Spolo¢nost ~ Premier

na zaklade vlastného

z akéhokolvek dovodu v
lehote tridsiatich (30) dni
po predchadzajucom
pisomnom ozndmeni
inStitucii a zodpovednému
skusajucemu;

s okamZzitou platnostou po
neopravnenych zdsadnych
odchylkach od protokolu; a

s okamzitou platnostou, ak
kedykolvek pocas trvania
tejto zmluvy institdcia
alebo zodpovedny
skusajuci alebo akakolvek
osoba zamestnana
institlciou alebo
zodpovednym skusajiucim
poskytujuca sluzby podla
tejto zmluvy bude
prehldsena za nesposobilu
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alebo bude vylicena podla
platnych zadkonov.
11.4. In case of early termination, 11.4. V pripade predcasného skoncenia

Institution will ensure Trial Subjects
receive appropriate medical care in
accordance with the Protocol.

12. INDEMNIFICATION

12.1. Inaccordance to the Indemnification
Letter (attached as Appendix 2),
Sponsor agrees to indemnify, defend
and hold harmless Institution,
Principal Investigator and Study
Team and their respective officers,
directors, and employees against
any third party claim, suit or action
and all damages, costs or expenses
incurred in respect of such claims
related to injury or death directly
caused by use of Investigational
Product during the Trial.

12.2. By Institution. Institution agree to
indemnify, defend or cover the cost
of defense for, and hold harmless
Premier Research, Sponsor and their
respective officers, directors, and

employees from any Claim arising

from:

12.2.1. any injury or damages
resulting from the
negligence or willful
misconduct of Institution,
Principal Investigator or
Study team;

12.2.2. failure of Institution or

Principal Investigator or

......

Ucastnici skdsania dostali primeranu
zdravotnu starostlivost v sulade s
protokolom.

12. ODSKODNENIE

12.1. V sulade s dohodou o od$kodneni
(priloZzenou ako priloha 2) zadavatel
suhlasi s tym, Ze odskodni, obhdji a
zbavi zodpovednosti  institlciu,
zodpovedného skusajuceho a tim
skusania a ich prislusnych
pracovnikov, riaditelov a
zamestnancov voci akémukolvek
naroku, Zzalobe alebo pravnemu
kroku uplatfiovanymi tretimi
osobami a vsetkym poskodeniam,
nakladom alebo vydavkom
vzniknutym vzhladom na tieto
naroky v suvislosti so zranenim alebo
smrtou priamo spbésobenou
skasanym liekom pocas skuisania.

12.2. InStituciou Institlcia suhlasi s tym, Ze

odskodni, obh3aji alebo pokryje

naklady na obranu spolo¢nosti

Premier Research, zadavatela a ich

prislusnych pracovnikov, riaditelov a

zamestnancov a zbavi ich

zodpovednosti v pripade
akychkolvek narokov vyplyvajucich

z

12.2.1. akéhokolvek zranenia
alebo poskodenia, ktoré
vyplyvaju z nedbanlivosti
alebo umyselného
nespravneho konania zo
strany institucie,
zodpovedného skusajuceho
alebo timu skusania;

12.2.2. nedodrzania protokolu,
zmluvy alebo akychkolvek
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study team to comply with pisomnych pokynov
the Protocol, Agreement or poskytnutych spolo¢nostou
any written instructions Premier Research alebo
provided by Premier zaddvatelom zo  strany
Research or Sponsor; inStitucie,  zodpovedného
skdsajuceho alebo timu

skusania;
12.2.3. any  warranties or 12.2.3. akychkolvek zaruk
representations by alebo vyhlaseni institucie,
Institution, Principal zodpovedného skusajuceho

Investigator or study team
concerning the Trial or
Investigational Product
other than those provided in
writing by Sponsor;

12.2.4. any case in which the
Institution  or  Principal
Investigator fails to obtain
an ICF in compliance with
the Protocol or otherwise
fails to comply with
Applicable Law; or

12.2.5. any breach of the
Agreement by Institution or
Principal Investigator.

12.3. Institution and Principal Investigator
agrees that breach of the Agreement
may cause Sponsor and/or Premier
Research irreparable harm and that
damages at law may not be an
adequate remedy. Institution and
Investigator agree that Sponsor and
Premier Research are each entitled
to injunctive relief. Nothing herein
limits Sponsor’'s or  Premier
Research’s right to remedies
available in law or in equity.

12.4. Parties agree that Premier Research
shall not be responsible for claims,
expenses, damages, or liabilities
arising from, or relating to, the

alebo timu skdsania
tykajucich sa skusania alebo
skusaného lieku, inych ako
zaruk a vyhldseni pisomne
poskytnutych zadavatelom;

12.2.4. kazdého pripadu, pri
ktorom inStitucia alebo
zodpovedny skusajuci
neziskaja ICF v sulade s
protokolom alebo inak
nesplnia platné zakony;
alebo

12.2.5. kazdého porusenia
zmluvy instituciou alebo
zodpovednym skusajucim.

12.3. InStitucia a zodpovedny skusajuci
suhlasia s tym, Ze porusenie dohody
moZe sposobit zadavatelovi a/alebo
spolo¢nosti Premier  Research
nenapravite/nd ujmu a Ze zakonnd
Skoda nemusi byt adekvatnym
napravnym prostriedkom. Institlcia
a skdsajuci suhlasia, Ze zaddvatel a
spolo¢nost Premier Research maju
narok na injunktivnu napravu. Nic¢ v
tomto dokumente neobmedzuje
pravo zaddvatela alebo spolocnosti
Premier Research na opravné
prostriedky dostupné v zmysle
zdkona alebo spravodlivosti.

12.4. Zmluvné strany suhlasia s tym, Ze
spolo¢nost Premier Research
nebude zodpovedna za naroky,
vydavky, Skody alebo zavazky
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12.5.

12.6.

13.

13.1.

Investigational Product or the

conduct of the Trial.

Notwithstanding the foregoing, in no
event shall Sponsor or Premier
Research be liable for any indirect,
consequential, special or punitive
damages, including loss of profits.,
which were not incurred in
connection with the conduct of the
clincial trial and individual actions
performed in accordance with the
clinical trial protocol.

Institution agree that Premier
Research Shall not be responsible for
claims, expenses, damages, or
liabilities arising from, or relating to,
the Investigational Product or the
conduct of the Trial, except to the
extent such claims, expenses,
damages or liability arise from the
negligence or willful misconduct of
Premier Research or its officers or
employees. Notwithstanding the
foregoing, in no event shall Premier
Research or Sponsor be liable for any
indirect, consequential, special or
punitive damages, including loss of
profits.

INSURANCE

Sponsor shall maintain clinical trial
insurance in compliance with local
requirements and Applicable Law
during the term of the Agreement
and for one (1) year thereafter or as
required by Applicable Law, and all
actions and activities that may need
to be carried out as part of the
clinical trial will be insured.

12.5.

12.6.

vyplyvajice zo alebo tykajuce sa
skusaného lieku alebo realizacie
skusania.

Bez ohladu na vysSie uvedené,
zadavatel ani spolo¢nost Premier
Research nebudu v Ziadnom pripade
zodpovedni za Ziadne nepriame,
nasledné, Specidlne ani represivne
nahrady Skody vratane straty zisku,
ktoré nevznikli v suvislosti
svykonom  klinického  skidsania
a jednotlivych Ukonov, ktoré boli
vykonané vsulade s protokolom
klinického skusania .

sthlasi s
Premier

Institucia
spolo¢nost
nebude zodpovedna za naroky,
vydavky, Skody alebo zavazky
vyplyvajice zo alebo tykajuce sa
skiSaného lieku alebo realizacie
skdsania, s vynimkou pripadov, ked
tieto naroky, vydavky, Skody alebo
zavazky vyplyvaju z nedbanlivosti

tym, Ze
Research

alebo Umyselného nepravneho
konania spolocnosti Premier
Research alebo jej pracovnikov,

alebo zamestnancov. Bez ohladu na
vyssie uvedené, spolo¢nost Premier
Research ani zadavatel nebudu v
Ziadnom pripade zodpovedni za
Ziadne nepriame, nasledné,
Specidlne ani represivne nahrady
Skody vratane straty zisku.

13. POISTENIE

13.1.

Zadavatel bude udrziavat poistenie
klinického skusania v sulade s
miestnymi poziadavkami a platnymi
zdkonmi pocas trvania zmluvy a po
obdobie jedného (1) roka po riom
alebo ako vyzaduju platné zakony,
pricom budu poistené vsetky ukony
a Cinnosti, ktoré bude potrebné
v ramci klinického skusania potrebné
vykonat.
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13.2. Upon request, Parties will provide
their insurance certificates.

14. DATA PROTECTION

The Parties shall undertake to comply
with all applicable regulations on Personal
Data processing, including but not limited
to; orders and authorizations of any Data
Protection Authority, the national and
international legislation on clinical trials,
and the specific provisions applicable to
studies, the Standards for Privacy of
Individually Identifiable Health
Information (“Privacy Rule”) and the
Regulation (EU) 2016/679 (hereinafter
referred to as the “GDPR”) guaranteeing
amongst other things, that the processing
is performed in a lawful manner, as per
correctness and in observance of the
principles of necessity, transparency,
purpose, proportionality, relevance,
storage and data quality (this last
intended as accuracy, updating and
completeness of the data). The Parties
will comply with the obligations laid out in
Appendix 3 — the Data Sharing
Agreement.

15. GENERAL PROVISIONS

15.1. Assignment. Neither Institution nor
Principal Investigator may assign
their rights or delegate their
obligations under the Agreement
without the prior written consent of
Sponsor.

15.2. Use of Name. Institution and
Principal Investigator shall not use
the names of Sponsor or Premier
Research in any form and for any
purpose whatsoever without the
respective Party’s prior written
consent.

15.3. Waiver. A waiver by any Party of any
term or condition of the Agreement

13.2. Na zaklade poziadania poskytnu
zmluvné strany svoje doklady o
poisteni.

14. OCHRANA UDAJOV

Zmluvné strany podniknu vsetky kroky na
splnenie vSetkych platnych predpisov o
spracovani osobnych Udajov vratane
(okrem inych) Ziadosti a autorizacii
akéhokolvek uradu na ochranu udajov,
vnutrostatnych a medzinarodnych
pravnych  predpisov. o  klinickych
skisaniach a Specifickych ustanoveni
platnych pre skidsania, noriem na ochranu
sukromia identifikovatelnych informdcii o
zdravotnom stave jednotlivcov (,Pravidla
na ochranu osobnych uddajov”) a
nariadenia (EU) 2016/679 (dalej uvadzané
len ako ,GDPR”), ktoré okrem iného
zaruCuje, Ze spracovanie sa vykondva
legdlnym sp6sobom co sa tyka spravnosti
a pri zohladneni principov nutnosti,
transparentnosti, Ucelu, proporcionality,
relevantnosti, uchovdvania a kvality
udajov (toto posledné v zmysle presnosti,
aktualizacie a uplnosti udajov). Zmluvné
strany dodrzia zavazky uvedené v prilohe
3 — Dohoda o zdielani udajov

15. VSEOBECNE USTANOVENIA

15.1. Prevod Ani institdcia, ani
zodpovedny  skuSajuci  nemobzu
previest svoje prava ani delegovat
svoje zavazky podla tejto zmluvy bez
predchadzajuceho pisomného
suhlasu zadavatela.

15.2. PouZivanie ndzvu Institucia a
zodpovedny  skusajuci  nebudu
pouzivat ndzvy zadavatela ani
spolocnosti Premier Research v
Ziadnej podobe a na Ziadny ucel bez
predchadzajuceho pisomného
suhlasu prislusnej zmluvnej strany.

15.3. Vzdanie sa prava Vzdanie sa
niektorej podmienky tejto zmluvy
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15.4.

15.5.

15.6.

15.7.

in any instance shall not be deemed
or construed to be a waiver of such
term of condition for any similar
instance in the future or any
subsequent breach hereof. All
rights, remedies, undertakings,
obligations and agreements
contained in the Agreement are
cumulative and none of them will be
a limitation of any other remedy,
right, obligation or agreement.

Conflict with Appendix and Protocol.
In the event of any conflict between
the terms and conditions of the
Protocol and the Agreement and
Appendix thereto, the Protocol shall
control with respect to matters of
science, medical practice and patient
safety. In all other matters, the
provisions of the Agreement shall
control.

Survival of Obligations. Obligations
relating to Confidential Information,
Trial Records, Inventions,
Publications, Indemnification,
Insurance, and Representations and
Warranties survive termination of
the Agreement, as does any other
provision in the Agreement,
(including Appendices), that by its
nature and intent remains valid after
the term of the Agreement.

Severability. The invalidity or
unenforceability of any provision of
the Agreement shall in no way affect
the validity or enforceability of any
other provision of the Agreement.

Third Party Beneficiary. Sponsor is
an intended third-party beneficiary
to the Agreement and is entitled to

15.4.

15.5.

15.6.

15.7.

ktoroukolvek zmluvnou stranou v
akomkolvek pripade sa nebude
povazovat ani vykladat za vzdanie sa
tejto podmienky v akomkolvek
podobnom pripade v buducnosti

alebo v pripade nasledného
porusenia tejto zmluvy. VSetky
prava, opravné prostriedky,
dojednania, zavazky a dohody
obsiahnuté v tejto zmluve su
kumulativne a Ziadne 1z nich

neobmedzuju Ziadny dalsi opravny
prostriedok, pravo, povinnost alebo
dohodu.

Rozpor s prilohou a protokolom V
pripade akéhokolvek rozporu medzi
podmienkami protokolu a zmluvy a
jej prilohy ma v zalezZitostiach
tykajucich sa vedy, lekarskej praxe a

bezpecnosti  pacienta  prednost
protokol. Vo vsetkych ostatnych
zalezitostiach maju prednost
ustanovenia tejto zmluvy.

Pretrvanie zavazkov Zavazky

tykajuce sa doévernych informacii,
dokumentov skudsania, vynalezov,
publikdcii, odskodnenia, poistenia a
vyhldseni, a zaruk pretrvaju aj po
skonceni platnosti zmluvy, ako aj
akékolvek dalSie ustanovenie v
zmluve (vratane priloh), ktoré svojim
charakterom a zdmerom ostavaju
platné po skonceni trvania tejto
zmluvy.

Oddelitelnost ustanoveni
Neplatnost alebo nevymahatelnost

akéhokolvek  ustanovenia tejto
zmluvy nebude mat vplyv na
platnost a vymahatelnost

akéhokolvek dalSieho ustanovenia
tejto zmluvy.

Opravnena tretia strana Zadavatel je
uréenou opravnenou tretou stranou
tejto zmluvy a ma prdvo priamo
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enforce directly any and all of its
rights under it.

15.8. Independent Contractor. The
relationship of Institution to Premier
Research is one of independent
contractor and not one of
partnership, agent and principal,
employee and employer, joint
venture, or otherwise. Nothing
herein creates any association,
partnership, joint venture or the
relationship of principal and agent
between the Parties, and no Party
has the authority to bind any other
nor bind any other Party’s
representatives in any way.

15.9. Governing Law. The Agreement, and
all disputes and claims arising under
the Agreement, shall be interpreted
and governed exclusively by the laws
of Slovakia, without regard to
conflicts of laws principles. For any
disputes that are not resolved by
mutual agreement, the Parties agree
to the jurisdiction of the courts of
the Slovak Republic.

15.10.Force _Majeure. No Party shall be
liable or deemed to be in default for
any delay or failure in performance
under the Agreement or other
interruption of service or
employment resulting directly or
indirectly from Acts of God including
but not limited to fire, flood,
earthquake, hurricane, storm,
tornado, pandemic or other natural
disaster, civil or military authority,
acts of public enemy, terrorist
activity, acts of invasion, war, civil
war, rebellion, revolution,
insurrection, acts of hostilities
regardless of whether war is
declared, explosion, blockage,

vymahat akékolvek a vsetky prava z
nej vyplyvajuce.

15.8. Nezavisly dodavatel Vztah institucie
k spolocnosti Premier Research je
vztah nezavislého dodavatela a nie
partnersky vztah ani vztah medzi
zastupcom a prikazcom,
zamestnancom a zamestndvatelom
ani vztah v ramci spolo¢ného
podniku & iny vztah. Ziadne
vyjadrenie v tejto zmluve nevytvara
Ziadne  zdruZenie, konzorcium,
spoloény podnik  ani  vztah
splnomocnitela a splnomocnenca
medzi zmluvnymi stranami a Ziadna
zmluvna strana nema pravo viazat
Ziadnu dalSiu stranu ani zastupcov
Ziadnej dalSej strany Ziadnym
spésobom.

15.9. Rozhodné prdvo Tato zmluva a
vSetky spory a ndroky z nej
vyplyvajlce sa budu interpretovat a
riadit vyluéne zakonmi Slovenskej
republiky bez ohladu na kolizie
pravnych noriem. Zmluvné strany
pre  akékolvek  spory, ktoré
nevyrieSia  vzajomnou dohodou
suhlasia spravomocou sudov
Slovenskej republiky.

15.10.Vy$8ia_moc Ziadna zo zmluvnych
strdn  nebude zodpovednda za
omeskanie ani neplnenie podla tejto
zmluvy, ani za iné prerusenie sluzieb
alebo pracovného pomeru
vyplyvajice priamo alebo nepriamo
z dévodu vyssej moci vratane (okrem
inych) z doévodu poziaru, zaplav,
zemetrasenia, hurikanu, burky,
tornada, pandémie alebo dalsich
prirodnych  nestasti, pdsobenia
obclianskej alebo vojenskej maoci,
¢inov verejného nepriatela,
teroristickej aktivity, invazie, vojny,
civilnej vojny, vzbury, revollcie,
povstania, nepriatelskych akcii bez
ohladu na to, ¢i je vyhldsena vojna
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embargo, labor dispute, strike,
lockout or interruption or failure of
electricity, telephone service,
transportation or other necessary
society infrastructure, or any
unforeseeable cause beyond the
reasonable control of any Party. Any
Party affected by such force majeure
shall provide prompt written
notification to the other Parties of
the nature of the force majeure
thereof. If such force majeure
continues for three (3) months, any
Party shall have the right to
terminate the Agreement effective
immediately upon written notice to
all other Parties.

15.11.Counterparts. The Agreement shall
become binding when any one or
more counterparts hereof,
individually or taken together, bear
the signatures of each Party hereto.
The Agreement may be executed in
any number of copies, each of which
will be an original as against any
Party whose signature appears
thereon, but all of which together
will constitute but one and the same
instrument.

15.12.Entire_Agreement. The Agreement
(including the Appendices) sets forth
the entire  Agreement and
understanding between the Parties
hereto as to the subject matter
hereof and has priority over all
documents, verbal consents or
understandings made between
Premier Research, Institution and
Principal Investigator. With respect
to the subject matter hereto none of
the terms of the Agreement may be
amended or modified except in
writing, signed by all of the Parties
hereto.

alebo nie, expldézie, blokady,
embarga, pracovného sporu, Strajku,
prerusenia alebo zlyhania dodavok
elektrického prudu, telefonickych
sluzieb, dopravy alebo inej
nevyhnutnej spolocenskej
infrastruktury  alebo  akékolvek
nepredvidatelného dovodu, ktory je
mimo rozsahu primeranej kontroly
ktorejkolvek zo zmluvnych stran.
Zmluvna strana postihnutd takouto
vyssou mocou ma bezodkladne
pisomne informovat ostatné
zmluvné strany o charaktere vyssej
moci. Ak vyssia moc pretrvava tri (3)
mesiace, kazda zmluvna strana ma
pravo  vypovedat  zmluvu s
okamzitou platnostou po pisomnom
oznameni vietkym ostatnym
zmluvnym stranam.

15.11.Vyhotovenie Zmluva sa stava
zavaznou v momente, ked bude
jedno alebo viac jej vyhotoveni,
jednotlivo alebo spolocne,
podpisanych kazdou zo zmluvnych
stran. Zmluva sa mdze vyhotovit v
[ubovolnom pocte koépii, pricom
kazda z nich sa bude povazovat za
original vo vztahu k zmluvnej strane,
ktorej podpis je na nej uvedeny, ale
vsetky spolo¢ne budd predstavovat
jednu a tu istu listinu.

15.12. Uplnost zmluvy Tato zmluva (vratane
priloh) predstavuje Uplnd zmluvu a
dojednania medzi zmluvnymi
stranami, pokial ide o jej predmet, a
ma  prednost pred vSetkymi
dokumentmi, dstnymi suhlasmi a
dojednaniami medzi spolo¢nostou
Premier Research, institlciou a
zodpovednym skusajuacim.
Vzhladom na predmet zmluvy Ziadne
podmienky tejto zmluvy sa nesmu
doplfat ani menit, iba ak pisomne s
podpismi vSetkych zmluvnych stran.
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15.13.Language of the Agreement. In case
of discrepancy, the Slovakian version
of this Agreement shall prevail. (in
case bilingual translation would be
required).

15.14.A signed facsimile or PDF electronic
submission of this Agreement or any
subsequent amendment(s) signed
by a Party’s duly authorized
representative shall be legal and
binding on all Parties.

15.15.Premier Research agrees that
neither it nor the Sponsor shall enter
into a separate contract or
agreement, related to the subject
matter of this Agreement, with the
Principal Investigator or any member
of Trial personnel.

[signature page next page]

15.13.Jazyk zmluvy V pripade nezrovnalosti
ma prednost slovenska verzia tejto
zmluvy (v pripade, Ze sa bude
pozadovat dvojjazyény preklad).

15.14.Podpisané faxové alebo elektronické
predloZenie tejto zmluvy vo formate
PDF alebo akychkolvek ndslednych
zmien a doplneni podpisanych
riadne splnomocnenym zastupcom
zmluvnej strany je pravne zavazné
pre vSetky zmluvné strany.

15.15.Spolo¢nost Premier Research sa
zavazuje, Ze ani ona, ani zaddvatel
neuzavrie samostnanu zmluvu alebo
dohodu tykajucu sa predmetu tejto
zmluvy so zodpovenym skusajucim
alebo ktorymkolvek ¢lenom
skasobného timu.

[strana s podpismi na nasledujucej strane]
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IN WITNESS WHEREOF, the Parties agree to and
accept the terms of the Agreement and cause
the Agreement to be executed by their duly
authorized representatives as of the Effective
Date.

NA DOKAZ TOHO zmluvné strany suhlasia a
akceptuju podmienky tejto zmluvy a podpisuju
zmluvu prostrednictvom svojich riadne
opravnenych zastupcov a zmluva nadobuda
platnost driom podpisu.

Premier Research:

Podpis /Signature:

Datum/Date:

Meno/Name:

Funkcia/Title:

Institdcia/Institution:

Podpis/Signature:

Datum/Date:

Meno/Name:

Funkcia/Title:

PRECITAL A VZAL NA VEDOMIE/READ AND ACKNOWLEDGED

Zodpovedny skusajuci/Principal Investigator:

Podpis/Signature:

Datum/Date:

Meno/Name:

Funkcia/Title:

Approved by Site Contracts
NR —23-Nov-2021
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1.

Appendix 1 Payment Schedule

TRIAL SUBJECT ENROLLMENT

Enrollment for the Trial is competitive.

2.

PAYMENT TERMS

2.1. The payee, Narodny Ustav
detskych choréb (“Payee”), will
be compensated in accordance
with the following table to cover
the costs of conducting the Trial.

2.2. All fees include 17% overhead
expenses.

2.3. Sponsor will provide funds to
Premier Research SLU with a
place of business at Calle
Camino de la Zarzuela, 19
28023, Madrid, Spain for the
purpose of compensating the
Payee according to the amounts
set forth in the Trial Budget
incorporated in this Appendix 1
Payment Schedule.  Premier
Research on behalf of Sponsor
shall pay Payee on a per subject
basis for each approved visit by
Sponsor/Premier Research.

24. An approved visit by
Sponsor/Premier Research will
be one in which a Trial Subject
has met the inclusion criteria of
the Protocol and none of the
exclusion criteria, is evaluable
per the Protocol. It is
understood that if a Trial Subject
must be discontinued for
reasons stipulated in the
Protocol, Payee will be paid pro
rata for visits completed in
accordance with the Schedule.
No payments will be made for
visits done in violation of the
Protocol.

1.
Zaradenie pre skusanie je kompetitivne.

2.

ZARADENIE UCASTNIKA SKUSANIA

PLATOBNE PODMIENKY

2.1.

2.2.

2.3.

2.4.

Priloha 1 Rozvrh platieb

Prijemca platby, Narodny Ustav
detskych chordb (,prijemca platby“),
bude odmeneny v sulade s
nasledujucou tabulkou, aby sa pokryli
naklady na realizéciu skusania.

Vsetky poplatky zahfiaju 17% rezijné
naklady.

Zaddvatel  poskytne  spolo¢nosti
Premier Research SLU so sidlom na
adrese Calle Camino de la Zarzuela, 19
28023, Madrid, Spanielsko finanéné
prostriedky na  dhradu platby
prijemcovi  platby podla suim
stanovenych v Rozpocte skusania,
ktory je sucastou tejto prilohy 1
Rozvrh platieb. Spolocnost Premier
Research v mene zadavatela vyplati
prijemcovi platby za kazdého
Ucastnika a kazdu jeho navstevu
schvalenu zadavatelom/spolo¢nostou
Premier Research.

Navstevou schvélenou
zadavatelom/spolo¢nostou  Premier
Research bude navsteva, pri ktorej
spIni Gcastnik skusania kritérid na
zaradenie podla protokolu a nesplni
Ziadne kritérium na vyradenie podla
protokolu. Ak ucastnik skusania musi
z dovodov stanovenych v protokole
prerusit skdsanie, prijemca platby sa
vyplati pomerne za dokoncené
navstevy v sulade s rozvrhom.
Navstevy, ktoré prebehnu v rozpore s
protokolom, nebudu zaplatené.
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3.

2.5. Payment will be made Quaterly
on receipt of a correct invoice
from the Payee and will be made
by funds received by the
Sponsor.

2.6. Premier Research pay all non-
disputed invoices within forty-
five (45) days of receipt of a
final, correct invoice from
Payee.

2.7. Final Payment - ten percent 10%
of each payment will be
withheld until the end of the
study and will be paid with the
last installment.

2.8. Final payment shall be made to
Payee within forty-five (45) days

after:
(a) Close-out visit and
(b) Premier Research has

source-verified all CRFs and
all data queries have been
resolved as requested by
Sponsor/Premier Research.

2.9. All invoices shall be submitted
by Payee within ninety (90) days
of the close-out visit.

TRIAL BUDGET

3.1 Visit Schedule and Site Cost

The expected total budget is listed below. The
currency is EURO / €.

2.5.

2.6.

2.7.

2.8.

2.9.

3. ROZPOCET SKUSANIA

3.1 Rozvrh navstev a naklady pracoviska klinického

skusania

Predpokladany celkovy rozpocet je uvedeny nizsie.
Mena je EURO/ €.

Platba sa vykona Stvrtroéne po prijati
spravne  vystavenej faktuary od
prijemcu platby a prostrednictvom
penaznych prostriedkov prijatych od
zadavatela.

Spoloc¢nost Premier Research vyplati
vsetky nesporné  faktury do
Styridsiatichpiatich (45) dni od prijatia
koneénej spravnej faktury od prijemcu
platby.

Poslednd platba — z kazdej platby sa
zadrzi desat percent (10 %) az do
ukoncenia skuSania a tieto financ¢né
prostriedky sa vyplatia s poslednou
splatkou.

Poslednd platba sa prijemcovi platby
vyplati do Styridsiatichpiatich (45) dni
po:

(a) zaverecnej navsteve a

(b) zdrojovom overeni vsetkych
formuldrov.  CRF  spoloc¢nostou
Premier Research a wvyrieSeni
vSetkych otazok tykajucich sa
udajov podla poziadavky
zadavatela/spolo¢nosti  Premier
Research.

Vsetky faktdry musi prijemca platby
predlozit v priebehu devitdesiatich
(90) dni od zaverecnej navstevy.

Master Temp ION EU CTA Inst 2020 1.0
PCN: OCTA.3536 Site # 21-01

CTA_Institution
Page 37 of 62



remier
Ijresearch

Nazov navstevy/cislo tyZzdna

Cislo navitevy

Naklady na pacienta
vratane reZijnych nakladov
Per Patient Cost including

Visit Name/Week Number Visit Number Overhead
EUR/EURO
Skrining
-4. tyzden/1. den Navsteva 1
Screening Visit 1
Week -4/Day 1
PK 1-IV* . -
PK 1-IV* Navsteva 1a/ Visit 1a

1. tyzden/Week 1

Navsteva 2**/ Visit 2**

2. tyzden*/Week 2*

Navsteva 3/ Visit 3

3. tyzden*/Week 3*

Navsteva 4/ Visit 4

4. tyzden/Week 4

Navsteva 5/ Visit 5

8. tyzderi /Week 8

Navsteva 6/Visit 6

12. tyzder/Week 12

Navsteva 7/Visit 7

16. tyzderi/Week 16

Navsteva 8**/Vist 8**

17. tyzden* /Week 17*

Navsteva 8a/Visit 8a

20. tyzden/Week 20

Navsteva 9/Visit 9

24. tyzden/Week 24

Navsteva 10/Visit 10

28. tyzden /Week 28

Navsteva 11/Visit 11

32. tyzden /Week 32

Navsteva 12/Visit 12

36. tyzden /Week 36

Navsteva 13/Visit 13

40. tyzden /Week 40

Navsteva 14/Visit 14

44. tyiden /Week 44

Navsteva 15/Visit 15

48. tyzderi/Week 48

Navsteva 16/Visit 16

Dokoncenie skusania
53. tyzderi/Study Completion
Week 53/

Navsteva 17/Visit 17

SPOLU**/TOTAL**

Navsteva pri pred¢asnom
ukonceni
Early Termination Visit

Neaplikovatelné
N/A
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* PK 1-1V substudy visit applicable only for
patients previously on IVIG treatment. If
participating in PK 1-1V visit, PK to also be
collected at Week 1 instead of Trough IgG
samples. Visits at Weeks 2 and 3 are optional
for patients previously on SCIG and are
mandatory for patients previously on IVIG or
fSCIG treatment. PK 2-SC substudy visit
applicable for patients previously on IVIG,
fSCIG, or SCIG. Visit at Week 17 only occurs
for patients participating in PK 2-SC substudy

*Navsteva v rdmci PK 1-1V podstudie platnd len pre
pacientov s predchadzajucou IVIG liecbou. V
pripade absolvovania navstevy PK 1-1V sa v 1. tyzdni
namiesto vzoriek na stanovenie minimalnej hladiny
IgG odoberu aj PK vzorky. Navstevy v 2. a 3. tyZdni
su dobrovolné pre pacientov, ktori boli predtym na
SCIG liecbe, ale pre pacientov s predchadzajucou
IVIG alebo fSCIG lie¢bou su povinné. Navsteva v
ramci PK 2-SC podstudie platna len pre pacientov s
predchadzajicou IVIG, fSCIG alebo SCIG liecbou.
Navstevu v 17. tyZdni absolvuju len pacienti
zUcastnujuci sa PK 2-SC podstudie

PK podstudia/** PK substudy

Nazov
névét’evvx/él'slo Eislo navitevy Naklady na pécienta vr.étane'reiijn\’/ch nakladov
tyzdna Visit Number Per Patient Cost including Overhead
Visit Name /Week
Number
EURO/EUR
1. tyzden Navsteva 2
Week 1 Visit 2
PK ZSVC* . Naviteva 8
16. tyiden Visit 8
PK 2-SC* Week 16
SCIG pacienti/ SCIG Patients EURO/EUR

Celkové naklady na dokonceného pacienta
(Predtym na SCIG liecbe. Absolvované navstevy v
2. tyzdni, 3. tyZdni a PK 2-SC)

/ Total Cost Per Completed Patient (Previously
on SCIG treatment. Completing Week 2, Week 3,
and PK 2-SC Visits)

Celkové naklady na dokonéeného pacienta
(Predtym na SCIG liecbe. Absolvované navstevy v
2. tyzdni alebo 3. tyzdni a PK 2-SC)

/ Total Cost Per Completed Patient (Previously
on SCIG treatment. Completing Week 2 or Week
3 and PK 2-SC Visits)

Celkové naklady na dokonéeného pacienta
(Predtym na SCIG liecbe. Absolvované navstevy v
2. a 3. tyzdni)

/ Total Cost Per Completed Patient (Previously
on SCIG treatment. Completing Week 2 and 3
Visits)
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Celkové naklady na dokonéeného pacienta
(Predtym na SCIG liecbe. Absolvované navstevy v
2. alebo 3. tyZdni)

/ Total Cost Per Completed Patient (Previously
on SCIG treatment. Completing Week 2 or Week
3 Visits)

Celkové naklady na dokonceného pacienta
(Predtym na SCIG liecbe. Absolvovana PK 2-SC
navsteva)

/ Total Cost Per Completed Patient (Previously
on SCIG treatment. Completing PK 2-SC Visit)

Celkové naklady na dokonéeného pacienta
(Predtym na SCIG liecbe. Neabsolvované
navstevy v 2., 3. tyZdni alebo PK 2-SC)

/ Total Cost Per Completed Patient (Previously
on SCIG treatment. Not completing Week 2, 3, or
PK 2-SC Visits)

IVIG pacienti/IVIG Pacients

EURO/EUR

Celkové naklady na dokonéeného pacienta
(Predtym na IVIG liecbe. Absolvované PK 1-IV a
PK 2-SC navstevy)

/ Total Cost Per Completed Patient (Previously
on IVIG treatment. Completing PK 1-IV and PK 2-
SC Visits)

Celkové naklady na dokonéeného pacienta
(Predtym na IVIG liecbe. Neabsolvované PK 1-1V
a PK 2-SC navstevy)

/ Total Cost Per Completed Patient (Previously
on IVIG treatment. Not completing PK 1-1V or PK
2-SC Visits)

fSCIG pacienti/ fSCIG Patients

EURO/EUR

Celkové naklady na dokonéeného pacienta
(Predtym na fSCIG liecbe. Absolvovana PK 2-SC
navsteva)

/ Total Cost Per Completed Patient (Previously
on fSCIG treatment. Completing PK 2-SC Visit)
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Celkové naklady na dokonéeného pacienta
(Predtym na fSCIG liecbe. Neabsolvovana PK 2-
SC navsteva)

/ Total Cost Per Completed Patient (Previously
on fSCIG treatment. Not completing PK 2-SC
Visit)

Note: Calculation will be set as per internal
budget split rule 20% Institution and 80%
PI/Study team.

Pozndmka: Kalkulacia bude uréend na zaklade
interného pravidla rozdelenia rozpoctu 20 % pre
zdravotnicke zariadenie a 80 % pre hlavného
skdsajuceho/tim skdsania.

Suma
nepresiahne

Naklady spojenéso | Notto exceed

zacatim skudsania
Trial Start-Up Costs EUR/EURO

Suma splatna
Paid Upon

Poznamky/frekvencia
Comments /Frequency

Poplatok spojeny so
zacCatim skusania

Study Start-up Fee Na zaklade faktury Jednorazovo
Upon Invoice One-Time

Eﬁplatok lekarne Na zaklade faktury Jednorazovo

armacy Fee . .

Upon Invoice One-Time

Poplatok za

uchovavanie a

archivdciu

dokumentov

Document Storage Na zaklade faktary Jednorazovo

and Archiving Fee Upon Invoice One-Time
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Fakturovatelné polozky
Invoiceables

Suma nepresiahne Poznamky/
Not to exceed Frekvencia
Suma splatna Comments/

EURO/EUR Paid Upon Frequency

Nenaplanovana navsteva
(zaplatené na zaklade

Opakujuce sa
postupy podla

dokonéenych postupov) Pozri tabulku A Platobné protokolu

/ Unscheduled Visit (Pald based podmienky / Recurring

on Procedures Completed) / See Table A Payment Na zéklade Procedures Per

term faktury Protocol

Upon Invoice

RTG hrudnika f:ftf]"’r";'ade

ey i G Upon Invoice

MRI hrudnika ;\:Ia(tz;rklade

LR 9 e Upon ?Invoice

CT hrudnika f:ftzuark'ade

/ CT of Chest y

Upon Invoice

Tehotensky test z mocu (faktura
na UPT v 1. tyZdni, ak je viac ako 1
tyzden po skriningu)

/ Urine Pregnancy Test (Invoice
for UPT at Week 1 if More Than 1
Week After Screening)

Na zaklade
faktury
Upon Invoice

Dennik pacienta — zaucenie,
preskimanie a opatovné
zaucenie, ak je to potrebné
(fakturovat v 1. tyzdni, ak bol
pacient predtym na SCIG liecbe)
/ Patient Diary - Training, Review,
and Retraining if needed (Invoice
at Week 1 if patient previously
received SCIG)

Na zdklade
faktury
Upon Invoice

Hospitalizacia/
pobyt cez noc

Hospitalization / Overnight stay

Na zaklade
faktury
Upon Invoice

Table A:

team.

Tabulka A:

Note: Calculation will be set as per budget | Pozndmka: Kalkuldcia bude uréend na zaklade
split rule 20% Institution and 80% PI/Study | pravidla rozdelenia rozpoctu 20 % pre zdravotnicke

zariadenie a 80 % pre hlavného skusajuceho/tim
skdsania.
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Jednotkové naklady
bez rezijnych nakladov
Unit Cost excl.
Procedury/Procedures Overhead

Informovany suhlas
Informed Consent

Kritéria spbsobilosti (nasledné preskimanie zahrnuté v 0.5)
Eligibility Criteria (Follow-Up Review included at a rate of 0.5)

Demografické udaje, vychodiskové charakteristiky, zdravotna anamnéza a
predtym uZivané lieky
Demographic, BL Characteristics, Medical History, and Prior Medication

RTG/MRI/CT hrudnika (fakturovat, ak nie je k dispozicii sken z predchadzajiceho
roka)
Chest X-Ray/MRI/CT (Invoice if historical scan from past year is unavailable)

Telesné vysSetrenie (zahfna: Zivotné funkcie pred podanim inflzie, telesna
hmotnost)
Physical Examination (Includes: Pre-infusion Vital Signs, Body Weight)

Zivotné funkcie a telesna hmotnost (pri naviteve bez telesného vysetrenia alebo
ked'nie je spojend s telesnym vySetrenim)

Vital Signs and Body Weight (At a Visit Without a Physical Exam or When Not
Merged With Physical Exam)

Odber vzorky na analyzu v centrdlnom a/alebo lokalnom laboratériu:
Sample Collection for Central and/or Local Lab Analysis:

Minimalna hladina 1gG alebo PK (minimalna hladina IgG: analyza v centrdlnom a
lokalnom laboratériu. PK: centralne laboratérium)
Trough 1gG or PK (Trough IgG: Central and Local Analysis. PK: Central)

HbA1lc (len pacienti s diabetes mellitus) (centralna analyza)
HbA1c (patients with Diabetes Mellitus only) (Central Analysis)

Virusova séroldgia (centralna analyza)
Viral Serology (Central Analysis)

Rutinné bezpecnostné laboratdrne vySetrenie (centrdlna analyza)
Routine Safety Laboratory (Central Analysis)

Virusové markery (centralna analyza)
Viral Markers (Central Analysis)

Priamy Coombsov test, rozSirené laboratdrne vysetrenie (centrdlna analyza)
Direct Coombs' Test, Extended Laboratory (Central Analysis)

Tehotensky test z mocu (faktura na test z mocu v 1. tyZdni, ak je viac ako 1 tyzden
po skriningu)

Urine Pregnancy Test (Invoice for UPT at Week 1 if More Than 1 Week After
Screening)

Infazia IMP (na pracovisku)
IMP Infusion (At Site)

Monitorovanie TEAE
TEAE Monitoring

SubezZne uzivané lieky
Concomitant Medications

Neproceduralne aktivity/ Non — procedure
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patient previously received SCIG)

Dennik pacienta — zaucenie, preskimanie a opdtovné zaucenie, ak je to potrebné
(fakturovat v 1. tyzdni, ak bol pacient predtym na SCIG liec¢be)
Patient Diary — Training, Review, and Retraining if needed (Invoice at Week 1 if

domacom prostredi)

Poplatok lekdrne (vydaj podla protokolu na pouZitie na pracovisku a/alebo v

Pharmacy Fee (Dispensation Per Protocol for Use at Site and/or at Home Use)

3.2 Screen Failures

Premier Research will pay Payee on behalf of
Sponsor for screen failures. Two (2) screen
failures will be paid per site. If more than five
(5) patients were enrolled, up to three (3)
screen failures will be paid. If more than ten
(10) patients were enrolled, up to fine (5)
screen failures will be paid.

Screen failures reimbursement shall not
exceed total fee for the visit 1.

3.2 NeUspesny skrining

Spolo¢nost Premier Research zaplati prijemcovi
platby v mene zaddvatela za neulspesny skrining.
Zaplati sa za dva (2) neuspesné skriningy na
pracovisku. Ak bolo zaradenych viac ako pat (5)
pacientov, zaplatia sa maximalne tri (3) neldspesné
skriningy. Ak bolo zaradenych viac ako desat (10)
pacientov, zaplati sa maximalne pat (5)
neuspesnych skriningov.

Uhrada za neuspedny skrining nesmie presiahnut
celkovy poplatok za navsteva 1.

Poplatky za neuspesSny
skrining
Screen Failures Fees

Suma nepresiahne
Not to exceed

Platobna udalost
Payment Occurrence

Frekvencia
Frequency

Neuspesny skrining — Pozri tabulku A

Zaplatené na zaklade Platobné
dokoncenych postupov podmienky
Screen Failures - See Table A

Paid based on Procedures
Completed

Payment Terms

Opakujlce sa postupy
podla protokolu
Recurring Procedures Per
Protocol

Na zaklade faktury
Upon Invoice

Once a Trial Subject is deemed to be a screen
failure, no additional procedures are to be
completed and Payee shall not be reimbursed
for unnecessary procedures or additional
treatment phases.

3.2 Trial Subject’s Travel Fees

Sponsor will reimburse Trial Subject’s travel
costs through Premier Research as below:

Ked sa u ucastnika skusania povaZzuje skrining za
neuspesny, nemaju sa robit Ziadne dalSie postupy,
pricom prijemca platby nebude odskodneny za
nepotrebné postupy alebo dalsie fazy liecby.

3.2 Cestovné naklady ucastnika skusania

cestovné naklady ucastnika
spolo¢nosti  Premier

Zadavatel uhradi
skisania prostrednictvom
Research takto:

Poplatky
Fees

Poznamky
Comments

Suma nepresiahne
Not to exceed
Euro/EUR
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Odobvodnené cestovné poplatky na
navstevu pre Ucastnika skusania/rodica
Ucastnika/opatrovnika

(v pripade pouZzitia auta je sadzba za 1 km
stanovena na sumu 0,39 eura)

Reasonable Travel Fee per visit for Trial
Subject/ Subject’s parent/ take-care
member

(the rate per 1 km is set at 0.39 euro in the
case of car use)

po predloZeni Ucteniek
upon presentation of
receipts

Odévodneny poplatok za ubytovanie (napr.
pre kontrolné navstevy alebo prenocovania
PK pacientov)

po predlozeni ucteniek
upon presentation of

receipts

Reasonable Accommodation Fee (e.g. for
follow-up visits or overnight stays for PK
patients)

Poplatky Naklady na jednu Poznamky

Fees navstevu Comments
Cost per one visit
Euro/EUR

Odbvodnené kompenzacia za ndvstevu,
napr. na stravu, parkovanie, listky na
autobus, obcerstvenie

Reasonable compensation per visit for
example meal, parking, bus tickets,
refreshments

ako pausadlna suma na
jednu navstevu v ramci
skdSania na  jedného
pacienta

as a lump sum per one
study visit per one subject

In case of a discrepancy between the
Informed Consent Form (“ICF”) and this
Agreement in regards with the amounts or
modality of the payment of the Trial Subject’s
Travel Fees, the ICF will prevail.

Reimbursement of expenses to the Study
subjects will be disbursed through the cash
register of the Institution.

3.3 Value-Added Tax ("VAT")

The relevant VAT regulations must be
observed if the fee for the services of the

V  pripade odchylok medzi formularom
informovaného suhlasu (,ICF“) a touto zmluvou
tykajucich sa vysky alebo spo6sobu vyplatenia
cestovnych ndkladov Ucastnika skusania ma
prednost ICF.

Uhrada vydavkov Gcastnikom skdsania sa vykona
prostrednictvom registracnej pokladnice institucie.
3.3 Dani z pridanej hodnoty (,,DPH*)

Ak poplatok za sluzby prijemcu platby podlieha

DPH, musia sa dodrziavat relevantné predpisy o
DPH.
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Payee owed under this Agreement are
subject to VAT.

The Service’s Recipient, Premier Research, is
based in Spain, reverse charge mechanism is
applicable. The mention ”"Reverse charge
mechanism is applicable” should be included
on the invoice.

3.4 Loaned Equipment

The following equipment will be provided to
the Institution for the duration of the Trial:

- calibrated thermometer for IMP storage
—one per site

- calibrated thermometer for
samples storage — one per site

- Infusion pump: CRONO S-PID-50 (small)
— one per subject

- Infusion pump:
(large)

- *CRN® CRONOQO® Reservoir 50 ml

- *CRN® CRONO ® Reservoir 100 ml

- *MiniSpike - CRN®

- *Y-SET®

- *Neria TM infusion set and Neria TM
multi infusion set of different and tubing
lengths

- INITIALBAG 14-5 L

- Sharps box 1L — 4 per site

- Termobox —4 per site

frozen

CRONO S-PID-100

Institution should use the equipment solely
for the conduct of the Trial in accordance
with the Sponsor’s instructions with a
reasonable level of care. All equipment is the
property of the Sponsor and should be
returned as per Sponsor’s instruction at the
end of the Trial. If equipment is damaged for
reasons not due to correct use or normal
wear and tear, Institution shall be liable for
the cost of repair or replacement of the
affected equipment.

*Equipment is for one-use only and will not
be returned to Sponsor.

4. PAYEE INFORMATION

Prijemca sluzby, Spolo¢nost Premier Research, sidli
v Spanielsku, uplatfiuje sa mechanizmus prenosu
dariovej povinnosti. Na faktire sa ma uviest
»Uplatiuje sa mechanizmus prenosu danovej
povinnosti“.

3.4 Pozi¢ané vybavenie

Pocas trvania skusania bude institucii poskytnuté
toto vybavenie:
- kalibrovany teplomer na uskladnenie
skusaného lieku — jeden na pracovisko
- Kalibrovany teplomer na uskladnenie
zmrazenych vzoriek — jeden na pracovisko
- Infdzna pumpa: CRONO S-PID-50 (mald) —
jedna pre kazdého pacienta
- Infdzna pumpa: CRONO S-PID-100 (velkd)

- Zasobnik *CRN® CRONQ® 50 ml|

- Zasobnik *CRN® CRONO 100 ml

- *MiniSpike — CRN®

- *Y-SET®

- *Infuzna suprava Neria TM a multiinfazna
stprava Neria TM s roznymi dizkami
hadiciek

- PRVYVAK14-5]|

- Krabicka na ihlyl | =4 na kazdé pracovisko

- Termokrabica — 4 na kaZdé centrum

InStiticia mbZe pouZivat vybavenie vylucne len na
realizaciu skusania v sulade s pokynmi zadavatela s
primeranou  Uroviiou  starostlivosti.  VSetko
vybavenie je majetkom zaddvatela a ma sa vrétit na
zaklade pokynov zadavatela na konci skusania. Ak
je vybavenie poskodené z dovodov, ktoré nie su
dosledkom spravneho poutzitia alebo beZného
opotrebenia, institlucia zodpoveda za ndaklady na
opravu alebo vymenu dotknutého zariadenia.

*Zariadenie je uréené iba na jednorazové pouZitie a
nebude vratené zadavatelovi.

4. INFORMACIE O PRIJEMCOVI PLATBY
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Payment of costs will be made on issue of an
invoice to Premier Research by bank transfer
to the following recipient:

Naklady sa uhradia po vystaveni faktury spolo¢nosti
Premier Research bankovym prevodom tomuto
prijemcovi:

MENO PRIJEMCU PLATBY (rovnaké ako na
fakture): /
PAYEE NAME (Same name as the invoice):

Narodny Ustav detskych chorob

ADRESA PRIJEMCU PLATBY: /
PAYEE ADDRESS:

Limbova 1, 833 40 Bratislava, Slovakia

ICO (1€ DPH) PRIJEMCU PLATBY /
PAYEE VAT (TAX) ID NUMBER

E-MAILOVA ADRESA PRIJEMCU PLATBY /
PAYEE EMAIL ADDRESS

NAZOV BANKY PRIJEMCU PLATBY /
PAYEE BANK ADDRESS

ADRESA BANKY PRIJEMCU PLATBY

SWIFT/BIC KOD /
SWIFT/BIC CODE

IBAN/CiSLO UCTU /
IBAN/ACCOUNT NUMBER

Ak je to potrebné

UDAJE KORESPONDENCNEJ
(SPROSTREDKOVATELSKEJ) BANKY:
NAZOV KORESPONDENCNEJ BANKY:
SWIFT KOD KORESPONDENCNEJ BANKY:
CiSLO UCTU KORESPONDENCNEJ BANKY: /
If applicable

CORRESPONDENT (INTERMEDIARY) BANK
DETAILS:

CORRESPONDENT BANK NAME:
CORRESPONDENT SWIFT CODE:
CORRESPONDENT BANK ACCOUNT
NUMBER:

If the bank details above are incorrect or
incomplete, the payments of the invoices
might be delayed.

Ak su vyssSie uvedené Udaje o banke nespravne
alebo nedplné, thrada faktdr sa méze oneskorit.
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5. INVOICES

Payee shall submit all invoices to

Premier Research at the following email

address:
OCTA3536Invoices@premier-research.com

All questions on invoices be addressed to
OCTA3536Invoices@premier-research.com

6. Information required in the Invoices

- Protocol and Site number

- Premier Research SLU with a place of
business at Calle Camino de la Zarzuela, 19
28023, Madrid, Spain

- Payee Name and Address

- Bank details

- VAT number if applicable

- Invoice Number and Date

- Payment Amount

THIS APPENDIX 1 PAYMENT SCHEDULE SETS
FORTH ALL PAYMENTS TO BE MADE BY
PREMIER RESEARCH AND SPONSOR TO PAYEE
IN CONNECTION WITH THIS AGREEMENT. NO
OTHER ADDITIONAL PAYMENT REQUESTS
WILL BE CONSIDERED WITHOUT THE PRIOR
WRITTEN CONSENT OF SPONSOR.

Appendix 2
Letter of Indemnification by Sponsor

WHEREAS, |Institution (as defined in the
Clinical Trial Agreement attached hereto) is a
clinical research site for Octapharma
Pharmazeutika Prod.Ges.m.b.H Oberlaaer
Strasse 235, 1100 Vienna, Austria (“Sponsor”)
clinical trial titled, “Prospective, open-label,
single-arm, multicentre Phase 3 study to
evaluate the pharmacokinetics, efficacy,
tolerability, and safety of subcutaneous
human immunoglobulin  (Newnorm) in

5. FAKTURY

Prijemca platby ma predlozit vetky faktury

spolo¢nosti Premier Research

prostrednictvom tejto emailovej adresy:
OCTA3536Invoices@premier-research.com

Vsetky otdzky tykajuce sa faktur je potrebné
adresovat na OCTA3536Invoices@premier-
research.com.

6. Informacie pozadované vo fakturach

- Cislo protokolu a pracoviska

- Premier Research SLU so sidlom na adrese Calle
Camino de la Zarzuela, 19 28023, Madrid,
Spanielsko

- Meno a adresa prijemcu platby

- Udaje banky

- IC DPH, ak sa uplatfiuje

- Cislo faktury a datum

- Vyska sumy

TATO PRILOHA 1 ROZVRH PLATIEB STANOVUIJE
VSETKY  PLATBY, KTORE MA POUKAZAT
SPOLOCNOST PREMIER RESEARCH A ZADAVATEL
PRIJEMCOVI PLATBY V SUVISLOSTI S TOUTO
ZMLUVOU. ZIADNE DALSIE POZIADAVKY NA
VYPLATENIE SA NEBUDU BRAT DO UVAHY BEZ
PREDCHADZAJUCEHO  PISOMNEHO  SUHLASU
ZADAVATELA.

Priloha 2
Dohoda o odskodneni zadavatelom

KEDZE institucia (ako je definovand v priloZenej
zmluve o klinickom skudsani) je klinické vyskumné
pracovisko pre klinické skuasanie spoloc¢nosti
Octapharma Pharmazeutika Prod.Ges.m.b.H
Oberlaaer Strasse 235, 1100 Vieden, Rakusko
(,zadavatel) S nazvom ,Prospektivne,
nezaslepené, multicentrické skisanie fazy 3 s
jednym ramenom na zhodnotenie farmakokinetiky,
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patients with primary
diseases” (“Trial”);

immunodeficiency

WHEREAS, Premier Research and Institution
have entered into a certain clinical trial
agreement (“Agreement”); and

WHEREAS, Sponsor agrees to provide
indemnification to Institution as set forth in

this Appendix.

NOW THEREFORE, intending to be legally
bound hereby, Sponsor agrees to the
following:

1. Sponsor agrees to indemnify, defend or
cover the cost of defense for, and hold
harmless Institution and its officers,
directors and employees (“Institution
Indemnitee”) from and against any claim,
suit, action, proceeding, arbitration or
investigation, pending or threatened by a
third party (each a “Claim”) against an
Institution Indemnitee based on, relating
to or in connection with:

(a) the Investigational Product (as
defined in the Agreement) used in
accordance with the Protocol (as
defined in the Agreement);

(b) Sponsor’s use, non-use,

interpretation or disclosure of Trial

data or results;

(c) patent infringement, copyright
violation, or trade secret
misappropriation caused by use of
the Investigational Product by
Institution; or

(d) Sponsor’s negligent or wrongful act
or omission.

2. Sponsor will not indemnify, defend, or
hold harmless an Institution Indemnitee
to the extent that such Claim arises from:

ucinnosti, znasanlivosti a bezpecnosti
subkutanneho [udského imunoglobulinu
(Newnorm) u  pacientov s  primarnymi

imunodeficienciami (,,skusanie”);

KEDZE spolo¢nost Premier Research a institucia

uzavreli urcitd zmluvu o klinickom skudsani
(,zmluva“); a
KEDZE  zadavatel suhlasi s  poskytnutim

odskodnenia institucii tak, ako je stanovené v tejto
prilohe.

PRETO TERAZ, s umyslom pravnej viazanosti,
zadavatel suhlasi s nasledovnym:

1. Zadavatel suhlasi s tym, Ze odSkodni, obhaji
alebo pokryje ndklady na obranu institucie a jej
pracovnikov, riaditelov a zamestnancov
(,0dskodniovana insStitucia“) a zbavi ju
zodpovednosti voci akémukolvek naroku,
zalobe, pravnemu kroku, konaniu,
rozhodcovskému konaniu alebo vysSetrovaniu,
zaCatému alebo hroziacemu tretou stranou
(kazdy ,narok”) voci odskodnovanej institucii
na zaklade, vzhladom k alebo v suvislosti s:

(a) skasanym liekom (ako je definovany v
zmluve) pouZitym v sulade s protokolom
(ako je definovany v zmluve);

(b) pouzitim, nepouZitim, interpretovanim
alebo zverejnenim uUdajov alebo vysledkov

skusania zo strany zaddvatela;

(c) porusenim prav z patentu, poruSenim
autorskych prav.  alebo  zneuZitim
obchodného  tajomstva spbsobenych

pouzitim skusaného lieku instituciou; alebo

(d) nedbalym alebo nespravnym konanim
alebo zanedbanim zo strany zadavatela.

2. Zaddavatel nebude od$kodrovat, branit alebo
zbavovat  zodpovednosti odskodriovanu
instituciu, pokial takyto narok vyplyva z:
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(a) Institution Indemnitee’s failure to
follow the Protocol, applicable laws
and regulations, or  written
instructions of Premier or Sponsor;

(b)the gross negligence, recklessness or
willful misconduct on the part of any
Institution Indemnitee; or

(c) a culpable breach of the Institution’s
obligations, representations, or
warranties under the CTA.

3. |Institution will promptly notify
Sponsor upon receipt of notice of any
Claim (provided that the failure to give
such notice will not relieve Sponsor of its
obligations under this Appendix except to
the extent, if at all, it is prejudiced
thereby) and will permit Sponsor’s
attorneys and personnel, at Sponsor’s
discretion and cost, to handle and control
the defense of any such Claim. In the
event that representation of Institution
and Sponsor by the same counsel is a
conflict of interest for such counsel,
Institution may select its own
independent counsel, at Sponsor’s
expense, without relieving Sponsor of its
obligations under this Section. Institution
shall cooperate fully with Sponsor in the
defense or settlement of any Claim.

4. Institution may elect to defend itself and
waive its indemnification rights for any
Claim. If Institution exercise such right, all
costs and expenses incurred by
Institution shall be borne by Institution.

5. Sponsor shall give prompt written notice
to Institution of any proposed settlement
of a Claim. Sponsor shall not, without
Institution’s prior written consent, which
Institution shall not unreasonably
withhold, condition or delay, accept
liability, settle or compromise any Claim
or consent to the entry of any judgment

(a) nedodrziavania protokolu, platnych
zdkonov a predpisov alebo pisomnych
pokynov spoloc¢nosti Premier Research
alebo zadavatela odSkodriovanou
instituciou;

(b) hrubej  nedbanlivosti, lahkomyselnosti
alebo umyselného nespravneho konania zo
strany odSkodriovanej institucie; alebo

(c) zavineného porusenia povinnosti, vyhlaseni
alebo zaruk podla CTA zo strany institucie.

Institdcia bezodkladne po prijati ozndmenia o
akomkolvek naroku (za predpokladu, Ze
neposkytnutie takéhoto ozndmenia nezbavi
zadavatela jeho povinnosti podla tejto prilohy s
vynimkou pripadov, ak je to na ukor tohto)
informuje zaddvatela a povoli pravnym
zastupcom a personalu zadavatela podla
uvaZenia a nakladov zadavatela vybavovat a
kontrolovat obranu vocéi ktorémukolvek z
tychto narokov. V pripade, Ze zastupenie
inStitucie a zadavatela tym istym advokatom
predstavuje konflikt zdujmov pre tohto
advokata, mozZe si insStitucia na naklady
zadavatela vybrat svojho nezavislého advokata
bez toho, aby tym zbavila zadavatela jeho
povinnosti podla tohto ¢lanku. Institicia bude
plne spolupracovat so zadavatelom pri obrane
alebo urovnani akéhokolvek naroku.

Institdcia sa moZe rozhodnut branit sa a vzdat
sa svojich prav na odskodnenie pre akykolvek
narok. Ak instittcia uplatni toto prévo, vsetky
naklady a vydavky, ktoré vzniknu institucii,
bude znasat institlcia.

Zadavatel bezodkladne pisomne upozorni
instituciu na kaZdé navrhované urovnanie
naroku. Zadavatel nesmie bez
predchadzajuceho pisomného suhlasu
inStitucie, ktory nesmie institucia bezdévodne
odmietnut, poskytnut, podmienit alebo
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regarding which indemnification is being
sought hereunder unless such
settlement, compromise or consent:

(a) includes an unconditional release of
Institution from all liability arising out
of such Claim;

(b) does not contain any admission or

statement suggesting any

wrongdoing or liability on behalf of

Institution; and

(c) does not contain any equitable order,
judgment or term (other than the
fact of payment or the amount of
such payment) that in any manner
affects, restrains or interferes with
the business of Institution.

Agreed and Accepted:

Octapharma Pharmazeutika
Prod.Ges.m.b.H

Signature:

Date:

Name:

Title:

Appendix 3 — Data Sharing Agreement
Controller to Processor

This Data Sharing Agreement (“Data Sharing
Agreement”) is entered into the date of the
last signature (“Data Sharing Agreement
Effective Date”), by and between

Narodny Ustav detskych chorob with a place
of business at Limbova 1, 833 40 Bratislava,

Slovakia (“Institution”)

and

oddialit prijatie zodpovednosti, urovnat alebo
spochybnit akykolvek narok alebo suhlas s
vynesenim rozsudku, v suvislosti s ktorym sa
pozaduje odskodnenie podla tejto zmluvy,
pokial takéto urovnanie, kompromis alebo

suhlas:

(a) zahrna bezpodmienecné zbavenie
inStitucie akejkolvek zodpovednosti
vyplyvajlcej z takéhoto naroku;

(b) neobsahuje Ziadne pripustenie alebo
vyhldsenie naznacujuce akékolvek

protipravne konanie alebo zodpovednost v
mene institdcie; a

(c) neobsahuje Ziadne spravodlivé
rozhodnutie, rozsudok alebo podmienku
(ind ako skutocnost platby alebo jej vysky),
ktord akymkolvek spésobom ovplyviiuje,
obmedzuje alebo zasahuje do obchodnej
¢innosti institucie.

Suhlasil/a a akceptoval/a:

Octapharma Pharmazeutika Prod.Ges.m.b.H

Podpis:

Datum:

Meno:

Funkcia:

Priloha 3 — Dohoda o zdielani udajov
Prevadzkovatel aZ spracovatel

Tato dohoda o zdielani udajov (,,dohoda o zdielani
Udajov“) sa uzatvdra ku dru posledného podpisu
(,datum ucinnosti dohody o zdielani Udajov*)
medzi

Narodnym ustavom detskych chorob so sidlom na
adrese Limbova 1, 833 40 Bratislava, Slovensko
(,,institucia”)
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Ass.Prof. Peter Ciznar, M.D., PhD with a place
of business at Narodny dustav detskych
chorob, Detska klinika, Limbova 1, 833 40
Bratislava, Slovakia

and

Octapharma Pharmazeutika Prod.Ges.m.b.H
with a place of business at Oberlaaer Strasse
235, 1100 Vienna, Austria (“Sponsor”)

and

Premier Research Group SLU with a place of
business at Calle Camino de la Zarzuela, 19
28023, Madrid, Spain (“CRO”)

Sponsor, Institution, and CRO (individually
referred to herein as “Party” and collectively
referred to herein as “Parties”)

WHEREAS, a clinical trial relating to
“Prospective, open-label, single-arm,
multicentre Phase 3 study to evaluate the
pharmacokinetics, efficacy, tolerability, and
safety of subcutaneous human
immunoglobulin (Newnorm) in patients with
primary immunodeficiency diseases” (the
“Trial”) is being conducted in accordance
with the terms of the Master Services
Agreement concluded between the Sponsor
and CRO on 25Feb2014 and the Agreement
concluded between CRO and the Institution
on see date of last signature;

WHEREAS, for the purposes of the Trial, the
Parties will share information and data and,
in particular, process Personal Data of the
Trial Subjects and healthcare professionals
intervening in the trial (the “Data Subjects”);

WHEREAS, such process is governed by the
Data Privacy Laws, as defined below, which
require the conclusion of a written
agreement governing such operation.

doc. MUDr. Petrom CiZzndrom, CSc. s miestom
vykonu povolania Narodny Ustav detskych choréb,
Detska klinika, Limbova 1, 833 40 Bratislava,
Slovensko

spolo¢nostou Octapharma Pharmazeutika
Prod.Ges.m.b.H so sidlom na adrese Oberlaaer
Strasse 235, 1100 Vieden, Rakusko (,,zadavatel”)

spolo¢nostou Premier Research Group SLU so
sidlom na adrese Calle Camino de la Zarzuela, 19
28023, Madrid, Spanielsko (,,CRO*)

Zadavatel, institlcia a zmluvna vyskumna
organizacia (CRO) (dalej uvadzané jednotlivo len
ako ,,zmluvna strana” a spolo¢ne ako ,,zmluvné
strany”)

KEDZE klinické skusanie  ,Prospektivne,
nezaslepené, multicentrické skdsanie fazy 3 s
jednym ramenom na zhodnotenie farmakokinetiky,

ucinnosti, znasanlivosti a bezpecnosti
subkutanneho [udského imunoglobulinu
(Newnorm) u pacientov s primarnymi

imunodeficienciami” (,skusanie”) sa vykonava v
sulade s podmienkami ramcovej dohody o sluzbach
uzatvorenej medzi zaddvatefom a CRO dnia 25.
februdra 2014 a zmluvy uzatvorenej medzi CRO a
inStituciou dia — pozri datum posledného podpisu;

KEDZE na ucely sku$ania budi zmluvné strany
zdielat informacie a Udaje a budu hlavne spracuvat
osobné udaje ucastnikov skusania a zdravotnickych
pracovnikov zapojenych do skdsania (,udaje
ucastnikov”);

KEDZE sa tento proces riadi zdkonmi o ochrane
osobnych udajov, ako su definované nizsie, ktoré
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vyZaduju uzavretie pisomnej dohody upravujucej
NOW, THEREFORE, in consideration of the | takuto ¢innost.

mutual covenants exchanged herein and for
other valuable consideration, the adequacy
and receipt of which are hereby | PRETO TERAZ, s prihliadnutim na vzajomné dohody
acknowledged, the Parties hereby act and | uvedené v tejto zmluve a dalSie hodnotné aspekty,
agree as follows: ktorych primeranost a prijem sa tymto potvrdzuje,
zmluvné strany tymto konaju a suhlasia takto:

1. Definitions
Capitalised terms used in this section have 1. Vymedzenie pojmov
the meaning set forth in Article 4 of the
GDPR, unless defined below or otherwise Pojmy s velkym zaciatoénym pismenom pouzité v
defined in this Data Sharing Agreement: tejto ¢asti maju vyznam uvedeny v ¢lanku 4

nariadenia GDPR, pokial nie su definované nizsie
alebo inak definované v tejto dohode o zdielani
"Data Controller" in this case, refers | udajov.

to the company which determines

the purposes and means of »Prevadzkovatel tdajov” v tomto pripade

processing of Personal Data. oznacuje spolocnost, ktora stanovuje Gcely
a prostriedky spracovania osobnych

"Data Processor" means the udajov.

company or institution which

processes Personal Data on behalf of »Sprostredkovatel’ udajov’ znamenad

the Data Controller and under its spolo¢nost alebo instituciu, ktora spraciva

control. osobné udaje v mene prevadzkovatela

udajov alebo pod jeho kontrolou.
“Data Privacy Laws” means all
applicable privacy and Personal Data

laws, enactments, regulations, »Zakony o ochrane osobnych udajov”
orders, standards and other similar znamenaju vsetky platné zakony o ochrane
instruments  including  (without sukromia a osobnych Udajov, ustanovenia,
limiting the generality of the nariadenia, prikazy, normy a dalSie
foregoing) GDPR. podobné nastroje vratane (bez

obmedzenia vyssie uvedeného) GDPR.
“Data Protection Authority” means

the relevant data protection s,Urad na ochranu osobnych udajov”
supervisory authority in each country znamend prislusny dozorny organ na
that the Services take place in. ochranu udajov v kazdej krajine, v ktorej sa

sluzby uskutocnuju.
“GDPR” means Regulation (EU)

2016/679, commonly referred to as ,GDPR“ znamena nariadenie (EV)
the General Data Protection 2016/679 Eurdpskeho parlamentu a Rady z
Regulation, agreed upon by the aprila 2016, beine oznacované ako
European Parliament and Council in vSeobecné nariadenie o ochrane osobnych
April 2016. udajov.

“Member State” means any relevant
member state of the European Union
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(“EU”) or European Economic Area
(“EEA”) from time to time.

“Model Clauses” means the
Standard Clauses for the Transfer of
Personal Data to Processors in Third
Countries under the Directive
approved by Commission Decision of
February 5, 2010, including
Appendices 1 and 2 thereto.

“Personal Data” means any
information relating to an identified
or identifiable natural person; an
identified or identifiable natural
person (a “Data Subject”) 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/her
physical, physiological, mental,
economic, cultural or social identity.

“Subcontractor” means any other
third party appointed by any Party in
accordance with this Agreement,
that Processes Personal Data on
behalf of any Party in order to
provide the Services.

“Transfer”, “Transferred” or
“Transferring” means, whether by
physical or electronic means, across
national borders, both (a) the moving
of Personal Data from one location or
person to another, and (b) the
granting of access to Personal Data
by one location or person to another.

Purpose of the Processing

,Clensky  $tat“ znamend akykolvek
relevantny clensky S$tat Eurdpskej unie
(LEU“)  alebo  ob&as  Eurépskeho
hospodarskeho priestoru (,,EHP).

»Vzorové dolozky” znamenaju Standardné
dolozky o prenose osobnych Udajov
prevadzkovatelom v tretich krajinach podla
smernice schvalenej rozhodnutim Komisie
z 5. februara 2010 vratane jej priloh 1 a 2.

»,O0sobné udaje” znamenaju akékolvek
informdcie tykajuce sa identifikovanej
alebo identifikovatelnej fyzickej osoby;
identifikovana alebo identifikovatelna
fyzickd osoba (,dotknuta osoba“); je
osoba, ktord mozno identifikovat priamo
alebo nepriamo, najma odkazom na
identifikacné Cislo alebo odkazom na jeden
Ci viaceré prvky, ktoré su Specifické pre jej
fyzicku, fyziologicku, mentalnu,
ekonomickd, kultarnu alebo socidlnu
identitu.

,Subdodavatel” znamena akukolvek inud
tretiu stranu menovand ktoroukolvek
zmluvnou stranou v sulade s touto
zmluvou, ktorad spracuva osobné Udaje v
mene ktorejkolvek zmluvnej strany na
ucely poskytovania sluZzieb.

,Prenos”,  preneseny” alebo ,prenasanie”
znamenaju (a) presun osobnych udajov z
jedného miesta na druhé alebo z jednej
osoby na druhu, a (b) udelenie pristupu k
osobnym udajom z jedného miesta na
druhé alebo z jednej osoby na druhg,
pricom je to prenos cez Statne hranice ¢i uz
fyzickymi, alebo elektronickymi
prostriedkami.

The Parties agree that the purpose of this
Data Sharing Agreement is to provide a | 1. Ugel spracovania

contractual basis for the sharing of Personal | Zmluvné strany suhlasia s tym, Ze uUcelom tejto
Data between the Sponsor, the Institution | dohody o zdielani Udajov je poskytnut zmluvny
and CRO (together in this Data Sharing | zaklad na zdielanie osobnych uUdajov medzi
Agreement, the Parties) and to ensure that | zadavatelom, institiciou a CRO (spolu v tejto
responsibilities are clearly defined for all | dohode o zdielani Udajov ako zmluvné strany) a

Master Temp ION EU CTA Inst 2020 1.0 CTA_Institution
PCN: OCTA.3536 Site # 21-01 Page 54 of 62



remier
preseart:h

processing performed by the Parties for the
purpose of the Trial. In the course of the
Agreement, the Institution will provide the
Sponsor and CRO with the Personal Data of
Trial Subjects and the Principal Investigator
and other personnel for the purpose of
conducting the activities of the Trial as per
the Agreement. In turn, the Sponsor and
CRO may provide the Institution with the
Personal Data of their employees for
administration and contact purposes.

2. Nature and Duration of the
Processing Activities

The nature of the processing Activities are
the tasks and activities for which the
Institution and/or the Principal Investigator
is responsible for undertaking as defined in
the Agreement. The duration of the
Processing Activities is for as long as the
Agreement is in effect and the Institution
and Principal Investigator shall retain the
Investigator Site File, for a period of 25 years
or as stipulated in the Agreement,
whichever is longer.

3. Categories of Data Subject and Type
of Personal Data Processed

The categories of Data Subjects are Trial

Subjects, Trial Subject relatives (caregiver,

legal guardian, and emergency contacts),

employees of Sponsor, CRO, vendors, other

research partners, and Subcontractors.

The Personal Data to be processed by the
Institution on behalf of the Sponsor is as
follows:

zabezpelit, aby boli jasne definované
zodpovednosti pre vSetko spracovanie vykonané
zmluvnymi stranami na Ucely skdsania. Pocas
trvania dohody bude institdcia poskytovat
zadavatelovi a CRO osobné udaje ucastnikov
skusania, zodpovedného skusajuceho a dalSich
pracovnikov na ucely vykondvania cinnosti
skusania podla zmluvy. Na druhej strane mézu
zaddavatel a CRO poskytnut institlcii osobné udaje
svojich zamestnancov na administrativne a
kontaktné ucely.

2. Povaha a trvanie spracovatelskych ¢innosti
Povahou spracovatelskych cinnosti su ulohy a
¢innosti, za ktorych vykondvanie su institlucia
a/alebo zodpovedny skusajlci zodpovedni podla
zmluvy. Spracovatelské ¢innosti sa budu
vykonavat dovtedy, kym bude v platnosti zmluva,
a institucia a zodpovedny skusajuci uchovaju
dokumentdciu pracoviska skusajuceho po dobu 25
rokov alebo po dobu stanovenu v zmluve, podla
toho, co je dlhsie.

3. Kategdrie dotknutych os6b a  typ

spracuvanych osobnych tddajov
Medzi kategorie dotknutych os6b patria ucastnici
skusania, pribuzni ucastnikov skusania
(opatrovnik, zdkonny zastupca a pohotovostné
kontakty), zamestnanci  zaddavatela, CRO,
dodavatelia, dalsi vyskumni partneri a
subdodavatelia.

......

mene zadavatela, su tieto:

Kategérie udajov / Data

Typ dotknutych osdb / Type of Data Subjects

categories

skusajuci,
personal

Profesiondlne
kontakty, napr.

pracoviska, klient

Daldi ucastnici, napr.
opatrovnici/zastupcovia

Ucastnici
skasania, napr.

pacienti / Trial .
/ Other participants e.g.

carers / guardians
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a personal CRO /
Professional
contacts e.g.
Investigators, site
staff, Client and
CRO personnel

subjects
patients

e.g.

Identifikacné Udaje
(napr. krstné meno,
priezvisko, datum
narodenia, inicialy) /
Identification data

(e.g. name, surname, date
of birth, initials)

Ano / Yes

Ano / Yes

Ano / Yes

Identifikacia vydana vladou

(napr. Cislo zdravotnych
zaznamov, Cislo socidlneho
poistenia, pas) /
Government issued
identification

(e.g. medical records
number, social security
number, passport)

Ano / Yes

Nie / No

Nie / No

Kontaktné udaje
(napr. adresa, telefén, e-
mail atd'..) /

Contact data
(e.g. address, phone, e-mail
etc...)

Ano / Yes

Nie / No

Nie / No

Financné udaje

(napr. Udaje o ucte na ucely
uhrady) /

Financial data

(e.g. accounting details for
reimbursement)

Nie / No

Ano / Yes

Ano / Yes

Udaje zahfiajuce
informacie o osobnom
Zivote

(napr. rodinny stav a
najblizsi pribuzni/zakonny
zastupca, dotazniky o
kvalite Zivota, ktoré mozu
obsahovat otazky o

Nie / No

Ano / Yes

Ano / Yes
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sexualnom Zivote,
volnocasovych aktivitach,
najvyssom dosiahnutom
vzdelani atd...) /

Data conveying information
about personal life

(e.g. relationship status and
next of kin/legal guardian,
quality of life
guestionnaires, potentially
including questions about
sex life, leisure activities,
highest qualification held,
etc...)

Demografické udaje

(napr. pohlavie, socialno-
ekonomicka trieda) /

Demographic data

(e.g. gender, socio-
economic class)

Nie / No

Ano / Yes

Nie / No

Udaje zahffiajutce
informdcie o povode

(napr. rasa, etnicka
prislusnost atd...) /

Data conveying information

about origins
(e.g. race, ethnicity etc...)

Nie / No

Ano / Yes

Nie / No

Zdravotné udaje

(napr. ochorenia, liecby,
snimky z vySetreni atd...) /
Health data

(e.g. disease, treatments,
health images etc...)

Nie / No

Ano / Yes

Nie / No

Biometrické udaje

(napr. merania, fotografie
umoznujuce rozpoznavanie
tvare, otlacky prstov, skeny
sietnice) /

Biometric data

(e.g. measurements,
photographs allowing facial

Nie / No

Nie

Nie / No

Master Temp ION EU CTA Inst 2020 1.0
PCN: OCTA.3536 Site # 21-01

CTA_Institution
Page 57 of 62




remier
Ijresearch

recognition, fingerprints,
retinal scans)

Genetické udaje Nie / No
(napr. somatické mutdcie
alebo mutacie zarodocnej

linie atd...) /

Genetic data
(e.g. somatic or germ line
mutations etc...)

Nie Nie / No

Udaje o detoch Nie / No
(napr. kedje ucastnik
skusania pediatrickym
pacientom) /

Data about children

(e.g. where the trial subject
is a pediatric patient)

Ano / Yes Nie / No

4. Control of the Processing Activities

For the purposes of the Agreement, the
Parties agree that the Sponsor is the Data
Controller for the purposes of the Trial and
that the Institution and CRO are Data
Processors acting on behalf of the Sponsor.
This Agreement does not seek to control the
data processing performed by the Institution
in its own right as a Data Controller.

5. Obligations upon Institution
The Institution will:

(a) Process the Data Subjects’ Personal
Data only for the strict purposes set
forth in the Data Sharing Agreement
and on documented instructions of the
Sponsor, and CRO acting on behalf of
the Sponsor;

(b) Ensure all appropriate technical,
organisational and physical measures

are taken in order to Process the
Personal Data securely and
confidentially, including only
transmitting information to the

Sponsor and CRO (and Vendors where
appropriate) about Trial Subjects in a

4.

Kontrola spracovatelskych ¢innosti

Na ucely tejto dohody zmluvné strany suhlasia s
tym, Ze zadavatel je prevadzkovatelom udajov
na Ucely skudSania a Ze institicia a CRO su
sprostredkovatelmi Udajov konajucich v mene

zadavatela.

Cielom tejto dohody nie je

kontrolovat spracutvanie Udajov, ktoré vykonava
inStitucia sama osebe ako prevadzkovatel
udajov.

5.

Povinnosti institucie

Institucia bude:

(a) Spracuvat osobné udaje dotknutych oséb
iba na striktné ucely uvedené v dohode o
zdielani Udajov a na  zaklade
zdokumentovanych pokynov zadavatela
a CRO konajucej v mene zadavatela;

(b) Zabezpecovat prijatie vsetkych
prislusnych technickych, organiza¢nych a
fyzickych opatreni na bezpecné a
doverné spracovanie osobnych udajov
vratane iba prenosu informdcii o
Ucastnikoch skdsania zadavatelovi a CRO
(a pripadne predajcom) v
pseudonymizovanej forme;
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(c)

(d)

(e)

(f)

(g)

(h)

(i)

i)

pseudonymous form;
Ensure that persons authorised to

Process the Personal Data have
committed themselves to
confidentiality or are under an

appropriate statutory obligation of
confidentiality;

Assist the Sponsor by appropriate
technical and organisational measures,
insofar as this is possible, for the
fulfilment of the Sponsor’s obligation
to respond to requests for exercising
Trial Subjects’ rights as set forth in
GDPR Chapter lll, taking into account
the nature of the processing;

Assist the Sponsor in the performance
of data protection impact assessment
and/or with the formalities that the
Sponsor shall have to carry out as Data
Controller;

At the choice of the Sponsor, delete or
return all the Personal Data, to the
Sponsor after the end of the provision
of services relating to processing,
unless Union or Member State law
requires storage of the Personal Data;
Use the information and consent
notice communicated by CRO on behalf
of the Sponsor;

Notify the Sponsor and CRO
immediately, where the Institution
becomes aware of a breach of patient
confidentiality;

Maintain all records required by GDPR
Article 30(2) and provide the Sponsor
with all information necessary to
demonstrate compliance with the
obligations laid down in the GDPR,
including submitting to audit of its
Processing facilities as requested; and
Not subcontract, in all or in part, the
Processing of the Personal Data and
not engage another data processor
without the prior specific written
authorisation of CRO. The Institution
will provide sufficient guarantees that
the Subcontractor will implement
appropriate technical and
organisational measures in such

(c)

(d)

(f)

(8)

(h)

(i)

i)

Zabezpedovat, aby sa osoby opravnené
na spracuvanie osobnych udajov zaviazali
k milcanlivosti alebo aby sa na ne
vztahovala prislusna zakonna povinnost
mlcéanlivosti;

Pokial je to moiné, pomahat
zadavatelovi primeranymi technickymi a
organizaénymi opatreniami pri plneni
povinnosti zaddvatela sudvisiacich s
odpovedanim na Ziadosti o vykon prav
Ucastnikov skusania uvedenych v ¢lanku
Il GDPR, s prihliadnutim na povahu
spracovania;

Pomahat zaddavatelovi pri vykonavani
posudenia vplyvu ochrany osobnych
Udajov  a/alebo  pri  formalnych
nalezitostiach, ktoré musi zaddvatel
vykonavat ako prevadzkovatel idajov;
Podla vyberu zadavatela vymazavat
alebo vracat vsetky osobné ddaje
zadavatelovi po skonceni poskytovania
sluZieb suvisiacich so spracovanim, pokial
pravne predpisy Unie alebo ¢lenského
Statu nevyZaduju uchovavanie osobnych
udajov;

Pouzivat informacie a oznamenie o
suhlase poskytnuté CRO v mene
zadavatela;

Ak sa inStitucia dozvie o poruseni
dovernosti Udajov pacienta, bude o tom
okamfZite informovat zadavatela a CRO;
Viest vsetky zaznamy pozadované v
¢lanku 30 ods. 2 GDPR a poskytovat
zadavatelovi vSetky informacie potrebné
na preukdzanie plnenia povinnosti
stanovenych v GDPR vratane predloZenia
auditu jeho spracovatelskych zariadeni,
ako sa pozaduje; a

4

Bez predchadzajuceho konkrétneho
pisomného suhlasu CRO nebude
uzatvarat  subdodavatelské  zmluvy

tykajuce sa Uplného alebo ciastocného
spraclvania osobnych udajov a nezapoji
iného sprostredkovatela udajov.
InsStitucia poskytne dostatocné zaruky, Ze
subdodavatel prijme prislusné technické
a organizacné  opatrenia  takym
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manner that the Processing will meet
the requirements of the Data Privacy
Laws and the protection of Data
Subjects’ rights.

6. Obligations upon Sponsor
The Sponsor will:

(@) Through provision of instructions,
either directly or through the CRO,
ensure that its data processors Process
Personal Data in accordance with this
agreement or in compliance with Data
Privacy Laws; and

(b) Ensure that their privacy notices are
clear and provide sufficient
information to Data Subjects in order
for them to understand what of their
Personal Data the Parties are sharing,
the circumstances in which they will be
shared, the purposes of the data
sharing and either the identity of the
organisations with whom the data is
shared or a description of the type of
organisation that will receive the
Personal Data.

7. Obligations of CRO

CRO will act under the documented
instructions of Sponsor at all times in relation
to the Processing of Personal Data under this
Data Sharing Agreement and the terms of the
Master Services Agreement between CRO and
Sponsor dated the 25Feb2014.

8. Transfers of Personal Data outside the
EEA

Where Personal Data is to be transferred
outside of the EEA, appropriate safeguards
will be put in place by the Sponsor to ensure
that such transfer is legal and guarantees the
protection of Personal Data. Such safeguards
include the Model Clauses.

9. Data Breach

If any Party becomes aware of any incident of
unauthorised access to, use or disclosure of
the Personal Data, that Party will notify the
other Parties without undue delay. All Parties
shall take all necessary steps to eliminate or

spdsobom, aby spractvanie splfialo
poziadavky zakonov o ochrane osobnych
Udajov a ochrany prdv dotknutych oséb.

6. Povinnosti zadavatela
Zadavatel bude:

(a) Zabezpecovat, poskytnutim pokynov
priamo alebo prostrednictvom CRO, aby
jeho sprostredkovatelia udajov
spracuvali osobné udaje v sulade s touto
dohodou alebo v sulade so zdkonmi o
ochrane osobnych udajov; a

(b) zabezpeéovat, aby ich oznamenia o
ochrane osobnych udajov boli jasné a
poskytovali dotknutym osobam
dostatocné informacie na to, aby
pochopili, aké ich osobné uUdaje zmluvné
strany zdielaju, okolnosti, za ktorych
budu zdielané, ucely zdielania Udajov a
bud’ totoZnost organizacii, s ktorymi sa

Udaje zdielaju, alebo popis typu
organizacie, ktord bude osobné udaje
prijimat.

7. Povinnosti CRO

CRO bude vidy konat podla zdokumentovanych
pokynov zaddvatela tykajucich sa spracuvania
osobnych udajov podla tejto dohody o zdielani
udajov a podmienok ramcovej dohody o
sluzbach medzi CRO a zadavatelom z 25.
februdra 2014.

8. Prenosy osobnych ddajov mimo EHP

V pripade, Ze sa maju osobné Udaje prenasat
mimo EHP, zadavatel prijme prislusné ochranné
opatrenia, aby sa zabezpecilo, Ze je takyto
prenos zdkonny a Ze je zarucena ochrana
osobnych Udajov. Takéto ochranné opatrenia
zahfnaju vzorové dolozky.

9. Porusenie ochrany udajov

Ak sa ktordkolvek zmluvna strana dozvie o
akomkolvek incidente neopravneného pristupu
k osobnym ddajom, ich pouzZitia alebo
zverejnenia, tato zmluvnd strana bez
zbytocného odkladu informuje ostatné zmluvné
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contain the exposure of Personal Data, and | strany. VSetky zmluvné strany podniknu vsetky
keep the other Parties informed of the status | potrebné kroky na odstrdanenie alebo
of the Personal Data breach and all related | obmedzenie vystavenia osobnych idajov a budu
matters. ostatné zmluvné strany informovat o stave
porusenia ochrany osobnych udajov a vSetkych
sUvisiacich zdleZitostiach.

10. Contact Points for data protection | 10- Kontaktné body pre otazky tykajuce sa
ochrany osobnych udajov

enquiries
Data Controller Data Processor Prevadzkovatel udajov Sprostredkovatel
udajov
site to provide pracovisko musi
email address poskytnat e-
for data mailova  adresu
protection na ochranu
udajov

IN WITNESS WHEREOF, the Parties agree to NA DOKAZ TOHO zmluvné strany suhlasia a

and accept the terms of the Data Sharing akceptuju podmienky tejto dohody o zdielani
Agreement and cause the Data Sharing Udajov a dohoda o zdielani Udajov nadobuda
Agreement to be executed by their duly platnost driom podpisu  svojich  riadne
authorised representatives as of the date opravnenych zastupcov.

undersigned.

Zadavatel/Sponsor

Podpis/Signature:

Datum/Date:
Meno/Name:
Funkcia/Title:

CRO/CRO

Podpis/Signature:

Datum/Date:
Meno/Name:
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Funkcia/Title:

Institucia/Institution

Podpis/Signature:

Datum/Date:
Meno/Name: MUDr. Peter Barton, riaditel/Director
Funkcia/Title:

Zodpovedny skudsajuci/Principal Investigator

Podpis/Signature:

Datum/Date:
Meno/Name: Doc. MUDr. Peter Ciznar
Funkcia/Title: Hlavny skusajuci/Principal Investigator
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