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236/15

Clinical Site Zmluva o
Agreement pracovisku
klinického

skUsania

This Clinical Site Agreement (hereinafter Tato zmluva o pracovisku klinického
this “Agreement”) dated 1th October skusania (d'alej len ,,Zmluva"“) zo dna 1.

2015 is made by and between: oktobra 2015 sa uzatvara medzi:

- Ophthotech Corporation One Penn - Ophthotech Corporation One Penn
Plaza, Suite 1924, New York, NY 10119, Plaza, Suite 1924, New York, NY 10119,
hereinafter “Sponsor”, represented by dalej len ,zadavatel" zastupeny TFS
TFS Trial Form Support, s.r.o., with Trial Form Support, s.r.0., so sidlom na
registered office in Klimentska 1216/46, adrese Klimentska 1216/46, 110 02 Praha
110 02 Praha 1, Czech Republic, IN: 1, Ceska republika, ICO: 27876756, DIC:
27876756, TIN: CZ27876756, hereinafter Cz27876756, dalej len ,, TFS".

“TFS" .

TFS is represented by Carlos Rodriguez Marti, Spolo¢nost TFS je zastupend Carlos Rodriguez

Vice President Finance. Marti, viceprezidentom pre financie.
And a
- Fakultnd nemocnica Trencin, Legionarska ] ) . .
28 911 71 Trendin, - Fakultna nemocnica Trencin, Legionarska
! ' 28, 911 71 Trendin, dalej len

hereafter"Institution”, represented by

MUDr. Stanislav Pastva, director »Institacia®, zastupena MUDr.

Stanislavom Pastvom, riaditelom
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And

A
MUDr. Marek Kacerik, PhD. Fakultna
nemocnica Trencin, Legionarska 28, 911 71
Trencin, on his own behalf (hereinafter “Principal
Investigator”)

MUDr. Marek Kacerik, PhD., Fakultna
nemocnica Trencin, Legionarska 28, 911 71
Trenc¢in, v jeho vlasthom mene (dalej len
,,Skasajaci)

KEDZE:
Spolo¢nost Ophthotech Corporation, dalej
.zadavatel™ alebo ,Ophthotech" je

WHEREAS :
- Ophthotech Corporation, hereinafter -
“Sponsor” or “"Ophthotech” is sponsoring len

the Study (as that term is defined below)
and has contracted with TFS (by separate
Agreement) to coordinate, oversee and/or
perform certain activities required for the
conduct of the Study.

Jf—The Institution and Investigator agree to

perform in Institution’s facilities located at
Fakultnd nemocnica Trencin, Legionarska 28,
911 71 Trencin the clinical study of Fovista™
(hereinafter, the “Study Drug”), entitled “A
phase 3 randomized, double-masked,
controlled trial to establish the safety and
efficacy of intravitreous administration of
Fovista™ (anti PDGF-B pegylated aptamer)
administered in combination with either
Avastin® or Eylea® compared to Avastin®
or Eylea® monotherapy in subjects with
subfoveal neovascular age-related macular
degeneration”.

hereinafter the "Study", according to the
protocol with number OPH1004, hereinafter
the “Protocol”.

The Institution ensures that the Principal -

zadavatelom stadie (ktord je definovana
dalej) a uzavrela zmluvu so spolo¢nostou TFS
(samostatnou  zmluvou) o  koordinacii,
dohlade alebo vykonavani urcitych cinnosti
potrebnych na vykonavanie Studie.

Institlcia a skusajuci suhlasi s tym, Ze
vykona v priestoroch inStitucie
nachadzajlcich sa na Fakultnd nemocnica
Trencin, Legionarska 28, 911 71 Trencin
klinicki studiu lieku Fovista™ (dalej len
.Skusany liek") s nazvom ,Nahodné
kontrolované skusanie 3. fazy, s dvojitym
zaslepenim, za ucelom stanovenia
bezpecnosti a Ulinnosti  intravitrealnej
aplikacie lieku Fovista™ (Anti PDGF-B
pegylovany aptamér) v kombinacii s liekom
Avastin®, alebo Eylea®, v porovnani s
monoterapiou liekom Avastin®, alebo
Eylea®, pri liecbe pacientov so subfovedlnou
neovaskularnou (vlhkou) vekom
podmienenou degeneraciou makuly “.

dalej len ,stadia“, podla protokolu Cdislo
OPH1004, dalej len ,protokol".

Institlcia zabezpedi, Zze Hlavny skusajuci
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investigator (the “Investigator”) and study
staff have ability to perform the Study and
the site facilities are adequate to perform the
Study.

Investigator is an employee of Institution;

Investigator desires to participate in the
Study as described in this Agreement;

This Agreement sets forth obligations of
the Investigator, Institution and Sponsor in
regard to the Study.

TFS/Sponsor commits, that will not enter into
any separate agreement  with the
Investigator, which would be subject to any
remuneration for the clinical trial mentioned
in this Agreement. If the TFS/Sponsor
violates this obligation, it will be considered
as substantial breach of this Agreement.

By separate agreement, Sponsor has
engaged TFS to act on behalf of Sponsor for
the purposes of oversight of the Study at the
Institution, monitoring of compliance of the
Institution and Investigator with the Protocol
and this Agreement, negotiation and
signature of the Agreement and
administration of compensation and
reimbursement of amounts described
hereunder.

For the purposes of compliance with the
requirements set out in Directive
2001/20/EC, Sponsor appoints TFS as a legal
representative. TFS does not assume any of
the legal liabilities of Sponsor for the Study
by virtue of the role of legal representative
and does not therefore require insurance or
indemnity to meet such liabilities. TFS shall
not have any direct role in the conduct of the
Study nor have any role in commercialization
of the Study Drug.

(,skusajuci") a pracovnici podielajuci sa na
$tadii s  schopny vykonavat klinické
skUsanie a priestory klinického skusania su
primerané na vykonanie Studie.

Skusajuci je zamestnancom institucie;

Skusajuci sa tuzi podielat na studii, ako je
popisané v tejto zmluve;

Tato dohoda
skusajuceho, institucie a
ohlfadom na studiu.

stanovuje povinnosti
zadavatela s

Spolo¢nost TFS/zadavatel sa zavazuju, ze
SO skusajucim neuzatvoria Ziadnu
samostatni zmluvu, predmetom ktorej by
bola akakolvek odmena za klinické skusanie
uvedené v tejto zmluve. V pripade, zZe
Spolo¢nost TFS/zadavatel porusi tato svoju
povinnost, bude sa uvedené povazovat za
podstatné porusenie tejto zmluvy.

Zadavatel sa  samostatnou  zmluvou
dohodol so spolo¢nostou TFS, aby konala v
mene zadavatela na ucely dohladu nad
Studiou % institucii, monitorovania
dodrziavania protokolu a tejto Zmluvy zo
strany institlcie a skusajuceho, dojednania a
podpisania Zmluvy a administrativy
kompenzacie a nahrad stanovenych v tejto
Zmluve.

Pre  UCely dodrziavania  poziadaviek
stanovenych V  smernici 2001/20/ES
zadavatel' stanovuje spolo¢nost TFS ako
pravneho zastupcu. Spolo¢nost ~ TFS
nepreberd ziadne pravne zodpovednosti
zadavatela za studiu z titulu Ulohy pravneho
zastupcu a nevyzaduje preto poistenie na
splnenie takychto zodpovednosti. Spolo¢nost
TFS nebude mat Ziadnu priamu Ulohu pri
vykondavani $tudie ani nebude mat Ziadnu
Ulohu v komercializacii skusaného lieku.
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IT HAS BEEN AGREED AS FOLLOWS:

ARTICLE 1 - AIMS

1.1.Under the conditions of this Agreement,

the Institution and the Investigator
agree to perform the Study in
accordance with the terms of this
Agreement, the Protocol, and all
applicable laws, regulations, guidelines
(including but not limited to national
laws and guidelines, the United States
Food, Drug and Cosmetic Act and rules
and regulations of the United States
Food and Drug Administration, and the

International Conference on
Harmonisation Guideline for Good
Clinical Practice: Consolidated

Guidance (E6))(together ™“Applicable
Laws”).

Investigator agrees to conduct the
Study at Institution in accordance with
the terms of this Agreement, the
Protocol, and all applicable laws,
regulations, guidelines (including but
not limited to national laws and
guidelines, the United States Food,
Drug and Cosmetic Act and rules and
regulations of the United States Food
and Drug Administration, and the

International Conference on
Harmonisation Guideline for Good
Clinical Practice: Consolidated

Guidance (E6))(together ™“Applicable
Laws”) and warrants that he/she is
employed by Institution.

1.2 The Study shall be conducted under the
direction and supervision of the
Investigator. Institution and Investigator
warrants that (i) the Investigator is an

BOLO DOHODNUTE NASLEDOVNE:

CLANOK 1 — ZAMERY

1.1.InStitdcia a  skudsSajuci suhlasi s

vykonanim studie podla podmienok
tejto Zmluvy, protokolu a vsetkych
prislusnych zakonov, predpisov,
smernic (vratane, ale nielen,
narodnych zdkonov a predpisov,
zakona o potravinach, liekoch
a kozmetickych vyrobkoch Spojenych
Statov a pravidiel a predpisov Uradu
pre kontrolu potravin a lieciv
Spojenych Statov a smernice
Medzinarodnej konferencie
o harmonizacii spravnej klinickej
praxe: Konsolidovana smernica (E6))
(spolo¢ne len ,prislusné zakony").

Skusajuci suhlasi s vykonanim studie
podla podmienok tejto  Zmluvy,
protokolu a vSetkych prislusnych
zakonov, predpisov, smernic (vratane,
ale nielen, narodnych zdkonov a
predpisov, zakona o potravinach,
liekoch  a kozmetickych  vyrobkoch
Spojenych ~sStatov a pravidiel a
predpisov Uradu pre kontrolu potravin
a lieCiv Spojenych sStatov a smernice
Medzinarodnej konferencie
o harmonizacii spravnej klinickej
praxe: Konsolidovana smernica (E6))
(spolo¢ne len ,prislusné zakony").

1.2 Studia bude vykonand pod vedenim a
dohladom  skusajuceho. Institicia a
skUsSajuci sa zarucuju, ze (i) skusajuci je
zamestnancom institucie a (ii) institucia,
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employee of the Institution and (ii)
Institution, Investigator and each person
or entity engaged by Institution and
Investigator to perform the Study
(“Study Personnel”) have the necessary
experience and qualification to conduct
the Study. The Institution shall be
responsible for the acts and omissions of
all Study Personnel in the Study .The
Investigator may not be replaced without
Sponsor’s prior written consent.

Investigator will at all times be
responsible for any acts or omissions of
the Investigator and any  other
employees, agents and third parties
involved in the Study by the Investigator
(collectively, the “Study Staff”) and each
shall be responsible for and liable to
Sponsor ensuring that the Investigator
and their respective Study Staff do not
undertake any acts or omissions that
would compromise the Institution’s and/or
Investigator’'s obligations herein to the
Sponsor, including but not limited to those
in respect of confidentiality, publication
and inventions.

1.3 Investigator shall obtain the written
approval of the Study (including without
limitation, the Protocol and Consent
Documents (as defined below)) from the
appropriate Ethics Committee (the “EC")
prior to commencement of the Study and will
furnish Sponsor with the EC's letter of
approval. If the EC requires any changes to
the Protocol or Consent Documents,
Institution or Investigator shall promptly
notify Sponsor, through TFS, and such
changes shall not be implemented without
Sponsor’s prior written consent.

1.4 Sponsor, through TFS, will provide
Investigator with a form of informed consent
for use in the Study (the "“Consent
Documents”) and Investigator shall obtain

skuUsajuci a kazda osoba alebo subjekt
zapojeny institlciou alebo skusajucim do
vykonavania studie (,pracovnici studie")
maju potrebné sklsenosti a kvalifikaciu na
vykonavanie Studie Institucia bude
zodpovedat za konanie a opomenutia
vSetkych pracovnikov Studie v ramci Studie.

Skusajuci nemodze byt nahradeny bez
predchadzajuceho pisomného suhlasu
zadavatela.

Skusajuci bude za vSetkych okolnosti

zodpovedny za konanie alebo opomenutie
skusajuceho a inych zamestnancov, agentov
a tretich stran podielajucich sa na Sstadii
vykovavané skusajucim (spolocne,
"Pracovnici podielajuci sa na studii "), a
kazdy z nich je zodpovedny a zodpovedajuci
sa Zadavatelovi za zabezpelenie toho, aby
skusajuci a ich  prislusni  pracovnici
podielajuci sa na Studii nepodnikali Ziadne
konanie alebo opomenutie, ktord by
ohrozovala povinnosti institicie a / alebo
skUsajuceho ku Zadavatelovi, vratane, ale
bez obmedzenia na tie, pokial ide o
dovernosti, publikacie a vynalezy.

1.3 Skusajuci ziska pred zaciatkom studie
pisomné schvalenie Studie (vratane, bez
obmedzenia, protokolu a dokumentov
sthlasu (ako su definované nizSie)) od
prislusnej etickej komisie (,EK"“) a poskytne

zadavatelovi schvalenie EK. Ak bude
vyzadovat EK zmeny protokolu alebo
dokumentov  suhlasu, institicia alebo
skusajuci to bezodkladne oznamia
zadavatelovi  prostrednictvom  spoloc¢nosti
TFS, a takéto zmeny nebudu realizované bez
predchadzajuceho pisomného suhlasu
zadavatela.

1.4 Zadavatel poskytne skusajucemu

prostrednictvom spolo¢nosti TFS, formular
informovaného suhlasu na pouzitie v sStudii
(,dokumenty suhlasu“) a skusajuci ziska
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approval of the Consent Documents from the
appropriate EC as set forth above.
Investigator shall use the Consent
Documents to obtain from each individual
who is to participate in the Study as a
subject (“Subject”) his/her written informed
consent, which consent shall be consistent
with all Applicable Laws, and shall include the
Subject’'s express written authorization for
the disclosure by Institution to Sponsor and

Sponsor’s employees, agents, and
independent contractors, of patient-
identifiable information pursuant to

applicable privacy laws. Sponsor/TFS or its
designee shall be permitted to review all
executed Consent Documents.

1.5._Investigator shall diligently screen and
enroll duly qualified (strictly according to the
Protocol) Subjects for the Study.
Investigator  shall immediately  cease
screening and enrolling additional Subjects in
the Study upon receipt of a notice from
TFS/Sponsor or its agent that the total
enrollment for the Study at all Study sites
has been reached. Sponsor shall have no
obligation to pay for any Subjects enrolled by
Investigator thereafter, except for those
Subjects already entered into the screening
process. The agreed number of randomized
patients at this site is 6. This number may
vary according to competitive recruitment
which will be followed throughout the Study.

1.6. The Study is estimated to begin in
OCTOBER/2015. The enrolment period is
estimated to be 4 months. The total duration
of the trial is expected to be 28 months with
the end of study estimated to be
JANUARY/2018.

1.7. TFS/Sponsor has the right to terminate
the participation of the Study site in this
Study if no patients have been included 6
months after the site has received a “Study

schvalenie dokumentov suhlasu od prislusnej
EK ako je stanovené vyssie.  Skusajuci
pouzije dokumenty suhlasu na ziskanie
pisomného informovaného suhlasu od
kazdého jednotlivca, ktory sa ma zucastnit
Studie ako subjekt (,subjekt"), pricom tento
sthlas bude v sulade so vSetkymi prislusnymi
zakonmi a bude zahfnat vyslovné pisomné
povolenie subjektu na poskytnutie informacii
identifikujucich pacienta podla prislusnych
zdkonov o ochrane osobnych Udajov
inStiticiou zadavatelovi a zamestnancom,
zastupcom a nezavislym dodavatelom
zaddvatela. Zadavatel/spolo¢nost TFS alebo
nim uréend strana bude mat povolené
skontrolovat vsetky podpisané dokumenty
suhlasu.

1.5. Skusajuci je povinny starostlivo vybrat a
zaradit riadne spdsobilé (striktne podla
protokolu) subjekty pre studiu. Skusajuci je
povinny okamzite prestat s vyberom a
registraciou dalSich subjektov do studie po
prijati oznamenia od spolo¢nosti
TFS/zadavatela alebo jeho zastupcu o
dosiahnuti celkového poctu zaregistrovanych
subjektov do studie na vSetkych
pracoviskach klinického skusania. Zadavatel
nema ziadnu povinnost zaplatit za subjekty
zaregistrované skusajucim nasledne, okrem
subjektov, ktoré uz wvstupili do procesu
vyberu. Dohodnuty pocet randomizovanych
pacientov na tomto pracovisku je 6. Tento
podet sa moze liSit podla konkurenéného
naboru, ktory bude dodrziavany v ramci
studie.

1.6. Oc¢akava sa, e étudia zaéne v OKTOBRI
2015. Ocakava sa, ze obdobie zaradovania
bude trvat 4 mesiace. Ocakava sa, ze
celkové trvanie skusania bude 28 mesiacov s
oCakavanym koncom Studie v JANUARI
2018.

1.7. Spolo¢nost TFS/zadavatel ma pravo
ukondit Ucast pracoviska klinického sksSania
na tejto studii, ak do 6 mesiacov po tom, ako
pracovisko dostane ,list o zaciatku studie",
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start letter”.

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

1.9 Investigator shall ensure that during the
conduct of the Study and for one (1) year
after its completion, Investigator shall, and
Institution shall cause any sub-
investigator(s) (if applicable) to, execute and
update such forms, disclosures and
certifications now or subsequently required
by Sponsor/TFS or any applicable regulatory
bodies related to his/her financial interests in
the Sponsor and/or the Study Drug.

1.10 Institution and Investigator covenant
that in connection with this Agreement, they
will not directly or indirectly offer, promise,
pay, or agree to pay (a) any political
contributions or charitable donations; (b)
anything of value to any official, political
party, or political candidate; or (c) anything
with value with the intent (i) to induce
another person to perform improperly a
relevant function or activity, or (ii) to reward
that person for the improper performance of
such a function or activity. In addition,
Institution and Investigator agree to (y)
perform its obligations under the Agreement
in full compliance with the U.K. Bribery Act
and any comparable, statutes, laws, or
regulations applicable in the jurisdiction(s) in
which such performance is rendered and (z)
maintain books and records that accurately
reflect the dispensation of funds it receives
from Company in furtherance of the

nebudu zaradeni do Studie ziadni pacienti.
1.8 Institlcia a skudsSajuci nevyuziju na
vykonavanie svojich povinnosti podla tejto
zmluvy  Ziadneho subdodavatela bez
predchadzajuceho pisomného suhlasu
zadavatela. Akykolvek takyto suhlas nebude
zbavovat institiciu a skusajuceho ich
povinnosti podla tejto Zmluvy a institucia a
skusajuci budd plne zodpovedat za vsetky
ukony a opomenutia akéhokolvek
subdodavatela.

1.9 Skusajuci zaisti, ze pocCas vykonavania
Studie a pocas jedného (1) roka po jej
ukoncéeni je skusajuci povinny podpisat a
aktualizovat a institicia zabezpedi, aby
akykolvek spolu skudsajuci (ak je to
relevantné) podpisali a aktualizovali takéto
formulare, vyhlasenia a potvrdenia
vyzadované teraz alebo nasledne
zadavatelom/spolo¢nostou TFS alebo
akymikolvek prislusnymi regulaénymi
uradmi, ktoré sa tykaju ich financnych
zaujmov vo vztahu k zadavatelovi a/alebo
skusanému lieku.

1.10 InsStitdcia _sa zavazuju, Ze v suvislosti
so s touto Zmluvou nebudu priamo alebo
nepriamo ponukat, slubovat, platit alebo
suhlasit, ze zaplatia (a) akékolvek politické

prispevky alebo charitativhe dary; (b)
Cokolvek s hodnotou ziadnym udradnikom,
politickej strane alebo politickému

kandidatovi; alebo (c) cokolvek s hodnotou
so zamerom (i) primat ind osobu, aby
vykonavala prislusnG funkciu alebo cinnost
nenalezite alebo (ii) odmenit tito osobu za
nenalezité vykonavanie takejto funkcie alebo
¢innosti. Okrem toho institucia a skusajuci
suhlasi (y) s plnenim svojich povinnosti podla
tejto Zmluvy v plnom sulade so zakonom o

uplatkoch Spojeného kralovstva a
akymikolvek porovnatelnymi nariadeniami,
zakonmi alebo predpismi platiacimi v

jirisdikcii (ach), v ktorych je takéto plnenie
poskytovanév plnom sulade so zakonom o
uplatkoch Spojeného kralovstva a
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Agreement. Institution and/or Investigator
shall promptly notify Sponsor in writing if
Institution and/or Investigator discovers
that any person working in connection with
this Agreement engages in any of the
foregoing and will notify Sponsor of the
details of Institution’s and/or Investigator’s
actions related thereto. Institution and
Investigator shall fully cooperate with
Sponsor in its compliance with US and other
laws relating to the foregoing.

ARTICLE 2 - ORGANISATION

2.1 TFS/Sponsor agrees to supply the
Institution or Investigator with necessary
amount of Study Drug (labelled in
accordance  with local requirements),
comparator drug and with case report forms
for each Subject for the conduct of the
Study.

Study Drug and comparator will not be
supplied to the Investigator until all required
documents have been provided to
TFS/Sponsor by the Investigator. Such
required documents include without
limitation: The Investigator's CV, signhed
protocol signature and financial disclosure of
the Investigator and his/her family, written
approval of the Study (including the Protocol
and Consent Documents) by both the EC and
the applicable regulatory authority.

TFS/Sponsor will provide information, in
English, regarding the Study Drug concerning
shelf life, storage and distribution.

The Institution and Investigator shall be

akymikolvek porovnatelnymi nariadeniami,
zakonmi alebo predpismi platiacimi v
jurisdikcii(-ach), v ktorych je takéto plnenie
poskytované a (z) s vedenim uctovnictva a
zaznamov, ktoré presne  zachytavaju
disponovanie s prostriedkami prijatymi od
zadavatela pri vykondvani Zmluvy. Institlcia
a skusajuci okamzite pisomne informujeu
zadavatela, ak zisti, ze sa akdkolvek osoba
pracujlica v suvislosti s touto zmluvou zapaja
do ktorejkolvek z uvedenych aktivit, a
podrobne oboznami zaddavatela o suvisiacich
krokoch zo strany institucie a skusajuciho.
Institicia a skusajuci su povinng plne
spolupracovat so zadavatefom pri jeho
dodrziavani zakonov Spojenych statov a
inych zakonov tykajucich sa
predchadzajuceho.

CLANOK 2 - ORGANIZACIA

2.1 Spolo¢nost TFS/zadavatel suhlasi, ze
doda institicii a skusSajucemu potrebné
mnozstvo skusaného lieku (oznaceného v
sulade s lokalnymi poziadavkami),
porovnavacieho lieku a zaznamové formulare
Ucastnikov klinického skusania pre kazdy
subjekt na vykonavanie studie.

Skusany liek a porovnavaci liek nebudu

dodané skusajucemu, pokym skudsajuci
neposkytne spoloCnosti TFS/zadavatelovi
vSetky  pozadované dokumenty. Tieto
pozadované dokumenty budl zahfiat, bez
obmedzenia: zZivotopis skusajuceho,
podpisany protokol a finan¢né vyhlasenie
skusajuceno a jeho rodiny, pisomné
schvalenie studie (vratane protokolu a
dokumentov suhlasu) zo strany EK a
prislusného regulac¢ného Uradu.

Spolo¢nost TFS/zadavatel poskytne
informacie v anglickom jazyku o skusanom
lieku tykajuce sa jeho trvanlivosti,
skladovania a distribucie.

Institdcia a skusajuci budu zodpovedni za
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responsible for the adequate storage of
Study Drug and comparator drug from the
time the supplies have reached the
Institution until collection by TFS/Sponsor,
consumption or destruction.

TFS/Sponsor will supply the Investigator
with up-to-date information on existing or
newly-available information on the safety
and efficacy of the Study Drug as this
information becomes available to the
Sponsor from other clinical studies.

2.2 The Institution and Investigator shall
receive the Study Drug after Study initiation
and shall use the Study materials including
Study Drug only for the Study.

Institution and Investigator shall (a) keep a
detailed and written inventory of the Study
Drug, comparator drug and other materials
provided by TFS/Sponsor for the Study and
shall store such materials according to the
Protocol and/or TFS/Sponsor instructions and
(b) not charge any Subject or any third party
payer for the Study Drug, comparator drug
and other such materials, (c) not transfer
any Study Drug, comparator drug or other
such materials to any third party without
Sponsor’s prior written consent, (d) not use
any Study Drug, comparator drug or other
such materials for any purpose other than
performance of the Study in accordance with
this Agreement, the Protocol and any written
instructions of Sponsor, (e) promptly notify
Sponsor/TFS if any quantity of Study Drug,
comparator drug or other such materials is
lost, damaged or destroyed while in their
possession and be liable to Sponsor for the
replacement cost of such quantity of Study
Drug and other materials.

primerané skladovanie skusaného lieku a
porovnavacieho lieku od Casu, kedy dodavka
pride do insStiticie az po prevzatie
spolo¢nostou TFS/zadavatelom
spotrebovanie alebo likvidaciu.

Spolo¢nost TFS/zadavatel poskytnu
skusajucemu aktualne informacie o
existujucich alebo novo dostupnych
informaciach o bezpecnosti a ucinnosti
skusaného lieku, hned" ako budu tieto

informacie dostupné zadavatelovi z inych
klinickych stadii.

2.2 Institacia a skusajuci dostand skusany
liek po zacati Studie a pouziju materialy
Studie vratane skusaného lieku len na ucely
stadie.

Indtiticia a skdsajuci su povinni (a) viest
podrobny a pisomny supis zasob skusaného

lieku, porovnavacieho lieku a inych
materidlov poskytnutych spolo¢nostou
TFS/zadavatelom pre Uclely studie a

uchovavat takéto materidly podla protokolu
a/alebo pokynov spoloc¢nosti TFS/zadavatela
a (b) nelctovat ziadnemu subjektu alebo
platitelovi, ktory je tretou stranou, za
skusany liek, porovnavaci liek a iné takéto
materidly, (c) neposkytovat skusany liek,
porovnavaci liek alebo iné takéto materialy
Ziadnej tretej strane bez predchadzajlceho
pisomného suhlasu zadavatela, (d)
nepouzivat skusany liek, porovnavaci liek
alebo iné takéto materidly na ziadny iny Gcel
ako na vykondavanie Studie podla tejto

Zmluvy, protokolu alebo akychkolvek
pisomnych pokynov zadavatela, (e)
bezodkladne oznamit

zadavatelovi/spolo¢nosti TFS, ak sa strati,
poskodi alebo zni¢i akékolvek mnozstvo
skusaného lieku, porovnavacieho lieku alebo
inych takychto materidlov pri tom, ako su v
ich drzbe a bud( zodpovedat zadavatelovi za
naklady nahradenia takéhoto mnozstva
skusaného lieku a inych materialov.
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After termination or expiration of this
Agreement, all remaining Study Drug,
comparator drug or other materials supplied
by TFS/Sponsor, including case report forms,
not used for the Study will be returned to
TFS/Sponsor.

2.3 The Institution and Investigator shall
keep the TFS/Sponsor and their clinical trial
monitor informed of all events of the Study
by the most appropriate means (by phone or
e-mail to contact person established during
initiation visit, if there is a change in contact
person, to contact person further specified)
and as required by the protocol and
Applicable Laws.

The Institution and Investigator will allow
audits and visits by the TFS/Sponsor’s clinical
trial monitor or other members of the
TFS/Sponsor such as representatives from
the Clinical Quality Assurance Department.

The parties will use their best efforts to
schedule such visits in mutually acceptable
times to minimize disruption at the clinical
site while maintaining the integrity of the
Study.

The Institution and Investigator shall
promptly notify Sponsor/TFS of any
inspection or audit relating to the Study by
any regulatory authority. Sponsor and/or
TFS shall have the right to be present at any
such inspections and shall have the
opportunity to provide, review, and comment
on any responses that may be required. If
the Sponsor cannot participate in the
inspection or audit, then the Institution shall
cooperate in permitting the Sponsor to be on
premises or available by phone so as to
permit the Sponsor to help address any
issues that are raised. In the event the

Po ukonceni alebo uplynuti tejto Zmluvy sa
vratia  vSetky zvysné skusané lieky,
porovnavacie lieky alebo iné materialy
dodané  spolo¢nostou  TFS/zadavatelom,
vratane zaznamovych formuldrov Ucastnikov
klinického skusSania, ktoré neboli pouzité na
Ucely Studie, spolocnosti TFS/zadavatelovi.

2.3 Institicia a skudsajuci budi informovat
spolo¢nost TFS/zadavatela a ich osobu
monitorujlicu klinické skusanie o vSetkych
udalostiach studie najvhodnejsimi
prostriedkami (telefonicky alebo e-mailom
kontaktnd osobu ustanovend v priebehu
iniciaCnej navstevy, ak doOjde k zmene
kontaktnej osoby, kontaktni osobu dalej
upresnenu) a ako je vyzadované protokolom
a prislusnymi zakonmi.

Institlcia a skusajuci umoznia audity a
navstevy osoby monitorujucej klinické
skusanie spolocnosti TFS/zadavatela alebo

inych pracovnikov spolo¢nosti
TFS/zadavatela ako napriklad zastupcov z
oddelenia  zaistenia kvality  klinického
skusania.

Strany vynalozia svoje najlepsSie Usilie na
naplanovanie takychto navstev vo vzajomne
prijatelnych ¢asoch, aby bolo minimalizované
narusenie chodu klinického pracoviska pri
zachovaniu integrity Studie.

Institlcia a skusajuci bezodkladne oznami
zadavatelovi/spoloCnosti  TFS  akukolvek
inSpekciu alebo audit tykajuci sa sStudie zo
strany regulacného Uradu. Zadavatel
a/alebo spolo¢nost TFS maju pravo byt
pritomni na akychkolvek takychto
inspekcidch a budd mat prileZitost poskytnut,
posudit a  pripomienkovat  akékolvek
odpovede, ktoré mozu byt vyzadované. Ak
sa zadavatel nemo6ze zucastnit na inSpekcii
alebo audite, potom bude institlcia
spolupracovat na umozneni pritomnosti
zadavatela na pracovisku alebo dostupnosti
cez telefén, aby bolo umoznené zadavatelovi
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Institution or Investigator does not receive
prior notice of such a regulatory inspection or
audit, the Institution and/or Investigator
shall notify Sponsor/TFS as soon as
practicable after said inspection or audit, and
shall provide in writing to the Sponsor,
copies of all materials, correspondence,
statements, forms and records received or
generated pursuant to any such inspection or
audit.

2.4, Institution and Investigator shall not
make or permit any change to the Protocol,
nor deviate therefrom, without Sponsor’s
prior written consent and any other consents
required by Applicable Law. Any modification
to the Protocol will only be implemented after
agreement with TFS/Sponsor and as defined
in the Protocol.

2.5. Investigator shall promptly supply
TFS/Sponsor with the correctly completed
case report forms on termination of the
scheduled patient observation period or
during the observation period as appropriate
and in any case within 10 days of each
patient visit. All case report forms shall have
been reviewed by the Investigator to assure
their accuracy and completeness and agrees
to sign the case report forms whenever
required in order to validate them for any
patient entering the Study. Investigator shall
assist the Sponsor's representatives and
clinical monitors upon their request, in
promptly resolving any discrepancies or
errors contained in the case report forms and
in performing random audits on Study
subjects’ records, laboratory reports, or
other raw data sources underlying the data
recorded on the case report forms.

pombct riesit akékolvek otadzky, ktoré
vzniknd. V pripade, ak institucia alebo
skUsajuci nedostane oznamenie o takejto
regulacnej inSpekcii alebo audite vopred,
inStiticia  a/alebo  skdsajuci  informuje

zadavatela/spolo¢nost TFS hned’ ako to bude
prakticky mozné po predmetnej inSpekcii
alebo audite a poskytne pisomne
zadavatelovi koépie vSetkych materialov,
korespondencie, vyhlaseni, formularov a
zdznamov prijatych alebo vytvorenych v
ramci takejto inSpekcie alebo auditu.

2.4. Institicia a skusajuci neurobia ani
nepovolia urobenie Ziadnej zmeny protokolu,
ani sa od neho neodchylia bez
predchadzajuceho pisomného sthlasu
zadavatela a akychkolvek inych suhlasov
vyzadovanych prislusnymi zakonmi.
Akakolvek zmena protokolu bude realizovana
len po dohode o) spolo¢nostou
TFS/zadavatelom a ako je definované v
protokole.

2.5. Skusajuci  bezodkladne  poskytne
spoloc¢nosti TFS/zadavatelovi spravne
vyplnené zaznamové formulare ucastnikov
klinického skusania o ukonceni obdobia
planovaného sledovania pacienta alebo pocas
obdobia sledovania a v kazdom pripade do
10 dni po kazdej navsteve pacienta. VSetky
zaznamové formulare uUcastnikov klinického
skusania musia byt skontrolované
skusajucim, aby sa zabezpedila ich presnost
a uplnost a skuSajuci suhlasi, ze podpise
zaznamové formulare ucastnikov klinického
skusania vzdy ked je to vyzadované na ich
potvrdenie pre pacientov vstupujucich do
Stadie. Skuasajuci bude asistovat zastupcom
zadavatela a osobam monitorujacim klinické
skUSanie na zaklade ich poziadavky v
bezodkladnom rieseni akychkolvek rozporov
alebo chyb obsiahnutych v zaznamovych
formularoch Ucastnikov klinického skusania a
vo vykonavani nahodnych auditov zaznamov
subjektov studie, laboratérnych sprav alebo
inych zdrojov prvotnych ddajov, na ktorych
s zalozené (Gdaje zaznamenané v
zdznamovych formularoch ucastnikov
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TFS/Sponsor will carry out an analysis of
the Study results.

2.6. The Institution commits to retain the
original source documents and other relevant
documentation of the clinical Study until the
later of (i) 15years after the expiration or
termination of this Agreement, (ii) two (2)
years following the approval of the New Drug
Application for the Study Drug, and (iii) two
(2) years following the termination or
withdraw of the Investigational New Drug
Application for the Study Drug, in accordance
with all Applicable Laws, including the
regulatory requirements of the commission
of the European Communities and/or national
laws.

ARTICLE 3 - PATIENT DATA

3.1. Incomplete patient data due to the
omission of tests or assessments by the
Investigator will not be regarded as
evaluable or eligible for payment.

3.2. Incomplete patient data due to adverse
effect, lack of effect, concomitant illness,
non-compliance of the patient or non-
attendance will be regarded as evaluable,
provided that the data is available up to the

time of drop out and the event s
satisfactorily documented.
3.3 Patients incorrectly entered into the

Study (contravening eligibility criteria) will
not be regarded as eligible for payment.

3.4 The final decision concerning each
patient's evaluability as for response, toxicity
and overall safety evaluation will be made by
the TFS/Sponsor clinical trial monitor and/or
any person designated by TFS/Sponsor.

3.5 Investigator shall record all data

klinického skusania.

Spolo¢nost TFS/zadavatel vykonda analyzu
vysledkov studie.

2.6. IndtitGcia sa zavazuje uchovat originalne
zdrojové dokumenty a ind relevantnu
dokumentaciu klinickej studie do neskorsieho
terminu z nasledovnych: (i) 15 rokov po
uplynuti alebo ukonceni tejto Zmluvy, (ii)
dva (2) roky po schvaleni ziadosti registracie
pre skusany liek a (iii) dva (2) roky po
zamietnuti alebo stiahnuti Ziadosti registracie
skimaného nového lieku, v sulade so
vSetkymi  prislusnymi zadkonmi, vratane
regulacnych poziadaviek komisie Eurdpskeho
spolo¢enstva a/alebo narodnych zakonov.

CLANOK 3 - UDAJE O PACIENTOVI

3.1. Nelplné Udaje o pacientoch kvoli
opomenutiu testov alebo hodnoteni zo strany
skusajuceho nebudu povazované za
hodnotitelné alebo opravnené na platbu.

Udaje o pacientoch kvoli
uc¢inkom,  nedostatocnému
ucinku, sprievodnej chorobe, nedodrzaniu
pravidiel Z0 strany pacienta alebo
nedostaveniu sa pacienta budld povazované
za hodnotitelné za predpokladu, Ze Udaje su
dostupné do ¢asu vyradenia a udalost je
uspokojivo zdokumentovana.

3.2. Neuplné
nepriaznivym

3.3 Pacienti nespravne zariadeni do studie (v
rozpore s kritériami spoOsobilosti) nebudu
povazovani za opravnenych na platbu.

3.4 Kone¢né rozhodnutie tykajuce sa
hodnotitelnosti kazdého pacienta vo vztahu k
reakcii, toxicite a celkovému
bezpec¢nostnému hodnoteniu urobi osoba
monitorujica klinické skusanie spolocnosti

TFS/zadavatela a/alebo osoba urcena
spolo¢nostou TFS/zadavatelom.
3.5 Skusajuci zaznamenda vsetky Udaje
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(including, without limitation, case report
forms, laboratory work sheets, slides and
reports) generated as a result of conducting
the Study (collectively, the “Study Data”) in
a timely, accurate, complete, and legible
manner in the form described in the Protocol.
Institution and Investigator shall take
reasonable and customary precautions,
including periodic backup of computer files,
to prevent the loss or alteration of any Study
Data. During the Study, Sponsor/TFS or
Sponsor’s /TFS’s representatives shall have
the right to review, verify, and copy all Study
Data. No later than ten (10) days after the
completion or termination of the Study, Site
shall provide to Sponsor/TFS original case
report forms for each Subject detailing the
results and conclusions of treatment provided
to such Subject in accordance with the
Protocol, and shall transfer to Sponsor/TFS
all Study Data.

Without limiting the generality of the
foregoing TFS provides clinical research
services using de-identified study data
concerning the identity of patients
participating in clinical research and which
shall be kept anonymous. The access to
those data by TFS shall be limited to the
personal data necessary for the provision of
services in benefit for Sponsor. TFS will not
collect or record patient personal data.

ARTICLE 4 - PROPERTY / PUBLICATION

4.1. Institution and Investigator shall not
publish the Study Data or other results of the
Study or issue any press release that
references the Study, the Study Drug or
Study Data without Sponsor’s express prior
written consent. As the Study is part of a
multi-center Study, Study Data generated
from Institution and Investigator’'s work may

CLANOK 4 -

(vratane, bez obmedzenia, zaznamovych
formuldrov Ucastnikov klinického skuasania,

laboratérnych pracovnych listov, kariet a
sprav) vytvorenych ako vysledok
vykonavania studie (spoloc¢ne ,Udaje

studie") vcas, presne, Uplne a Citatelne vo
forme predpisanej protokolom. Institlcia a
skusajuci urobia primerané a obvyklé
preventivne opatrenia, vratane pravidelného
zalohovania  poditacovych  suborov  na
zabrdnenie strate alebo pozmenenia
akychkolvek uUdajov studie. Pocas Studie ma
zadavatel/ spolo¢nost TFS alebo zastupcovia
zadavatela/spolo¢nosti TFS pravo prezerat si,
overovat a kopirovat vsetky (daje Stadie.
Najneskoér do desiatich (10) dni po dokonceni
alebo ukonceni studie poskytne pracovisko
zadavatelovi/spoloc¢nosti TFS originaly
zaznamovych formularov ucastnikov
klinického skusania pre kazdy subjekt s
podrobnostami o vysledkoch a zaveroch
liecby poskytovanej tymto subjektom podla
protokolu a odovzda zadavatelovi/spolo¢nosti
TFS vsSetky Udaje Studie.

Bez obmedzenia  vSeobecnosti  vySSie
uvedeného poskytne spoloénost TFS sluzby
klinického vyskumu pomocou
neidentifikovatelnych, anonymnych (dajov
Studie tykajucich sa identity pacientov
zUcCastnenych na klinickom vyskume. Pristup
k takymto (dajom spolo¢nostou TFS bude
obmedzeny na osobné Udaje potrebné na
poskytnutie sluzieb v prospech zadavatela.
Spolo¢nost TFS nebude zhromazdovat alebo
zaznamenavat osobné Udaje pacientov.

VLASTNICTVO /

PUBLIKOVANIE

4.1. Institlcia a skusajuci nebudld publikovat
Udaje studie alebo iné vysledky studie alebo
vydavat tlacové spravy, ktoré sa odvolavaju
na Studiu, skusany liek alebo Udaje sStudie
bez vyslovného predchadzajiceho pisomného
sthlasu zadavatela. KedZe je studia
sucastou multicentrickej stidie, Udaje Studie
vytvorené na =zaklade prace institicie a
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not be sufficient to
conclusions.

4.2. For clarity, the Study Data and other
results of the Study may be transmitted
without restriction by Sponsor to
governmental and regulatory authorities
world-wide and may be otherwise used by
Sponsor in any manner legal and
appropriate.

draw meaningful

To allow for the use of the information
derived from this clinical Study and to insure
compliance to current regulations, the
Investigator is obliged to provide Sponsor
with complete test results and all data
developed in this Study. Only Sponsor may
make information obtained during this Study
available to the physicians and to competent
authorities, except as required by regulation.

4.3 Sponsor is hereby the sole and exclusive
owner of (i) Study Data and (ii) all
completed case report forms and data
therein, results, information, know how,
inventions, developments and materials
including, without limitation, all intellectual
property rights therein, that are generated
by or on behalf of Institution, Investigator or
Study Personnel, whether solely or jointly
with others, as a result of the Study or
through the use the use of the Study Drug or
Confidential Information (collectively, the
“Inventions”). The  Institution and
Investigator shall promptly disclose all
Inventions to Sponsor, and hereby assign all
rights, title and interests in and to the
Inventions and Study Data to Sponsor.
Institution and Investigator shall ensure all
Study Personnel have assigned or have a
legally binding obligation to assign all of their
rights, title and interests in any and all
Inventions to Institution and Investigator so
that Institution and Investigator can comply

with  their obligations hereunder. At
Sponsor’s request, Institution and
Investigator shall promptly obtain such
assignment. In addition, upon Sponsor’s

request and at Sponsors reasonable expense,

skUdajuceho nemusia byt dostatoéné na
odvodenie zmysluplnych zaverov.

4.2. Pre jasnost, Udaje Studie a iné vysledky
$tudie mbézu byt prendsané bez obmedzenia
zadavatelom sStatnym a regulacnym Uradom

na celom svete a modzu byt pouzité
zadavatelom inym spO6sobom, ktory je
zakonny a primerany.

Na umoznenie pouzitia informacii
odvodenych z tejto klinickej sStudie a

zabezpecenie suladu s platnymi predpismi je
skusajuci povinny poskytnat zadavatelovi
uplné vysledky testov a vsetky Udaje
vytvorené v ramci tejto Stidie. Spristupriovat
informacie ziskané pocas tejto Studie
lekarom a prislusSnym Uradom mbze len
zadavatel' okrem pripadov, kedy to je
vyzadované prisluSnymi predpismi.

4.3 Zadavatel je tymto jedinym a
vyhradnym vlastnikom (i) udajov studie a (ii)
vSetkych vyplnenych zdznamovych
formularov ucastnikov klinického skusania a
udajov v nich, vysledkov, informacii, know-
how, vynalezov, zdokonaleni a materiadlov,
vratane, bez obmedzenia, vSetkych prav
dusevného vlastnictva na ne, ktoré su
vytvorené institlciou, skusajucim alebo
pracovnikmi Studie alebo v ich mene, ¢i uz
samostatne alebo spolo¢ne s inymi, ako
vysledky Stiudie alebo prostrednictvom
pouzivania skusaného lieku alebo dbévernych
informéacii  (spolo¢ne len  ,vynalezy").
Institicia a skusajuci bezodkladne oznamia
vSetky vyndlezy zadavatelovi a tymto
postupuju vsetky prava, titul a zaujmy v a na
vynalezoch a Udajoch Studie na zadavatela.
Institicia a skusSajuci zabezpeclia, ze vsetci
pracovnici Studie postupili alebo maju pravne
zavaznl povinnost postupit vsetky ich prava,
tituly a zaujmy v akychkolvek a vsetkych
vynalezoch institacii a skusajucemu, aby
mohla institcia a skusajuci dodrzat ich
povinnosti podla tejto Zmluvy. Na poziadanie
zadavatela ziska institlcia a skuasajuci
bezodkladne takéto postupenie. Okrem toho
na poziadanie zadavatela a na primerané
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Institution and Investigator shall, and shall
obligate all Study Personnel to, execute such
documents and perform such actions
necessary or useful for Sponsor to obtain
such ownership and to apply for, secure,
maintain and enforce patent or other
proprietary protection of the Inventions and
Study Data.

ARTICLE 5 - FINANCIAL PARTICIPATION
OF SPONSOR

5.1. Payment to the Institution and
Investigator for the Study shall be made in
accordance with the terms of the budget and
payment schedule attached hereto as Exhibit
A and incorporated herein by reference.

5.2. Payment for conducting the study will be
credited as follows:

Payment for Institution:

Fakultnd nemocnica Trencin, Legionarska 28,
911 71 Trencin

Account no: SK 23 8180 0000 0070 0028
0438

Note: BIC: SPSRSKBA

Payment for Investigator:
MUDr. Marek Kacerik, Phd
IBAN:

Note: BIC:

The payments will be made upon receipt of
an appropriately documented invoice. The
invoicing address to be used is:

TFS Trial Form Support, s.r.o., Klimentska
1216/46, 110 02 Praha 1, IN: 27876756,
TIN: CZ27876756

5.3. It is the Institution’s and Investigator's
responsibility to meet the fiscal obligations

naklady zadavatela institlcia a skusajuci
podpiSu také dokumenty a vykonaju také
ukony, a =zaviazu vsSetkych pracovnikov
Studie, aby podpisali také dokumenty a
vykonali také ukony, ako su potrebné alebo
uzito¢né pre zadavatela na ziskanie takéhoto
vlastnictva a na poziadanie o, zabezpecenie,
udrzanie a uplatnenie patentu alebo inej

vlastnickej ochrany vyndlezov a udajov

studie.

CLANOK 5 - FINANCNA  UCAst
ZADAVATELA

5.1. Platba institacii a skisajucemu za studiu
bude realizovana podla podmienok rozpoctu
a platobného kalendara prilozeného k tejto
Zmluve ako Priloha A a zacleneného do tejto
Zmluvy odkazom.

5.2. Platba za vykonanie
uhradena nasledovne:

Studie bude
Platba pre instituciu:

Fakultnd nemocnica Trencin, Legionarska 28,
911 71 Trencin

Cislo uc¢tu: SK 23 8180 0000 0070 0028
0438

Poznamka: BIC: SPSRSKBA

Platba pre skusajuceho:
MUDr. Marek Kacerik, PhD.,

IBAN:
Poznamka: BIC:

Platby budu uhradené po obdrzani nalezite
zdokumentovanej faktury. Fakturacna
adresa, ktora bude pouzita, je:

TFS Trial Form Support, s.r.0., Klimentska
1216/46, 110 02 Praha 1, ICO: 27876756,
DIC: CZ27876756

5.3. Je zodpovednostou institucie a
skusajuceho, aby splnili finanéné povinnosti
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adherent to the fees received,
without limitation payment of tax.

including

ARTICLE 6 - RESPONSIBILITY AND
INDEMNIFICATION
6.1 Sponsor shall indemnify and hold

harmless the Institution and the Investigator
from any and all liability, damages, cost and
expense, including reasonable attorney’s
fees, in connection with any claim, action or
lawsuit brought by or on behalf of trial
subjects for injury, loss, or damage it may
suffer as a result of Sponsor's negligence or
breach of contract or the use of the Study
Drug in strict compliance with the Protocol,
Applicable Laws, and Sponsor’s instructions.
Sponsor shall not be responsible for, and
Institution and Investigator shall be
responsible for, any loss or damages was
caused by non-observance of the Protocol or
Sponsor’s instructions, negligence of the
Institution, Investigator and/or any Study
Personnel in carrying out the Study, or
breach of this Agreement by Institution.

The parties hereto acknowledge that, in
accordance with Applicable Law, Sponsor
has arranged for an insurance policy in
favour of Sponsor and Institution covering
liability for personal injury (including death),
illness arising out of or relating to the
administration of the Study Drug or any
clinical intervention or procedure provided for
or required by the Protocol that the Subject
would not have received if the Subject had
not participated in the Study. Institution and
Investigator remain responsible in
circumstances where personal injury to the
Subject (including death) arises by the
failure of the Investigator, Institution or
Study Personnel to conduct the Study in
accordance with the Protocol, Applicable
Laws and Sponsor’s instructions.

Institution warrants that it has in place, and

suvisiace s prijatymi platbami, vratane, bez
obmedzenia, zaplatenia dani.

CLANOK 6 - ZODPOVEDNOST A
ODSKODNENIE

6.1 Zadavatel odskodni a nahradi institacii a
skusajucemu akukolvek a vSetku
zodpovednost,, nahrady $kéd, naklady a
vydavky, vratane primeranych nakladov na
pravne zastUpenie, v suvislosti s akymikolvek
narokmi, zalobou alebo sudnym sporom
iniciovanym subjektmi klinického skusania
alebo v ich mene za ujmu, stratu alebo
$kodu, ktoré mohli utrpiet v dobsledku
nedbanlivosti alebo porusenia zmluvy zo
strany zadavatela alebo pouzitia skusaného
lieku v prisnom sulade s protokolom,
prislusnymi zakonmi a pokynmi zadavatela.
Zadavatel nebude zodpovedat za a instittcia
a skusajuci bude zodpovedat za akukolvek
stratu alebo Skody spOsobené nedodrzanim
protokolu alebo pokynov  zadavatela,
nedbanlivostou institucie, skusajuceho
a/alebo ktoréhokolvek pracovnika studie pri
vykonavani sStudie, alebo porusenim tejto
zmluvy zo strany institucie.

Zmluvné strany tejto zmluvy potvrdzuju, ze v
stulade s prislusSnymi pravnymi predpismi Z
Zadavatel zabezpedil poistnd zmluvu na
zadavatela a instituciu na poistenie
zodpovednosti za telesnd ujmu (vratane smrti),
chorobu vyplyvajucu z podavania skudsaného
lieCiva alebo akejkolvek klinickej intervencie
alebo postupu poskytovaného alebo
pozadovaného v sulade s protokolom, ktorym
by subjekt nebol vystaveny, keby sa
nezUlastnil tohto skdsania. Institicia a
skusajuci zostavaju zodpovedni v pripadoch,
kedy telesnd ujma subjektu (vratane smrti)
vyplyva zo zlyhania skusajuceho, institucie
alebo personalu studie pri vykondvani skisania
v sllade s protokolom, platnymi zdkonmi
a pokyny sponzora.

Institlcia sa zarucuje, Ze uzavrela, udrziava a
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shall maintain in full force and effect
throughout the duration of the Study, and for
a period of 3 (three) years from completion
of the Study, Liability Insurance in amounts
appropriate to cover its liability for any
damage which may be caused as a result of
fault or negligence of Institution or Study
Personnel involved in the performance of the
Study. Investigator warrants that he/she
has in place, and shall maintain in full force
and effect throughout the duration of the
Study, and for a period of 3 (three) years
from completion of the Study, Liability
Insurance in amounts appropriate to cover
his/her liability for any damage which may
be caused as a result of his/her fault or
negligence in the performance of the Study.
Institution and Investigator shall promptly
provide evidence of their insurance upon
request by Sponsor or TFS.

ARTICLE 7 - TERM and TERMINATION

7.1. This Agreement shall enter into force
upon the date it is fully executed and shall
continue until the completion of the Study
(including data analysis) in accordance of the
Protocol, unless earlier terminated as
provided herein. The Agreement shall enter

| into force one day after -the day following its
publication in the Central Register of

| contracts of Slovak Republic. If the Study
has not started at the Institution by the date
stated in article 1.7., for reasons
independent of TFS/Sponsor, TFS/Sponsor
reserves the right to terminate this
Agreement upon by written notice to the
Institution and Investigator.

7.2. The TFS/Sponsor reserves the right to
terminate this Agreement and to discontinue
the Study at any time upon written notice to
Institution:

i) for scientific or business reasons to be

bude udrziavat v Uplnej platnosti pocas trvania
skusania a na obdobie troch rokov po skonceni
skusania poistenie zodpovednosti za Skody v
sumach  vhodnych na  pokrytie  jeho
zodpovednosti za akékolvek sSkody, ktoré mozu
byt spOsobené zlyhanim alebo nedbalostou
inStitucie alebo personalu skusania zapojeného
do vykonavania skusania. Skusajuci sa
zaruduje, ze uzavrel, udrziava a bude udrziavat
v uplnej platnosti pocas trvania skisania a na
obdobie troch rokov po skonceni skusania
poistenie zodpovednosti za spOsobené pri
vykone povolania v sumach vhodnych na
pokrytie jeho zodpovednosti za akékolvek

Skody, ktoré mobzu byt spdsobené jeho
zlyhanim alebo nedbalostou. Institicia a
skusajuci okamzite poskytni dobkaz o ich

poisteni na poziadanie ZADAVATELA alebo TFS.

CLANOK 7 - DOBA PLATNOSTI A

UKONCENIE

7.1. Tdto Zmluva nadoblda platnost driom
jej podpisania oboma zmluvnymi stranami a
bude trvat do dokoncenia Studie (vratane
analyzy Uudajov) podla protokolu, pokial
nebude ukoncenad skor ako je stanovené v
tejto Zmluve. Zmluva nadobuda ucinnost
driom nasledujacim po dni jej zverejnenia v
Centralnom  registri zmladv  Slovenskej
republiky. Ak sStudia nezacne v institucii do
datumu uvedeného v clanku 1.7. z d6vodov
nezavislych od spolocnosti TFS/zadavatela,
spolo¢nost TFS/zadavatel si vyhradzuju
pravo ukonéit tuto Zmluvu pisomnym
oznamenim institdcii a skdsajucemu.

7.2. Spolo¢nost TFS/zadavatel’ si vyhradzuju
pravo ukondit tuto Zmluvu a zastavit Studiu
kedykolvek na zaklade pisomného oznamenia
institucii:

i) z vedeckych alebo obchodnych dbvodov,
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determined in the sole discretion of the

Sponsor, or

ii) if the purpose of the Study has, for any
reason, become obsolete, or

i) if the Institution or Investigator
materially breaches this Agreement and fails
to cure such breach within thirty (30) days
after receiving a notice of such breach.

7.3. The Institution reserves the right to
terminate this Agreement and to discontinue
the Study upon written notice to
TFS/Sponsor, if TFS/Sponsor materially
breaches this Agreement and fails to cure
such breach within thirty (30) days after
receiving a written notice of such breach.

7.4 Termination or expiration of this
Agreement shall not affect any rights or
obligations accrued prior to such termination
or expiration. Any provision of this
Agreement that should survive termination or
expiration of this Agreement in order to give
its intent shall survive such termination or
expiration. If the study is prematurely
terminated, the Institution and Investigator
is only entitled to compensation for factual
conducted work as of the termination date.
In addition, Investigator shall promptly
complete all case report forms for all
Subjects already enrolled in the Study,
transfer all Study Data to Sponsor/TFS, and
return unused Study Drug and other
materials supplied by Sponsor/TFS. After
termination for any reason, the parties shall
continue to perform such activities under this
Agreement as necessary to protect the
health of the Subjects. Upon Sponsor’s
request, Institution and Investigator shall
refer Subjects to other Study site designated
by Sponsor.

ktoré stanovi zadavatel na zaklade svojho
vlastného uvazenia, alebo

i) ak sa ucel studie stane z akéhokolvek
doévodu uz nepotrebnym, alebo

iii) ak institdcia alebo skusajuci zavaznym
sp6sobom porusia tuto Zmluvu a nenapravia
takéto porusenie do tridsiatich (30) dni po
obdrzani oznamenia o takomto poruseni.

7.3. Institlcia si vyhradzuje pravo ukondit
tato Zmluvu a zastavit S$tddiu na zaklade
pisomného oznamenia spolo¢nosti
TFS/zadavatelovi, ak spolo¢nost
TFS/zadavatel' zavaznym spbésobom porusi
tuto Zmluvy a nenapravi takéto porusenie do
tridsiatich (30) dni po obdrzani pisomného
oznamenia o takomto poruseni.

7.4 Ukoncenie alebo uplynutie tejto Zmluvy
neovplyvni ziadne prava alebo povinnosti
vzniknuté pred takymto ukoncenim alebo
uplynutim. Akékolvek ustanovenie tejto
Zmluvy, ktoré ma pretrvat v platnosti po
ukonceni alebo uplynuti tejto Zmluvy, aby
malo vyznam, pretrvd v platnosti po
ukonceni alebo uplynuti Zmluvy. Ak bude
Studia predCasne ukoncend, institlcia a
skusajuci budu opravneni len na
kompenzaciu za skutocne vykonanu pracu ku
driu ukoncenia. Okrem toho skusajuci
bezodkladne vypIni vSetky zdznamové
formulare ucastnikov klinického skdsania pre
vSetky subjekty zaregistrované do Studie,
odovzda vSetky Udaje studie
zadavatelovi/spoloc¢nosti TFS a vrati
nepouzité skudsané lieky a iné materidly
dodané zadavatelom/spolo¢nostou TFS. Po
ukonceni z akéhokolvek dovodu strany budu
pokracdovat vo vykondvani takych cinnosti
podla tejto Zmluvy, ako suU potrebné na
ochranu zdravia subjektov Studie. Na
poziadanie zadavatela institicia a skusajuci
odporucia subjekty Studie na iné pracovisko
klinického skusania urc¢ené zadavatelom.
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ARTICLE 8 - SECRECY AND NON USE

8.1 The Institution, Investigator and Study
Personnel shall keep confidential all
information supplied, directly or indirectly by
TFS/Sponsor, together with the Study Data
and other results of the Study (collectively,
“Confidential Information”).

8.2. The Institution, Investigator and Study
Personnel shall refrain from making any use
of the Confidential Information except for the
purpose of the Study.

8.3. The above obligations shall not apply to
such part of the information and/or results
which:

- at the time of disclosure by TFS/Sponsor
for the information or at the time of
availability for the results, were in the public
domain, or

- come into the public domain thereafter
otherwise than by a fault of the Institution,
Investigator or any Study Personnel,

- the Investigator or the Study Personnel can
show in writing were known to them prior to
the time of disclosure by TFS/Sponsor for the
information or availability for the results,

- the Investigator or the Study Personnel can
prove to have obtained from an independent
third party having an unrestricted right to
disclose them.

8.4. Notwithstanding the provisions 8.1. and
8.2., the Investigator will be allowed to
disclose the information and the results on a
need to know basis to the responsible Study
Personnel engaged in the Study; provided
that:

- The Institution and Investigator shall

exercise due care and shall take such
precautions necessary to prevent any
unauthorised disclosure or use of the
information and the results by Study
Personnel, and

CLANOK 8 -

DOVERNOST A

NEPOUZIVANIE INFORMACII

8.1 Institacia, skusajuci a pracovnici Studie
st povinni zachovavat dovernost vsetkych
informacii  poskytnutych  priamo  alebo
nepriamo spolo¢nostou TFS/zadavatelom,
spolo¢ne s Udajmi Studie a inymi vysledkami
Studie (spolo¢ne len ,,doverné informacie").
8.2. Institucia, skusajuci a pracovnici Studie
sa zdrzia akéhokolvek pouzitia dbévernych
informacii okrem na ucely Studie.

8.3. VysSSie uvedené povinnosti sa nebudu
vztahovat na tak( dast informacii a/alebo
vysledkov, ktoré:

- boli v case poskytnutia informacii
spolo¢nostou TFS/zadavatefom alebo v case
dostupnosti vysledkov verejne zname, alebo

- sa stali verejne zndmymi nasledne inym
sp6ésobom ako vinou institucie, skusajuceho
alebo ktorychkolvek pracovnikov studie,

- skusajuci alebo pracovnici sStudie mozu
preukadzat pisomne, Ze pred poskytnutim
informacii alebo dostupnostou vysledkov
spolo¢nostou TFS/zadavatelom ich poznali,

- skusSajuci alebo pracovnici sStudie mozu
preukazat, Ze ich ziskali od nezavislej tretej
strany, ktora ma neobmedzené prdvo ich
poskytnut.

8.4. Bez ohladu na ustanovenie 8.1. a 8.2.,
skusajuci bude méct poskytnut informacie a
vysledky zodpovednym pracovnikom sStudie
zapojenym do Studie, ktori ich potrebuju
poznat, za predpokladu, ze:

- institlcia a skusajuci vynaloZi nalezitu
starostlivost a urobi preventivhe opatrenia
potrebné na predchadzanie neopravnenému
poskytnutiu alebo pouzitiu informacii a
vysledkov pracovnikmi Studie, a
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- Each Study Personnel has signed a
confidentiality and non-use agreement
containing terms at least as stringent as
those set forth herein.

8.5 This secrecy and non use obligation
under previsions 8.1. and 8.2. shall remain
valid during the term of this Agreement and
for a period of 15 years thereafter.

ARTICLE 9 — REPRESENTATIONS,
WARRANTIES and CERTAIN
COVENANTS

9.1 Institution and Investigator represent
and warrant that they are not presently
under any agreement or obligation which
conflicts with or materially impairs their
ability to perform the duties and obligations
owed to TFS/Sponsor under this
Agreementand further agree not to
undertake any such obligation or agreement
during the course of the Study.

9.2 Institution and Investigator represent
and warrant that they shall not employ,
contract with, or retain any person, directly
or indirectly, to perform the Study under this
Agreement if such a person (a) is under
investigation by the FDA or any other
regulatory agency for debarment or is
presently debarred by the FDA or any other
regulatory agency pursuant to 21 U.S.C. §
335a or equivalent laws or regulations, or (b)
has a disqualification hearing pending or has
been disqualified by the FDA or any other
regulatory agency pursuant to 21 C.R.F. §
312.70 or equivalent laws or regulations. In
addition, Institution and Investigator
represent and warrant that they have not
engaged in any conduct or activity which
could lead to any of the above-mentioned
disqualification or debarment actions. If
during the term of this Agreement,
Institution, Investigator or any person
employed or retained by them to perform the
Study (i) comes under investigation by the

- kazdy pracovnik studie podpisal dohodu o
dovernosti a nepouzivani  informacii,
obsahujucu podmienky prinajmensom tak
prisne ako tie stanovené v tejto Zmluve.

8.5 Povinnost dbvernosti a nepouzivania
informacii podla ustanoveni clankov 8.1. a
8.2. zostane v platnosti pocas doby platnosti
tejto Zmluvy a pocas obdobia 15 rokov po jej
ukonceni.

CLANOK 9 — VYHLASENIA, ZARUKY A

URCITE DOJEDNANIA

9.1 InsStiticia a skusajuci vyhlasuju a
zarucuju sa, ze momentdlne nie su viazani
Ziadnou zmluvou alebo povinnostou, ktoré by
boli v konflikte s ich spdsobilostou vykonavat
ulohy a povinnosti vodi  spoloc¢nosti
TFS/zadavatelovi podla tejto Zmluvy alebo
by ich zdvazne narusovali a dalej suhlasia, ze
sa nebudl zavdzovat k Zziadnym takymto
povinnostiam alebo zmluvam pocas priebehu
studie.

9.2 Institicia a skusajuci vyhlasuju a
zaruc€uju sa, Ze nezamestnaju, neuzatvoria
zmluvu s ani nevyuziju ziadnu osobu, priamo
alebo nepriamo, na vykonavanie studie podla
tejto zmluvy, ak takato osoba (a) je
vySetrovana uradom FDA alebo akymkolvek
inym regulacinym Uradom kvéli vyluceniu
alebo je momentalne vylu¢end Uradom FDA
alebo akymkolvek inym regulaénym Uradom
podla 21 U.S.C. § 335a alebo ekvivalentnych
zakonov alebo predpisov, alebo (b) ¢aka na
vypocuvanie kvoli vyradeniu alebo bola
vyradend uUradom FDA alebo akymkolvek
inym regulacnym uUradom podla 21 C.R.F. §
312.70 alebo ekvivalentnych zakonov alebo
predpisov. Okrem toho institlcia a skusajuci
prehlasuju a zarucuju sa, Ze sa nezapojili do
ziadneho konania alebo cinnosti, ktoré by
mohli viest k akymkolvek vyradeniam alebo
vyli¢eniam uvedenym vysSSie. Ak pocas
platnosti tejto Zmluvy institdcia, skusajuci
alebo akakolvek osoba zamestnana alebo
vyuzivana nimi na vykondavanie Studie (i)
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FDA or any other regulatory agency for a
debarment action or disqualification, (ii) is
debarred or disqualified, or (iii) engages in
any conduct or activity that could lead to any
of the above-mentioned disqualification or
debarment actions, Institution and
Investigator  shall immediately notify
TFS/Sponsor of same and Sponsor, through
TFS, shall have the right to terminate this
Agreement immediately.

ARTICLE 10 - MISCELLANEOUS

10.1 The relationship of Institution and
Investigator to Sponsor is that of
independent contractor, and nothing

contained herein shall be construed to be
inconsistent with that relationship or status.

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

10.3 This Agreement is executed in both
English and Slovak language. In case of
incoherence, contradiction or discrepancy
between the English and the Slovak version
of this Agreement, the Slovak version shall
prevail.

10.4 The Institution and Investigator may
not assign or transfer this Agreement or any
of their rights or obligations hereunder
without the prior written consent of Sponsor.
Any attempted assignment without such
consent shall be null and void. Sponsor may
assignment this Agreement without
Institution’s or Investigator’s consent.

10.5 This Agreement constitutes the entire

za¢ne byt vySetrovand Uradom FDA alebo
akymkolvek inym regulacnym uUradom kvoli
vyradeniu alebo vyliceniu, (ii) bude
vyradena alebo vylucena, alebo (iii) sa zapoji
do akéhokolvek konania alebo cinnosti, ktoré
by mohli viest k akymkolvek vyradeniam
alebo vyluceniam uvedenym vyssie, institicia
a skusajuci okamzite informuju o tom
spolo¢nost TFS/zaddvatela a zadavatel
prostrednictvom spolo¢nosti TFS bude mat
pravo ukondéit tdto Zmluvu s okamzitou
ucinnostou.

CLANOK 10 - ROZNE

10.1 Vztah institicie a skusajuceho vodi
zadavatelovi je vztah nezavislého dodavatela
a ni¢ obsiahnuté v tejto Zmluve nebude
interpretované ako nekonzistentné s tymto
vztahom alebo stavom.

10.2 Ak bude akékolvek ustanovenie
tejto  Zmluvy vyhldsené sidom za
nezakonné, neplatné alebo neuplatnitelné,
zvy$na cast tejto Zmluvy tym nebude
ovplyvnena.

10.3 Tato zmluva je vyhotovena v anglic¢tine
a slovencine. V pripade nesudrznosti, rozporu
alebo nesuladu medzi anglickou a slovenskou
verziou tejto zmluvy, bude rozhodna
slovenska verzia.

10.4 Institlcia a skdsajuci nesma postupit
alebo previest tito Zmluvu alebo akékolvek
prava alebo povinnosti z nej bez
predchadzajuceho pisomného suhlasu
zadavatela. Akykolvek pokus o postupenie
bez takéhoto suhlasu bude neplatny a

neudinny.  Zadavatel modze postupit tuto
Zmluvu bez suhlasu institucie alebo
skusajuceho.

10.5 Tato Zmluva predstavuje celt dohodu a
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agreement and final understanding of the
parties with respect to the subject matter
hereof and supersedes and terminates all
prior and/or contemporaneous
understandings and/or discussions between
the parties, whether written or verbal,
express or implied, relating in any way to
the subject matter hereof. This Agreement
may not be altered, amended, modified or
otherwise changed in any way except by a
written agreement, signed by all parties.

In withess whereof, the parties hereto have
caused their duly authorized representatives
to execute this Agreement in triplet.

Person authorised to sign
agreements for the Institution:

Date

Signature

Printed Name

Sponsor represented by authorised agent,
TFS:

kone¢ny dohovor strén vo vztahu k predmetu
tejto Zmluvy a nahradza a ukoncuje vSetky
predchadzajuce a/alebo sucasné dohovory
a/alebo diskusie medzi stranami, i uz
pisomné alebo Ustne, vyslovné alebo
predpokladané, tykajuce sa akymkolvek
spésobom predmetu tejto Zmluvy. Tato
Zmluva nemdze byt pozmeriovana, dopliana
alebo upravovana alebo inak menena
Zziadnym sposobom okrem pisomnej dohody
podpisanej vsetkymi stranami.

Na znak toho strany tejto Zmluvy podpisali
tuto Zmluvu prostrednictvom svojich riadne
opravnenych zastupcov trojmo.

Osoba opravnena podpisovat
zmluvy za institdciu:

Datum

Podpis

Meno tlacenym pismom

Zadavatel zastupeny opravnenym
zastupcom, TFS:
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Date

Signature

Printed Name

Principal Investigator:

Date

Signature

Printed Name

Datum

Podpis

Meno tlacenym pismom

Hlavny skdsajuci:

Datum

Podpis

Meno tlatenym pismom
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Exhibit A- Payment Schedule

Payment of Institution and Investigator’'s Gri

Priloha A— Harmonogram platieb

Platba dotacii institicie a skdSajuc

1. Enrolment Targets and Enrolment Schedule 1. Ciele zaral’ovania a harmonogram zaral’ovania
The estimated number of patients to be included inm Odhadovany p&et pacientov, ktory budu zaradeny
Study at this Institution is 6 patients. This numbray vary Studie v tejto inStitacii je 6. Tento Pet sa méze meniv

according to competitive recruitment which will beavislosti na konkurgmym naboru, ktory bude prebeha

followed throughout the Study. po cell dobu Stadie.
2. Fee Per Completed Subject: 2. Poplatok za dokoreny subjekt:
2.1 Visit schedule with associated budget 2.1 Harmonogram navstev vratane sivisiac

Completed Subject rozpatu za dokoneny subjekt

Fees for Institution’s services

Poplatky za sluzby instittcie

Avastin Avastin
Subject Status Payment Point Bod platenia za stav subjekty
J (Visit Sched)L/JIe) Amount (Euros) (hgrmonogram névéte{/) Suma (EUR)
Screening 300| | Skrining 300
Day 1 274 1. da 274
Month 1 249 mesiact. 1 249
Month 2 249 mesiac. 2 249
Month 3 292 mesiacs. 3 292
Month 4 249 mesiact. 4 249
Month 5 249 mesiac:. 5 249
Month 6 373 mesiacs. 6 373
Month 7 249 mesiact. 7 249
Month 8 249 mesiact. 8 249
Month 9 292 mesiact. 9 292
Month 10 249 mesiac. 10 249
Month 11 249 mesiac. 11 249
Month 12 297 mesiac. 12 297
Month 13 191 mesiac. 13 191
Month 14 191 mesiac:. 14 191
Month 15 191 mesiac:. 15 191
Month 16 191 mesiacs. 16 191
Month 17 191 mesiac:. 17 191
Month 18 274 mesiac. 18 274
Month 19 191 mesiac. 19 191
Month 20 191 mesiac. 20 191
Month 21 191 mesiacs. 21 191
Month 22 191 mesiac:. 22 191
Month 23 191 mesiac:. 23 191
Month 24 254 mesiac. 24 254
Celkova poskytnuta suma
6 255 .

Total Per Subject Grant subjekt

6 255
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6 Telefonicka bezp@ostné 6
3-Day Tel. Safety Check/call kontrola 3 dni po podani
injekcie
Early Withdrawal Vist 254 | ['Navteva pri  prethsnom 254
odvolani
Eylea Eylea
Subject Status Payment Point Bod platenia za stav subjektu
J (Visit Sched{ne) Amount (Euros) (hz;Fl)rmonogram névéte{/) Suma (EUR)
Screening 300| | Skrining 300
Day 1 274| | 1. dex 274
Month 1 249 mesiact. 1 249
Month 2 249 mesiacs. 2 249
Month 3 248 mesiacs. 3 248
Month 4 249 mesiac. 4 249
Month 5 206 mesiac. 5 206
Month 6 373 mesiac:. 6 373
Month 7 206 | | mesiac. 7 206
Month 8 249 mesiac. 8 249
Month 9 248 mesiacs. 9 248
Month 10 249 mesiac:. 10 249
Month 11 206 mesiac. 11 206
Month 12 297 mesiacs. 12 297
Month 13 147 mesiac. 13 147
Month 14 191 mesiacs. 14 191
Month 15 147 mesiac. 15 147
Month 16 191 mesiac:. 16 191
Month 17 147 mesiacs. 17 147
Month 18 274 mesiacs. 18 274
Month 19 147 mesiac. 19 147
Month 20 191 mesiacs. 20 191
Month 21 147 mesiac. 21 147
Month 22 191 mesiac. 22 191
Month 23 147 mesiac. 23 147
Month 24 254 mesiac. 24 254
. Celkova poskytnutd suma
Total Per Subject Grant 5 776| | subjekt 5776
Telefonicka bezp@ostné
6 . ., 6
3-Day Tel. Safety Check/call kontrola 3 dni po podani
injekcie
Early Withdrawal Vist 254 gg\\//;fr\? pri- pregasnom 254
Fees for Investigator’s services Poplatky za sluzby skaSajiceho
Avastin Avastin
Subject Status Payment Point Bod platenia za stav subjekty
J (Visit Sched)L/JIe) Amount (Euros) (hgrmonogram névéte{/) Suma (EUR)
Screening 700| | Skrining 700
Day 1 638 1. da 638
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Month 1 581 mesiact. 1 581
Month 2 581 mesiac. 2 581
Month 3 681 mesiact. 3 681
Month 4 581 mesiac:. 4 581
Month 5 581 mesiac:. 5 581
Month 6 869 mesiac:. 6 869
Month 7 581 mesiac:. 7 581
Month 8 581 mesiac:. 8 581
Month 9 681 mesiacs. 9 681
Month 10 581 mesiac. 10 581
Month 11 581 mesiacs. 11 581
Month 12 693 mesiac. 12 693
Month 13 445 mesiac. 13 445
Month 14 445 mesiac. 14 445
Month 15 445 mesiac. 15 445
Month 16 445 mesiac. 16 445
Month 17 445 mesiac. 17 445
Month 18 640 mesiac. 18 640
Month 19 445 mesiac. 19 445
Month 20 445 mesiact. 20 445
Month 21 445 mesiac. 21 445
Month 22 445 mesiac. 22 445
Month 23 445 mesiac. 23 445
Month 24 592 mesiac. 24 592
Total Per Subject Grant 14 594 (S:uetl):-(:éa poskytnuta suma 14 594
Telefonicka bezp@ostné
3-Day Tel. Safety Check/call 13| | kontrola 3 dni po podani 13
injekcie
Early Withdrawal Vist 592 gg\\/ﬁlﬁ\]’? pri. pregksnom 292
Eylea Eylea
Subject Status Payment Point Bod platenia za stav subjekty
" (visit Schedie) Amount (Euros) || ™ (harmonogram navtey) | VM2 (EUR)

Screening 700 Skrining 700
Day 1 638 1. dai 638
Month 1 581 mesiac:. 1 581
Month 2 581 mesiacs. 2 581
Month 3 580 mesiacs. 3 580
Month 4 581 mesiact. 4 581
Month 5 480 mesiact. 5 480
Month 6 869 mesiac. 6 869
Month 7 480 mesiacs. 7 480
Month 8 581 mesiacs. 8 581
Month 9 580 mesiac:. 9 580
Month 10 581 mesiacs. 10 581
Month 11 480 mesiac. 11 480
Month 12 693 mesiac:. 12 693
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Month 13 344 mesiacs. 13 344
Month 14 445 mesiac:. 14 445
Month 15 344 mesiac:. 15 344
Month 16 445 mesiacs. 16 445
Month 17 344 mesiacs. 17 344
Month 18 640 mesiacs. 18 640
Month 19 344 mesiacs. 19 344
Month 20 445 mesiac:. 20 445
Month 21 344 mesiac. 21 344
Month 22 445 mesiacs. 22 445
Month 23 344 mesiac. 23 344
Month 24 592 mesiacs. 24 592
Total Per Subject Grant 13 478 gil)lj(;\({[a poskytnuta. suma 13 478
Telefonicka bezpmostné
3-Day Tel. Safety Check/call 13 kontrola 3 dni po podani 13
injekcie
Early Withdrawal Vist 592 2'3\)’ c?lt:r\:? pri prethsnom 592
2.2 The Fee for each Completed Subj 2.2 Poplatok za kazdy subjekt ktorého bolc
includes (but is not limited to) the following cesir skiSanie dokarené, <zaftia okrem iného aj
expenses: nasledujice poplatky alebo vydavky:
Hospitals overheads fees , staff costs, labordeay, rezijné naklady nemocnice, néklady na persc
pharmacy fees, administrative fees, archiving fees, poplatky lekarne, administrativne poplatky, archiné
imaging fees, questionnaire (e.g quality of life) poplatky, poplatky za zobrazovacie vySetrenie
a dotaznik (napr. kvality Zivota)
TFS shall not be responsible foinsuring tha TFS nebude zodpovedna za zabeéepi& toho, ab

Institution or Investigator makes any payments to institlcia alebo skiSajuci vykonavali platby perdan
the Study Personnel and internal departments of skidSania a internym oddeleniam institicie.

Institution.
2.3 Fees are to be invoiced and paid in EUR, L 2.3 Poplatky maju kyfaktirované a zaplatené v El
the exchange rate on the day that the invoice is za pouzitia vymenného kurzu platného vide
issued. vystavenia faktary.

3. Other Payments: 3. Ostatné platby:

Payment for other fees or expenses that are nitded in Platba za iné poplatky alebo vydavky, ktoré niealirnuté
the Fees per Completed Subject (as defined in@e&i v poplatkoch za doka&eny subjekt (ako je definované v
will be made according to the following rates: bode 2) sa vykonéavaju ptalnasledujicich sadzieb:

SCREENING FAILURE: TFS, on behalf of SPONSO NEUSPESNY VYSLEDOK SKRININGL TFS \mene
agrees to pay Subject care costs for up to sixs¢@en ZADAVATE I’A sUhlasi, Ze zaplati naklady na starostlivos
failures, on a pro-rated basis based upon the numbesubjektu za Sé&s(6) nelUspeSnych vysledkov skriningu na
procedures completed by Institution prior to Subjgmomernom zaklade p8a paitu dokorgenych postupov alebo
withdrawal up to 1000 € / screening failure (30@481 go to vySetreni vykonanych instittciou pred odvolanimjektior az
Institution, 700€ to Investigator), upon TFS’s ipteof do sumy 1000 EUR (300 EUR péjde Instittcii, 700 EUR
correct, itemized invoices from Institution. Inseaof ocular p6jde skiSajucemu) za nelspesny vysledok skrimagam,
imaging at D1 this will be paid in addition as detéelow. ako TFS dostane od institlicie spravne faktary pisanymi
After the six (6) initial screen failures, TFS, behalf of polozkami. V pripade zobrazovacieho vySetrediavdl. dei
SPONSOR, will pay for additional screen failuresompsa toto vySetrenie zaplati navySe Rfaodnasledujlcich
Sponsor approval. podrobnosti. Po prvych Siestich (6) nelspesnycledisch
skriningu TFS v mene ZADAVATEA zaplati zadalSie
neuspesné vysledky skriningu.
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SUBJECT MEALS &TRAVEL: TFS on behalf of STRAVA ACESTOVNE SUBJEKTOV Spolatnog’ TFS
Ophthotech shall reimburse subjects for their nealsie v mene spoknosti Ophthotech preplati subjektom skdSania
travel expenses up to 29 € (or equivalent to lgoatency) primerané vydavky, az do 29 EUR (alebo adekvatmousu

for each subject visit. All travel fees that exc&8d euros lokalnej mene) za kazdu navstevu pacienta.

should be approved by the Sponsor before visitd@me.

The fees will be provided to Investigator in fooh meal V3etky cestovné poplatky, ktoré pre&ien29 eur by mali by

vouchers, which will be given by the Investigatdo the schvalené sponzorom pred tym, nez navstevy preb@ieta

patient. poplatky budu poskytnuté skiSajucemu vo forme sfrelv
listkov, ktoré budu predané skuSajlacim pacientovi.

OCCULAR IMAGING ZOBRAZOVACIE VYSETRENIE Qi
In case ocular imaging must be repeated at VisitoBfbre V pripade, Ze je potrebné zopakbeabrazovacie vySetrer
randomization can be consider, the following adddl oci pri navsteve v 1. depred vyhodnotenim randomizacie,

payment will be made : vykonaju sa eStéalSie tieto platby:

To Institutior Institacii

Color Fundus Photograf: 23€ / exanr Fotografia farebnéhotaého pozadia: : EUR/vySetreni
Fluorescein Angiograr 23€ / exan Fluorescedny angiogram: 2 EUR/vySetreni

Optical Coherence Tomography (OC41€ / exan Optick& koherentna tomografia(OCT): 41 EUR/vySda
To Investigatc SkuSajucem

Color Fundus Photogray: 54€ / exarr Fotografia farebnéhocaého pozadia: £ EUR/vySetreni
Fluorescein Angiograr 54€ / exan Fluorescedny angiogram: 5 EUR/vySetreni

Optical Coherence Tomography (OC 95€ / exan Opticka koherentna tomografia(OCT): 95 EUR/vySda
RESOURCE SUPPORT PODPORA ZDROJOV

Due to the high workload associated with the séngeand Z dévodu vysokého pracovného taaenia spojeného
day 1 visits, SPONSOR agrees to compensate limtitand skriningom a navstevami v 1.id@ADAVATEL suhlasi, Ze
Investigator for the additional staffing costs rieggi to enroll uhradi institicii a skdSajicemtalSie naklady na doplnenie
three (3) or more patients in any calendar montfolisys. personélu potrebné na zaradenie troch (3) alelbeenjieh
If Institution/Investigator enrolls three (3) or regoatients in pacientov v ktoromkitvek kalendarnom mesiaci takto: ak
the Study in any calendar month, TFS, on behalf in§titicia/skdSajuci zaradi troch (3) alebo viachrpacientov
SPONSOR, agrees to pay Institution 329€ and Irgasii do skuSania Vubovdnom kalendarnom mesiaci, TFS
768€. If Institution/Investigator enrolls six (@ more v mene ZADAVATH’A sUhlasi, Ze zaplati institicii 329
patients in the Study in any calendar month, TFShehalf EUR a skiSajucemu 768 EUR; ak institlcia/skuSaaadi
of SPONSOR, agrees to pay Institution an additigt®f}€ Siestich (6) alebo viacerych pacientov do skdSania
and Investigator an additional 1024€ (for a tofak560€ ). vIlubovdnom kalendarnom mesiaci, TFS v mene
ZADAVATETLA suhlasi, Ze zaplati intitici’alSich 439
EUR a ski3ajucemulalSich 1024 EUR (teda celkovo
2560 EUR).

4, Pro-Rata Payments: 4, Pomerna platba

4.1 Payment for Subjects who do not complete 4.1 Za subjekty, ktoré nedokoi skuSanie, sa mo.

Study may be made to Institution and Investigatoa@ro insStiticii a skdSajucemu vykotiaplatba na pomernom
rata basis. Payment will include only those Sukjegho zaklade. Platba bude Z#ht' len tie subjekty, ktoré boli
were enrolled before the premature terminatiomef3tudy zaradené pred préasnym ukotienim klinického skdsania
or the date that notice is received of such prereatalebo do oznamenia o datume prijatia takéhotogaseho

termination, whichever is later. ukorgenia, podla toho, ktory pripad nastane neskor.

4.z Should SPONSOR terminate the Studyor to 4.Z Ak ZADAVATEL ukorti ska3anie pre
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completion, pr-rated expenses and fees shall be paid ¢ dokortenim, budd vyplatené pomerné néklacpoplatky

forth in Section 2.1 for each Subject visit perfedrbefore uvedené \asti 2.1 za kazdl navstevu subjektu vykonanu

the premature termination of the Study or the datéce is pred predasnym ukotienim skdSania alebo datumom

received of such premature termination, whichesdater. prijatia oznamenia o takomto pk&snom ukoeni (poda
toho, ktoré nastane neskoér).

4.2 If other nor-cancelable costs are incurred 4. Ak inStitacii alebo skdSajucemu vznikn( i

Institution or Investigator, written justificatiomust be naklady, ktoré nemozno zrisi ZADAVATELOVI je

provided to SPONSOR for review and approval, apdtrebné predloZi pisomné odbévodnenie na kontrolu

payment of such costs is subject to SPONSOR's &ppro a schvalenie a platba takychto nakladov je podmi&ne
stuhlasom ZADAVATH’A.

5. Protocol Violators 5. Osoby porusujuce protokol

Payments for Study Subjects who are deemed tolee Platby za subjekty sklSania, ktoré sa povazuju saby
in violation of the Protocol may be paid up to ffwnt that poruSujuce protokol, je mozné vyplatiaz do chvile
the violation occurred at the discretion of SPONSfE/or takéhoto porudenia pba rozhodnutia ZADAVATEA

TFS. a/alebo TFS.

6. Payment Conditions 6. Platobné podmienky

6.1 Payee 6.1 Prijemca platieb

The payee under this Exhibit A shall be the Infittuand Prijemcom platieb na zaklade tejto prilohy A b
Investigator. institlcia a skdsajuci.

6.2 Periodic Payments 6.2 Pravidelné platby

Institutior in collaboration witl Investigator shall subm Institdcia Stvitro¢ne v spolupraci so skdsajucim vyste
invoices for Services performed and expenses iadufas faktlru za poskytnuté sluzby a vynalozené vydafdéo
defined in Sections 2. & 3. herein) on a quartdrfisis. su definované ¥asti 2. a 3. tejto zmluvy). Platby sa budu
Payments will be made by electronic wire to the kbamykonava elektronickym prevodom na bankovycel
accounts stated in the Clinical Site Agreement. cRhaivedeny v Zmluve o pracovisku Kklinického skuSania.
payments will be made only when payee’s bank isimotPlatby Sekom sa budl vykondviba vtedy, ak banka
the electronic payment domain. Payments shall dely prijemcu nie je v elektronickej platobnej sféreatBy sa

made when the following criteria have been met: budi vykonavé iba vtedy, ak su splnené nasledujlce
kritérié:

(a) Subject meets the inclusion and exclusion rigitas (a) subjekty sfhaji kritéria pre zaradenie a vyhvacie

defined in the Protocol; and kritéria definované v protokole;

(b) Study procedures have been conducted in (b) vySetrenia vykonavané ges klinického skiSania ¢
compliance with the Protocol; and vykonali v plnom suilade s protokolom;

(c) Completed CRFs for the quarter have been deliveo (¢) vyplnené formulare CRF za Sfwwok boli dorgené
and/or received by Sponsor according to any stipdlaa/alebo prijaté zadavdmm v silade s uvedenymi bodmi
points in time and the data contained therein eawndnified natas a datum na nich uvedeny moZno skontralova
by reference to the Study Subject’'s medical filesl & kontrolou zdravotnych zaznamov subjektu skidSariata
complete and correct. formulare st Uplné a spravne.

All payments are subject to withholding taxes reggd VSetky platby sO predmetom zrazkovych d
under the applicable jurisdictions. pozadovanych pdd platnych pravnych predpisov.

6.3 Final Payment 6.3 Kone&na platba

Notwithstanding the criteria defined in Section @ove, Bez olfadu na kritérid stanovené dasti 6.2 vysSie ji
the final payment shall be contingent upon theofeihg kone&na platba podmienena tymidalSimi podmienkami:
additional conditions:

(a) all required Subject visits have been completed; (a) boli dokortené vSetky pozadované navstevy
and subjektov; a
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(b) SPONSOR has received all Subject data in a form (b) ZADAVATEL zaslal v3etky Gdaje subjektu vo

suitable for analysis; and

(c) all data clarification queries have been resoheed t

SPONSOR'’s satisfaction; and

forme vhodnej na analyzy; a
(c) vSetky otazky na vysvijlce Udaje boli vyrieSené
k spokojnosti ZADAVATH’A; a

(d) SPONSOR has verified that all required regulatory (d) ZADAVATEL si overil, ze v3etky potrebné

documentation is complete, and

(e) Institution and Investigator has

SPONSOR; and

(f) the Study close-out visit has been completed; and
Investigator has provided final

(9) Institution and
invoices within 30 days of close out visit.

Institution and Investigator shall have days from the

returned all
required equipment, drugs and other material to

dokumenty vyzadované na zaklade predpisov su

Uplné; a
(e) institGcia a skaSajuci vratili  vSetko potrebné
vybavenie, lieky a dalsi material

ZADAVATELOVI; a

() zaveréna navsteva subjektu bola dokena; a

(9) institucia a skaSajuci vystavili koted faktiru do
30 dni od ukogenia navstevy.

InStitdcia a skdSajici bid ma’ 60 dni od prijatia posledn

receipt of the final payment under this Agreement platby na zaklade tejto zmluvy na identifikaciu diztov a
identify discrepancies and resolve any paymentutésp vyrieSenie vSetkych platobnych sporov s TFS.

with TFS.

7. Investigator Request Form and Payment7. Formular Ziadosti skuSajuceho  a pokyny
Instructions tykajuce sa platieb

7.1 TFS shall send, via -mail transmission, a 7.1 TFS odosle institdcii a skusajucel

electronic version of the Investigator Request Foonthe
Institution and Investigator . This e-mail willsal contain
details of where to return the completed versionthaf
electronic format.

7.2 The Institution and Investigatothall complete thi
electronic version of the Investigator Request Famna
return it to TFS, via e-mail transmission, at thmaé
address specified in the e-mail referred to in iBec?.1
above.

7.3 TFS shall insert a paper copy of the Investig
Request form as Attachment 1.

7.4 Payments shall be made by TFS on behal

prostrednictvom e-mailu elektronick( verziu fornrala
Ziadosti skiSajuceho. Tento e-mail bude obsahayadaje

0 tom, kam treba odoslavyplnend verziu v elektronickej
podobe.

7.2 InStitlcia a skdSajuci vyplni elektronickd ver;
formulara Ziadosti skuSajuceho a vrati ho TFS
prostrednictvom e-mailu na e-mailovi adresu uvedenu
v ¢asti 7.1.

7.3 TFS musi priloZi papierova képiu formulara Ziado.
skuSajuceho ako prilohu 1.
7.4 Platby bude vykonavaTFS do SeXlesatich (60)

SPONSOR and shall be paid within sixty (60) days @fi v mene ZADAVATHA po prijati, kontrole a schvéleni
receipt, review and approval of an original invdiceoriginalnej faktiry* predlozenej na tato adresu:

submitted to the following address:

TFS Trial Form Support, s.r
Klimentska 1216/46

11002 Prahal

Czech Republic

Please note that invoices* must contain the folhmy
information:

(a) Protocol Number; and

(b) Invoice Date; and

(c) Date & Description of Services Provided; and
(d) CRO Project Number; and

(e) Total amount payable; and

(f) Exchange rate used (where applicable)
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TFS Trial Form Support, s.r
Klimentska 1216/46

11002 Prahal

Czech Republic

Upozorujeme, Ze faktiry* musia obsahdvaasledujici
informacie:

(a) ¢islo protokolu; a

(b) datum vystavenia faktiry,

(c) datum a opis poskytovanych sluzieb,

(d) ¢islo projektu CRO; a

(e) celkovt sumu na zaplatenie,

(f) pouzity vymenny kurz (v pripade potreby),
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Where the payee is VAT/GST registered then thefalig Ak prijemca platby je registrovany ngely DPH/dane :
information should also be provided: produktov a sluzieb (GST), je potrebné uviessledujlce
informacie:

(a) VAT /| GST registration number of the supplier (@) registr&né ¢islo DPH/GST dodavate (prijemcu

(payee), prefixed with their country code (if platby) s predponou kédu krajiny (v prisluSnom
applicable); and pripade);

(b) VAT / GST registration number of the customer (Db) registr&né cislo DPH/GST zékaznika (TFS) s
(TFS), prefixed with their country code (if predponou kédu krajiny (v prislusnom pripade);
applicable), The invoice must also state the Faktira musi tiez uvadzaponzora ako prijemca

SPONSOR as the Service recipient with its name sluzby so svojim menom a adresou na faktlre; a
and address on the invoice; and

(c) The rate of VAT / GST and amount of VAT / GST (c) sadzbu DPH/GST a splatnii sumu DPH/GST;

payable; and

(d) The amount exclusive of VAT / GST (net amount); (d) sumu bez DPH/GSTista suma) a
and

(e) Total amount payable (gross amount). (e) celkovi sumu na zaplatenie.

() The invoice should indicate that the supply of (f) Vo faktire by malo b uvedené, Ze poskytovanie
Services is subject to the EU VAT reverse charge sluzieb je predmetom prenesenia nozej

procedure. povinnosti v ramci EU.
* Debit Notes should be provided by Institutioncimuntries * Tarchopisy ma predloginstitlcia \ krajinach, kde nie ji
unable to issue invoices. mozné vystavi faktdry.

According to the EU directive 2008/8 of 12 Februa®p8 Pod’a smernice EU 2008/8 zona 12. februara 200!
amending Directive 2006/112/EC as regards the ptdcektorou sa meni a ddiga smernica 2006/112 / ES, pdkide
supply of services the TFS Trial Form Support,0s.ro miesto poskytovania sluzieb TFS Trial Form Suppor
domiciled in Czech Republic (Sponsor representative.o. so sidlom vCeskej republike (zastupca zadavate
according to this agreement) is considered to ke foda tejto zmluvy) je povazovany za prijemcu sluzieb
recipient of the services described in this Agresimia uvedenych v tejto dohode, pokiale o DPH. Tieto sluzby
terms of VAT. The services are not subject to VAT nie si predmetom DPH na Slovensku (krajiny, kde sa
Slovak Republic (country where the Investigatdo@ated) nachadza skasajici), aleeskej republike (krajiny, kde sa
but in Czech Republic (country where the Sponsmwachadza zastupca zadava)ePrijemca sluzieb hlasi DPH
representative is located). The recipient of teevises vo svojom predbeznom priznani k DPH a je povinny
reports the VAT in its preliminary VAT return anslliable uhradt’ miestnu DPH.

to pay the local VAT.
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