PPD and Sponsor Confidential Information

Zmluva o klinickom skusani

Clinical Trial Agreement

63/21

Kodiak Sciences Inc.

Sidlo: 2631 Hanover Street, Palo Alto, CA 94304
USA

ICO: 27-0476525 (Federalne dafiové identifika&né
¢islo USA)
Spolo¢nost’ zaloZena v State Delaware, ¢islo spisu

Cislo spisu: 4701634

dalej ,,Zadavatel™

Kodiak Sciences Inc.

Registered office: 2631 Hanover Street, Palo Alto, CA
94304 U.S.A

ID No.: 27-0476525 (US Federal Tax ID)
Incorporated in the State of Delaware, File Number:

4701634
further, “Sponsor”

A

And

Fakultna nemocnica Trenéin,

so sidlom na adrese Legiondrska 28, 911 71 Trencin,
Slovenskd Republika), zastipend/é Ing. TomdSom
Janikom, MBA, riaditel'om

1CO: 00610470

DIC: 2021254631

d’alej len ,,zdravotnicke zariadenie*

Name of Institution, Fakultna nemocnica Trenéin

with its registered address at Legionarska 28, 911 71
Trencin, Slovak republic,
Janikom, MBA ,director
Company ID no.: 00610470
Tax ID no.: 2021254631
further, the “Institution‘

represented by TomdSom

A

And

MUDr. Marek Kacerik,
s trvalym bydliskom na adrese

Datum narodenia:
d’alej len ,,skiSajici‘

MUDr. Marek Kacerik,
permanent residence

DOB:
further, the ‘“Principal Investigator®

d’alej jednotlivo ako ,,zmluvna strana“ spolo¢ne ako
»Zzmluvné strany*

each a “Party” and collectively the “Parties”

uzatvdraju tito zmluvu o klinickom skdsan{

conclude this Clinical Trial Agreement (,,Agreement‘):

(,,zmluva“):
I I
Predmet a icel zmluvy Subject and purpose of the Agreement
1) Predmetom tejto zmluvy je klinické skdSanie | 1) The subject of the Agreement is the clinical

skiSaného lieciva KS301 (d’alej len ,,skiSané liecivo™)
(dalej »klinické skiuisanie®),
zadavatel, vramci Eurdpskej unie zastipenej
RegResponse Ltd, Lee View House, 12/13 South
Cork, Irsko, TI2TOCT (d’alej jednotlivo i spoloéne len

len ktoré realizuje

evaluation of the Study Drug KS301 (further, the “Study
Drug”) (further, the “Study”), which Sponsor being
represented within the European Union by RegResponse
Ltd, located at Lee View House, 12/13 South Cork, Ireland,
T12TOCT (further individually and collectively, the
“Sponsor”) pursuant to Protocol KS301P104: “A
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»~zadavatel™) vzmysle protokolu ¢islo KS301P104:
Prospektivne, dvojito  zaslepené,
multicentrické skuSanie fiazy 3 s dvoma ramenami a
kontrolou aktivnym komparatorom, s cielom posudit
ucinnost a bezpecnost’ intravitredlneho skuSaného
produktu KSI-301 v porovnani s

randomizované,

intravitredlnym
afliberceptom u tc¢astnikov s poSkodenim zraku, ktoré
je sekunddrne k doteraz nelieenému diabetickému
makuldrnemu edému (DME) (GLEAM). (dalej len
»protokol), ktory podrobne charakterizuje cinnosti
vykondvané klinického skuSania adelbu
zodpovednosti medzi zmluvnymi stranami.

v ramci

2)
vykondvanie

Utelom zmluvy je stanovit podmienky pre
klinického
a povinnosti zmluvnych strdn v stvislosti s klinickym
skdsanim. Zdravotnicke zariadenie a skuSajici budu
klinické skusSanie vykondvat vysoko profesiondlne
avsilade spodmienkami tejto zmluvy (Co, okrem
iného, zahffia aj v€asné odovzddvanie vSetkych ddajov

skiSania awur¢it prava

a dalsich informadcii tykajicich sa klinického skusania,
vratane vSetkych zdznamovych formuldrov tucastnika
klinického (CRF) elektronickych
zdznamovych formuldrov tc¢astnika klinického skusania
(tzv. e-CRF).

skdsania alebo

7Ze 0no

3)

samo

Zdravotnicke zariadenie vyhlasuje,

a skuiSajici disponuji skisenostami,
schopnostami,  primeranym  poctom
klinického skuSania (pacientov), ktorym poskytuje
zdravotnud starostlivost, ako aj prostriedkami, ktorymi
sa, okrem iného, mysli persondl a vybavenie potrebné

na presné, Ucinné arychle, profesiondlne

ucastnikov

a kompetentné vykondvanie klinického skuSania aZe
tieto prostriedky vzdy vyuZije tak, aby sa klinické
skdsanie vykondvalo uvedenym sposobom.

4) Skudsajuci vyhlasuje, Ze nie je zamestnancom
alebo zastupcom PPD/zadédvatel’a.

5)
v protokole av tejto zmluve vyskytla akdkol'vek
nezrovnalost’ alebo konflikt, rozhodujicimi vo vztahu
k vedeckym  aklinickym aspektom  vykondvania
klinického skdsania budd podmienky protokolu a
rozhodujicimi vo vztahu k ostatnym aspektom budud
podmienky tejto zmluvy.

Pokial’ by sa medzi podmienkami stanovenymi

6) Zadavatel' si najal spolocnost PPD Investigator
Services LLC (d’alej len ,,PPD*) organizéaciu klinického
vyskumu, ktord bude v mene zaddvatela vykondvat

Prospective, Randomized, Double-masked, Active
Comparator-controlled, Multi-center, Two-arm, Phase 3
Study to Evaluate the Efficacy and Safety of Intravitreal
KSI-301 Compared with Intravitreal Aflibercept in
Participants with Visual Impairment Secondary to
Treatment-naive Diabetic Macular Edema (DME)
(GLEAM)

(further, the “Protocol”) which describes in detail the

activities conducted in the Study and the division of
responsibilities among Parties.

2)
and conditions for conducting the Study, and to provide the
rights and obligations of the Parties in connection with the
Study. Institution and Principal Investigator shall conduct
the Study in a highly professional manner and in accordance
with the terms and conditions of this Agreement (which
shall include but not be limited to, submitting all data and

The purpose of the Agreement is to set out the terms

other information related to the Study in a timely manner,
including all case report forms (CRFs), or electronic CRFs
(also called e-CRFs).

3)
Investigator, have the experience, capability, adequate
number of Study subjects in care and resources including,
but not limited to, personnel and equipment to accurately,
efficiently and expeditiously perform the Study in a
professional and competent manner and shall use these

The Institution declares that it, and the Principal

resources at all times to perform the Study in such manner.

4) The Principal Investigator declares that he/she is
not an employee or agent of PPD/Sponsor.

5)
terms contained in the Protocol and this Agreement, the
terms of the the Protocol shall govern and control with
regards to the scientific and clinical aspects of the conduct
of the Study, and the Agreement shall govern and control
with respect to all other matters.

If there is any discrepancy or conflict between the

6)  Sponsor has hired PPD Investigator Services LLC
(hereinafter, the “PPD”) a clinical research organization to
perform on the Sponsor’s behalf some of the functions and
activities related to the Sponsor’s responsibilities for Study
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niektoré funkcie a ¢innosti spojené so zodpovednost'ou
sponzora za zacatie klinického skuSania a aktivity
monitorovania klinického skuSania. Aby sa zabranilo
akymkol'vek pochybnostiam, strany sa tymto dohodli a
potvrdzuju, Ze spolocnost’ PPD nie je zmluvnou stranou
tejto dohody.

7) Zadavatela zastupuje iba na tcely podpisania tejto
dohody spolo¢nost PPD Investigator Services LLC,
spolocnost’ zaloZend podla zdkonov Stitu Delaware so
sidlom: 929 North Front Street, Wilmington NC 28401,
USA.

8) Zmluvné strany st si vedomé a berd na vedomie, Ze
zaddvatel’ mdZe delegovat’ niektoré zo svojich funkcii a
aktivit pre toto klinické skiSanie na miestnu pobocku
PPD v Slovenskej republike za tcelom koordinicie a
vykondvania.

9) Zadavatel si najal spolo¢nost’ Greenphire so sidlom
na 1018 West 9th Avenue, Suite 200 King of Prussia,
PA 19406, USA ako platobného agenta pre zadavatel'a
(d’alej len ,,Greenphire”), globalneho poskytovatela
platieb za klinické skuSanie, ktory bude vykondvat
platby v mene zadavatel’a tohto klinického skiSania

Start — up and Study monitoring activities. For the avoidance
of any doubts, the Parties hereby agree and confirm that PPD is
not a party to this Agreement.

7) For the only purposes of signing this Agreement,
Sponsor is represented by PPD Investigator Services LLC,
a company organized under the laws of the State of
Delaware having its principal office at 929 North Front
Street, Wilmington NC 28401, USA.

8)  The Parties are aware and acknowledge that Sponsor
may delegate some of its functions and activities for this
Study to PPD local affiliate in Slovak Republic to coordinate
and perform.

9) Sponsor has hired Greenphire located at 1018 West 9th
Avenue, Suite 200 King of Prussia, PA 19406, U.S.A as
paying agent for the Sponsor (hereinafter “Greenphire”) a
global provider of clinical trial payments to perform on the
Sponsor’s behalf payments for this Study.

II.
Zacatie klinického skuSania

1L
Commencement of the Study

Klinické skuSanie zaCne zéaklade
Statneho pre liec¢iv

stanoviska prisluSnej lokdlnej etickej
komisie a/alebo multicentrickej etickej komisie (d’alej

spolocne len ,SﬁKL / etické komisie*).

1)
povolenia
a sihlasného

sa na

astavu kontrolu

2) Képie rozhodnutia a sdhlasného stanoviska
v zmysle ods. 1 sa budd archivovat v zdravotnickom
zariadeni, ato u skusajiceho v dokumentacii

o vykondvani klinického skusania.

1) The Study will be commenced on the basis of a
permit from the State Institute for Drug Control and the
concurring opinion of the relevant local ethics committee
and/or multi-center ethical committee (further collectively,
the “Regulatory Authority / Ethics Committees ).

2) Copies of the decision and of the concurring
opinion pursuant to par. 1 will be filed at the Institution, with
the Principal Investigator, in the documentation about the
conduct of the Study.

I11.
Miesto a doba vykonavania klinického skiSania
a pracovisko klinického skuSania

I11.
Place and term of conducting the Study and the Study
Site

1) Klinické skusanie sa bude vykondvat Ocnej
klinike  zdravotnickeho  zariadenia  (d’alej len
»pracovisko Kklinického skisania"), na cele
skuSajicim a d’al$imi zamestnancami

SO
a z4stupcami
poverenymi zdravotnickym zariadenim na vykondvanie

1) The Study shall be conducted at Ophtalmology
Clinic of the Institution (further, the “Study Site”), headed
by the Principal Investigator, and other employees and
agents authorized by Institution to conduct Study activities
(further, the “Study Team”).
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¢innosti klinického skusania (d’alej len ,.tim klinického
skdsania“). Tim klinického skiSania tvori:

MUDr. Marek Kacerik — hlavny skidsajici
MUDr. Zuzana Sulavikova — spoluskisajiica
MUDr. Alexandra Kallova — spoluskuSajtica
MUDr. Daniel Klanek — spoluskuisajuci
MUDr. Jamshed Anwarzai — spoluskiisajuici
MUDr. Martina Hanicova — spoluskuisajuca
MUDr. Karolina Kafkova - spoluskiisajtica

2)
vratane menovania

klinického
doplnenia

Zmeny  pracoviska skdSania

alebo poverenych
zamestnancov alebo nahradenia skuSajiceho moZno
vykonat' len po dohode medzi PPD/ zadivatelom
zdravotnickym  zariadenim a skiSajiacim. Pisomné
vyhotovenie tychto zmien

dokumentdcii o vykondvani klinického skuSania.

sa musi zaevidovat v

3)
skdSania neza¢ne pred zaciatkom platnosti tejto zmluvy
a pokial’ nebudi splnené d’alSie podmienky vyZadované
prislusnymi pravnymi predpismi. Vyber ucastnikov
klinického skiusania pre klinické skuSanie sa zacne
v priebehu March 2021; ukoncenie celého klinického
skdSania je napldnované na September 2022. Dobu

Klinické skiisanie sa na pracovisku klinického

vykondvania klinického skdSania mdze PPD v mene
zadévatela vjeho priebehu predizit alebo skratit.
Zmeny doby vykondvania klinického skdsania nebudi
nevyZzadovat dodatok k tejto zmluve a zdravotnicke
zariadenie/ skuSajici budd otejto zmene pisomne

informovani; email je povazovany za vzajomne
akceptovatel'ny.
4) S liecbou Ziadneho pacienta sa nezaCne skor,

neZz bude zaobstarany sihlas vSetkych relevantnych
etickych komisii a vSetky d’alSie povolenia potrebné na
vykondvanie tohto klinického skdsania.

5) Pokial’
zacalo byt

klinického
ze klinické

by v priebehu skdsania

zjavné, skdsanie nebude
dokoncené v termine, je skiuiSajici povinny okamZite
o tom informovat’ PPD.

The clinical trial team consists of:

MUDr. Marek Kacerik — principal investigator
MUDr. Zuzana Sulavikova — sub investigator
MUDr. Alexandra Kallova — sub investigator
MUDr. Daniel Klanek — sub investigator
MUDr. Jamshed Anwarzai — sub investigator
MUDr. Martina Hanicova — sub investigator
MUDr. Karolina Kafkova - sub investigator

2)
or addition of authorized employees or replacement of the

Changes to the Study Team, including appointment

Principal Investigator, can be made only after Agreement
between PPD/Sponsor, the Institution and the Principal
Investigator is obtained. A written document about such
change(s) must be filed in the documentation about the
conduct of the Study.

3) The Study will not be started in the Study Site
before this Agreement becomes valid and other conditions
required by relevant legal regulations are fulfilled. Study
subject recruitment is scheduled to start in March 2021; the
entire Study is scheduled to be completed by September
2022. The term of the Study may be extended or shortened
by PPD on behalf of Sponsor during its course. Any
alteration of above-mentioned timelines shall not necessitate
an amendment to this Agreement and may be communicated
to Institution/Principal Investigator in writing; e-mail is
mutually agreeable.

4)
receipt of approval of all relevant Ethics Committees and
any other approvals required to conduct the Study.

No subject treatments will be initiated prior to

5)
Study will not be completed on schedule, the Principal

If, during the Study, it becomes apparent that the

Investigator has to notify PPD immediately.

Iv.
Zakladné podmienky vykonavania klinického
skiiSania

Iv.
Basic conditions for conducting the Study

1) Pocas vykondvania klinického skidSania je
zdravotnicke  zariadenie a  skuSajici
vsetky predpisy,

povinny

dodrziavat pravne pravidla

1) While conducting the Study, the Institution and the
Principal Investigator shall comply with all applicable laws,
rules and regulations, including those related to anti-
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areguldcie, vritane tych, ktoré suvisia s dodrZiavanim
protikorupénych zdkonov, ako je bliZ§ie Specifikované
v prilohe B (prilozené ako priloha tejto zmluvy) najma
Zakon ¢. 362/2011 Z.z. o liekoch a zdravotnickych
pomdckach a o zmene a doplneni niektorych zdkonov,
zdkon ¢&. 576/2004 Z.z. o zdravotnej starostlivosti,
sluZzbach suvisiacich s
starostlivosti a o zmene a doplneni niektorych zdkonov,
vyhlaSku €. 433/2011 Z.z. o poZiadavkich na klinické
skdsanie a spravnu klinickd prax v zneni neskorSich
predpisov, a (i) vsulade s poziadavkami -etickych
komisii; (i) konat  vsulade s informéciami
a inStrukciami poskytnutymi PPD a/alebo zaddvatel'om

poskytovanim  zdravotnej

alebo vich mene a(iii) vsilade so zdkladnymi

podmienkami a zdsadami ustanovenymi:

a) v protokole klinického skuSania ktory moze byt’
zCasu na cas meneny vyhradne zaddvatelom,
s upovedomenim Statneho  dstavu pre kontrolu
lie¢iv alebo po schvileni zo strany Stitneho dstavu
pre kontrolu lieiv aso stihlasnym stanoviskom
etickej komisie.  SkudSajici sa zavidzuje, Ze na
potvrdenie jeho sthlasu s dodrziavanim protokolu
doru¢i PPD/zadavatelovi podpisani podpisovi

stranu protokolu (Protocol Signature Page);

b) v pokynoch zadavatela s ndzvom BroZiira pre
skiisajiiceho, ktoré obsahuji vSetky doposial

zndme informdcie o skdSanom liecive a jeho
vlastnostiach. PPD alebo Zaddvatel' dodd tento
na pracovisko klinického
atento sa pripoji k dokumentécii o vykondvani

klinického skusania; a

dokument skiSania

c) v pripadoch, kde sa takéto povolenie vyzaduje,
v povoleni vykonavat' klinické skusanie vydanom
Statnym ustavom pre kontrolu lie¢iv a v sihlasnom
stanovisku etickych komisii, ako je to uvedené v cl.
IL. tejto zmluvy.

2) Zmluvné strany vyhlasujd, Ze budd konat’ v silade so

v

zdkonom ¢&. 211/2000 z.z o slobodnom pristupe

k informédcidm,  vzneni  neskorSich  predpisov.
Pracovisko klinického skuSania suhlasi, Ze bude konat’
vsilade so  vSetkymi  prdvnymi  predpismi
a ohlasovacimi povinnost’ami vyplyvajicimi

211/2000 Z. z.
zmluvnych strdn tejto zmluvy.

zo zdkona ¢. v mene vSetkych

3) Klinické skiSanie sa bude vykondvat' v silade
s etickymi normami Slovenskej lekarskej spolocnosti,
podla klinicke;j v silade

spravnej praxe,

corruption compliance as more specifically set forth in
Exhibit B attached hereto and incorporated herein, and also
in particular Act no. 362/2011 Coll., on Drugs and Health
Devices, as amended, Act no. 576/2004 Coll., on Health
Care, as amended, Decree no. 433/2011 Coll.,, on
Requirements for Clinical Studies and Good Clinical
Practice, as amended; and (i) in accordance with the
requirements of all relevant Ethics Committees;(ii) the
information and instructions provided by or on behalf of
PPD and/or Sponsor; and (iii) in accordance with the basic
conditions and principles provided by:

a) the Protocol , which may be be changed only by
Sponsor from time to time, and with notification to the
State Institute for Drug Control or an approval from the
State Institute for Drug Control and the concurring
opinion of the Ethics Committee. The Principal
Investigator agrees, as an evidence of his consent to
follow the Protocol, to deliver to PPD/ Sponsor the

signed Protocol Signature Page;

b) the
Brochure

instruction
all
information about the Study Drug and its qualities.
PPD or Sponsor shall deliver this document to the
Study Site and it shall be attached to the documentation
about the conduct of the Study; and

Sponsor’s titled Investigator

which contains presently known

¢) the permit to conduct the Study issued by the State
Institute for Drug Control, in cases where such permit
is required, and the concurring opinion of the Ethics
Committees as specified in art. II. of the Agreement.

2) All Parties declare to comply with Act no 211/2000
Coll. on Free Access to Information, as amended. The
Study Site agrees to fufill and comply with all regulations
and reporting obligations outlined in accordance with Act
no 211/2000 on behalf of all Parties to this Agreement.

3) The Study shall be conducted in accordance with
the ethical standards of the Slovak Medical Association,
good clinical practices, conditions under the World Medical
Association’s Declaration of Helsinki and the Guideline for
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s podmienkami stanovenymi Helsinskou deklardciou
Svetovej lekdrskej asocidcie a v stilade so Smernicou o
spravnej klinickej praxi prijatou Medzinarodnou
konferenciou o harmonizécii technickych poziadaviek
na registraciu farmaceutickych vyrobkov na humdnne
pouzitie (d’alej len ,,Smernice ICH GCP*), americkym
zdkonom o zahrani¢nych korupénych praktikdch z roku
1977, britskym zdkonom o dplatkdrstve zroku 2010

adalsimi  vSeobecne  uzndvanymi  prisluSnymi
dokumentmi.
4) Pre prehl'adnost’, dokumenty uvedené v ods. 1

(a) a (b) sa povazuji za "dboverné a informécie"
(definované nizsie) a méZu byt poskytnuté len ¢lenom
pracoviska klinického skiiSania, ktori ich potrebuju
mléanlivostou  a zdvizkom
nepouZzitia minimdlne tak prisnymi, ako tie, ktoré su

obsiahnuté v tejto zmluve.

vediet asd viazani

5)
odovzd4d riadne vyplnené apodpisané tla¢ivo FDA
1572, pokial bude

Zdravotnicke aby
a spoluskusajici  vyplnili  a predloZili
o majetkovom priznani poskytnuty zadavatelom a aby
aktualizovali tento dokument po jeden (1) rok po

Skusajici sa d’alej zavizuje, Ze zadavatelovi

to zadavatel poZadovat.
skdsajuci

formular

zariadenie  zaisti,

ukonceni klinického skiiSania v pripade, Ze sa vyskytli
prislusné zmeny.

6)

udrziavat’

Zdravotnicke zariadenie a skuSajici musia
uplné apresné primerané ziaznamy o
klinickom skiisani, a to vratane, , evidencie tykajicej sa
identifikacie klinického skdsania,
klinickych pozorovani, laboratérnych skdsok
a predpisovania a vydaja liekov v silade so smernicou
ICH GCP a vsetky tieto zdznamy musia byt’ dostato¢né
na to, aby skdSajucemu a zdravotnickemu zariadeniu
umoziovali poskytovat zaddvatelovi uplné a presné
informacie o vSetkych  aspektoch  a vysledkoch
klinického PPD a/alebo zadavatel
opravneni evidenciu kontrolovat’ a vykondvat’ jej audit
(a to vratane, , evidencie tykajicej sa identifikacie
ucastnikov klinického skuSania, klinickych pozorovani,
laboratérnych skiiSok a predpisovania a vydaja liekov)
a kontrolovat’ d’alSie informacie tykajice sa klinického
skdSania, pricom o takejto kontrole daji v primeranom

ucastnikov

sd

skdsania.

Case avizo.

Good Clinical Practices set by the International Conference
for Harmonization of Technical Requirements for the
Registration of Pharmaceuticals for Human Use (further the
“ICH GCP Guidelines”), the US Foreign Corrupt Practices
Act 1977 and the UK Bribery Act 2010. and other generally
accepted applicable documents.

4) For clarity, the documents specified in par. 1 (a) and
(b) are deemed to be ,,Confidential Information® (defined
below),and may be provided only to Study Team members
who have a need to know and are bound by confidentiality
and non-use obligations at least as stringent as those
contained in this Agreement.

5)
to Sponsor a duly completed and signed form FDA 1572, if

The Principal Investigator agrees further to deliver

the Sponsor requires so. Institution will ensure that Principal
Investigator and sub-investigators will complete and submit
the financial disclosure forms provided by Sponsor , and
shall update such forms for one (1) year after completion of
the Study in case of any applicable change.

6) Institution and Principal Investigator shall maintain
complete and accurate Study records, including, without
limitation, records relating to Study Subject identification,
clinical observations, laboratory tests, and drug receipt and
disposition, in accordance with ICH-GCP Guidelines, and
in all cases sufficient to enable the Principal Investigator and
Institution to furnish the Sponsor with complete and
accurate information regarding all aspects and results of the
Study. PPD and/or Sponsor shall be allowed to inspect and
audit the records (including without limitation records
relating to Study Subject identification, clinical
observations, laboratory tests, and drug receipt and
disposition) and other Study related information upon
reasonable advance notice.
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7)

Skiusané liecivo sa bude dodavat priamo na pracovisko
klinického skdSania a bude s nim zaobchddzat’ povereny
¢len timu klinického skiSania.

8)Zdravotnicke zariadenie je povinné zabezpecit,

aby skdSajuci v silade s platnymi pravnymi
predpismi  nahldsil zdravotnym  poistovniam
zaradenie  jednotlivych ucastnikov  klinického

skdsania na danom pracovisku klinického skidsania bez
zbyto¢ného odkladu.

9) Zdravotnicke je

zabezpeCit' od kazdého ucastnika klinického skuSania

zariadenie/skuiSajuici povinné

suhlas s nahlasovanim svojich osobnych ddajov

zdravotnej poist'ovni.

ak
niektord

10) V pripade, zdravotnicke zariadenie alebo
skdsajici  porusi svojich povinnosti
uvedenych v tejto zmluve, alebo ak skuSajici nesplni

Z0
niektord zo svojich povinnosti podla tejto zmluvy
riadne a vcas, zdravotnicke zariadenie a skuSajici
zodpovedd v plnom rozsahu za akdkol'vek Skodu
vzniknutd zaddvatelovi v sdvislosti s poruSenim
ktorejkol'vek z uvedenych povinnosti zdravotnickeho
zariadenia  a/alebo  skudSajuceho. Zdravotnicke
zariadenie a skdSajici si v takom pripade povinni
nahradit’

uloZené zadavatelovi

zadavatelovi aj vSetky pripadné sankcie

prisluSnymi orgdnmi Stitnej
spravy v sdvislosti s  poruSenim  povinnosti
zdravotnickeho zariadenia a/alebo skudsajiceho podla

tejto zmluvy.

7)
The Study Drug shall be delivered directly to the Study Site
and handled by a delegated Study Team Member.

8) The Institution shall cause the Principal Investigator to
report to the health insurance companies, in accordance with
applicable law, Study subjects enrolled into the Study at the
Study Site without any delay.

9) The Institution/Principal Investigator shall ensure that each
Study subject provides consent for his/her personal data to be
provided to the health insurance company.

10) If either the Institution or Principal Investigator breaks any
of its/his/her obligations listed in this paragraph or fail to fulfil
any of its/his/her obligations, pursuant to this paragraph,
properly and in time, the Institution shall be deemed fully
responsible for any damage caused to the Sponsor in
connection to the breach of any of the listed Institution's and/or
Principal Investigator's responsibilities. In such a case the
Institution shall reimburse the Sponsor for any and all
sanctions applied to the Sponsor by applicable regulatory
authority related to the breach of Institution's and/or Principal
Investigator's obligations pursuant to this Agreement.

V.
Vyber tcastnikov klinického skiiSania pre klinické
skiiSanie a informovany siihlas

V.
Selection of Study subjects for Study and informed
consent

1) Predpokladany ndbor subjektov klinického skiiSania
sa zacina v mesiaci March 2021; planovany koniec
celého klinického skusania je September 2022.

Nédbor do  klinického skuSania prebiecha na
kompetitivnom zdklade. Zdravotnicke zariadenie
zaradi priblizne 4 (Styri) subjektov  klinického
skifania.  Ziadna  zmena  vy$Sie  uvedeného

1) Study subject recruitment is scheduled to start in March
2021; the entire Study is scheduled to be completed by
September 2022

Enrolment to the Study is performed on competitive basis.
Approximately 4 (four) Study subjects shall be enrolled at
the Institution. Any alteration of above-mentioned
timelines, or number of enrolled Study subjects shall not

harmonogramu alebo poctu zaradenych subjektov | necessitate an amendment to this Agreement and may be
klinického skuSania si nevyziada dodatok k tejto | communicated to Institution/Principal Investigator in
zmluve a zdravotnickemu zariadeniu / skdSajicemu | writing; e-mail is mutually agreeable.

moZu byt ozndmend pisomne; e-mail je pre obe strany

prijatel'ny.
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2)
klinického skdsania zaradeni len:

Ucastnici klinického skdSania mézu byt do

a) spisomnym informovanym sthlasom podla §
29 Zékona €. 362/2011 z.z. v zneni neskorsich
predpisov a potom, Co boli riadne pouceni;
alebo

b) v silade so zdkonnymi podmienkami

ustanovenymi v zdkone ¢. 362/2011 Z.z. v
zneni neskorsich predpisov.

3) Pri
informovaného suhlasu musia zaddvatel’, skusajici a

spisovani, vyzadovani  a vyplhani
zdravotnicke zariadenie dodrziavat’ prislusné pravne
predpisy a odporicania uvedené najmid v ¢l. IV. tejto

zmluvy.

4)
ponechd v zdznamoch klinického skidSania v silade so

SkuSajici si podpisany informovany sthlas

smernicou ICH-GCP a zmysle predpisov azdsad
Do klinického skidSania

ucastnika  klinického
skdsania, pokial sa nezaobstaral takyto informovany

zdravotnickeho zariadenia.

nemozno zaradit' Ziadneho

suhlas.

5) Pokial’ klinického
skidSania zisti, Ze dcastnik klinického skiiSania zaradeny

skdSajici v priebehu
do klinického skiigania nespiia jeho kritérid, je povinny
v zmysle protokolu takého ucastnika klinického
skdsania z klinického skuiSania vylacit' a bezodkladne
otom informovat zaddvatel'a alebo, vo vynimo¢nom
pripade apo dohode sozaddvatelom, moZe tohto
ucastnika klinického skidsania v stilade s touto zmluvou

a vynimkou v klinickom skii$an{ ponechat’.

0)
maji v
povinnost’ v priebehu klinického skiiSania apo jeho
osobnych uddajov

Skusajuci, zdravotnicke zariadenie a zaddvatel
zmysle prislusSnych pravnych predpisov
ochranu

dokoncéeni zabezpecit

ucastnikov klinického skuiSania.

2)
only:

The Study subjects may be included in the Study

a) with informed written consent pursuant to § 29 of
Act no. 362/2011 Coll., as amended, and after they
have been duly instructed; or

b) in compliance with the legal requirements

stipulated in Act no. 362/2011 Coll., as amended.

3)

consent Sponsor,

When drafting, requesting and filing the informed
the
Institution have to comply with the relevant legal
regulations and recommendations mentioned, in particular,
in art. IV. of this Agreement.

the Principal Investigator and

4) The Principal Investigator will retain signed
informed consents as part of the Study records in accordance
with ICH-GCP Guidelines and according to the policies of
the Institution. No Study subject may be enrolled in the
Study until such informed consent has been obtained.

5)
course of the Study that a Study subject included in the

If the Principal Investigator discovers during the

Study does not meet its criteria, he/she shall, in accordance
with the Protocol, remove the Study subject from the Study
and immediately inform Sponsor or, as an exception, after
Agreement with Sponsor, leave the Study subject in the
Study in accordance with this Agreement and exception.

6) The Principal Investigator, the Institution, and
Sponsor are required, during the Study and after it is
completed, pursuant to the applicable legal regulations, to
ensure protection of personal data and information of the
Study subjects.

VL
Monitorovanie a kontrola vykonavania klinického
skiiSania

VL
Monitoring and inspection of the conduct of the Study

skdSania budd v

1)

sulade s

Vykondvanie klinického

pradvnymi predpismi a odporticaniami

uvedenymi najmd v ¢l. IV.,, ods. 1 tejto zmluvy

kontrolovat’® a monitorovat’ povereni zamestnanci

1) The conduct of the Study shall be inspected and
monitored in accordance with the legal regulations and
recommendations stated, in particular, in art IV. par. 1 of this
Agreement by PPD’s/Sponsor’s authorized employees, to
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PPD/zadavatel'a, ktorym zdravotnicke zariadenie a
skdsajici umozni pristup k vSetkym informacidm
ziskanym v ramci klinického skdSania ak vSetkym
vysledkom laboratérnych skusSok, vySetreni a k d’alSim
zdznamom o ucastnikoch zaradenych do klinického

skdsania.

2)
moZu kontrolovat’ aj auditori PPD a zaddvatela; tym nie

Vykondvanie a vysledky klinického skuiSania

je dotknuté pravo kontroly zo strany prislusnych
organov  Slovenskej republiky  a zahrani¢nych
inSpekénych tradov. Zdravotnicke zariadenie a
skdsajici sa zavdzuji vysSie uvedenym auditorom
poskytnit’  vSetky klinické 1daje zapisané vo
formuldaroch CRF/eCRF, ako aj dalSie relevantné
informdcie, vrdtane podpornych dit a informdcii
ziskanych ako vysledok klinického skiSania na

overovanie dit zaznamenanych v eCRF.

3)

skdsajici dostane ozndmenie o tom, Ze pracovisko

V pripade, Ze zdravotnicke zariadenie alebo

klinického skdSania bude podrobené inSpekcii alebo
auditu zo strany ktoréhokol'vek $titneho organu alebo
kontrolného tradu, t4 zo zmluvnych strén, ktord takéto
dostane, je povinnd  bezodkladne
informovat’ zadavatela. V pripade, Ze ktordkol'vek zo
zmluvnych strdn nedostane o takejto inSpekcii alebo

oznamenie

audite predbezné ozndmenie, je takdto zmluvnd strana
povinnd zadavatela upovedomit pri prvej mozZnej
prilezitosti.

4) Kazdy dcastnik klinického skdSania musi byt
pouceny v zmysle ¢l. V., ods. 2 tejto zmluvy a taktiez
informovany o tom, Ze Udaje o fiom ziskané v priebehu
klinického
kontroly a predloZené prislusSnym kontrolnym orgdnom.

skiSania mozu byt pouzité na tcely

5) Klinické skiSanie moze byt monitorované na dial’ku
(remote monitoring). V tomto pripade je pracovisko
klinického skidSania a skidSajici povinné spolupracovat
surenym remote monitorom klinického skiiSania na
splnenie vsetkych
monitoringom na dial’ku.

svojich povinnosti spojenych s

whom the Institution and the Principal Investigator shall
permit access to all information acquired in the Study and to
all results of laboratory tests, examinations and other
records about the Study subjects included in the Study.

2)
inspected by PPD’s or the Sponsor’s auditors; this does not
affect the right of inspection of the relevant authorities of the
Slovak Republic and foreign inspection offices. The
Institution and the Principal Investigator agree to provide to
the above-mentioned auditors all clinical data recorded in
the CRF/eCRF as well as other relevant information,
including all supporting data and information generated as a
result of the Study to verify data recorded in the CRFs.

The conduct and results of the Study may also be

3) In the event that the Institution or Principal
Investigator receives notice that the Study Site shall be the
subject of an inspection or audit by any governmental or
regulatory authority, the Party receiving such notice shall
inform Sponsor immediately. In the event that any of the
Parties do not receive prior notice of such inspection or
audit, the party shall notify Sponsor at the first available
opportunity.

4) Each of the Study subjects must be instructed
pursuant to art. V. par. 2 of this Agreement and also informed
that the data acquired about him in the course of the Study
may be used and submitted to the appropriate inspection
authorities for purposes of inspection.

5) This Study may be monitored remotely (remote
monitoring). In this case, The Study Site and Principal
Investigator are obliged to cooperate with the designated
Study remote monitor to fulfil the obligation connected with
remote monitoring.

VIL VIL
DalSie ustanovenia Other provisions
1) Zadavatel' prostrednictvom PPD  poskytne | 1) Sponsor, through PPD shall provide the Institution
zdravotnickemu  zariadeniu a skuSajicemu vSetky | and the Principal Investigator with all materials (including

materidly (vratane skdSaného lieCiva, poskytnutého

Study Drug, provided equipment, etc.) specified by the
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vybavenia atd’.) Specifikované v protokole, ktoré je

potrebné vykondvanie  klinického  skidSania,

a vylu¢ne na ndklady zadavatela.

na

2) Pracovisko klinického

pouZiji skuSané lie¢ivo a ostatny materidl, ktory im

skdsania a skusajici

poskytne PPD/zadavatel a ktorého Specifikdcie sa
uvadzajd v protokole (¢l. IV., ods. 1 (a) tejto zmluvy),
len na vykondvanie klinického skuiSania.  VSetky
materidly na ucely klinického skuSania a skuSané
ktoré  pracovisko  klinického  skuSania
a skuSajici vramci klinického skdSania nepouziju,
vratia zaddvatel'ovi.

lie¢ivo,

3) Skusané lieCivo mozu podavat’ len skuSajici
aurCeni  Clenovia klinického
zdravotnickeho zariadenia pod dohladom a kontrolou
skdsajiceho, ato len v siilade s protokolom za tcelom
vykondvanie klinického skuSania.  SkuSané liecivo
nemdZe byt premiestiované k ziadnej tretej strane

timu skdsania

a moZno ho pouzit len v silade s protokolom.

4) Skdsajuci  a  zdravotnicke zariadenie
zavdzuji, Ze vSetku dokumenticiu o vykondvani
klinického skidsania (opfsant vysSie) v silade s ICH-
GCP a zachovaji na dlhSie obdobie z (i) na obdobie
vyzadované platnymi pravnymi predpismi alebo (ii) po
dobu pitnast  (15)
klinického skusania.
udaje zdrojovych ddajov
uchovdvaji len v pocitacovych stiboroch, skiSajici sa
zavizuje  vyhotovit  vytlaCok  vSetkych  tdajov
tykajdcich sa dcastnikov klinického skidSania, ktoré su

sa

rokov odo dna dokoncenia
Pokial' sa akékol'vek zdrojové
za uCelom overovania

pre klinické skuSanie relevantné. Tieto vytlacky budui
datované, podpisané skuSajicim ariadne archivované

ako zdrojové dokumenty.

5) Zadavatel bude opravneny ponechat’ si
origindly vSetkych formuldrov CRF alebo e-CRF, ktoré
sa stand majetkom zaddvatela.  Origindly vSetkych
ostatnych zdznamov a materidlov bude archivovat
zdravotnicke zariadenie atieto budd uchovdvané
v silade so vSetkymi prislusnymi zakonmi a predpismi.
Zadavatel dostane na poZziadanie kopie tychto

materialov.

6) Zdravotnicke zariadenie a
zavizuje, Ze pokial bude na vykondvanie analyz pre
ucely klinického skusania pouzité akékol'vek externé

laboratérium, postard sa o to, Ze toto laboratérium bude

skdSajici  sa

Protocol, which are necessary to conduct the Study, and

solely at Sponsor’s expense.

2) The Study Site and the Principal Investigator shall
use the Study Drug and other material provided by
PPD/Sponsor, the specifications of which are provided in
the Protocol (art. IV par. 1 (a) of this Agreement), only for
conducting the Study. The Study Site and the Principal
Investigator shall return to Sponsor all Study Drug and
materials which are not used in the Study.

3)

Principal Investigator or delegated Study Team members of

The Study Drug may be administered only by the

the Institution under the supervision and control of the
Principal Investigator, and only in accordance with the
Protocol for the purpose of conducting the Study. The Study
Drug may not be transferred to any third party, and may be
used only in accordance with the Protocol.

4) The Principal Investigator and the Institution agree
to preserve all Study records (described above) and all Study
documentation in accordance with ICH-GCP, for the longer
of: (a) the period required by applicable laws and
regulations or (b) fifteen (15) years from the date the Study
is completed. If any source data are kept on computer files
only, for the purpose of source data verification, the
Principal Investigator agrees to make a print out of all data
related to the Study subjects relevant to the Study. These
print-outs will be dated and signed by the Principal
Investigator and duly retained as source documents.

5) The Sponsor will be entitled to keep originals of all
CRFs or e-CRFs, which will be the property of the Sponsor.
The originals of all other records and materials will be
maintained by the Institution and will be held in accordance
with all applicable laws and regulations. A copy of such
materials will be provided to the Sponsor upon request.

6) The Institution and the Principal Investigatoragree
that if any external laboratory is used to perform analyses
for the purposes of the Study, they will ensure that the
laboratory is qualified to perform such work pursuant to the
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na vykon takejto prace kvalifikované v zmysle zdsad
spravnej laboratérnej a klinickej praxe. Kvalifikdcia
externého laboratéria musi byt preukdzand prisluSnym

certifikitom  vydanym tomuto laboratériu na
vykondvanie  takychto  analyz.  Okrem  toho,
zdravotnicke zariadenie a skdSajici sa zavidzuje

zabezpe(it, Ze toto externé laboratérium bude viazané

takou istou zmluvou o mlcéanlivosti, uchovavani

z4znamov, pristupe k ddajom a zdznamom
a podmienkam duSevného vlastnictva, ako su tie, ktoré

st uvedené v tejto zmluve.

7)
zavazuju,

SkuSajici a zdravotnicke zariadenie sa

Ze ndzov alebo produkty PPD alebo
zaddvatel'a sdvisiace s klinickym skiSanim nepouziji
alebo bez

na uely  propagicie reklamy

prechadzajiiceho suhlasu PPD alebo zaddvatel’a.

8) Zadavatel' sa zavédzuje, Ze nezverejni meno
skdsajiceho spojeného s tymto klinickym sktiSanim inak
neZ spdsobom uvedenym v ¢ldnku X., ods. 4 tejto

zmluvy.

9) Skusajuci a ¢len(ovia) timu klinického skidsania si na
poziadanie PPD/zaddvatela povinni zidcastiovat sa
vSetkych  Skoleni klinického  skuSania
zabezpecovanych na pracovisku klinického skiiSania

timu

imimo neho. VSetky ndklady na Skolenia tykajice sa
klinického skuSania hradi /zadavatel alebo zastupca
Greenphire. V pripade, Ze je skdS$ajici a Clenovia timu
klinického skuSania vyzvany na dcast na Skoleniach,
dané Skolenie sa povaZuje za nevyhnutni sdcast
vykondvania klinického skiSania.

principles of good laboratory and clinical practices. The
qualification of the external laboratory shall be proved by
the appropriate certificate issued to the laboratory to
perform such analyses. In addition, the Institution and the
Principal Investigator agree to ensure that the external
laboratory shall be bound by the same confidentiality,
records retention, access to data and records, and
intellectual property terms as those contained in this

Agreement.

7)
not to use the name or products of PPD or Sponsor

The Principal Investigator and the Institution agree

connected with the Study for purposes of promotion or
advertising without their prior consent.

8) Sponsor agrees not to make public the name of the
Principal Investigator connected with the Study other than
as provided in article X. par. 4 of this Agreement.

9) The Principal Investigator and Study Team member(s)
are required to attend any training of the Study Team
provided at Study Site and outside upon PPD/Sponsor’s
request. All costs for the training related to the Study are
paid by Sponsor or its designee Greenphire. In case
Principal Investigator and Study Team member/s are
required to attend any training, such training is considered
the essential part of the performance of the Study.

VIIIL.
Neziaduce udalosti v priebehu klinického skiisania

VIIL
Adverse events in the course of the Study

1) Skdsajuci  bezodkladne telefonicky, faxom
alebo elektronickou postou upovedomi zaddvatela
o vSetkych  zdvaznych  neZiaducich

a vSetkych neocakdvanych

udalostiach
zdvaznych neZiaducich
uc¢inkoch, ku ktorym doSlo pocas klinického skiSania.
Podl'a § 44 Zakona ¢. 362/2011 z.z. je skuSajici tieZ
povinny informovat’ zdravotné poistovne.

2) NezZiaddce udalosti, zdvazné  neZiaddce
udalosti, neziadice ucinky, zdvazné neZiaduce ucinky
ako aj neoCakdvané zdvazné neZiadice ucCinky su
definované v § 40 a § 41 Zakona ¢. 362/2011 z.z. v
zneni neskorsich predpisov a skusajuci ich podla vyssie

1) The Principal Investigator shall, without delay,
inform Sponsor by telephone, fax or electronic mail of any
serious adverse events and unexpected adverse drug
reactions which occur during the Study. The Principal
Investigator is also obliged to inform health insurance
companies according to § 44 of Act no. 362/2011 Coll.

2)
drug reactions, serious adverse drug reactions as well as

Adverse events, serious adverse events, adverse

unexpected serious adverse drug reactions are defined in §
40 and 41 of Act no. 362/2011 Coll., as amended, and are to
be recorded and reported by the Principal Investigator
pursuant to the above Act and pursuant to the ICH GCP
Guidelines.
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uvedeného zdkona apodla Smernic ICH GCP ma
evidovat’ a hlasit’.

IX.
Poistenie a odSkodnenie

IX.
Insurance and indemnification

1) Zadavatel’, v silade s § 43 zakona ¢. 362/2011
Z.z. v zneni neskorSich predpisov, =zariadil typy
poistného krytia (ako je poistenie zodpovednosti)
a limity v sdlade s lokdlnymi predpismi na pokrytie
svojich povinnosti tykajicich sa klinického skiSania,
vratane krytia ujmy na zdravi subjektov klinického
skdsania a bude toto poistenie udrzovat’ v platnosti po
cely Cas trvania klinického skiuSania.

2)
pripady, ked’ ucastnik skusania bol do klinického
skdsania zaradeny bez toho, aby sa zaobstaral jeho
informovany suhlas alebo ak kujme ucastnika
klinického sktSania doslo v dosledku nedbanlivosti

Poistenie uvedené v ods. 1) sa nevztahuje na

skidSajiceho alebo iného ¢lena timu klinického skiSania
v dosledku
nedodrZania pokynov, ktoré pracovisko klinického

alebo porusenia  protokolu  alebo

skudsania dostalo od PPD alebo od zadavatela.

3) Zdravotnicke zariadenie vyhlasuje, Ze ma
vzmysle § 79, ods. lu zdkona &. 578/2004 z.z. o
poskytovatel'och  zdravotnej

starostlivosti  uzavreté

poistenie zodpovednosti, ktord by mu pri poskytovani

zdravotnej starostlivosti mohla vzniknut. Toto
poistenie  je  vsilade s prisluSnymi  zdkonmi
anezahriiuje povinné poistenie zodpovednosti vo

vztahu k vykondvaniu klinického skuSania. Podla §
79, ods. 1 zédkona ¢&. 578/2004 z.z. musi byt toto
poistenie platné po celi dobu, po ktord zdravotnicke
zariadenie poskytuje zdravotnu starostlivost’.

4) Skdsajuci a zdravotnicke zariadenie sa zavizujd, Ze
budid PPD a zaddvatela pisomne informovat o kazdom
pripade reklamacie vad skudsaného lieciva alebo inych
produktov pouZzitych v rdmci klinického skiSania

a poskytnutych zadavatel'om alebo PPD.

5) Zmluvné strany sa zavdzuji, ze budd pri
rieSeni situdcii opisanych vtomto clanku IX. tejto
zmluvy plne spolupracovat’.

1) In accordance with par. 43 of Act No. 362/2011
Coll. as amended, the Sponsor has arranged for insurance
coverage types (such as liability insurance) and limits in
compliance with local regulations to cover its obligations
with respect to the Study, including coverage for subject
injuries, and shall maintain such insurance for the entire
duration of the Study.

2)
where a Study Subject was included without obtaining
informed consent or where a Study subject was injured due
to negligence of the Principal Investigator or another Study
Team member, or violation of the Protocol or instructions

The insurance in par. 1) does not apply in cases

given to the Study Site by PPD or Sponsor.

3) The Institution declares that it has insurance
coverage in accordance with § 79 par. 1u of Act no. 578/2004
Coll., on Medical Care Providers, with respect to liability it
may have while providing medical care. This insurance
coverage is in correlation with the applicable laws and does
not include liability insurance with respect to conducting a
Study. According to § 79 par. 1 of Act no. 578/2004 Coll.,
this insurance coverage must be valid for the entire length

of the Institution’s provision of medical care.

4) The Principal Investigator and the Institution agree to
inform PPD and Sponsor in writing about any instance of
recall of Study Drug or other products used in the Study
provided by the Sponsor or PPD.

5) The Parties agree to cooperate fully in resolving the
situations described in this Article IX. hereof.

X.
Ochrana dovernych informacii

X.
Protection of confidential information
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1) Vyraz doverné informdcie pre ducely tejto
zmluvy akékol'vek
dokumenticiu poskytnuté PPD a zadavatelom alebo
vich mene, alebo akékol'vek informacie alebo
dokumenticiu alebo data vytvorené zdravotnickym
zariadenim, skuSajicim alebo ¢lenom timu klinického

znamena informacie  alebo

skdSania pri vykone klinického skuiSania (spolo¢ne len
ako ,,doverné informacie*); Co zahfiia najmé protokol,
skdSajiceho, data klinického
informicie o vyndleze (ako je definované niZSie)
o Struktire, zloZeni, ingrediencidch, vzorkach, know-
how, technickych postupoch a procesoch, ako aj d’alsie
informécie, a to dokonca aj v tych pripadoch, ked’ tieto

brozuru skdSania a

PPD alebo zadavatel' vyslovne neoznacil ako doverné.
Doverny charakter chranenych informdcii, prava na ich
publikovanie, prdva duSevného vlastnictva a prdva na
odskodnenie za pripadné Skody trvaji aj po dokonceni
klinického sku$ania.

2)
ktoré sa v ¢ase ich odovzdania povazuju za dlhodobo

Dovernymi informdciami nie sd informécie,

zname medzi odbornou verejnostou alebo ktoré uz bol
publikované.

3)
doverné informéacie spristupnit’ tretim strandm ani ich
pouZit' na tucel iny neZ urcuji pokyny PPD/zadavatel’a.

Zdravotnicke zariadenie a skudSajici nemdZu

Doéverné informdcie si vyluénym vlastnictvom PPD
a zadavatela a zdravotnicke zariadenie a skuSajici su
povinni ich uchovavat’ v tajnosti na mieste uréenom pre
takéto informdcie.

4) Ak
potrebuji  mat’

zdravotnicke  zariadenie  a skidSajuci

urité Casti dovernych informdcif
k dispozicii pre sud prisluSnej jurisdikcie alebo spravny
organ Ci organ Stitnej spravy na zdklade prikazu alebo
poziadavky sddu prislusnej jurisdikcie, spravneho

organu alebo zdravotnej poistovne), zdravotnicke

zariadenie  alebo  skuSajici otom bezodkladne
informuji PPD/zaddvatel'a a spristupnia iba tu cast
dovernych informdcii, ktoré sd vyZadované zo

zékonnych ddvodov.

5) PPD, zdravotnicke zariadenie a skuSajici sa
zavizuju, Ze vSetkych ¢lenov timu klinického skiSania,
budu
mlcéanlivost’

ktorym sa doverné informdcie spristupnia,

informovat’ o povinnosti zachovavat’
v zmysle tejto zmluvy; takéto osoby sl potom viazané

takou istou ml¢anlivost’ou.

1) Confidential Information means any information or
documentation provided by or on behalf of PPD and/or the
Sponsor, or any information, documentation or data
generated by Institution, Principal Investigator or Study
Team members in performing the Study (collectively,
“Confidential Information”); it includes, in particular, the
Protocol, the Investigator Brochure, Study data, and
information about any Inventions (defined below), the
structure, composition, ingredients, samples, know-how,
technical procedures and processes, as well as other
information, even if it is not expressly identified as
confidential by PPD or the Sponsor. Confidentiality of
proprietary information, publication, publicity rights,
intellectual property rights and indemnification shall survive
the completion of this Study.

2) Confidential
information which is, at the time it is delivered, considered

Information does not include
to have been known for a long time among the expert public

or which was published.

3) The Institution and the Principal Investigator may
not make the Confidential Information available to third
parties, or use it for a purpose other than as specified in
PPD’s/Sponsor’s instructions.  Confidential Information
shall belong exclusively to PPD and the Sponsor, and shall
be maintained in secrecy by the Institution and the Principal

Investigator at a place assigned for such information.

4)
Investigator to make certain portions of Confidential

If it becomes necessary for Institution and Principal

Information available to a court of competent jurisdiction or
administrative agency or governmental body pursuant to an
order or requirement of such court of competent jurisdiction,
administrative agency or other governmental body or health
insurance company, the Institution or the Principal
Investigator shall inform PPD/Sponsor of this without delay
and shall disclose only the portion of Confidential

Information it is legally required to disclose.

5) The Institution and the Principal Investigator agree
to inform all Study Team members to whom Confidential
Information is made available about the duty of secrecy in
accordance with this Agreement; such persons are then
bound by the same duty of secrecy.
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PPD and Sponsor Confidential Information

6) Zdravotnicke zariadenie a skdSajici sa
zavdzuji, ze po dokonceni klinického skusania
PPD/zadavatel'ovi odovzdaju vsetky

doverné informdcie, avSak modZe si ponechat jednu
képiu na zdkonom stanovené archivne dcely.

7)
doverny charakter vSetkych informdcii tykajicich sa
finanénych dohdd medzi zmluvnymi stranami v tajnosti
ich budd uchovdavat oddelene od ostatnych

Zmluvné strany sa zavidzuju, Ze zachovaju

aze
dokumentov.

6) The Institution and the Principal Investigator agree
to deliver to PPD/Sponsor, after completion of the Study, all
Confidential Information, except it may retain one copy for
legal archival purposes.

7)
information concerning the financial arrangements between
the Parties confidential and separate from other documents.

The Parties agree to keep all documents and

XL
Vlastnictvo, ochrana a publikovanie vysledkov
klinického skiiSania

XI.
Ownership, protection, and publication of Study results

1) Vysledky klinického skiSania si vylu¢nym
vlastnictvom zaddvatela. Vsetky vyndlezy, objavy
alebo zlepSenia vytvorené, vyvinuté alebo objavené
pocas klinického skiuSania alebo skiSany liek (spolo¢ne
»vynilezy”“) bude vlastnit zaddvatel. Zdravotnicke
zariadenie a skud$ajici tymto prevedd a zabezpecia, aby
vSetci Clenovia timu klinického skiSania previedli
vSetky ich prava, pravny titul apodiel na tychto
vynélezoch zadavatel'ovi.

2) Ani zdravotnicke zariadenie ani skuSajici
nemd7u publikovat’ vysledky klinického skuSania
vytvorené skdsajicim na pracovisku  klinického

skdsania bez vopred udeleného pisomného sthlasu
zaddvatela. Rozhodnutia o publikaénych moznostiach
spadaji v plnej miere do zodpovednosti zadavatela.
Zdravotnicke zariadenie a skudSajici sa zavdzujd, Ze
zverejnenie akychkol'vek publikacii alebo ustnych
prezentacit, abez obmedzenia, odbornych
rukopisov, vytahov, resumé, plagitov a vizudlnych diel
o priecbehu alebo vysledkoch klinického skusania
prediskutuji so zaddvatel'om, a to najmenej Sest'desiat
(60) dni pred zamy$lanym odovzdanim pracovnych

vratane,

verzii takychto diel.

3) Okrem toho, zaddvatel ma pravo poZadovat,
aby ktordkol'vek publikicia alebo prezenticia tykajica
sa aktivit klinického skdsania na zdklade tejto zmluvy
obsahovala ocenenie podpory zaddvatel’a.

4)
uverejnit’ Ziaden odborny rukopis o vynélezoch alebo o

Zdravotnicke zariadenie a skudSajici nemdZu

1) The results of the Study are owned exclusively by
the Sponsor. Any inventions discoveries, or improvements
generated, developed or discovered by Institution, Principal
Investigator or Study Team members in the course of the
Study, or with use of the results of the Study, or the Study
Drug (collectively, ,Inventions*) will be owned by the
Sponsor. Institution and Principal Investigator each hereby
assigns, and shall cause Study Team members to assign,
their entire right, title, and interest in such Inventions to
Sponsor.

2)
shall publish the Study results generated by the Principal
Investigator at the Study Site without the Sponsor’s prior
written consent. Decisions about publication opportunities
are fully within the Sponsor’s responsibility. The Institution
and the Principal Investigator agree that they will discuss

Neither the Institution nor the Principal Investigator

publication of any publications or oral presentations,
including without limitation expert manuscripts, abstracts,
posters, and visual works about the course or results of the
Study with the Sponsor at least sixty (60) days prior to the
proposed submission of such drafts.

3) In addition, the Sponsor shall have the right to
require that any publication or presentation concerning the
Study activities hereunder acknowledge the Sponsor’s
support.

4)
not issue any expert manuscript about the Inventions or the
Study Drug before the
registration.

The Institution and the Principal Investigator shall

Sponsor applies for patent
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PPD and Sponsor Confidential Information

skiSanom liecive skor, ako zadavatel podd patentovi
prihlasku.

5) Zdravotnicke zariadenie mdZe bez predchadzajiceho
suhlasu zaddvatela zverejnit akékol'vek informacie
tykajice sa klinického skuSania, ktoré sd dostupné na
stranke www.clinicaltrials.gov.

5) Institution may without prior consent from Sponsor list
any information regarding the Study which is available on
www.clinicaltrials.gov website.

XIL.
Ochrana udajov

XII.
Data Protection

1) Vyklad pojmov:

»Zakony o ochrane idajov a sikromia“ si vSetky
platné zdkony, prdvne predpisy, regulacné poZiadavky
a usmernenia, ktoré
a sukromia vo vSeobecnosti, vratane: (a) Smernice EU
o ochrane osobnych udajov ¢. 95/46/EC (,,smernica‘),
ktord bude nahradena 25 mdja 2018 nariadenim ¢.
2016/679 o ochrane fyzickych os6b pri spracivani
osobnych tdajov a o vol'nom pohybe takychto ddajov
(“nariadenie”);
ktorymi sa transponuje smernica, nariadenie alebo
pravnych  predpisov  ktoréhokol'vek
Clenského Statu Eurdpskeho hospodarskeho priestoru;
alebo (c) iného zdkona, ktory je v sicasnosti v platnosti

suvisia s ochranou uddajov

(b) vsetkych pravnych predpisov,

suvisiacich

alebo ktory modZe vstipit do platnosti v budicnosti,
v akejkol'vek jurisdikcii, ktorym sa riadi spracovanie

osobnych tddajov tykajice sa ktorejkol'vek zo
zmluvnych strdn tejto zmluvy
,;Osobné udaje”, »postup/spracovanie*,

,kontrolor, ,spracovatel a ,,dotknuta osoba“ maji
rovnaky vyznam ako v nariadeni a budd obsahovat’ aj
tieto vyrazy alebo im zodpovedajice vyrazy tak, ako su
definované v akomkol'vek inom zdkone na ochranu
udajov a sikromia. Osobné udaje zahffiaji ddaje a
snimky kédované kl'icom na drovni pacienta.

2)
zarucuji, Ze budd spracovdvat osobné udaje v stlade
so vSetkymi zdkonmi na ochranu osobnych udajov

DodrZiavanie: Zmluvné strany sa vzdjomne

astikromia a v silade s  medzindrodnym
harmonizaénym odpori¢anim pre sprdvnu klinickd

prax (ICH-GCP).

3)
Zmluvné

Vzijomné zodpovednosti podl'a predpisu:
kazda =z

a zadavatel' sd spolocne

strany potvrdzuju, Ze nich
zdravotnicke zariadenie

kontrolérmi a ze PPD je sprostredkovatel’, ktory kona

1) Definitions:

“Data Protection and Privacy Laws” mean all applicable
laws, regulations, and regulatory requirements and guidance
relating to data protection and privacy globally, including
(a) the EU Data 95/46/EC
(“Directive”), superseded by the General Data Protection
Regulation 2016/679 (“Regulation”) on 25 May 2018; (b)
any legislation transposing the Directive, Regulation or

Protection Directive

related legislation of any member state of the European
Economic Area; or (c) any other law now in force or that
may in future come into force, in any relevant jurisdiction,
governing the Processing of Personal Data applicable to any
party to this Agreement.

“Personal Data”, ‘“Process/Processing”, “Controller”,
“Processor” and “Data Subject” shall have the same
meaning as in the Regulation and shall also include these
terms, or corresponding terms, as defined under any other
Data Protection and Privacy Laws. Personal Data shall

include patient-level key-coded data and images.

2) Compliance: The Parties warrant to each other that
they will Process Personal Data in compliance with all Data
Protection and Privacy Laws, and in compliance with the
International Conference on Harmonisation Guideline for
Good Clinical Practice ICH-GCP).

3) Mutual Responsibilities under the Regulation: The
Parties acknowledge that each of the Institution and Sponsor

are joint Controllers and that PPD is a Processor acting
under instructions from Sponsor with respect to the
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zdklade
spracivanie osobnych udajov tykajicich sa sluZieb
poskytovanych podla tejto zmluvy. Clanok 26 predpisu
vyZaduje, aby spolo¢né Kkontrolné organy stanovili
svoje  prislusné  zodpovednosti dodrZiavanie
predpisu vzdjomnou dohodou. Podla tohto ciela je
dohodnuté, 7e vzhladom na pristup k
dotknutych bude
zaruCovat’ dodrZiavanie povinnosti podla predpisu
upravujicich  ochranu ddajov  dotknutych  osob.
Dotknuté osoby mdZzu uplatnit’ svoje priava cez
zodpovedni osobu zdravotnickeho zariadenia podla
¢lanku 37 predpisu. Zodpovednd osoba zdravotnickeho
zariadenia bude Kkontaktovat zodpovedni osobu
zadavatela ( (Xavier Gobert, Address: MyData-
TRUST, Boulevard Initialis, 7/3 - 7000, Mons,
Belgium, +421-233322916,
sk.kodiakphase3 @mydata-trust.info v  pripade,
dotknuta osoba uplatni svoje prava.

na pokynov zaddvatela, pokial ide o

zZa

identite

0sob, zdravotnicke zariadenie

ze

Zadavatel’ uvedie informadcie, ktoré je nutné poskytnit
dotknutym osobdam podla poZiadaviek v ¢lanku 13
predpisu, vo formuldroch informovaného sihlasu.
Zdravotnicke zariadenie ziska potrebné informované
suhlasy od dotknutych o0sdb, aby bola zaistend
zakonnost’ spracovania tdajov

4) Bezpecnost’ informadcii: Spracovanie udajov:
Zmluvné strany uzndvaju, Ze zdravotnicke zariadenie,
skdsajuci a zaddvatel’ si kazdy samostatne nezavislymi
kontrolérmi a Ze PPD je spracovatel’, ktory kona podla
pokynov zadavatel'a, o sa tyka spracovania osobnych

udajov, ktoré sivisia so sluzbami poskytovanymi podla
tejto zmluvy. Zmluvné strany zaistia, aby osoby s
opravnenim spracovdvat osobné udaje
dovernost’ alebo boli viazané prislusnou Statutdrnou
dovernost.  Zdravotnicke
zabezpecenia
povodnej zdravotnej dokumenticie dotknutych osdb

zaru¢ili
povinnostou uchovévat

zariadenie zaisti striktnd  kontrolu
pred neoprdvnenym pristupom alebo ndhodnou stratou.
Zadavatel a/alebo PPD moéZu pristupovat’ k pévodnym
zdravotnym zdznamom na ucely monitorovania a budi
pri prici s takymito dokumentmi zachovavat striktnd
dovernost’.

NaruSenie bezpecnosti: Zdravotnicke

5)

zariadenie ponesie zodpovednost za preskimanie a

ndpravu neoprdvneného pristupu, akvizicie alebo
predania osobnych tdajov uchovavanych v pdvodnych

zdravotnych zdznamoch (,,naruSenie bezpecnosti®)

Processing of Personal Data relating to the services provided
under this Agreement. Article 26 of the Regulation requires
that joint Controllers shall determine their respective
responsibilities for compliance with the Regulation through
an arrangement between them. Pursuant to this objective, it
is agreed that because Institution will have access to the
identity of trial Data Subjects, it shall therefore ensure
compliance with the obligations under the Regulation as
regards the exercising of the data protection rights of Data
Subjects. Data Subjects should seek to exercise their rights
through the Institution’s Data Protection Officer that is be
appointed by the Institution under Article 37 of the
Regulation. The Institution’s Data Protection Officer shall
contact Sponsor’s Data Protection Officer (hereinafter
“Sponsor DPO”) (Xavier Gobert, Address: MyData-
TRUST, Boulevard Initialis, 7/3 - 7000, Mons, Belgium,
+421-233322916, sk.kodiakphase3 @mydata-
trust.infowhen Data Subjects exercise their rights.

Sponsor shall include the information that must be provided
to Data Subjects as required by Article 13 of the Regulation
in subject informed consent forms. Institution shall gain
necessary informed consents from Data Subjects to ensure
the lawfulness of data Processing.

4)
appropriate technical and organisational measures to protect
the Personal Data and Confidential Information as required
by ICH-GCP and Data Protection and Privacy Laws. The
Parties shall ensure that persons authorized to Process
Personal Data have committed themselves to confidentiality

Information Security: All Parties shall implement

or are under an appropriate statutory obligation of
confidentiality. Institution shall in particular apply strict
controls to ensure Data Subjects’ original medical
documents are secured from unauthorized access and
Sponsor and/or PPD may access original
medical records to perform monitoring activities and shall

handle such documents in the strictest confidence.

accidental loss.

5) Security Incidents: Institution shall be responsible
for investigating and remediating any unauthorised access,

acquisition, or disclosure of Personal Data held within
original medical records (“Security Incident”) or of any
Confidential Information. However, Institution shall notify
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alebo akychkol'vek ddvernych udajov. Zdravotnicke
zariadenie vSak ihned upozorni zodpovednii osobu
zadavatePa na  akékolvek  takéto
bezpecnosti. Takéto upozornenie bude obsahovat’ siihrn
rozumnych podrobnosti o naruseni bezpeCnosti a
ndpravné opatrenie zaradené zdravotnickym zariadenim.

naruSenie

6) Ziadosti o ochranu udajov: Ziadosti sdvisiace
s ochranou tdajov: Zdravotnicke zariadenie a/alebo
skdsajuci  budd bezodkladne pisomne
zodpovedni osobu zadavatelPa v pripade, ak im bude
dorucena akakol'vek informadcia, ktord sa tyka ochrany

informovat’

udajov v sdvislosti so sluzbami, ato od dotknutej
osoby, orgdnu na kontrolu ochrany osobnych udajov

alebo iného regulacného orgédnu,
zodpovednej osobe zadavatePa plnd stGcinnost’
a podporu k akymkol'vek  tymto
informaciam, a to bez d’alsich ndkladov pre PPD alebo

zadavatela.

a poskytnu

VO vzt'ahu

7)
spracovdvat’ alebo inak prendSat’ osobné tdaje mimo
Eur6pskeho hospodarskeho priestoru (Clenskych Statov
Eur6pskej dnie plus Nérsko, Island a Lichtenstajnsko)
len tak, ako je
alebo v protokole.

Prenosy tidajov: Zdravotnicke zariadenie bude

stanovené v tejto  zmluve

8) Dosledky uplynutia alebo ukoncenia platnosti:
Povinnosti obsiahnuté v tejto casti XII. pretrvaji aj po
uplynuti alebo ukonceni platnosti tejto zmluvy.

9) Osobné tudaje skuSajiceho a ¢lenov timu klinického

Sponsor’s DPO immediately of any such Security Incident.
Such notice shall summarize in reasonable detail the
Security Incident and the corrective action to be taken by
Institution.

6) Data Institution  shall

promptly notify Sponsor’s DPO in writing if they receive

Protection Requests:

any communication with regards to data protection relating
to the services from a Data Subject, a data protection
authority or other regulatory authority and provide
Sponsor’s DPO with full cooperation and assistance in
relation to any such communication, at no additional cost to

PPD or Sponsor.

7)
otherwise transfer Personal Data outside the European

Data Transfers: Institution shall only Process or

Economic Area (member states of the European Union plus,
Norway, Iceland & Liechtenstein) as set out in this
Agreement or the Protocol.

8)

obligations contained in this Section XII. shall survive the

Consequences of Expiry or Termination: The

termination or expiry of this Agreement.

9
Team Members:

Personal Data of Principal Investigator and Study
Sponsor may request to collect Personal

Zadavatel
zhromazd'ovat udaje skiisajiceho,
spoluskuiSajicich a dalSich c¢lenov timu klinického
skdsania, ktori sa podiel’aji na vykondvani klinického
skdsania a m6zu byt predmetom zdkonov na ochranu
osobnych tdajov azachovani siukromia. Zdravotnicke
od skusajiceho,
spoluskusajicich adalsich ¢lenov timu klinického

skdSania: moéZe poziadat, aby mohol

osobné

zariadenie  sudhlasi, Ze ziska
skiSania vyslovny sthlas, ktory mdze byt potrebny
v stlade s prisluSnymi zdkonmi na ochranu osobnych
udajov azachovani sikromia, na spracovanie tychto
osobnych tdajov zhromazdenych zaddvatelom. Tento
suhlas opravni prenos tychto osobnych tdajov do inych
krajin neZ je vlastnd krajina zdravotnickeho zariadenia,
najmi do Spojenych Stitov americkych napriek tomu,
Ze ochrana osobnych ddajov v tychto krajinich nemus{
existovat’ alebo nie je takd rozvinutd ako vo vlastnej

krajine zdravotnickeho zariadenia, a to na tieto ucely:

Data from the Principal Investigator, sub-investigators,
other Study Team members involved in the conduct of the
Study which may be subject to Data Protection and Privacy
Laws. Institution agrees to obtain any express consents, as
may be necessary in accordance with applicable Data
Protection and Privacy Laws, for the processing of any such
Personal Data collected by the Sponsor from the Principal
Investigator, sub-investigators, other Study Team members.
Such consent shall authorize the transfer of such Personal
Data to countries other than the Institution's own country,
including without limitation the United States, even though
data protection may not exist or be as developed in those
countries as in the Institution’s own country, for the
following purposes:

a. the conduct and interpretation of the Study;

KS301P104_Slovak Republic_PI Kacerik_PPD-Inst-PI Agreement

17/46

Template Version December 2017_Approved for signature PP 11Mar2021




PPD and Sponsor Confidential Information

a. vykondvanie a interpretdcia klinického
sktiSania;

b. preskiimanie orgdnmi Stitnej spravy alebo
regulaénymi  tradmi, zaddvatelom a jeho

zastupcami, pobockami a spolupracovnikmi;

c. uspokojenie zdkonnych alebo regulacnych
poziadaviek vrdtane majetkového priznania,
ktoré modé7u byt poZadované prislusSnymi
regula¢nymi uradmi;

d. publikovanie na
d’alsich internetovych strankach a databdzach,
ktoré slizia na podobné ucely;

e. na ziadost' jednotlivych pacientov a lekarov

www.clintrials.eov  ana

poskytnutie jednotlivym pacientom a lekdrom,
ktorif méZzu mat’ zdujem na ucasti v klinickom
skusani v zdravotnickom zariadent;

v databdzach  zaddvatela

f. uchovanie na

pouZitie uvybranych centier v buddcich

klinickych skuSaniach.

b.review by governmental or regulatory agencies,
Sponsor, and its agents, affiliates and collaborators;

c.satisfying legal or regulatory requirements, including
disclosures of financial interests as may be required by
applicable regulatory authorities;

d.publication on www.clinicaltrials.gov and other
websites
purpose;
e.upon request of individual patients and doctors
provision to individual patients and doctors who may be
interested in participating in a clinical trial at Institution;

f. storage in Sponsor’s databases for use in selecting
sites in future clinical trials.

and databases that serve a comparable

XIIL.
Cisté trestné registre / Zakaz ¢innosti

XII11.
Clean criminal records/ Debarment Certification

1) Skudsajuci vyhlasuje a garantuje, Ze ani jemu
ani, podla jeho najlepSiecho vedomia, Ziadnemu
zc¢lenov timu klinického skiuSania nebola nikdy

zakazana ¢innost’ a ani nebol odstdeny za trestny Cin,
za ktory by lekarovi mohla byt zakdzana cinnost
v oblasti mediciny.

2) Skud$ajuci vyhlasuje, Ze ani on ani Ziaden z
¢lenov timu klinického skiiSania nebol nikdy obvineny,
vySetrovany alebo uznany vinnym Vv spojitosti s
vykondvanim klinického skuSania.

3) Zdravotnicke zariadenie tymto potvrdzuje, Ze ani

zdravotnicke zariadenie, jeho zamestnanci, najmi
skdsajuci, ani akakol'vek ina osoba
zazmluvnena zdravotnickym zariadenim na

vykondvanie klinického skdSania (vrdtane ¢lenov timu
klinického skuiSania) nie je vySetrovand kvoli zdkazu

Cinnosti alebo md v sucasnosti vysloveny zdkaz
¢innosti, alebo ¢akd na prerokovanie ohl'adne

¢innosti, alebo bola diskvalifikovana.

zakazu

4) Zdravotnicke zariadenie d’alej potvrdzuje, Ze ani
zdravotnicke zariadenie, skiiSajici ani akakol'vek ind
osoba, pravnickd osoba ponechand zdravotnickym

zariadenim na vykondvanie klinického skidSania

1) The Principal Investigator represents and warrants
that neither he nor, to the best of his knowledge, any other
member of the Study Team was ever prohibited from
practicing or was sentenced for a crime for which a doctor
may be prohibited from practicing in the medical field.

2) The Principal Investigator declares that neither he
nor any member of the Study Team has ever, in connection
with the conduct of a Study, been accused, investigated or
convicted.

3) The Institution hereby certifies that neither Institution,
its employees, in particular the Principal Investigator, nor
any other person retained by the Institution to perform the
Study (including all Study Team members) is under
investigation for debarment or is presently debarred or has a
disqualification hearing pending or has been disqualified.

4) Institution further certifies that neither Institution,
Principal Investigator nor any person or entity retained by
Institution to perform the Study (including all Study Team

members) have engaged in any conduct or activity which
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(vratane c¢lenov timu klinického skidSania) nie je
angazovana v akejkol'vek cinnosti alebo v aktivite,
ktord by mohli viest' k vysSie uvedenej diskvalifikacii
alebo konaniu vedicemu k zdkazu €innosti.

5) Pocas platnosti tejto zmluvy a potom eSte jeden (1)
rok, v pripade, Ze sa zdravotnicke zariadenie dozvie
o zakaze ¢innosti, hrozbe zakazu ¢innosti,
diskvalifikacii
o ¢innosti alebo aktivite, ktoré by mohli viest’ k vyssie
uvedenej diskvalifikdcii alebo konaniam vedidcim k

alebo hrozbe diskvalifikacie, alebo

zdkazu ¢innosti skdsajiceho, ¢lenov timu
vykondvajiceho klinické skusanie, alebo akychkol'vek
takychto jedincov, bude zdravotnicke zariadenie

o tomto bezodkladne informovat’ PPD/ zadavatel.

could lead to any of the above mentioned disqualification or
debarment actions.

5)

thereafter, if In the event that the Institution becomes aware

During the term of this Agreement and for one (1) year

of the debarment, threatened debarment, disqualification or
threatened disqualification, or the conduct or activity that
could lead to any of the aforementioned disqualification or
debarment actions, of or by the Principal Investigator, Stud
Team members, or any such individuals, the Institution will
immediately notify PPD and Sponsor.

XIV.
RieSenie sporov a zmierovacie konanie

XIV.
Dispute resolution and conciliation proceedings

1)
vyplyvajice z tejto zmluvy sa riadia platnym pravnym
avSak
predpokladu, Ze zmluvna strana mdZe poziadat’ o stidne
opatrenie v ktorejkol'vek prislusnej jurisdikcii.

Zmluvné strany sa dohodli, Ze pravne vztahy

poriadkom  Slovenskej  republiky, za

2) Zmluvné strany sa zavdzujui navzdjom si pri
vykondvani klinického skiSania pomdhat a vSetky
spory alebo ndzorové nezhody tykajice sa pracovnych
ametéd rieSit rokovanim

postupov vzdjomnym

v dobrej viere.

3) Zmluvné strany berd na vedomie a zavizuju
sa, ze akékol'vek spory, ktoré sa nevyrieSia spolupracou
v zmysle ods. 2, spadaji pod sidnu pravomoc stdov
Slovenskej republiky, pokial’ sa strany nedohodnd na
arbitrdZnom konani u arbitrdZneho rozhodcu alebo pred
arbitraZnym sddom.

1) The Parties have agreed that the legal relationships
arising under this Agreement shall be governed by the valid
laws and regulations of the Slovak Republic, provided,
however, that a Party may seek injunctive relief in any
appropriate jurisdiction.

2) The Parties agree to assist each other in conducting
the Study and to resolve any disputes or differences of
opinion about work procedures and methods through their
usual good-faith negotiations.

3) The Parties take note of and agree that any disputes
which are not settled through cooperation pursuant to par. 2
shall come under the jurisdiction of the courts of the Slovak
Republic, unless they agree on an arbitration proceeding
before an arbitration judge or arbitration court.

XV.
Finan¢éné ustanovenia

XV.
Financial provisions

1)
vlastnych ndkladov spojenych s klinickym skdSanim
nesie plnd zodpovednost’ zdravotnicke zariadenie., a to
vratane ndkladov na liecbu v pripade ujmy na zdravi
ucastnikov klinického skuSania v dosledku ich tucasti
s vynimkou
refundovanych na zdklade tejto zmluvy alebo jej

Za platby tretim strandm a za thrady svojich

na  klinickom  skuaSani, nakladov

pisomného dodatku.

1) The Institution is fully responsible for payments to
third parties and paying its own expenses connected with the
Study, including costs for therapy in the event of injury to
health of the Study Subjects resulting from their
participation on the Study, with the exception of expenses
reimbursed on the basis of this Agreement or a written
amendment to it.
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2)
vedomie skuto¢nost, Ze Greenphire je v zmysle zdkona
o daniach a poplatkoch' povinnd hlésit’ prislu§nému
finanénému dradu vsetky platby, ktoré budi vyplatené

Zdravotnicke zariadenie a skuiSajici berd na

na zdklade tejto zmluvy.

3)

zmluve.

Platba sa uskuto¢ni podl'a prilohy A k tejto

4)

Greenphire sa zavidzuje, Ze uhradi zdravotnickemu
zariadeniu, hlavnému skdsajicemu a ¢lenom
Studijného timu odmenu v sidlade s ich prisluSnymi
rozpoc¢tovymi tabul’kami, ktoré si uvedené v prilohe A
k tejto dohode. uhradi
zdravotnickemu zariadeniu, hlavnému skdSajicemu a
Clenom S$tudijného timu na ich individudlne bankové
Ucty.

Greenphire odmeny

2)
note of the fact that Greenphire is required, in accordance
with the act on taxes and fees, to report to the appropriate
Financial Office all payments, which will be paid on the
basis of this Agreement.

The Institution and the Principal Investigator take

3)

hereto.

Payment will be made as set out in Exhibit A

4)

Greenphire undertakes to reimburse Institution and
Principal Investigator in accordance with their respective
budget tables as set forth in Appendix Ato this
Agreement.

Greenphire shall reimburse the Principal Investigator and
Study Team Members to their individual bank accounts

XVL
Doba trvania zmluvy

XVL
Term of the Agreement.

Tato zmluva sa uzatvara na dobu trvania

1)

klinického skdsania.

2) V nasledujucich situdcidch moéZe ktordkol'vek
zo zmluvnych strdn tdto zmluvu zruSit pisomnou
vypoved’ou s tridsat’ (30) diiovou vypovednou lehotou,
ktora zacina plynit’ v den nasledujici po dni dorucenia
vypovede zmluvnym strandm:

a) ak ktora
porusenia, zavazné poruSenie pocas
tridsiatich (30) dni od prijatia oznamenia od druhej
zmluvnej strany, ktoré konkretizuje povahu tohto

zmluvna strana,
neodstrani

sa dopustila

porusenia;

b) ak sa vyhlasi, Ze ktordkol'vek zo strdn tejto
zmluvy sa nachadza v konkurze;

c¢) ak ktordkol'vek zmluvnd strana strati svoje
opravnenie na vykon ¢innosti v danej oblasti;

d) ak sa bezpecnostné riziko pre ucastnikov
klinického skiiSania nedmerne zvySi mimo rozsah
uréeny v protokole;

e) ak dojde kzruSeniu potrebného opravnenia,
ozndmenia, povolenia alebo spitvzatiu sdhlasu

1) This Agreement is concluded for the duration of the
Study.

2) In the following situations any of the Parties may
terminate this Agreement by giving thirty (30) days written
notice, which begins to run on the day after the notice is
delivered to the Parties:

a) if a breaching Party fails to cure a material breach
within thirty (30) days receipt of notice from the other
Party specifying the nature of such breach;

b) if it is declared that any Party to this Agreement is in
bankruptcy proceedings;

¢) if any Party loses its authorization to practice in the
given field;

d) if the safety risk for Study subjects increases
disproportionately outside the range identified in the
Protocol;

e) if a necessary authorization, notification, permit or
consent necessary for conducting of the Study is

revoked, its validity expires without appropriate
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potrebného na vykondvanie klinického skuSania, ak
sa skon¢i jeho platnost’ atdto nie je primerane
predizend, ak dojde k pozastaveniu alebo zdkazu
klinického skudSania alebo ak sa toto nezacne
v ktorom  vzniklo

v zdkonnej lehote odo dia,

opravnenie;

f) v pripade nedostatoéného tempa zarad’ovania

vhodnych tcastnikov klinického skdSania do
klinického skudSania, ktoré ohrozi dohodnuty
harmonogram;
3) Okrem toho, zadavatel’ m6ze klinické skuSanie
zastavit' alebo prerusit’ a zdroven tito zmluvu zruSit
pisomnou  vypovedou  stridsat  (30) diovou

vypovednou lehotou, ktord zacina plyndt v den
nasledujici po dni dorucenia vypovede skidSajicemu a
zdravotnickemu zariadeniu, z nasledujicich dévodov:

a) ak
zadavatel'om a alebo PPD alebo ktoroukol'vek inou

sa skon¢f zmluvny vztah medzi
spolo¢nostou skupiny PPD Group — podla toho,
ktord z tychto spolo¢nosti zmluvu so zadavatel'om

uzatvorila, a zadavatel'om,;

b) ak bol uz celkovy pocet osdb zaradenych do
klinického skdSania dosiahnuty, avSak pocet osdb
zaradenych pracoviskom klinického skiSania eSte
splneny nebol; alebo

c)
bol diskvalifikovany podla Zikona o presadzovani
generickych lieCiv zroku 1992 a skdSajuci je
zapisany na ,.,¢iernu listinu® vedend FDA.

ak bola skdsajicemu zakdzand Cinnost’ alebo

4) PPD mbze tito zmluvu kedykolvek zrusit
pisomnou vypoved’ou.

5) Ihned po prijati vypovede zdravotnicke
zariadenie a skuSajici zastavia prijimanie dcastnikov
klinického skusania do klinického sktSania; v miere
prijatel'nej z lekdrskeho hl'adiska ukoncia vykondvanie
procedir u dcastnikov klinického skiSania, ktoré uz
boli do klinického skdSania zaradené, a v maximalnej
moZnej miere sa zdrzia vytvarania d’alSich ndkladov a
vydavkov.

6) Bez ohladu
v opa¢nom zmysle, pokial' by pocas doby trvania tejto
zmluvy PPD alebo zaddvatel' ziskali informdciu, ktord
by pochybnosti 0 bezpe¢nosti  alebo

na Cokolvek tu uvedené

vyvoldvala

extension, the Study is suspended, prohibited or is not
commenced within the statutory time period from the
date that the authorization arose;

f) in the event of an inadequate rate of adding suitable
Study subjects to the Study which endangers the agreed
time schedule.

3)

Study, and at the same time terminate this Agreement, by

Sponsor may further terminate or interrupt the

giving thirty (30) days written notice, which begins to run
on the day after the notice is delivered to the Principal
Investigator and the Institution for the following reasons:

a)
and PPD or any other company within the PPD Group,

if the contractual relationship between Sponsor or

depending on which of these companies has concluded
the contract with the Sponsor terminates;

b) if the overall Study enrolment has been met but the
enrolment in the Study Site has not been completed yet;
or

c) if the Principal Investigator is debarred or

disqualified under the Generic Drug Enforcement Act of
1992 and is added to the “Black list” maintained by FDA.

4) PPD may terminate this Agreement by written
notice at any time.

5) Immediately upon receipt of a notice of
termination, the Institution and the Principal Investigator
shall cease entering Study subjects into the Study; cease
conducting procedures to the extent medically permissible
on subjects already entered into the Study, and refrain from
incurring additional costs and expenses to the extent
possible.

6) Notwithstanding anything herein to the contrary, if
during the term of this Agreement, information becomes
available to PPD or Sponsor which places the safety or
efficacy of the Study Drug or related product in doubt or if
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ucinnosti  skdsaného lieCiva alebo  suvisiaceho
produktu, alebo ak skuSané lieCivo schvdli FDA,
vyjednaji zmluvné strany v dobrej viere zmenu tejto
zmluvy tak, Ze (i) sa zniZi pocet ucastnikov klinického
skuSania, (ii) sa ukon¢i klinické skuSanie a/alebo (iii) sa
upravia ktorékol'vek d’alSie relevantné ustanovenia

tejto zmluvy

7)
po jeho predcasnom ukoncéeni zdravotnicke zariadenie

Ihned’ po dokonceni klinického skiSania alebo

a/alebo skudSajuci vypracuju a odosli PPD/zadavatel'ovi
spravu  obsahujiicu relevantné

o klinickom ako
charakterizované v protokole, medzi nimi tieZ vSetky

zéavereCnu vietky

informacie skudsani, sd
udaje a vysledky klinického skiSania. Okrem toho
vratia PPD a zadavatelovi vSetky doverné informécie,
ktorych st tito vlastnikmi a ktoré su takto definované v

tejto zmluve.

8)

po jeho pred¢asnom ukonceni bude vSetko nepouZité

Ihned’ po dokonceni klinického skiSania alebo

skdsané liecivo, zmesi, zariadenia a materidly sdvisiace
s klinickym skiSanim, ktoré boli zdravotnickemu
zariadeniu a/alebo skiuiSajicemu dodané zaddvatelom

the Study Drug is approved by FDA, the parties shall
negotiate, in good faith, a modification of this Agreement to
(i) reduce the number of subjects to be studied, (ii) terminate
the Study, and/or (iii) modify any other relevant provisions
of this Agreement.

7) Upon completion of the Study or earlier
termination thereof, Institution and/or Principal Investigator
shall prepare and forward a final report containing all
relevant information for the Study as described in the
Protocol, including all data and Study results to
PPD/Sponsor, and shall return all PPD and Sponsor
Confidential Information, as defined herein, to its respective

owner.

8)

thereof, all unused Study Drug, compounds, devices and

Upon completion of the Study or early termination

related Study materials furnished to Institution and/or
Principal Investigator by or on behalf of Sponsor or PPD
shall be returned to PPD/Sponsor.

alebo PPD alebo v ich mene, vratené
PPD/zadavatelovi.
XVIL XVIL
Etické spravanie Ethical Conduct
1) Zdravotnicke  zariadenie  askuSajuci sa | 1) Institution and Principal Investigator undertake that

zavizuji, Ze nebudd, ¢i uz priamo alebo nepriamo,
prostrednictvom akejkol'vek tretej strany poskytovat,
ponukat’ alebo sl'ubovat’ Ziadnu platbu, dar alebo ind
cennd vec Ziadnej osobe, aby takito osobu nepatricne
ovplyvnili alebo aby tito osoba bola zdravotnickemu
PPD, Greenphire alebo
necestného

skdsajucemu,
ndpomocnd pri

zariadeniu,
zadavatel'ovi
zvyhodnenia.

ziskavani

2) Zdravotnicke  zariadenie sa

zavizuji, Ze nebudd ¢i uZ priamo alebo nepriamo,

a skuiSajici
prostrednictvom akejkol'vek tretej strany prijimat,
schvalovat, ziskavat' ¢i poZadovat Ziadnu platbu, dar
alebo ind cenni vec od Ziadnej osoby, ktord im bude
pontknutd alebo dand ako odmena za nepatricné
ovplyvnenie nepatricného
ovplyvnenia zdravotnickeho zariadenia, skuSajiceho,

alebo so zamerom

PPD, Greenphire alebo zadavatela.

Institution and Principal Investigator shall not, directly or
indirectly through any third party, give, offer or promise any
payment, gift or other thing of value to any person in order to
improperly influence them or otherwise assist Institution,
Principal Investigator, PPD, Greenphire or the Sponsor in
obtaining an improper advantage.

2)
Institution and Principal Investigator shall not, directly or

Institution and Principal Investigator undertake that

indirectly through any third party, accept, agree or receive or
request any payment, gift or other thing of value from any
person offered or given as a reward for or with the intention of
improperly influencing Institution, Principal Investigator,
PPD, Greenphire or the Sponsor.
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XVIII.
Zaverecné ustanovenia

XVIIIL
Closing provisions

1) Kazda zo zmluvnych stran berie na vedomie, Ze
kazdé poruSenie vyhldseni alebo zaruk kedykol'vek
pocas platnosti tejto zmluvy predstavuje v kaZzdom
pripade porusenie tejto zmluvy so vSetkymi dosledkami
zakotvenymi v slovenskom pravnom poriadku pre
pripad nedodrZania zdvizkov vyplyvajicich z tejto
zmluvy. Nedodrzanie vyhldsenia alebo zaruky
znamend, 7e dané vyhldsenie alebo zdruka nie je
pravdivé/a, tiplné/a alebo spravne/a.

2) Vztahy, ktoré neupravuje tito zmluva, sa
riadia zdkonom ¢. 513/1991 z.z. (Obchodny z4konnik)
v jeho platnhom zneni, zdkonom ¢. 362/2011 z.z. o
liekoch a zdravotnickych pomdckach a o zmene a
doplneni niektorych zdkonov a vyhldskou ¢. 433/2011
z.z. o poziadavkich na klinické skuSanie a spravnu
klinicku prax v zneni neskorSich predpisov.

3) Podl'a zdkona ¢. 40/1964 z.z. v jeho
zneni nadobuda
zdravotnickym zariadenim platnost’
vsetkymi stranami  a u¢innost’
nasledujicim po dni zverejnenia zmluvy v Centrdlnom
V pripade, 7Ze sa na zdravotnicke
zdakon vztahuje, zavizuje
zdravotnicke zariadenie zverejnit
zmliv  do
dna,
zariadeniu

platnom

zmluva uzatvorend so Stitnym

podpisu
diiom

diiom
zmluvnymi

registri  zmluv.

zariadenie  tento sa
tito zmluvu v
(10)
bude
uplné
vyhotovenie zmluvy. Zdravotnicke zariadenie si je
vedomé toho, Ze rozpocet klinického skiiSania protokol

Centrdlnom  registri desiatich

pracovnych  dni  odo v ktorom

zdravotnickemu dorucCené

je dovernou informdciou aje duSevnym vlastnictvom
zaddvatela, aZe nebude zverejneny ako priloha
k zmluve. Této zmluva je zdvidznd pre zmluvné strany,

jej nastupcov a jej schvélenych asignatrov.

Zdravotnicke zariadenie tymto vyhlasuje, Ze spina
podmienky definicie povinnej osoby v zmysle
ustanovenia § 2 ods.3 zakona ¢. 211/2000 Z.z. o
slobodnom pristupe k informécidm v zneni neskorSich
predpisov, a Ze tito zmluva je uzatvorend v ramci
bezného obchodného styku avrozsahu jej predmetu
podnikania (opravnenia k vykonu ¢innosti).
Zdravotnicke zariadenie sa tymto zavidzuje, Ze vysSie
uvedené vyhldsenia v Case uzatvorenia tejto zmluvy sd a
pocas celého trvania tejto zmluvy ostand pravdivé,
Uplné a sprdvne. V pripade, Ze nastala ¢i nastane zmena,
dprava Ci ind okolnost, ktord je spdsobild ovplyvnit
akukol'vek skutoc¢nost’, na zaklade ktorej zdravotnicke

1) Each of the Parties acknowledge that any breach of
representations or warranties at any time during the validity
of this Agreement represents in any case a breach of this
Agreement with all consequences provided for in Slovak
law for the case of failure to fulfil obligations under this
Agreement. Breach of a representation or a warranty means
that the representation or warranty is not true, complete or
correct.

2) Relationships not covered by this Agreement are
governed by Act. no. 513/1991 Coll., of the Commercial
Code, as amended, Act. no. 362/2011 Coll., on Drugs and
Health Devices, as amended and Decree no. 433/2011 Coll.
on Requirements for Clinical Studies and Good Clinical
Practice, as amended.

3) Pursuant to Act no 40/1964 Coll as amended, the
Agreement concluded with a state run Institution becomes
valid upon the date of the signature by all the Parties and
effective the day following the date of the publication of
the Agreement in the Central Register of Contracts. In case
this Act applies to the Institution, the Institution agrees to
publish the Agreement in the Central Registry of Contracts
within ten (10) business days from the date the Institution
has received the fully executed Agreement. The Institution
takes into account that the Study budget and the Protocol is
confidential and the intellectual property of Sponsor, and
will not be published as an Appendix to the Agreement. This
Agreement shall be binding upon the Parties, their
successors and permitted assignees.

The Institution declares to qualify for the definition of the
obliged person under section 2 subsection 3 of Act no.
211/2000 Coll. on Free Access to Information, as amended.
The Institution further declares that this Agreement falls
within its ordinary course of business and its commercial
activities (trades). The Institution shall demonstrably inform
the Sponsor reasonably in advance of any such situation and
shall without undue delay agree with the Sponsor in a legally
enforceable way on the method to resolve this situation
while this Agreement and its purpose and scope will be
fulfilled and complied with at the same or similar time frame
and for the same or similar costs as agreed herein. Should
any of the abovementioned undertakings of the Institution
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zariadenie urobilo vysSie uvedené vyhldsenia, zavdzuje
sa zdravotnicke zariadenie o tom vopred preukazatelne
informovat’ zadavatel'a a bez zbyto¢ného odkladu s nim
dohodnit’ rieSenie tejto situdcie, ktoré musi platne
a uc¢inne zabezpelit, aby bol rozsah atcel zmluvy
splneny vrovnakom, alebo ¢o najviac podobnom
Casovom obdobi a za rovnaké, alebo ¢o najviac
podobné ndklady ako je dohodnuté v tejto zmluve. V
pripade, Ze sa akékol'vek z vysSie uvedenych zavizkov
zdravotnickeho zariadenia ukdzu ako nepravdivé,
netplné, alebo nesprdvne, v dosledku ¢oho bude okrem
iného tito zmluva povaZovand za neplatnd, zavizuje sa
zdravotnicke zadavatel'ovi

zariadenie nahradit’

vzniknutd Skodu.

4) Ziadna zo zmluvnych strdn nemdZu  tito
zmluvu previest' alebo postipit’ bez vopred udeleného
pisomného suhlasu ostatnych zmluvnych stran tejto
zmluvy s vynimkou toho, Ze PPD mdze previest’ celd
zmluvu alebo jej Cast na zaddvatela bez nutnosti
predchddzajiceho pisomného sihlasu zdravotnickeho
zariadenia.

5) Ziadne zrieknutie sa priva alebo zhovievavost
zo strany ktorejkol'vek zmluvnej strany vo vztahu
k poruseniu ktoréhokol'vek z ustanoveni tejto zmluvy
nemozno povazovat’ za také, Ze by zakladalo zrieknutie
sa prava vo vztahu k akémukol'vek d’alSiemu poruseniu
niektorého z ustanoveni tejto zmluvy.

6) Zmluvné strany sa zavdzuji, Ze budud
dodrziavat’ vSetky ustanovenia tejto zmluvy, ktorych
ucinnost’ je dlhSia ako doba trvania zmluvy, a to aj po

zrusSeni klinického skdSania.

7) Okrem zdruk vyslovne uvedenych v tejto
zmluve neddva PPD ani zaddvatel vo vztahu ku
klinickému  skdSaniu, skdSanému lieGivu  alebo
akymkol'vek materidlom alebo procesom upravenym
touto zmluvou nijaké zdruky, ¢i uz vyslovné alebo
implicitné; tym sa, okrem iného, myslia aj akékol'vek
zaruky predajnosti alebo vhodnosti na konkrétny tcel.
Okrem pripadov, ktoré sa vyslovne uvddzaji v tejto
zmluve, nezodpovedd PPD ani zaddvatel za nijaké
nasledné, trestné, nepriame alebo iné Skody, ktoré by
v dosledku klinického skuSania utrpeli zdravotnicke
zariadenie alebo skiiSajuci alebo ini.

8) Tato  zmluva v troch
rovnopisoch, po jednom pre zdravotnicke zariadenie,

skdsajiceho a zaddvatela.

sa  vyhotovuje

prove to be false, incorrect or incomplete and as a result of
which this Agreement would in particular be considered to
be void or invalid, the Institution undertakes to reimburse
the Sponsor for any and all damages.

4) This Agreement may not be assigned or transferred
by any of the Parties without the prior written consent of the
other Parties to this Agreement, except that PPD may assign
all or part of this Agreement to Sponsor without need for
prior written consent from Institution.

5) Any waiver or forbearance by any Party with
respect to a breach of any provision of this Agreement shall
not be deemed to constitute a waiver with respect to any
subsequent breach of any provision hereof.

6) The Parties agree that they will observe all the
provisions of this Agreement, which last longer than the
term of the Agreement, even after termination of the Study.

7) Except as expressly stated herein, PPD and Sponsor
make no warranties, expressed or implied, with respect to
the Study, the Study Drug or any materials or processes
provided hereunder, including without limitation any
warranties of merchantability or fitness for a particular
purpose.
Sponsor shall not be liable for any consequential, punitive,
indirect, or other damages suffered by Institution or
Principal Investigator or any others as a result of the Study.

Except as expressly stated herein, PPD and

8)
which the Institution, the Principal Investigator and Sponsor
shall receive one.

This Agreement is made in three counterparts, of
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9) Zmeny adoplnenia tejto zmluvy moZno | 9) Changes and supplements to this Agreement may
vykonat’ iba formou pisomnych dodatkov k nej, pokial | be made only by written amendment hereto, unless
nie je inak dohodnuté. otherwise agreed hereunder.
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Na dokaz svojho sihlasu s touto zmluvou ju zmluvné | In witness of their consent to this Agreement, the
strany podpisuju. Parties have signed below.

FOR SPONSOR / za zadavatel’a
PPD Investigator Services LLC
in the name of Sponsor/ PPD Investigator Services LLC v mene zaddvatel’a

Podpis / Signature:

Meno / Name:

Funkcia / Title:

Datum / Date:

Zdravotnicke zariadenie / Institution:

Podpis / Signature:

Meno / Name:

Funkcia / Title:

Datum / Date:

Skiisajici / Principal Investigator:

Podpis / Signature:

Meno / Name:

Funkcia / Title:
Détum / Date:
Zoznam priloh k tejto zmluve: List of exhibits to this Agreement:
Priloha A: Platobny kalendar Exhibit A: Payment Schedule
Priloha B: DodrZiavanie protikorupénych zdkonov Exhibit B: Anti-corruption compliance
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Priloha A - Platobny kalendar Exhibit A — Payment Schedule

K zmluve medzi: To an Agreement between:

Kodiak Sciences Inc Kodiak Sciences Inc

Zdravotnicke zariadenie: Institution:

Fakultna nemocnica Trenéin Fakultna nemocnica Trenéin

Skasajuci: Principal Investigator:

MUDr. Marek Kacerik, PhD. MUDr. Marek Kacerik, PhD.

Zaddvatel’: Kodiak Sciences Inc Sponsor: Kodiak Sciences Inc

Protokol ¢. KS301P104 Protocol # KS301P104

Platby: Platby je potrebné poukazovat na | Payments: Payment should be made to the
nasledujici Gcet prijemcu platieb (dalej len | following account of the payee (further, the
~prijemca platieb"): “Payee”):

Prijemca platieb- Zdravotnicke zariadenie / Payee - Institution:
Prijemca platieb/Payee Name: Fakultna nemocnica Trencin
DIC/Tax ID No.: 2021254631

N4zov a adresa banky/Bank name and address: Stitna pokladnica

IBAN: SK23 8180 0000 0070 0028 0438

SWIFT: SPSRSKBAXXX

VS/Reference No.:

Kontakt prijemcu platieb pre platby a fakturacie/Payee contact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name of responsible person, phone, email):

Prijemca platieb- Skusajuci / Payee — Principal Investigator:
Prijemca platieb/Payee Name: MUDr. Marek Kacerik, PhD.
DIC/Tax ID No.:

Nézov a adresa banky/Bank name and address:
IBAN:

SWIFT:
VS/Reference No.:
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Kontakt prijemcu platieb pre platby a fakturacie/Payee contact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name of responsible person, phone, email):

Prijemca platieb- / Payee —
Prijemca platieb/Payee Name: MUDr. Zuzana Sulavikova
DIC/Tax ID No.:

Nézov a adresa banky/Bank name and address:

IBAN:

SWIFT:

VS/Reference No.:

Kontakt prijemcu platieb pre platby a fakturacie/Payee contact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name of responsible person, phone, email):

Prijemca platieb/ Payee
Prijemca platieb/Payee Name: MUDr. Alexandra Kallova
DIC/Tax ID No.: NA

Nézov a adresa banky/Bank name and address:

IBAN:

SWIFT:

VS/Reference No.: protocol no

Kontakt prijemcu platieb pre platby a fakturacie/Payee contact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name of responsible person, phone, email):

Prijemca platieb/ Payee
Prijemca platieb/Payee Name: MUDr. Daniel Klanek
DIC/Tax ID No.: NA

Nézov a adresa banky/Bank name and address:

IBAN:

SWIFT:

VS/Reference No.: protocol no.

Kontakt prijemcu platieb pre platby a fakturacie/Payee contact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name of responsible person, phone, email):

Prijemca platieb- Skusajuci / Payee
Prijemca platieb/Payee Name: MUDr. Jamshed Anwarzai
DIC/Tax ID No.:

Nézov a adresa banky/Bank name and address:

IBAN:

SWIFT:

VS/Reference No.:

Kontakt prijemcu platieb pre platby a fakturacie/Payee contact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name of responsible person, phone, email):

KS301P104_Slovak Republic_PI Kacerik_PPD-Inst-PI Agreement 28/46
Template Version December 2017_Approved for signature PP 11Mar2021



PPD and Sponsor Confidential Information

Prijemca platieb/ Payee
Prijemca platieb/Payee Name: Martina Hanicova
DIC/Tax ID No.:

N4zov a adresa banky/Bank name and address:

IBAN:

SWIFT:

VS/Reference No.:

Kontakt prijemcu platieb pre platby a fakturacie/Payee contact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name of responsible person, phone, email):

Prijemca platieb/ Payee
Prijemca platieb/Payee Name: Karolina Kafkova
DIC/Tax ID No.:

N4zov a adresa banky/Bank name and address:

IBAN:

SWIFT:

VS/Reference No.:

Kontakt prijemcu platieb pre platby a fakturacie/Payee contact for payments and invoicing:
(meno zodpovedné osoby, telefén, email/Name of responsible person, phone, email):

Prijemca platieb/ Payee 5
Prijemca platieb/Payee Name: Zuzana Sustykevicova
DIC/Tax ID No.:

Nézov a adresa banky/Bank name and address:

IBAN:

SWIFT:

VS/Reference No.:

Kontakt prijemcu platieb pre platby a fakturacie/Payee contact for payments and invoicing: (meno
zodpovedné osoby, telefén, email/Name of responsible person, phone, email):

Faktury: Invoices:
Zaddvatel pre vietky platby v rdmci klinickej Sponsor shall utilize a web-based electronic
Stidie pouZije , elektronicky platobny systém payment system, (“eClinicalGPS”) for all Study

zaloZeny na webe (,,eClinicalGPS*) tak akojeto | payments as agreed in the budget.
dohodnuté v rozpo&te. eClinicalGPS je majetkom | eClinicalGPS is owned, supported, and

spolo¢nosti Sponsor (,,Greenphire.) a je nim maintained by Sponsor’s designated payment
podporovany a udrZiavany a je uréeny na agent, (“Greenphire.”) and is intended to
automatizéciu $tudijnych platieb pomocou automate Study payments by using entered
zadanych udajov EDC a poZiadaviek dohody EDC data and site Agreement requirements at
s centrom uvedenych na webovej stranke www.eclinicalgps.com.

www.eclinicalgps.com.
eClinicalGPS will generate an invoice

eClinical GPS vygeneruje faktiru podl'a according to the Visit schedule, as set out in
harmonogramu névstev stanovenych v rozpodte the budget, for Subjects participating in the
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pre subjekty zicastiiujice sa na Stidii, ktoré
sponzor dostal vyplnené v (elektronickych)
formularoch pripadovych sprav (CRF / eCRF).
Vsetky d’alSie platby v ramci dohody mimo
harmonogramu navstev (,,ictovatel'né polozky*)
sa pozaduju v eClinical GPS spolu s
naskenovanymi dokumentami vSetkych
potvrdeniek alebo pripadne inej potrebnej
dokumenticie.

Po schvéleni nespornych sim sponzorom
eClinical GPS odosle platbu na centrum vybranym
spdsobom kontroly alebo elektronickym
prevodom. Pre podporu vyrovnania alebo
schvdlenia tGctu poslite e-mail na adresu
siteinvoices @kodiak.com. Pokial’ ide o podporu
Greenphire, vritane otdzok tykajicich sa platieb,
poslite e-mail na adresu support@ greenphire.com.

Ak je to potrebné, faktiry vygenerované webom je
mozné importovat’ do eClinical GPS. Faktury
generované webom tykajice sa tejto Stidie sa
vystavia pre:

Kodiak Sciences Inc.

1200 Page Mill Rd.

Palo Alto, CA 94304

US.A

Email: siteinvoices@kodiak.com

Vsetky faktiiry za platby za Stddie, ako st uvedené
v rozpocte a ¢asovom plane platieb, by mali byt
predloZené sponzorovi a nim menovanému
zastupcovi Greenphire do 90 dnf po vzniku
prislusnych vydavkov, aby sa zabezpecilo
preplatenie vykonanych prac. Faktiry odoslané na
platbu musia byt’ spravne a musia obsahovat’
okrem iného:

- Cislo protokolu

- Nézov inStitdicie

- PI meno

- Cislo faktiry na webe (ak je k dispozicii)

- Podrobny rozpis ndkladov

- Ddtum predloZenia faktdry

Fakturaéna adresa:

Study that Sponsor has received completed
(electronic) Case Report Forms (CRFs/eCRF).
All other payments in the Agreement outside of
the Visit schedule (“Invoiceable Payments”)
shall be requested in eClinical GPS along with
the scanned images of any receipts or other
necessary documentation, if applicable.

Upon Sponsor approval of undisputed
amounts, eClinicalGPS will send a payment to
the Site via the selected method of check or
electronic transfer. For account reconciliation
or approval support, please email
siteinvoices@kodiak.com.  For Greenphire,
support, including inquiries relating to
payment, please email
support@greenphire.com.

If required, site generated invoices can be
imported into eClinicalGPS. Site generated
invoices pertaining to this Study shall be
issued to:

Kodiak Sciences Inc.

1200 Page Mill Rd.

Palo Alto, CA 94304

U.S.A

Email: siteinvoices@kodiak.com

All invoices for Study payments, as outlined in
the budget and payment schedule, should be
submitted to Sponsor and its designee
Greenphire within 90 days following the
occurrence of the applicable expense to
ensure reimbursement for work
performed. Invoices submitted for payment
must be correct and include but not limited to:

- Protocol Number

- Institution Name

- PI Name

- Site Invoice Number (if applicable)

- Itemized detail of costs

- Date of Invoice submission

Invoicing address:

Kodiak Sciences Inc.
1200 Page Mill Rd.
Palo Alto, CA 94304
US.A
Email: siteinvoices@kodiak.com
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Zasielatel'ska adresa:

Shipping address:

siteinvoices@kodiak.com

V  koépii/fakturyPPDSK.sm@ppd.com s oznaéenim:

¢isla protokolu, meno Hlavného

skusajiceho, meno PPD monitora Studie (pokial je zname) a monitorovi klinického skugania

(CRA

Copy to: fakturyPPDSK.sm@ppd.com with following details: Protocol number, name of the
Principal Investigator, PPD Clinical Trial monitor name (if known) and Study monitor (CRA).

Nabor pacientov: Zdravotnicke zariadenie a
skusajluci bert na vedomie, Ze ide o klinické
sku$anie, ktorého ciefom je vyhodnotenie
vopred dohodnutého poctu  G&astnikov
klinického skisania. Od skisajuceho sa bude
oCakavat, Ze vynalozi v8etko potrebné Usilie
na zaradenie Uc€astnikov skuSania v zmysle
tejto zmluvy. Po dokonéeni naboru ciefového
poc¢tu Uc€astnikov skuSania pre celé klinické
skuSanie bude zdravotnicke zariadenie o tejto
skuto¢nosti informované a dostane pokyn,
aby vzaradovani (c€astnikov skiSania uz
nepokracovalo.

Enrollment: The Institution and Principal
Investigator acknowledge that this is a Study
designed to evaluate a set number of Study
Subjects. The Principal Investigator will be
expected to apply best efforts for enroliment as
provided for under the Agreement. When
enrollment of the target number of Study
Subjects for the entire Study is complete. The
Institution will be notified and instructed not to
continue enrolling Study Subjects.

Za klinické skusanie sa plati takto:

The Study shall be payable as follows:

Naklady na jeden subjekt skdSania (pacienta):
Prijemcovi platieb bude nahradené za kazdého
dokonceného  a vyhodnotitelného  tcastnika
klinického skidSania, ako sa tento definuje v d’alSom
texte, podla sadzieb stanovenych v nizsie
uvedenych platobnych tabulkdch. Platby budui
navySené o DPH, v pripade uctovania v silade
s platnymi pravnymi predpismi, zniZenych o desat’
percent (10%). Platby sa budd uskutociiovat
polro¢ne v eurdch a budid sa nahradzat’ na zaklade
uskuto¢nenych navstev overenych
v elektronickych ~ zdznamovych  formuldroch
ucastnika klinického skidSania (eCRF) a po prijati
spravnej faktiry s podrobnym rozpisom poloZiek.
Dokonéeny a vyhodnotitelny ucastnik klinického
skiSania sa definuje takto: (i) vSetky procediry sa
musia vykonat podla protokolu a Smernic ICH
GCP, (ii) kazdy ucastnik klinického skdsania moze
byt zaradeny jedine podla zaradovacich /
vyrad’ovacich kritérif a (iii) vSetky udaje su presne
atplne zdokumentované. V pripade, Ze ucastnik
klinického skiiSania neabsolvuje vSetky ndvStevy
podla $pecifikécii protokolu, PPD je povinna za
takyto subjekt skiSania zaplatit’ len pomernd Cast’
za absolvované ndvStevy na zdklade eCRF.

Cost Per Study Subject (patient): The Payee will
be paid per completed and evaluable Study
Subjects as defined below based on the rates set
forth in the payment tables below, plus VAT if
charged in accordance with applicable legal
regulations, less ten percent (10%) withholding.
Payments will be made on a bi-annualy basis in
EURO and will be based on data entered in subject
electronic case report forms (eCRF’s).

A complete and evaluable Study Subjects is defined
as follows: (i) all procedures must be performed
according to the Protocol and ICH GCP guidelines,
(ii) a patient shall only be included according to the
inclusion/exclusion criteria, and (iii) all data are
documented accurately, completely. In the event that a
Study Subjects does not complete all visits as
specified in the Protocol, Sponsor and its designee
Greenphire shall only be obligated to make
payment for such subject on a pro-rated, completed
visit, and eCRF basis.
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Netispesné zaradenie: Prijemcovi platieb bude
nahradend suma podla tabul’ky platieb nizsie pri
maximalnom pocte 5 netdspesSnych alebo do vysky
50% z celkového poctu zaradenych dcastnikov
klinického skii$ania, podl'a toho, ¢o je viac.
Akékolvek dalsia Uhrada si bude vyZadovat
pisomny suhlas sponzora.

Pre tdcely tejto zmluvy sa pod pojmom netspeSné
zaradenie rozumie kaZzdy ucastnik klinického
skdSania, ktory najskor zdanlivo splituje kritérid pre
skrining, podpiSe tlacivo informovaného sihlasu,
absolvuje skrining, avSak do klinického skuiSania
zaradeny nie je. Platba za netispe$né zaradenia sa
vyplati vysSie uvedenému prijemcovi platieb po
doruceni spravnych faktir s podrobnym rozpisom
poloZziek sponzorom/ Greenphire.

Screen Failures: The Payee will be reimbursed for
five (5) Screen Failures per the table of payments
below or up to 50% of total patients enrolled,
whichever is higher, at the rate set forth in the
budget.

Any further reimbursement will require written
Sponsor approval.

For purposes of this Agreement, a Screen Failure
shall mean any Study Subjects, who initially
appears to meet the criteria for screening, signs the
informed consent form, completes the screening
visit but is not randomized into the Study.
Payment for Screen Failures will be payable to the
above listed Payee based upon the receipt of correct
and itemized invoices by Sponsor/Greenphire from
Institution.

Lekarenské poplatky: Prijemcovi platieb sa
vyplati kompenzéacia podfa tabulky platieb
nizS§ie za lekarenské poplatky. Tato
kompenzacia sa vyplaca kazdych Sest (6)
mesiacov po dobu trvania klinického skusania,
ato pocnuc zapisom prvého UcCastnika
klinického skuSania a bez ohladu na pocet
zapisanych G€astnikov klinického sku$ania.
Platba sa vyplati po doru€eni spravnej faktary
s podrobnym rozpisom poloziek sponzorom/
Greenphire.

Pharmacy Fees: The Payee will receive
reimbursement as per table of payment below
for Pharmacy fees, payable every six (6)
months for the duration of the Study, beginning
with the enrollment of the first Study Subject,
regardless of the number of enrolled Study
Subjects. Payment will be made upon receipt
of a correct and itemized invoice by
Sponsor/Greenphire from Institution..

Refundacné poukazky pre subjekty:
Naklady Gc¢astnika klinického skuSania, ktoré
mu vznikli v spojitosti so stravovanim a/alebo
dopravou na navStevy az navstev vramci

klinického skuSania podla poziadaviek
protokolu sa kazdému subjektu refunduju vo
forme stravnych poukazok na sumu

stanovenu v rozpocte za kazdu planovanu
navstevu. Za vedenie U(c¢tovnej evidencie
v8etkych pouzitych a nepouzitych stravnych
poukdzok zodpoveda sku$ajuci. Vydavanie
poukdzok bude monitorovat PPD v ramci
pravidelnych monitorovacich navstev.

Subject Reimbursement Vouchers: Study
Subject costs incurred for meals and/or
transportation to and from Study visits as
required by Protocol shall be reimbursed to
each Study Subject per scheduled visit in the
form of meal vouchers in the amount set forth
in the budget.

The Principal Investigator shall be responsible
for keeping an accounting log of all used and
unused vouchers. The provision of vouchers
shall be monitored by PPD during regular
monitoring visits.

Neplanované navstevy: Neplanovana
navSteva sa definuje navSteva U(cCastnika
klinického sku$ania, ktora nie je vyslovne
predpisana protokolom, avSak inak je pre
Ucely klinického sku8ania nevyhnutna. Za
neplanované navstevy sa bude vyplacat suma
podla tabulky platieb nizSie po doruceni
spravnej faktiry s podrobnym rozpisom
poloZiek sponzorom/ Greenphire.

Unscheduled Visits: An Unscheduled Visit is
defined as a Study Subjects visit which is not
expressly set forth in the Protocol, but is
otherwise required for the Study. Unscheduled
Visits will be reimbursed in the amount set forth
in the budget table below upon receipt of a
correct and itemized invoice by
Sponsor/Greenphire from Institution...
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Poplatok za zacatie Stiidie: Jednorazova nevratna
platba za ¢innosti spojené so zacatim Stidie bude
inStitdcii splatnd vo vyske stanovenej v rozpocte
po potvrdeni sihlasu IRB / ES, dplnom vykonani
dohody a dokonceni. akychkol'vek poZziadaviek na
predstudovanie, ako sui Specifikované sponzorom
alebo PPD

Study Start-up Fee: A one-time non-
refundable payment  for Study start-up
activities will be payable at the rate set forth in
the budget to the Institution upon confirmation
of IRB/EC approval, full execution of the
Agreement, and completion of any pre-Study
requirements as specified by Sponsor or PPD

Skladovanie a archivacia zaznamov: Instittcii
sa bude platit’ jednorazovy poplatok za uloZenie a
archivéciu zdznamov vo vySke stanovenej v
rozpocte na tcely dosiahnutia stladu s touto
dohodou. Institicii bude tento poplatok zaplateny
po vykonani tejto dohody, potvrdeni zasadnutia a
schvilenia IRB / EC a splneni poziadaviek pred
Stidiou, ako ich Specifikuje sponzor alebo PPD.

Record Storage and Archiving: A one-time
record storage and archiving fee will be paid
to the Institution at the rate set forth in the
budget for purposes of compliance with this
Agreement. Institution will be paid this fee
upon execution of this Agreement,
confirmation of IRB/EC meeting and approval,
and completion of pre-Study requirements as
specified by Sponsor or PPD.

Poplatok za preskiimanie naboru: Jednorazova
platba za aktivity spojené s kontrolou pred
naborom bude institdcii splatnd vo vyske
stanovenej v rozpocte po prijati spravnej a
podrobnej faktiry od sponzora / Greenphire od
institdcie.

Chart Review Recruitment Fee: A one-time
payment for pre-enroliment chart review
activities will be payable to the Institution at
the rate set forth in the budget upon receipt of
correct and itemized invoice by
Sponsor/Greenphire from Institution.

Poplatky centrdlnemu laboratériu: Za
naklady Centralneho laboratéria zodpoveda
zadavatel a zadavatel bude tieto naklady
hradit nezavisle od tejto zmluvy.

Central Laboratory Fees: Central Laboratory
costs are the responsibility of the Sponsor and
will be paid by the Sponsor apart from this
Agreement.

Zaverecna platba: Zaverecna platba, spolu
s0 zadrznym desat percent (10%) bude
splatna ihned po zaverecnej navsteve a ihned
po doruceni nasledujuceho: (i) vSetkej
dokumentacie o klinickom skdsani, (ii)
prehladu za vSetko nepouzité skusané liecivo,
(iii)  vSetkych  vyplnenych zaznamovych
formularov Uc€astnika klinického sku3ania
aspravne vyrieSenych otazok ztychto
formularov a (iv) vSetkych doplnenych
a opravenych poziadaviek zo strany PPD
alebo zadavatela tykajlucich sa Udajov
a evidencie klinického sku$ania. Prijemca
platieb bude mat lehotu tridsat (30) dni odo
dna prijatia zavere¢nej platby na to, aby podal
namietky voci akymkolvek nezrovnalostiam v

platbach, ku ktorym doSlo v priebehu
klinického skusania.
Kone¢né faktiry musia byt predlozené

sponzorovi a jeho zastupcovi Greenphire do
60 dni od zaverecCnej navstevy institucie.
Faktury prijaté po uplynuti tejto doby nemusia
byt uhradené. Kone¢na platba bude
spracovand po  vykonani  kone¢ného

Final Payment: The final payment to include
the ten percent (10%) withholding will be
payable upon completion of the close-out visit
and upon receipt of the following: (i) all Study
documentation, (ii) the accountability of all
unused Study Drug, (iii) all completed and
correct eCRFs/queries and (iv) any
clarification requests made by PPD or Sponsor
regarding Study data or records. The Payee
will have thirty (30) days from the receipt of
final payment to dispute any payment
discrepancies during the course of the Study.

Final invoices must be submitted to Sponsor
and its designee Greenphire within 60 days of
Institution’s Study close-out visit. Invoices
received after this time may not be reimbursed.
Final payment will be processed after final
reconciliation is performed and will include
withholding and/or any outstanding payment to
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vyrovnania a bude obsahovat zadrzanie a /
alebo v8etky neuhradené platby intitacii. Ak
stranka nema neuhradend platbu, dalSie
platby sa neuskuto¢nia

Institution. If site has no outstanding payment
no additional payments shall be made

Bez predchddzajuceho pisomného suhlasu
zadavatela alebo spolocnosti PPD sa
nebudu brat do uvahy Ziadne iné
dodatoéné Ziadosti o financovanie.

No other additional funding requests will
be considered without the prior written
consent of Sponsor or PPD.

Tabulky platieb / Table of Payments

Tabul’ka platieb pre zdravotnicke zariadenie / Table of payment for Institution

Visit

Cost
Visit Name EUR
Screening D-21 to D-1 487,8
Day 1 297.9
Week 1 178,2
Week 4 264
Week 8 264
Week 12 291,6
Week 16 2739
Week 20 2739
Week 24 271,5
Week 28 264
Week 32 264
Week 36 291,6
Week 40 264
Week 44 264
Week 48 264
Week 52 535,5
Week 56 264
Week 60 264
Week 64 264
Week 68 264
Week 72 264
Week 76 299,1
Week 80 264
Week 84 264
Week 88 264
Week 92 264
Week 96 264
Week 100 264
Week 104/ET 449,7
Week 108 40,8
Total Cost 84435
Per Completed Patient

KS301P104_Slovak Republic_PI Kacerik_PPD-Inst-PI Agreement

34/46

Template Version December 2017_Approved for signature PP 11Mar2021




PPD and Sponsor Confidential Information

Selected

Name Cost

EUR

Archiving/Document storage/
per site 120,3
Pharmacy set-up fee 150
Pharmacy Maintenance fee

(6 monthly) 60
Site Start-up Costs 200,00
Pre-enrollment Chart review 91,94

.. . Total

Additional invoiced Procedures EUR
Screen failures 487.8
Unscheduled visits 112,2
Urine pregnancy test (a) 2,4
Serum pregnancy test (a) 4,8
Patient Travel Reimbursement 6
OCT-Angiography* 37,5

Fellow Eye anti-VEGF injection

(medication not included) 63,96

*Applicable for and to be invoiced by Selected Sites only that have the required equipment / Plati pre vybrane
centra a bude fakturovana iba na vybratych strankach, ktoré maja pozadované vybavenie
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Tabul’ka platieb pre hlavného skiisajiceho / Table of payment for Principal Investigator

Visit Name

Visit
Cost
EUR

Screening D-21 to D-1

Day 1

Week 1

Week 4

Week 8

Week 12

Week 16

Week 20

Week 24

Week 28

Week 32

Week 36

Week 40

Week 44

Week 48

Week 52

Week 56

Week 60

Week 64

Week 68

Week 72

Week 76

Week 80

Week 84

Week 88

Week 92

Week 96

Week 100

Week 104/ET

Week 108

Total Cost
Per Completed Patient

Name
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Selected
Cost
EUR
Archiving/Document storage/
per site
Pharmacy set-up fee
Pharmacy Maintenance fee
(6 monthly)
Pre-enrollment Chart review
. . Total
Additional invoiced Procedures EUR

Screen failures

Unscheduled visits

Urine pregnancy test (a)

Serum pregnancy test (a)

Patient Travel Reimbursement

OCT-Angiography*

Fellow Eye anti-VEGF injection
(medication not included)

PPD and Sponsor Confidential Information

*Applicable for and to be invoiced by Selected Sites only that have the required equipment / Plati pre vybrane

centra a bude fakturovana iba na vybratych strankach, ktoré maja pozadované vybaveni
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Tabul’ka platieb pre / Table of payment for MUDr. Zuzana Sulavikova

Visit Name

Visit Cost
EUR

Screening D-21 to D-1

Day 1

Week 1

Week 4

Week 8

Week 12

Week 16

Week 20

Week 24

Week 28

Week 32

Week 36

Week 40

Week 44

Week 48

Week 52

Week 56

Week 60

Week 64

Week 68

Week 72

Week 76

Week 80

Week 84

Week 88

Week 92

Week 96

Week 100

Week 104/ET

Week 108

Total Cost
Per Completed Patient
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Tabul’ka platieb pre / Table of payment for MUDr. Alexandra Kallova

Visit Name

Visit Cost
EUR

Screening D-21 to D-1

Day 1

Week 1

Week 4

Week 8

Week 12

Week 16

Week 20

Week 24

Week 28

Week 32

Week 36

Week 40

Week 44

Week 48

Week 52

Week 56

Week 60

Week 64

Week 68

Week 72

Week 76

Week 80

Week 84

Week 88

Week 92

Week 96

Week 100

Week 104/ET

Week 108

Total Cost
Per Completed Patient
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Tabul’ka platieb pre / Table of payment for MUDr. Daniel Klanek

Visit Name

Visit Cost
EUR

Screening D-21 to D-1

Day 1

Week 1

Week 4

Week 8

Week 12

Week 16

Week 20

Week 24

Week 28

Week 32

Week 36

Week 40

Week 44

Week 48

Week 52

Week 56

Week 60

Week 64

Week 68

Week 72

Week 76

Week 80

Week 84

Week 88

Week 92

Week 96

Week 100

Week 104/ET

Week 108

Total Cost
Per Completed Patient
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Tabul’ka platieb pre / Table of payment for MUDr. Jamshed Anwarzai

Visit Name

Visit Cost
EUR

Screening D-21 to D-1

Day 1

Week 1

Week 4

Week 8

Week 12

Week 16

Week 20

Week 24

Week 28

Week 32

Week 36

Week 40

Week 44

Week 48

Week 52

Week 56

Week 60

Week 64

Week 68

Week 72

Week 76

Week 80

Week 84

Week 88

Week 92

Week 96

Week 100

Week 104/ET

Week 108

Total Cost
Per Completed Patient
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Tabul’ka platieb pre / Table of payment for MUDr. Martina Hanicova

Visit Name

Visit Cost
EUR

Screening D-21 to D-1

Day 1

Week 1

Week 4

Week 8

Week 12

Week 16

Week 20

Week 24

Week 28

Week 32

Week 36

Week 40

Week 44

Week 48

Week 52

Week 56

Week 60

Week 64

Week 68

Week 72

Week 76

Week 80

Week 84

Week 88

Week 92

Week 96

Week 100

Week 104/ET

Week 108

Total Cost
Per Completed Patient
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Tabul’ka platieb pre / Table of payment for MUDr. Karolina Kafkova

Visit Name

Visit Cost
EUR

Screening D-21 to D-1

Day 1

Week 1

Week 4

Week 8

Week 12

Week 16

Week 20

Week 24

Week 28

Week 32

Week 36

Week 40

Week 44

Week 48

Week 52

Week 56

Week 60

Week 64

Week 68

Week 72

Week 76

Week 80

Week 84

Week 88

Week 92

Week 96

Week 100

Week 104/ET

Week 108

Total Cost
Per Completed Patient
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Tabul’ka platieb pre / Table of payment for MUDr. MUDr.Zuzana Sustykeviéové

Visit Name

Visit Cost
EUR

Screening D-21 to D-1

Day 1

Week 1

Week 4

Week 8

Week 12

Week 16

Week 20

Week 24

Week 28

Week 32

Week 36

Week 40

Week 44

Week 48

Week 52

Week 56

Week 60

Week 64

Week 68

Week 72

Week 76

Week 80

Week 84

Week 88

Week 92

Week 96

Week 100

Week 104/ET

Week 108

Total Cost
Per Completed Patient
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Priloha B
Dodrziavanie protikorupénych zakonov

Exhibit B
Anti-Corruption Compliance

Zdravotnicke zariadenie a skuSajuci suhlasia, Ze ani
nepodniknd Ziadnu c¢innost, ani nevyvolaji, nedovolia
podniknutie, priamo ani nepriamo prostrednictvom tretej
osoby, Ziadnej Cinnosti, ktord (i) je nelegdlna podla
akéhokol'vek zdkona, predpisu, alebo (ii) by spdsobila, Ze
PPD/zadavatel/Greenphire by porusila zdkon USA
o zahrani¢nych korup¢nych praktikdch, zakon Spojeného
kralovstva o korupcii alebo iné platné protikorupéné
zakony (spolo¢ne ,,protikorupéné zakony*).

Zdravotnicke zariadenie a skuSajici nebudd priamo ani
nepriamo prostrednictvom tretej osoby poskytovat’,
pontikat’ ani sl'ubovat’ akiikol'vek platbu, dar alebo iné
nepenazné plnenie, a to Ziadnemu ,,vlddnemu uradnikovi‘
(tak ako je definovany v tejto prilohe) ako osobe, s cielom
neprimerane (i) ovplyvnit' akékol'vek oficidlne konanie
alebo rozhodnutie tohto vladneho uradnika, alebo (ii) inak
napomdhatzadavatelovi a Greenphire a PPD alebo
lokélnej pridruZenej spoloc¢nosti PPD pri ziskani alebo
udrzani si  obchodnej Cinnosti, pri nasmerovani
obchodnej ¢innosti k inej osobe alebo pri zabezpeceni si
neopravnenej vyhody.

Zdravotnicke zariadenie a skuSajici nezapoja ani inak
nepouZiju inych tretich zastupcov v stvislosti s vykonom
svojich ¢innosti podla tejto zmluvy bez predchddzajiceho
pisomného sdhlasu zo strany zaddvatela (ktory moze
zaddvatel' podl'a svojho vlastného uvdZenia odopriet).
Zdravotnicke zariadenie a skuSajuci d’alej sthlasia s tym,
7e takymto tretim strandim neposkytni  bez
predchéddzajiceho pisomného suhlasu zadavatela (ktory
moéze zadavatela podla svojho vlastného uvéaZenia
odopriet’) Ziadnu finan¢nd platbu, dar ani iné nepenazné
plnenie v mene alebo v prospech zadavatel’a

Zdravotnicke zariadenie a skuSajici prehlasujd, rucia
a zavizuju sa, Zze Ziadny zdstupca, riaditel’, vlastnik ani
zamestnanec zdravotnickeho zariadenia alebo
skdsajiceho nie je ,,vlddnym uradnikom* tak, ako je
definovany vtejto prilohe. Zdravotnicke zariadenie
a  skdsajuici sa  zdroven zavizuji, Ze bez
predchadzajiceho pisomného sthlasu PPD/zadavatel’a
(ktory mdze PPD/zadéavatelovi podl'a svojho vlastného
uvaZenia odopriet’) nezamestnaji ani nezapoja Ziadneho
»vlddneho tradnika“, aby konal pre PPD/zadavatela
alebo v jej mene. Zdravotnicke zariadenie a skusajuci sa
d’alej zavizuju, Ze ziadny ,,vladny dradnik® nemad ani
nebude mat’ Ziadny osobny prospech, ¢i uz priamo alebo
nepriamo, z odmeny, ktord Greenphire zaplati
zdravotnickemu zariadeniu a skuSajicemu podla tejto
zmluvy.

Ak zdravotnicke zariadenie a skuSajici porusia
ktorékol'vek  z vyhldseni, zaruk alebo zivizkov
uvedenych v tejto prilohe B, potom: (i) ma PPD a
zadavatel’ pravo okamzite dovodne ukonCit’ platnost’ tejto

Institution and Principal Investigator agree that they shall
neither undertake, nor cause, nor permit to be undertaken,
directly or indirectly through any third party, any activity
which (i) is illegal under any laws, rules, or (ii) would
have the effect of causing PPD/Sponsor/Greenphire to be
in violation of the U.S. Foreign Corrupt Practices Act, the
U.K. Bribery Act or other applicable anti-corruption laws
(collectively, the “Anti-Corruption Laws”).

Institution and Principal Investigator shall not, directly or
indirectly through any third party, give, offer, or promise
any payment, gift, or other thing of value to any individual
“government official” (as defined herein), in order to
improperly (i) influence any official act or decision of
such government official, or (ii) otherwise assist Sponsor
and Greenphire and PPD, or PPD local affiliate, in
obtaining or retaining business, in directing business to
any person, or in securing an improper advantage.

Institution and Principal Investigator shall not engage or
otherwise use any third party agents in connection with its
performance hereunder without the Sponsor’s advance
written approval (which may be withheld by Sponsor in
its sole discretion). Institution and Principal Investigator
further agree that no payments of money, gifts or other
things of value shall be made to any such third parties on
behalf of or for the benefit ofSponsor , without Sponsor’s
advance written approval (which may be withheld by
Sponsor 1in its sole discretion).

Institution and Principal Investigator represent, warrant
and covenant that no officer, director, owner, or employee
of the Institution or Principal Investigator is a
“government official” as defined herein. The Institution
and Principal Investigator also covenant that they shall
not employ or engage any “government official” to act for
or on behalf of PPD/Sponsor without PPD’s/Sponsor’s
advance written approval (which may be withheld by
PPD/Sponsor in its sole discretion). Institution and
Principal Investigator further covenant that no
“government official” is deriving or will derive any
personal  benefit, directly or indirectly, from
compensation paid by Greenphire to Institution and
Principal Investigator hereunder.

If Institution and Principal Investigator breaches any of
the representations, warranties or covenants set forth in
this Exhibit B, then: (i) PPD and Sponsor shall have the
immediate right to terminate this Agreement for cause and
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zmluvy a pravo uplatnit’ vSetky dalSie dostupné ndpravné
opatrenia podla zdkona alebo podla prirodzenej
spravodlivosti; a (ii) vSetky povinnosti Greenphire a
zaddvatel odmenit’ zdravotnicke zariadenie
a skiSajiceho za sluzby poskytnuté podla tejto zmluvy
zaniknd.

Zdravotnicke zariadenie  a skudSajuci budd hajit,
odSkodnia a ochrania PPD a zadavatel’ (a jej zastupcov,
riaditelov,  zamestnancov, agentov  a pridruZené
spolo¢nosti) pred pokutami, stratami, zodpovednostou
a vydavkami, ktoré PPD a zadavatelovi vznikni
v dbsledku porusenia povinnosti vyplyvajicich z tejto
prilohy B zo strany zdravotnickeho zariadenia
a skusajuiceho. Povinnost’ odskodnit’ PPD a zadavatela
podla tejto prilohy B za porusenia protikorupéného
zdkona  nepodliecha  obmedzeniu  zodpovednosti
uvedenému v ¢ldnku IX. zmluvy.

Pre dcely tejto prilohy B pojem ,vladny uradnik®
znamend (i) kazdého pracovnika, zamestnanca alebo ind
osobu, ktord kond z tiradnej moci v mene vlady alebo jej
rezortu, agentiry alebo organizicie, alebo pre nich, (ii)
akéhokol'vek pracovnika, zamestnanca alebo ind osobu,
ktord kond z Uradnej moci v mene verejnej medzindrodne;j
organizicie (ako si Spojené ndrody, Svetova banka alebo
Svetovd zdravotnicka organizdcia) alebo pre fu, (iii)
akikol'vek politickd stranu alebo jej zastupcu, alebo
kandidéta na politicky urad, a (iv) vSetkych rodinnych
prislusnikov alebo zastupcov uvedenych osob.

the right to exercise any other remedies available at law
or in equity; and (ii) all obligations of Greenphire and
Sponsor to compensate Institution and Principal
Investigator for services provided under this Agreement
shall cease.

Institution and Principal Investigator shall defend,
indemnify and hold PPD and Sponsor (and its officers,
directors, employees, agents and affiliates) harmless from
any penalties, losses, liabilities and expenses incurred by
PPD and Sponsor as a result of Institution and Principal
Investigator’s breach of any of its obligations under this
Exhibit B. The obligation to indemnify PPD and
Sponsor under this Exhibit B for violations of an Anti-
Corruption Law shall not be subject to the limitation of
liability set out in Article IX. of the Agreement.

For the purpose of this Exhibit B, the term “government
official” means (i) any officer, employee or other person
acting in an official capacity for or on behalf of a
government or any department, agency or instrumentality
thereof, (ii) any officer, employee or other person acting
in an official capacity for or on behalf of a public
international organization (such as the United Nations,
World Bank, or World Health Organization), (iii) any
political party or official thereof or any candidate for
political office, and (iv) any family members or
representatives of any of the individuals listed above.
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