CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

This Clinical Trial Agreement (the
"Agreement ") is made this ,
by and among:

Sylentis, S.A ., Sociedad Unipersonal a
Spanish Corporation having its principal place
of business at Plaza del Descubridor Diego de
Ordas, 3. 52 planta - 28003 Madrid, Spain
(hereinafter the "Sponsor " or "Sylentis "),
hereby duly represented by Ana Isabel
Jiménez Antén as representative;

and

Fakultna nemocnica Tren ¢&in —

(hereinafter the “Institution ) with domicile at-
Legionarska 28, 91171 Trengin,

hereby duly represented by board of directors:
Ing. Marian JuruS, managing director

JUDr. Marek Sedik, ekonomic direstor

MUDr. Stanislav Pastva, medical director
Subiject identification number:

00610470

Bank contact: Statna pokladnica

Account No.: 7000280438/8180

IBAN: SK23 8180 0000 0070 0028 0438
BIC/SWIFT: SPSRSKBA

And

Dr. Marek Ka ¢erik
Contact Address:

in his condition of principal investigator
(hereinafter, the "Principal Investigator ").

WHEREAS

The Sponsor is an entity whose corporate
purpose is the development of investigation,
production and marketing of products with
therapeutic activity based on the decrease or
repression of the gene expression, as well as
the pharmaceutical derivates from them,
interested in the performance of a clinical Trial
entitled “A double-masked study of SYL1001
in patients with moderate to severe Dry Eye
Disease (DED)".

The Sponsor contracted the French company
CRO, IRIS PHARMA SAS (hereinafter, “CRO”
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Tato zmluva o klinickom ski3ani (dalej len
zmluva) je podpisana
medzi:

Sylentis, S.A. , Sociedad Unipersonal,
Spanielska spolo¢nost s hlavnym miestom
pdsobenia na adrese Plaza del Descubridor
Diego de Ordas, 3. 52 planta — 28003 Madrid,
Spanielsko (dalej len sponzor alebo Sylentis),
ktorud tu regularne zastupuje Ana Isabel
Jiménez Antén;

a

Fakultna nemocnica Tren ¢&in —

(dalej len zariadenie) so sidlom na -
Legionarska 28, 91171 Trendin,

ktoré tu regularne zastupuje rada riaditelov: -
Ing. Marian Jurus, generalny riaditel,

JUDr. Marek Sedik, ekonomicky riaditel
MUDr. Stanislav Pastva, medicinsky riaditel
ICO:

00610470

bankové spojenie: Statna pokladnica

¢. Gctu: 7000280438/8180

IBAN: SK23 8180 0000 0070 0028 0438
BIC/SWIFT: SPSRSKBA

a

MUDr. Marek Ka éerik
Kontaktna adresa:

v pozicii zodpovedného skuSajlceho (dalej len
zodpovedny skdSajuci ).

PRETOZE

Obchodnym cielom sponzora je skuSanie,
vyroba a predaj produktov, ako aj ich
farmaceutickych derivatov, s lie¢ivym G&inkom
zalozenym na zniZeni alebo potlaceni exprese
génu, preto ma sponzor zaujem na
uskuto€neni klinického skdSania s n&zvom
Dvojito zaslepené skuSanie produktu SYL1001
u pacientov so strednou az s tazkou formou
syndrému suchého oka (SSO).

Sponzor uzavrel zmluvu s franclizskou
spolo¢nostou CRO, IRIS PHARMA SAS (dalej
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or "monitor" as the context requires) to
perform on behalf of Sponsor the following
Sponsor's clinical trial-related duties and
functions: (i) monitoring activities for all
countries and (ii) payment to investigator and
hospital fees within the territory of Italy,
Germany, Portugal, Slovakia and Estonia.

The Institution and the Principal Investigator
have expertise in the performance of that kind
of Trials.

Therefore, in consideration of the mutual
covenants and representations set forth in this
Agreement (the "Agreement "), the Sponsor
and the Institution do hereby agree as follows:

1. SCOPE OF WORK

The Institution will perform for Sponsor a
clinical Trial (hereinafter the "Trial™) in
accordance with study No. SYL1001 IV
entitled “ A double-masked study of SYL1001 in
patients with moderate to severe Dry Eye
Disease (DED)” (hereinafter, the "Study"), as
defined and developed in the protocol dated
6th June 2017 undersigned by Veronica Ruz
which was delivered to the Institution and the
Principal Investigator on 13" November 2017,
as amended from time to time (hereinafter, the
“Protocol ).

2. SUPPLIES OF DRUG

Sponsor agrees to provide, free of charge,
directly to the Institution, packaged and
labeled supplies of [Sylentis product] or
Placebo (hereinafter, the "Product"). The
amount of Product delivered will cover the
number of foreseen patients and it shall not be
released to any third party without prior written
approval of Sponsor or used for any purpose
other than conducting the Trial.

After completion or termination of the Trial,
any remaining supply of the Product will be
returned to Sponsor or duly destroyed, as
requested by Sponsor. In this case the
Institution will provide to Sponsor an
appropriate certification of destruction and the
possible extra-cost for this procedure will be
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podla kontextu CRO alebo dozor), aby v mene
sponzora uskutocnila nasledujice povinnosti a
Ulohy suavisiace s klinickym skdsanim: (i)
monitorovanie aktivit vSetkych krajin a (ii)
hradenie platieb skiSajucemu a nemocniénych
poplatkov na Uzemi Talianska, Nemecka,
Portugalska, Slovenska a Esténska.

Zariadenie a zodpovedny skiSajuci majd
odborné znalosti v uskutoéhovani takého typu
skdsania.

Preto po zvazeni vzajomnych dohéd a
poziadaviek uvedenych v tejto zmluve (dalej
len zmluva) tymto sponzor a zariadenie
suhlasia s nasledujucim:

1. ROZSAH PRACE

Zariadenie pre sponzora uskutoéni Kklinické
skuSanie (dalej len sk(Sanie ) v sllade so
Studiou €. SYL1001_IV snazvom Dvoijito
maskované Kklinické skUSanie pripravku
SYL1001 u pacientov so stredne tazkym az
tazkym syndromom suchého oka (DED)

(dalej len Stadia), ako je definované
a objasnené v protokole datovanom 6.6.2017
a podpisanom Veronicou Ruz, ktory bol
doruceny zariadeniu a zodpovednému
skiSajucemu dna 13. novembra 2017
v si¢asnom platnom zneni (dalej len
protokol ).

2. ZASOBOVANIE PRODUKTOM

Sponzor suhlasi, Ze priamo do zariadenia
bezplatne dod4 zabalené a oznacené zasoby
[Sylentis produkt] alebo placebo (dalej len
produkt ). Mnozstvo dodaného produktu ma
stadit pre predpokladany pocet pacientov
a bez predchadzajiuceho pisomného suhlasu
sponzora sa nesmie vydat' nijakej tretej strane
ani pouzit na iny ucel ako potreby skuSania.

Po riadnom skonceni alebo predéasnom
ukon&eni skuSania sa vSetky zostavajlce
zasoby produktu vratia sponzorovi alebo
riadne zlikviduji podla poziadaviek sponzora.
V takom pripade vystavi zariadenie pre
sponzora potvrdenie o likvidacii a sponzor
preplati mozné mimoriadne vydavky na tento

Page / Strana 2 /19



covered by Sponsor.
3. PERFORMANCE

The Principal Investigator of the Study will be
responsible for conducting this Trial in
accordance with the Protocol as amended
from time to time, all prior necessary review
authorities’ approvals and with the CPMP/ICH
Guidelines and/or local laws and regulations
whichever are more restrictive.

In the event it becomes impossible for the
Principal Investigator to conduct the Trial until
completion, the Institution will notify Sponsor
of this circumstance as soon as practicable, in
which case both parties will agree the
appointment of the substitute to be in charge
of the Trial, who will be considered thereafter
the Principal Investigator.

The Institution will provide appropriate facilities
and administrative support sufficient to allow
the Principal Investigator to conduct the Trial
and will be responsible for compliance by the
Principal Investigator and its employees and
agents with the terms hereof.

The Institution ensures that any person
employed by the Institution, including but not
limited, to its investigators, agents, or staff
working on this clinical Trial will be bound by
all the terms and obligations arising from this
Agreement and the Protocol, specially by
those obligations relating to intellectual and
industrial property rights, and those provisions
regarding reports, publications and disclosure
of the information supplied or generated in
connection with the Trial.

The Principal Investigator will provide Sponsor
with written approval of the Study by the Ethics
Committee and any relevant commentary prior
to initiation of the Trial and will inform Sponsor
of any continuing review and approval of the
Study and/or the Trial promptly after such
review occurs and at least once a year.

The Principal Investigator shall prepare and
maintain all records and reports required in the
Protocol and shall provide such records and
reports to Sponsor on a monthly basis.
Sponsor shall designate a clinical monitor,
who shall have access to all records and
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ukon.
3. REALIZACIA

Zodpovedny skusajuci Studie bude
zodpovedny za vykonanie tohto skuSania
v stlade s protokolom, priebezne
pozmenenym pred potrebnymi schvaleniami
kontrolnych organov av zhode so smernicou
CPMP/ICH a/alebo s miestnymi zakonmi
a nariadeniami, podla toho, ktoré suU viac
obmedzujace.

V pripade, Ze pre zodpovedného skiSajuceho
nebude mozné vykonavat skuSanie do konca,
zariadenie ¢o najskér upovedomi o tejto
skuto€nosti sponzora, priCom sa obe strany
dohodnl na vymenovani nahradnika, ktory
bude zodpovedny za skuSanie abude sa
povazovat za zodpovedného skiSajuceho.

Zariadenie  poskytne  vhodné  priestory
a potrebnd  administrativnu  podporu, aby
zodpovedny skdSajuci  mohol  uskutoénit

skiSanie, a bude zodpovedat za dodrziavanie
tychto podmienok zodpovednym skuSajacim,
jeho zamestnancami a zastupcami.

Zariadenie sa zarucuje, ze kazda osoba nim
zamestnana okrem inych vratane skdsajicich,
zastupcov alebo personalu pracujiceho na
tomto klinickom skd3ani bude viazana
podmienkami  a zavazkami  vyplyvajacimi
z tejto zmluvy a protokolu, hlavne tymi, ktoré
sa tykaju duSevného a priemyselného
vlastnictva, a odsekmi o spravach, publikovani
a zverejiiovani informacii dodanych alebo
nadobudnutych v savislosti s tymto skaSanim.

Zodpovedny skuSajuci poskytne sponzorovi
pisomny suhlas etickej komisie s touto Studiou
a akykolvek relevantny komentar pred zacatim
tohto skuSania. Zodpovedny skiSajuci bude
tieZz ihned alebo aspon raz ro¢ne informovat

sponzora o kazdom prebiehajlicom
posudzovani aschvalovani tejto  Studie
a/alebo skusania.

Zodpovedny  skdSajaci  pripravi  a bude
uchovavat  vSetky = zaznamy  a spravy
poZzadované v protokole a poskytne ich
sponzorovi na mesacnej béze. Sponzor

ustanovi klinicky dozor, ktory bude mat pristup
ku vSetkym zaznamom a spravam
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reports prepared in connection with the Trial,
as well as to such portions of underlying
records and data as he/she deems necessary
and appropriate. The designed monitor shall
review the original medical reports in company
of the Principal Investigator and/or his/her
representative (i.e. data manager).

Any audits or reviews conducted by Sponsor’s
clinical monitor shall comply with the
appropriate guidelines on patient
confidentiality. The confidential information of
the medical record relating to the patient’s
identity (e.g. name, address, phone-number of
the patient) shall not be copied by the monitor.

Sponsor ensures that the designed monitor
will be bound by all the terms and obligations
arising from this Agreement and the Protocol,
especially by those obligations concerning
confidentiality and disclosure of information
from the original medical records.

In case of discharge of the designed monitor,
Sponsor will promptly notify the Institution
verbally and subsequently in writing. Sponsor
shall endeavor to find a replacement designed
monitor, who shall be bound by the same
provisions that his antecessor.

The Institution will transfer the final study
report no later than two (2) months after
completion of the Trial according to what
established in the following clause of this
agreement.

The Principal Investigator shall be responsible
for guarding identification codes of patients.
The Sponsor and Principal Investigator shall
be responsible for keeping the essential
documents of Trial during the term and
conditions provided under Spanish Law.

4. TERM

This Agreement shall come into effect as of
the day og the signature by all parties and
come into effect on the day after the day of ist

disclosure in the Central register oft he
contracts maintened by the  Slovak
governmental office (hereinafter, the

"Effective Date "), and shall end on the date
Sponsor receives the aforementioned final
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pripravenym v savislosti so skdSanim, ako aj
kich c¢astiam audajom, ked to bude
nevyhnutné a primerané. Povereny dozor
bude kontrolovat pévodné medicinske spravy
v spolo¢nosti  zodpovedného  skdSajlceho
a/alebo jeho zastupcu (t. j. spravcu Udajov).

VSetky audity alebo kontroly, ktoré vykona
klinicky dozor sponzora, maju byt v sulade
s prislusnymi smernicami o dévernosti Udajov
0 pacientoch. Tento dozor nesmie kopirovat
doverné informacie v medicinskych
zaznamoch, tykajuce sa pacientovej identity
(napr. jeho meno, adresu, tel. ¢islo).

Sponzor sa zarucuje, ze nim povereny dozor
bude viazany podmienkami a zavazkami
vyplyvajacimi  ztejto  zmluvy a protokolu,
hlavne zavazkami tykajucimi sa dovernosti
a zverejnovania informacii z pbvodnych
medicinskych zaznamov.

V pripade, Ze bude tento ustanoveny dozor
prepusteny, sponzor otom ihned upovedomi
zariadenie Ustne anasledne aj pisomne.
Sponzor sa bude snazit najst nahradny dozor,
ktory bude viazany rovnakymi podmienkami
ako jeho predchodca.

Zariadenie poSle zavere¢nu spravu Studie nie
neskér ako dva (2) mesiace po skoncéeni
skiSania podla nasledujiceho ustanovenia
tejto zmluvy.

Ochranu identifikacnych kddov pacientov bude

mat na starosti zodpovedny skuasajlci.
Uchovavanie zékladnych dokumentov
skiSania bude mat na starosti sponzor

a zodpovedny skusajuci
slovenského prava.

podla podmienok

4. PLATNOST

Tato zmluva nadobudne platnost driom jej
podpisu vSetkymi zmluvnymi stranami a
GCinnost dnom nasledujucim po dni jej
zverejnenia v Centralnom registri  zmlav
vedenom Uradom vlady SR. (dalej len datum
Gcinnosti ) ajej platnost sa skonc&i datumom,
kedy sponzor dostane uz spomenutu
zavere¢nu spravu (dalej len kone ény termin ).
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Trial report (the "Final Date"). During that
period the Institution shall accrue a minimum
of five (5) appropriate and qualified subjects in
the Trial.

In case the Institution fails to recruit the
planned number of patients, Sponsor will be
entitled to terminate the Trial. In such a case,
the provisions established in clause 6 of this
Agreement concerning the early termination of
the Trial shall apply.

5. PAYMENT

For the services to be rendered by the
Institution and the Principal Investigator
pursuant to this Agreement, the Sponsor
agrees to pay (through CRO, if applicable) the
fees specified in Annex | to this Agreement in
accordance with the payment conditions set
forth therein to accounts of the Institution and
Investigator.

Sponsor (through CRO, if applicable) will pay
the Institution on a prorated basis according to
the number of enrolled patients.

The agreed amounts payable shall be
understood as net of any and all Spanish
taxes. Nevertheless, considering that the
Institution's tax domicile is in Slovakia, and
that there is a Convention for the Avoidance of
Double Taxation between Slovakia and the
Kingdom of Spain, the Institution undertakes to
deliver to Sponsor together with its first invoice
or charge a certificate issued by the tax
authorities of Slovakia accrediting its tax
domicile for the purpose of the Convention for
the Avoidance of Double Taxation. This
certificate must be renewed on a yearly basis,
as appropriate.

If Sponsor does not receive said certificate or
any of its yearly renewals, it will withhold from
the payments to the Institution envisaged in
this Agreement those taxes which may be
appropriate in the absence of a Convention for
the Avoidance of Double Taxation and
consequently it will pay said taxes withheld
into the Spanish Treasury. In such a case,
Sponsor will provide the Institution with the
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Pocas tohto obdobia zariadenie naberie
minimalne  pat (5 vhodnych Gcastnikov
skuSania, splfiajucich podmienky.

V pripade, Ze zariadenie nedokaze ziskat
planovany pocet pacientov, bude mat sponzor
pravo predéasne ukonéit toto skuSanie. V
takom pripade platia ustanovenia v ¢lanku 6
tejto zmluvy, tykajuce sa predcasného
ukoncenia tohto skuSania.

5. PLATBY

Sponzor  suhlasi s vyplacanim  platieb
(prostrednictvom CRO, ak treba) zariadeniu
a zodpovednému skuSajucemu za poskytnutie
sluzieb v sulade stouto zmluvou. Platby su
uvedené v prilohe 1 tejto zmluvy v zhode so
stanovenymi platovymi podmienkami na Gcty
zariadenia a zodpovedného zkusSajuceho.

Sponzor bude zariadeniu vyplacat platby
(prostrednictvom CRO, ak treba) priamo
Umerné podfa poctu zaradenych pacientov.

Dohodnuté splatné sumy sa rozumeja v ¢istom
bez akychkolvek Spanielskych dani. KedZze
danovy domicil zariadenia je na Slovensku
aplati dohovor o zamedzeni dvojitého
zdanenia medzi Slovenskom a Spanielskym
kradlovstvom, zariadenie sa zavézuje dorudit
sponzorovi spolu s prvou faktarou alebo
prikazom na uhradenie aj doklad vydany
danovym dradom Slovenska potvrdzujucim
jeho danovy domicil na zamedzenie dvojitého
zdanenia. Tento doklad je potrebné podla
potreby raz roéne obnovit.

Ak sponzor nedostane uvedeny doklad alebo
jeho ro¢né obnovenie, zrazi
z predpokladanych platieb voc&i zariadeniu
dan, ktora by prichadzala do uvahy, keby sa
nebral do Udvahy dohovor o0 zamedzeni
dvojitého zdanenia, atito dan zaplati
Spanielskemu danovému dradu. V takom
pripade predlozi sponzor zariadeniu doklad
o takej platbe Spanielskemu danovému dradu,
aby mohlo zariadenie poziadat prislusny
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documentation evidencing such payment to
the Spanish Treasury so that the Institution
may directly apply for and obtain the refund of
such amounts from the corresponding tax
authorities, in accordance with the procedure
provided in the aforementioned Convention for
the Avoidance of Double Taxation.

6. TERMINATION

This Agreement shall be terminated if any
party hereto reasonably decides that it is not
scientifically and/or ethically justified to
continue the Trial. Notice period is 2 months
and is initiated by the day of the delivery oft he
termibation tot he other party. Furthermore,
Sponsor will be entitled to unilaterally
terminate this Agreement with a sixty (60)
days prior notice.

Notwithstanding the above, if one of the
parties fails to comply with any of its material
obligations under the Agreement, the other
party shall have the right to terminate the
Agreement if after notice of warning and
reasonable time to remedy (30 days), the
other party’s breach is not amended.

In case of early termination of the Trial due to
any cause other than a material breach of the
Agreement by the Institution and/or the
Principal Investigator, Sponsor will reimburse
the Institution of any actual costs resulting
from commitments entered into by the
Institution in connection with the Trial at the
time of notice of termination, however provided
that such commitments cannot be cancelled
and the Institution has used its best efforts to
minimize such costs. In such a case, the
parties will also agree the conditions of
discontinuation of supply of the Product with
the understanding that the rights of the
patients still on treatment will be in any case
duly protected.

Termination or expiration of this Agreement
will not affect the parties’ accrued rights or
obligations set forth in this Agreement or in the
Protocol that are intended to survive such
termination or expiration.

7. CONFIDENTIALITY
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danovy organ o vratenie danej sumy v sulade
so spominanym dohovorom o0 zamedzeni
dvojitého zdanenia.

6. VYPOVEDANIE

Tato zmluvu moZzno vypovedat, ak sa niektora
zo zmluvnych stran odévodnene rozhodne, Ze
nie je vedecky al/alebo eticky opravnena
pokraovat v skuSani. Vypovednd doba je
dvojmesacna a zacina plynat diiom dorucenia
vypovede druhej zmluvnej strane. NavySe,
sponzor bude mat pravo jednostranne
vypovedat tato zmluvu so Sestdesiat (60)-
driiovou vypovednou lehotou.

Ak jedna zmluvna strana nedodrzi niektory
podstatny zavazok tejto zmluvy, ma druha
strana, bez ohladu na uvedené vysSie, pravo
vypovedat ju, ak po ozndmeni a dostatoénom
¢ase na napravu (30 dni) nenastane nprava.

V pripade pred¢asného ukon&enia skuSania
z ingj priciny ako zavazného poruSenia zmluvy
Zo strany zariadenia a/alebo zodpovedného
skiSajuceho uhradi sponzor zariadeniu
akékolvek skutoéné naklady vyplyvajuce
z prijatych zavazkov zo strany zariadenia
v sQvislosti stymto  skiSanim v ¢ase
oznamenia o ukonéeni za predpokladu, Ze
také zavazky nemozno zruSit a zariadenie
vynalozilo vSetko Usilie na minimalizovanie
takych nakladov. V takom pripade sa zmluvné
strany tiez dohodnl na zastaveni dodavok
produktu s podmienkou, Ze prava pacientov
podstupujucich lie¢bu budi v kazdom pripade
nalezite chrdnené.

Vypovedanie tejto zmluvy alebo uplynutie jej
platnosti neovplyvni prava ani zavazky
zmluvnych stran, uvedené v tejto zmluve alebo
protokole, ktoré maju pokradovat po
vypovedani alebo uplynuti platnosti.

7. DOVERNOST UDAJOV
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The Institution, the Principal Investigator shall
treat all the information and materials relating
to the Product, the Trial and the Protocol and
any other possible information furnished by
Sponsor as confidential (hereinafter, the
"Confidential Information ") and shall not
disclose such Confidential Information to third
parties or use it for any purpose other than the
performance of the Trial.

The Institution and the Principal Investigator
shall use all reasonable efforts to protect the
Confidential Information from unauthorised
disclosure, loss, damage or destruction and
shall ensure that it will be safely stored at all
times.

The Institution and the Principal Investigator
ensure that the disclosure of the Confidential
Information shall be made only to those
employees, agents or staff that may reasonably
need to have access to said information in
order to perform the Trial. The Institution and
the Principal Investigator shall be responsible
that those employees, agents and/or
collaborator staff and all people with access to
the Confidential Information comply with this
clause.

The Institution and/or the Principal Investigator
shall not disclose the Confidential Information
to any subcontractor unless such disclosure is
necessary so as to permit the subcontractor to
assist in the performance of the Trial, and only
in the event such subcontractor is legally bound
by confidentiality obligations no less onerous
than those set out herein.

The provisions established in this clause shall
be applicable to all the confidential information,
data and documentation furnished by the
Institution or the Principal Investigator to
Sponsor in the course of the Trial. The Sponsor
and the designated monitor shall in any event
fulfil the applicable guidelines concerning
patient confidentiality.

The obligations of confidentiality set forth in
this clause shall remain in force either after
completion of the Trial and/or termination of
this Agreement for an indefinite term.
However, said confidentiality obligations shall
not apply to that part of the Confidential
Information that:
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Zariadenie a zodpovedny skuSajuci budu
zaobchadzat so vSetkymi informaciami
a materialmi tykajacimi sa produktu, skdsania
a protokolu as akymikolvek inymi moznymi
informaciami  dodanymi  sponzorom  ako
s dovernymi (dalej len dbéverné informacie )
a neprezradia takéto informacie tretim stranam
ani ich nepouZzijd na iny 0&el okrem tohto
skdSania.

Zariadenie a zodpovedny skuSajlci pouZiju
vSetko potrebné Usilie na ochranu dévernych
informacii pred neopravnenym zverejnenim,
stratou, poSkodenim ¢&i zni¢enim a zabezpedi,
aby sa stale bezpeéne uchovavali.

Zariadenie a zodpovedny skuSajuci zaruduju,
Ze doverné informéacie poskytnd iba tym
zamestnancom, zastupcom alebo personalu,
ktori oddvodnene potrebuji pristup k takym

infformaciam na  vykonavanie skdSania.
Zariadenie a zodpovedny skdSajuci  budu
zodpovedni za to, Ze tito zamestnanci,

zastupcovia alalebo spolupracujici personal,
ako aj vSetci fudia s pristupom k dévernym
informaciam budu dodrziavat toto
ustanovenie.

Zariadenie al/alebo zodpovedny skudSajuci
neposkytni dbverné informacie Ziadnemu
subdodavatelovi alebo ich poskytnl iba vtedy,
ked je to nevyhnutné, aby subdodévatel mohol
asistovat pri  skGSani, aak je taky
subdodavatel viazany zavazkom zachovania
dovernosti nie menej zavazujacim, ako je
stanovené v tejto zmluve.

Podmienky uvedené vtomto ustanoveni sa
maju aplikovat na vSetky déverné informacie,
Udaje a dokumentaciu, ktoré doda pocas tohto
skiSania  sponzorovi  zariadenie  alebo
zodpovedny skuSajaci. Sponzor a povereny
dozor musia v kazdom pripade dodrziavat
prislusné pokyny tykajuce sa dévernosti
Udajov o pacientoch.

Zavazky o dévernosti, uvedené vtomto
ustanoveni ostavaju v platnosti na neurdity ¢as
po skoné&eni skiSania a/alebo vypovedani tejto
zmluvy. Spomenuté zavazky o ddvernosti sa
nevztahuju na tie déverné informécie, ktoré:
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- is or becomes of general or public
knowledge due to any cause other than a
breach by the Principal Investigator, the
Institution or its investigators or personnel,
of the confidentiality obligations set forth
herein;

- is received by the Institution from a third
party without restriction and without
breach of any obligation of confidentiality
to Sponsor; or

- is required by the force of law to be
disclosed, provided that prompt notice is
given to Sponsor of the requirement of
such disclosure.

The Institution and the Principal Investigator
shall be obliged to provide Sponsor with
written evidence on the applicability of any of
the circumstances listed above.

8. INSPECTIONS AND AUDIT

Access. Upon reasonable request, Sponsor,
authorized representatives of Sponsor, and/or
CRO, and/or authorized representatives of the
applicable regulatory authority, may during
regular business hours examine and copy: all
case report forms and other Trial records
(including Trial Subject records and medical
charts; Trial Subject consent documents; drug
receipt and disposition logs); examine and
inspect the facilities and other activities
relating to the Trial or the Ethics Committee;
and observe the conduct of the Trial.

Notice. Institution and/or Principal Investigator
will inform CRO and the Sponsor within
twenty-four (24) hours of any effort or request
by the government, applicable regulatory
authority or other persons to inspect or contact
the Institution, Principal Investigator or
research staff with regard to the Trial; will
provide Sponsor and CRO with a copy of any
communications sent by such persons; and
will provide Sponsor and CRO the opportunity
to participate in any proposed or actual
responses by Principal Investigator or
Institution to such communications.
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- sO alebo sa stand verejnymi ziného
dovodu, akym je poruSenie dbévernosti tu
ustanovenej zo strany zodpovedného
skuSajlceho, zariadenia, jeho skusajicich
alebo personalu;

- dostane zariadenie od tretej strany bez
obmedzenia a bez poruSenia dbévernosti
voci sponzorovi; alebo

- pozaduje zakon, aby sa poskytli za
predpokladu, Ze sponzor dostane
promptné oznamenie o takej poZiadavke.

Zariadenie a zodpovedny skdSajuci  budu
povinni poskytnat sponzorovi pisomny dbkaz
o relevantnosti okolnosti uvedenych vysSie.

8. KONTROLY A AUDIT

Pristup. V pripade odbévodnenej poziadavky
mdbze sponzor, jeho opravneni zastupcovia
a/alebo CRO a/alebo opravneni zastupcovia
prislusného  regulacného organu pocas
bezného pracovného ¢&asu skontrolovat
a skopirovat: vSetky zaznamové formulare
a iné zaznamy zo skuSania (vratane zaznamov
a zdravotnych zaznamov Ucastnikov skdsSania,

dokumentov s vyjadrenym suhlasom
GCastnikov ~ skdSania, predpisov liekov
azaznamov oich vydavani);  vykonat

inSpekciu priestorov a inych aktivit tykajucich
sa skuSania alebo etickej komisie; a sledovat
vykonavanie skdsania.

Upozornenie. Zariadenie a/alebo zodpovedny
skdSajaci budd informovat CRO a sponzora
v dvadsatstyri (24)-hodinovej lehote o snahe
alebo  poZiadavke  vilady, prislusného
regulacného organu alebo inych osdb vykonat
inSpekciu  alebo  skontaktovat sa so
zariadenim, zodpovednym skaSajucim alebo s
vyskumnym  persondlom v slvislosti  so
skdSanim; poskytni sponzorovi a CRO koépiu
komunikacie od takych o0s6b a sponzorovi
a CRO poskytni moznost participovat na
zamySlanych alebo skutoénych odpovediach
zo strany zodpovedného skulSajuceho alebo
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Cooperation. Institution  and Principal
Investigator will ensure the full cooperation of
the Institution, Principal Investigator,
researchers, and Ethics Committee members
with any such inspection and will ensure timely
access to  applicable records and
data. Institution and/or Principal Investigator
will promptly resolve any discrepancies that
are identified between the Trial data and the
Trial Subject's medical records. Institution
and/or Principal Investigator will promptly
forward to Sponsor copies of any inspection
findings that Institution or Principal Investigator
receives from a regulatory agency in relation
to the Trial. Whenever feasible, Institution
and/or Principal Investigator will also provide
Sponsor with an opportunity to prospectively
review and comment on any Institution and/or
Principal Investigator responses to regulatory
agency inspections in regard to the Trial.

9. PUBLICATION

The Institution and/or the Principal Investigator
shall inform Sponsor of all proposed
publications, papers and lectures relating to
the Trial, at least ninety (90) days prior to
submission for publication or disclosure.
Sponsor shall have in any event the right to
review and comment, prior to said submission,
the manuscripts, the abstracts and other
presentation materials in order to ensure the
accuracy of the information, the compliance
with the obligations of confidentiality contained
herein or to identify possible patentable
subject matters. If Sponsor identifies any
patentable subject matter disclosed in such
data or information, it shall immediately notify
the Institution and/or the investigators of such
circumstance, and said publication or
disclosure shall be withheld by the Institution
and/or the Principal Investigator at the request
of Sponsor:

a) Until a patent application has been
prepared and filed, or

b) Until Sponsor informs the Institution in
writing that no patent applications shall
be prepared or filed, whichever is
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zariadenia na taki komunikaciu.

Spolupraca. Zariadenie a zodpovedny
skuSajuci zarucia plnd spolupracu zariadenia,
zodpovedného  skuSajuceho,  vyskumnych
pracovnikov a ¢lenov etickej komisie s takou
inSpekciou azaruGia  v€asny pristup
k prislusnym zdznamom a udajom. Zariadenie
a/alebo zodpovedny skuSajaci promptne
vyrieSia akékolvek najdené nezrovnalosti
medzi Gdajmi skdSania a medicinskymi
zaznamami (Castnikov. Zariadenie a/alebo
zodpovedny  skdSajluci  promptne  posSla
sponzorovi  képiu  akychkolvek  zisteni
inSpekcie, ktoré dostani od regulacného
organu v suvislosti so skuSanim. Kedykolvek
to bude mozné, poskytne zariadenie a/alebo
zodpovedny skaSajlci sponzorovi moznost
pripadne si pozriet odpovede zariadenia
a/alebo zodpovedného skidSajuceho na
inSpekciu regulacného orgénu, tykajucu sa
skdSania a umoznia mu vyjadrit sa k nim.

9. PUBLIKOVANIE

Zariadenie al/alebo zodpovedny skuisSajici
budd sponzora informovat o zamyslanych
publikéciach, ¢lankoch a prednaskach
tykajucich sa skuSania minimalne devatdesiat
(90) dni pred odovzdanim na publikovanie
alebo pred zverejnenim. Sponzor bude mat
v kazdom pripade pravo si pred spominanym
odovzdanim  pozriet prislusné rukopisy,
abstrakty ainé prezentaéné materialy a bude
sa mdct k nim vyjadrit pre presnost informacii,
zhodu s tu ustanovenym zavazkom doévernosti
alebo pre zistenie moznych patentovatelnych
zalezitosti tykajucich sa predmetu zmluvy. Ak

sponzor zisti vtakych Udajoch alebo
informaciach uvedenie akychkolvek
patentovatelnych zalezitosti tykajacich sa

predmetu zmluvy, okamzite o tom upovedomi
zariadenie al/alebo skudSajucich a uvedenu
publikaciu alebo uvedené zverejnenie musi
zariadenie a/alebo zodpovedny skiSajuci na
Ziadost sponzora zadrzat'

a) kym nebude pripravena a registrovana
patentova prihlaSka alebo

b) kym sponzor pisomne zariadenie

neinformuje, Ze sa nechysta pripravit
ani registrovat Ziadnu patentovu
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earlier.

Notwithstanding the foregoing, if the Trial is
part of a multicenter study, the Institution and
the Principal Investigator agree that the first
publication of the results of such Trial shall be
made in conjunction with the presentation of a
joint multicenter publication of the Trial results
in cooperation with the investigators and the
institutions from all appropriate centres
contributing data, analyses and comments.
However, if such a multicenter publication is
not submitted within twelve (12) months after
conclusion, abandonment or termination of the
Trial at all centres, the Institution and/or the
Principal Investigator shall be entitled to
publish the results individually in accordance
with this section.

10. INVENTION RIGHTS AND
INTELLECTUAL PROPERTY

All the data, results, information and any
intellectual property relating hereto or arising
from the Trial and all inventions, or
discoveries, patentable or not, made or
obtained in the course of performing the Trial
shall be of the exclusive property of Sponsor.
The Institution and the Principal Investigator
hereby assign to Sponsor all rights, titles and
interests in and to such inventions, discoveries
and rights, including the right to apply for and
obtain patents thereon, together with all letters

patent, patent applications, continuation
applications, continuation in part applications,
divisional applications, and any reissue

applications and resultant patents. As sole
proprietor of such data and results, Sponsor
shall be free to use and exploit such results at
its sole discretion. Institution represents and
warrants that all individuals conducting
Research activities on behalf of Institution
under this Agreement are under an obligation
to assign to Institution any and all Inventions
made in the course of such activities.

The Institution and the Principal Investigator
shall promptly notify Sponsor in writing of all
potential inventions arising from this Trial. In
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prihlasku; c&okolvek ztoho sa udeje
skor.

Ak je skuSanie bez ohladu na predchadzajuce
ustanovenie sUcastou multicentrickej Studie,
zariadenie aj zodpovedny skiSajuci suhlasia,
Ze sa bude prvé publikovanie vysledkov
takého sklOSania spajat s prezentaciou
spolo¢nej multicentrickej publikacie vysledkov
skiSania  vspolupraci so  skdSajucimi
a zariadenia zo vSetkych prisluSnych centier
dodaju udaje, analyzy a svoje vyjadrenia. Ak
sa vSak taka multicentricka publikacia
neodovzda na publikovanie poc¢as dvanastich
(12) mesiacov po riadnom ukonéeni, preruseni
alebo predé¢asnom ukonéeni skdSania vo

vSetkych centrach, bude mat zariadenie
a/alebo zodpovedny  skuSajuci pravo
publikovat vysledky individualne v sulade

s tymto ustanovenim.

10. PRAVO NA VYNALEZ A
DUSEVNE VLASTNICTVO

VSetky udaje, vysledky, informacie
a akékolvek duSevné vlastnictvo tykajuce sa
alebo vyplyvajice ztohto skuSania a vSetky
vynalezy alebo objavy, ¢ uz s
patentovatelné, alebo nie, dosiahnuté alebo
ziskané pocas skuSania, su vyhradnym
vlastnictvom sponzora. Zariadenie
a zodpovedny skdSajuci tymto v prospech
sponzora postupuju vSetky prava, vlastnicky
narok amajetkovy podiel na takych
vynalezoch, objavoch a pravach vratane prava
podat Ziadost o patent a ziskat ho, spolu so
vSetkymi patentovymi listinami, patentovymi
prihlaSkami, Ziadostami o trvanie platnosti,
rozdelenymi prihlaSkami, ziadostami o nové
vydanie avyslednymi patentmi. Ako jediny
vlastnik takych adajov a vysledkov bude moct
sponzor podla vlastného uvazenia také
vysledky vyuzit a zuzitkovat. Zariadenie
vyhlasuje a zaruCuje sa, Ze vSetky osoby
podielajuce sa na vyskumnych aktivitach
v mene zariadenia su podla tejto zmluvy
povinné postupit zariadeniu kazdy a vSetky
vynalezy uskutoénené pocas takych aktivit.

Zariadenie a zodpovedny skdSajuci  budu
ihned pisomne informovat sponzora
o vSetkych potencialnych vynalezoch
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the event that Sponsor files, prosecutes or
maintains any patent application or patent
relating to any invention relating to or arising
from the Trial, the Institution and the Principal
Investigator agree to cooperate in the same
and to execute and provide any
documentation reasonably necessary for such
registration, preparation, filing, prosecution,
maintenance, extension and enforcement in
any country. The Institution and the Principal
Investigator hereby undertake to obtain, as
necessary, any documentation and information
from its employees, agents, staff, independent
contractors, students, consultants and/or
collaborators for the purposes herein. The
transfer and notification of such data, results
or information do not supersede the
obligations concerning the reports as above
described. The Institution and the Principal
Investigator shall execute, and shall have its
employees execute, all documents necessary
to transfer any rights, titles and interests in and
to any such inventions to Sponsor. Sponsor
shall reimburse the Institution for any
reasonable costs associated with fulfillment of
its obligations hereunder and shall pay all
costs incurred for any preparation, filing,
prosecution, maintenance, extension, reissue
and enforcement of patent applications,
patents, continuations, continuations-in-part,
divisional applications, reissue applications
and resultant patents, which at its sole
discretion, decides to undertake and/or
maintain. These obligations will continue
beyond the expiration or termination of this
Agreement.

If  Principal Investigator  and/or  the
INSTITUTION use the Compound and/or
SPONSOR Material for purposes other than
those described in this Agreement and the
Protocol, then SPONSOR shall solely own any
data, results, discoveries and inventions,
patentable or not, arising out of such use,
being applicable the provisions of previous
paragraphs of this clause. In addition, in such
a situation SPONSOR shall be entitled to take
the appropriate legal steps against the
INSTITUTION and/or the Principal Investigator
for breach of the Agreement and Protocol.
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vyplyvajlcich z tohto skdSania. V pripade, Ze
sponzor zaregistruje, poda Zalobu alebo
udrziava akikolvek patentovl prihlasku alebo

patent tykajuci sa akéhokolvek vynalezu
suvisiaceho so skuSanim alebo zneho
vyplyvajuceho, zariadenie  a zodpovedny

skdSajuci suhlasia so spolupracou na tom
a s pripravou a poskytnutim dokumentacie
odbvodnene potrebnej na takd registraciu,
pripravu, podanie, Zalobu, udrzbu, prediienie
a presadenie v nejakej krajine. Zariadenie
a zodpovedny skulSajuci sa tymto zavazuja
podla potreby ziskat akukolvek dokumentaciu
ainformacie od svojich zamestnancov,
zastupcov, personalu, nezavislych
dodavatelov, Studentov, konzultantov a/alebo
spolupracovnikov na uvedeny ucel. Poslanie
a ohlasenie takych udajov, vysledkov alebo
informacii nenahradza zavazky tykajuce sa
sprav, ako je uvedené vySsSie. Zariadenie
a zodpovedny skuSajuci vyhotovia a prikdzu
svojim  zamestnancom  vyhotovit  vSetky
dokumenty potrebné na prenos akychkolvek
prav, vlastnickych narokov a majetkovych
podielov na také wvynalezy v prospech
sponzora. Sponzor uhradi  zariadeniu
akékolvek odbvodnené vydavky spojené
s uskutoénenim ich zavazkov podra tejto
zmluvy a uhradi vSetky naklady vzniknuté pri
priprave, podani, Zalobe, udrzbe, prediZzeni
a uplatneni patentovych prihlasok, patentov,
Ziadosti  otrvanie  platnosti, CiastoCnej
platnosti, rozdelenych prihlaSok, Zziadosti
o0 nové vydanie avyslednych patentov, ktoré
sa podla vlastného uvazenia rozhodne
vykonat a/alebo udrzZiavat. Tieto zdvazky budu
pokradovat aj po uplynuti platnosti alebo
vypovedani tejto zmluvy.
Ak zodpovedny skusajuci a/alebo
ZARIADENIE pouziji  zlozeny alalebo
SPONZOROV materidl na iné ucely ako
uvedené v tejto zmluve a protokole, potom
bude SPONZOR jedinym vlastnikom udajov,
vysledkov, objavov a vynalezov,
patentovatelnych alebo nie, vyplyvajlcich
z takého pouzitia, pricom platia ustanovenia
predchadzajicich odsekov tohto &lanku.
NavySe, vtakom pripade bude mat
SPONZOR pravo podniknuat prislusné pravne
kroky proti ZARIADENIU al/alebo
zodpovednému skdSajucemu za porusSenie
tejto zmluvy a protokolu.
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11. INDEMNIFICATION

Sponsor will indemnify, defend and hold
harmless the Principal Investigator, the
Institution and its personnel from and against
any third party claims, causes of action, suits,
liabilities, damages and costs (including
reasonable attorneys’ fees) that are based
upon either personal injury (including death)
caused to patients or damages to property
which are sustained as a direct result of the
administration of the Product (for example:
cost of a therapy or hospitalization deemed
necessary as a consequence of said Product-
related damages), except when such claims,
causes of action, suits, damages or costs are
due to:

- Failure of the Principal Investigator, the
Institution or its personnel and
collaborators to adhere to the Protocol
requirements or to comply with any
applicable laws and regulations, GCP
requirements or any other local
requirements;

- Any negligent or wrongful act or omission,
or willful malfeasance of the Principal
Investigator, the Institution, its personnel
or its collaborators, or to the non-
compliance by the same with the
provisions of this Agreement;

- The primary disease of the patient or to
any other concurrent disease not caused
by the participation of the patient in the
Trial.

The Institution will indemnify, defend and hold
harmless Sponsor, its employees, trustees,
directors, agents or personnel from any and all
liabilities, losses, damages, settlements,
penalties, fines, costs and expenses they may
suffer as a result of claims, demands, costs or
judgments ruled or filed against Sponsor
resulting from failure of the Principal
Investigator, the Institution or its personnel to
adhere to the terms of the Protocol or from
their failure to comply with any applicable

Confidential — Clinical Trial Agreement SYL1001_IV_V1, 20-DEC-16

11. NAHRADA SKODY

Sponzor  poisti, bude chranit akryt
zodpovedného skuSajluceho, zariadenie a jeho
personal proti narokom, dévodom na Zalobu,
sporom, finanénym  zavéazkom, Skodam
a vydavkom (vratane odbvodnenych poplatkov
na pravnika) tretich stran, ktoré sa tykaju bud
ujmy na zdravi (vratane amrtia) pacientov,
alebo Skéd na majetku, ktoré vznikli ako
priamy nasledok podania produktu (napriklad:
naklady na lieCbu alebo hospitaliziciu
povazovanu za nevyhnutnd ako dosledok
spomenutych Skéd spojenych s produktom),
okrem pripadu, ak také naroky, doévody na
Zalobu, spory, Skody alebo vydavky vznikna
z dévodu:

- nedodrzania poziadaviek protokolu alebo
nezhody s prislusnymi zakonmi
a nariadeniami, poziadavkami GCP alebo
inymi miestnymi poziadavkami zo strany
zodpovedného skuSajuceho, zariadenia
alebo jeho personalu a spolupracovnikov;

- nedbanlivého ¢&i protiprdvneho konania &i
zanedbania alebo umyselného
nezdkonného pocinania zo  strany
zodpovedného skuaSajuceho, zariadenia,
jeho persondlu alebo spolupracovnikov,
alebo nezhody spomenutych o0sbb
S ustanoveniami tejto zmluvy;

- primarneho ochorenia pacienta alebo
iného stbezného ochorenia
nezapri¢ineného (c€astou pacienta na
skusani.

Zariadenie odskodni, bude chranit
sponzora, jeho zamestnancov, spravcov,
riadiacich  pracovnikov, zastupcov alebo
personal v pripade nejakych alebo vsetkych
finanénych zavazkov, strat, $kéd, vyrovnani
dihov, pokut, nakladov alebo vydavkov ako
dosledku narokov, poziadaviek, nakladov
alebo rozsudkov vedenych alebo podanych
proti sponzorovi, vyplyvajicich z nedodrzania

a kryt

poZiadaviek  protokolu alebo  nezhody
s prislusnymi zakonmi, nariadeniami alebo
smernicami  zo  strany  zodpovedného
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laws, regulations or guidelines or resulting
from their negligence or wrongful act or
omission, or willful malfeasance or any non-
compliance by the same with the provisions of
this Agreement.

In the event that either party receives notice of
a claim related hereto, it shall inform the other
parties as soon as reasonably practicable. The
parties shall confer how to respond to the
claim and how to handle the claim in an
efficient manner.

12. INSURANCE

Sponsor has entered into an insurance policy
for clinical Trials with the company HDI Gerling
Industrie Versicherung AG (Policy number
19533883 03012 390) which covers any and
all unexpected and unknown hazardous event
that may be triggered by the performance of
this Trial, according to the various applicable
laws.

The Institution represents and warrants to
Sponsor that the Institution and the
investigators implied in the Trial are insured for
their professional liability, and that such
coverage shall be maintained during the entire
duration of the Trial.

13. JURISDICTION

This Agreement shall be governed and
construed in accordance with the Spanish
laws. All disputes that may arise in connection
with  this Agreement, its execution or
interpretation shall be settled by the Spanish
Courts placed in Madrid.

14. NOTICES

Any notice or other communications to be
given under this Agreement shall be given by
prepaid, first class, certified mail, return,
receipt requested, or by air courier, hand
delivery of facsimile, to the parties at the
following addresses:

If to SYLENTIS, S.A.U.
Parque Tecnolégico de Madrid
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skuSajuceho, zariadenia alebo jeho personalu
alebo vyplyvajuce zich nedbanlivého ¢&i
protipravneho konania & zanedbania alebo
umyselného nezakonného pocinania alebo
akejkolvek  nezhody  uvedenych  o0sbb
s ustanoveniami tejto zmluvy.

V pripade, Ze ktordkolvek strana dostane
Ziadost o nahradu Skody, tykajlcu sa tohto,
bude ¢o najskér informovat druhd stranu.
Zmluvné strany sa poradia, ako budi reagovat
na tato ziadost a ako ju budua efektivne riesit.

12. POISTENIE

Sponzor uzavrel poistnd zmluvu na Klinické
skiSania so spoloénostou HDI Gerling
Industrie Versicherung AG (€. poistnej zmluvy
19533883 03012 390), ktora pokryva vsetky
neoCakdvané avopred nie zname rizikové
udalosti, ktoré toto skuSanie mdze vyvolat,
podla réznych platnych zakonov.

Zariadenie vyhlasuje a zaru€uje sa sponzorovi,
Ze zariadenie a skuSajuci podielajiuci sa na
tomto skdSani st poisteni voci zodpovednosti
za Skodu spbsobenu pri vykone povolania a ze
také poistenie bude v platnosti po¢as celého
skusania.

13. JURISDIKCIA

Tato zmluva sa spravuje avyklada podla
zakonov SR. O vsetkych sporoch, ktoré mézu
vzniknat v suvislosti s touto zmluvou, jej
realizaciou  alebo interpretaciou, bude
rozhodovat prislusny sid SR.

14. OZNAMENIA

Akékolvek oznamenie/upozornenie alebo ina
komunikacia podla tejto zmluvy sa ma podat
zaplatené vopred, prvou triedou, doporucene,
navratne, s potvrdenim o podani alebo
leteckym kuriérom, s osobnym doru¢enim
zmluvnym stranam na nasledujlice adresy:

Ak je to pre SYLENTIS, S.A.U.
Parque Tecnolégico de Madrid
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PCM C/Santiago Grisolia n°® 2
Tres Cantos 28760, Madrid - SPAIN
Attention: Verénica Ruz / Victoria Gonzalez

If to CRO

Iris Pharma

Les Nertieres — Allée Hector Pintus
06610 La Gaude — FRANCE
Attention: Anne-Lise Morina

15. NO WAIVER

The failure by either party to exercise or
enforce any of the terms or conditions of this
Agreement shall not constitute or be deemed
as a waiver of that party’s right to enforce each
and every term and condition of this
agreement.

16. SEVERABILITY

If any or more of the provisions contained in
this Agreement may for any reason, be held to
be invalid, illegal or unenforceable in any
respect, such invalidity, illegality or
unenforceability shall not affect any other
provision of this Agreement and this
Agreement shall be construed as if such
invalid, illegal or unenforceable provision had
never been contained herein, except where it
materially alters the nature or intent of this
Agreement.

17. ENTIRE AGREEMENT

This Agreement (including any annexes
referred to) constitutes the entire agreement
between the parties with respect to the subject
matter hereof and supersedes, where
applicable, all previous negotiations,
comments and writing by the parties with
respect to the subject matter hereof. This
Agreement may be changed only by a written
agreement signed by an authorized
representative of the parties, provided, that the
provisions of this Agreement shall prevail over
any inconsistent pre-printed terms that appear
in a purchase order, work order, invoice or
other form.

18. PROTECTION OF PERSONAL
DATA
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PCM C/Santiago Grisolia n° 2
Tres Cantos 28760, Madrid — SPAIN
Pre: Verénica Ruz/Victoria Gonzalez

Ak je to pre CRO

Iris Pharma

Les Nertieres — Allée Hector Pintus
06610 La Gaude — FRANCE

Pre: Anne-Lise Morina

15. VZDANIE SA PRAVA

Ak si niektora zmluvna strana neuplatni alebo
nepresadi podmienky tejto zmluvy, nebude to
predstavovat alebo sa to nebude povazovat
za vzdanie sa prava tej strany na uplatnenie si
kazdej podmienky tejto zmluvy.

16. ODDELITEENOST

Ak sa jedno alebo viac ustanoveni tejto zmluvy
mdbze z akéhokolvek dbvodu povazovat za

neplatné, nezakonné alebo pravne
nevynutitelné v akomkolvek smere, tato
neplatnost, nezakonnost’ alebo

nevynutitelnost nebude mat vplyv na ostatné
ustanovenia tejto zmluvy atato zmluva sa
bude vykladat tak, akoby takéto neplatné,
nezakonné alebo nevyndtitelné ustanovenie
nikdy neobsahovala, okrem pripadu, ked to
podstatne zamiena podstatu alebo zamer tejto
zmluvy.

17. CELA ZMLUVA

Tato zmluva (vratane akychkolvek
spomenutych  priloh) predstavuje  dplnd
dohodu medzi zmluvnymi stranami, tykajdcu
sa jej predmetu atam, kde je to potrebné,
nahradza vSetky predchadzajlice rokovania,
vyjadrenia a pisomni komunikaciu zmluvnych
stran, tykajucu sa predmetu tejto zmluvy. Tato
zmluva sa mbze zmenit iba pisomnou
zmluvou podpisanou opravnenym zastupcom
zmluvnych stran za  predpokladu, Zze
ustanovenia tejto zmluvy budua prevazovat nad
nedplnymi vytlaenymi podmienkami, ktoré sa
objavia v nakupnej objednavke, pracovnej
objednavke, faktare alebo inej forme.

18. OCHRANA OSOBNYCH UDAJOV
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Following the Spanish laws on Protection of
Personal Data, the data of Institution will
become part of data files property of Sponsor.
Institution will have in any time the opportunity
to execute his right of access, rectification,
cancellation or/and opposition to his data
gathered in Sponsor files. To execute any of
the previously mentioned rights, Institution
must communicate the new circumstances to
the [e] Department of Sponsor by written
notice, and Institution data will be destroyed
from Sponsor files immediately. Likewise,
Sponsor compromises to comply its secrecy
obligation with regard to Institution's data, as
well as its obligation to safe keeping the
mentioned data and will take all the necessary

measures to avoid its alteration, loss,
treatment or unauthorized access.

19. HEADINGS
All headings are inserted for information
purposes only and shall not affect any
construction  or interpretation of this

Agreement.
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Vzhladom k tomu, Ze sa Udaje Zariadenia
stani sUCastou dokumentacie v majetku
sponzora, v sulade so slovenskymi zakonmi
o ochrane osobnych Udajov bude mat
Zariadenie kedykolvek pravo pristupu, opravy,
stornovania a/alebo oponovania voci svojim
Udajom v sponzorovych zlozkach. Ak chce
Zariadenie realizovat spomenuté prava, musi
nové okolnosti pisomne oznamit sponzorovi
a prisluSné (daje budld zo sponzorovych
zloZziek okamzite zlikvidované. Sponzor
rovnako pristupuje na dodrziavanie zavazku
dovernosti v slvislosti s Gdajmi ZariadSenia,
ako aj na zavazok bezpecne uchovavat
spominané Udaje, a prijme vSetky potrebné
opatrenia, aby nedoSlo kich zmene, strate,
neopravnenej manipulacii ¢i neopravnenému
pristupu.

19. NADPISY

VSetky nadpisy ustanoveni maju len
informacny charakter a nemaju ovplyvnit
formulaciu ani interpretaciu tejto zmluvy.

Page / Strana 15/ 19



IN WITNESS WHEREOF, the parties hereto have
executed this Agreement with code number ---------
----------------- as of the date set forth below.

For and on behalf of Sponsor /
V mene Sponzora

Name: / Ana Isabel Jiménez Anton

Meno:

Title: / Representative
Titul:

Date: /
Datum:

Signature: /
Podpis:

NA DOKAZ TOHO podpisali zmluvné strany tito
zmluvu ¢&. k datumu
uvedenému nizSie.

For Institution /
V mene zariadenia

Name: /
Meno:

Title: /
Titul:

Date: /
Datum:

Signature: /
Podpis:

Principal Investigator

Name: /
Meno:

Date: /
Datum:

Signature: /
Podpis:

Confidential — Clinical Trial Agreement SYL1001_IV_V1, 20-DEC-16
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ANNEX 1 PRILOHA 1
A) COMPENSATION FEES A) PLATBY
. . Hospital Investigator - - Platba Platba
Visit # Visit name fees fees Navsteva #| Druh navstevy Zaradieniu | skusajicemu
Visit 0 | Screening Visit 75 € 200 € | | Navsteva 0| Screening Visit 75 € 200 €
Visit 1 | Baseline Visit 75 € 200 € || Navsteva 1| Baseline Visit 75 € 200 €
- Treatment Visit - Treatment Visit
Visit 2 D14 75 € 200 € || Navsteva 2 D14 75 € 200 €
visit3 | Final VisitEarly 75 € 200 € || Navsteva 3| Tinal VisivEarly 75€ 200 €
termination termination
TOTAL 300 € 800 € SPOLU 300 € 800 €
e Screening Failure (up to baseline visit): ¢ NeUspeSny skrining (po zakladnu

Amount for the Screening failure is 200
€. Only 1 screening failure out of 3
patients randomized will be paid.

* Allamounts are in Euros (€).

e All amounts include any applicable
taxes.

* Any indirect cost for the site
management, other departments
involved, etc. are included in the

amounts mentioned above and should
be deducted as appropriate.

* The cost of the tests and assessments
described in the protocol and
considered out of the usual clinical
practice by the Principal Investigator are
included in the above mentioned
amounts per visit with including the
laboratory assessments done by local
lab.

Compensation to the patients

Patients will be compensated for the
expenses resulting from their participation in
the clinical trial (transport, meals, parking,
etc), a fixed amount of 40 € for each visit
(maximum 4 visits).

For the screening failure patients, the
compensation will be calculated depending
on the visits performed by the patient, taking
into account the distribution explained
above.
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navstevu): Suma za neuspesny skrining
je 200 €. Preplati sa len 1 neuspeSny
skrining z 3 randomizovanych pacientov.

e VSetky sumy su v eurach (€).

e Vo vSetkych sumach su
prislusné dane.

» Akékolvek nepriame vydavky na spravu
centra, inych oddeleni apod. su uz

zahrnuté v uvedenych sumach atreba
ich z nich podla potreby odpoditat.

zahrnuté

e Vydavky na testy avyhodnotenia
opisané v protokole a povazované
zodpovednym skdSajucim nad ramec
beznej Kklinickej praxe su zahrnuté
v uvedenych sumach za navStevu
vratane laboratérnych vySetreni
vykonanych lokalnym laboratériom a

hradenych zariadenim.

Uhrady pre pacien tov:

Pacientom budu uhradené vydavky
vyplyvajace z ich G€asti na klinickom skusani
(doprava, strava, parkovné atd.) fixnou sumou
40€ za kazdld navStevu (maximalne 4
navstevy).

Pacientom s nelspeSnym skriningom sa
vySka uhrady wvypocdita podla  poctu
absolvovanych navstev, beric do avahy
rozdelenie vysvetlené vyssie.

Suma sa pacientom vyplati az po skonceni
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Compensation will be provided to the
patients once their participation in the clinical
trial will have finished and checked by the
monitor, in order to confirm the total number
of visits performed by the patient.

Compensation will be provided to the patient
by the Principal Investigator who will issue
the corresponding Expense Note to the
Sponsor to manage the payments (see
above).

B) PAYMENT CONDITIONS

Payments by Sponsor (through CRO, if
applicable) are to be made 60 days upon
submission of invoices. The invoices shall be
issued by the Institution at the request of
Sponsor upon completion of the CRF'’s of at
least 2 patients duly reviewed by the
monitor.

The referred invoices shall contain the detail
of each of the amounts corresponding each
of the patients included therein. Invoices
shall also include Sponsor VAT number,
which is A-84700236, and be addressed to:

SYLENTIS, S.A.U.

Parque Tecnoldgico de Madrid
PCM C/Santiago Grisolia n°® 2

Tres Cantos 28760, Madrid - SPAIN
Attention: Financial Department

Invoices will be sent to the CRO, as
designated by the Sponsor, where they will
be reviewed to check that they have been
correctly issued by comparison with the
listing of patients' visits sent by the monitor,
before proceeding with the payment. This
listing will be sent at least once a year (a
year should be understood as a calendar
year, from January 1st to December 31st).

GCasti na skdSani a skontrolovani poverenym
dozorom, aby sa tak potvrdil celkovy pocet
navstev pacienta.

Uhrady pacientom vykond zodpovedny
skuSajuci, ktory wvystavi sponzorovi na
preplatenie rozpis vydavkov pre prehlfadnost
platieb (pozri vyssie).

B) PLATOBNE PODMIENKY

Sponzor uskutoéni platby (prostrednictvom
CRO, ak treba) 60 dni po poslani faktur.
Zariadenie vystavi na vyziadanie sponzora
faktary po skompletizovani zaznamovych
formularov aspoin 2 pacientov riadne
skontrolovanych dozorom.

Spominané faktlry maju obsahovat detaily
kazdej sumy u kazdého uvedeného pacienta.
Faktiry maji obsahovat aj IC DPH sponzora,
ktoré je A-84700236, a maju byt adresované:

SYLENTIS, S.A.U.

Parque Tecnolégico de Madrid

PCM C/Santiago Grisolia n°® 2

Tres Cantos 28760, Madrid — SPAIN
Pre: Finanéné oddelenie

Faktlry sa budu posielat spolo¢nosti CRO,
ako ustanovil sponzor, kde sa pred uhradenim
skontroluje spravnost vystavenia porovnanim
S0 zoznamom navstev pacientov, ktoré poslal
dozor. Tento zoznam sa poSle aspon raz
roCne (rokom sa rozumie kalendarny rok od
1. januara do 31. decembra).

Invoicing Address:

IRIS PHARMA SAS Phone:
Clinical Department Fax:
Les Nertieres Names:
Allée Hector Pintus Email:

06610 La Gaude — France

Contact persons:

+33 (4) 93 59 49 59

+33 (4) 93 59 49 60

Céline Cavallo / Carole Seignert
c.cavallo@iris-pharma.com /
c.seignert@iris-pharma.com
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Following information will be used for

Hospital fees payments*:

Bank:

Account name owner:

IBAN:

Swift Code (BIC):

Reason of payment / specification

Following information will be used for
Investigator fees payments*:

Bank:

Account name owner:

IBAN:

Swift Code (BIC):
Reason of payment / specification

(*) And/or please send your “bank account
detail”
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Nasledujuce Udaje sa pouziju na Uhradu
poplatkov a platieb zdravotnickemu
zariadeniu*:

Statna pokladnica

Fakultna nemocnica Trengin

SK23 8180 000 0070 0028 0438
SPSRSKBAXXX

Nasledujuce Udaje sa pouziji na Uhradu
poplatkov a platieb SkuSajucemu®*:

MUDr. Marek Kacerik, PhD.

(*) Alalebo poslite svoje bankové Udaje
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