SMLOUVA O KLINICKEM HODNOCENI HUMANNICH LECIV

Mezi:

Protokol studie ¢.: CL2-42909-016
Centrum ¢.: 0302

Ilkos Therapeutic Inc.

500 Cartier Boulevard West, #131
Laval, Québec, H7V 5B7

Kanada

dale jen "ILKOS"

ADIR

50, rue Carnot

92284 Suresnes Cedex

Francie

Identifikacni ¢islo organizace: 319 416 657 R.C.S. NANTERRE

Cislo vlozky: 1980 B 21564
Den zépisu: 24. ¢ervence 1980

déle jen "ADIR"

Obe spolecnosti fadné zastoupeny Urszulou Oledzkou, feditelkou Mezinarodniho centra
pro terapeuticky vyzkum SERVIER v Polsku, SERVIER Polska Sp. z. 0. 0. (dale jen
“SERVIER”), spolecnosti pattici do skupiny Servier a zalozené podle prava Polské
republiky se sidlem ul. Jana Kazimierza 10, 01-248 Varsava, Polsko

NEMOCNICE JIHLAVA, PRISPEVKOVA ORGANIZACE
Vrchlického 59, 586 33 Jihlava

ICO: 00090638, DIC: CZ00090638

Ceska republika

Zastoupena MUDr. LukaSem Velevem, MHA, feditelem

déle jen "DODAVATEL"

MUDr. XXX
Bytem: XXX




CL2-42909-016 Smlouva s DODAVATELEM a
ZKOUSEJICIM

Datum narozeni: XXX

dale jen "ZKOUSEJICI"

Kazda ze smluvnich stran DODAVATEL a ZKOUSEJICI na jedné strané a ILKOS a ADIR
na druhé strané jsou dale jednotlivé oznacovany jako ,,Strana* a spolecné¢ jako ,,Strany*.

VZHLEDEM K TOMU, ZE:

Les Laboratoires Servier a Institut de Recherches Internationales Servier a spole¢nost ILKOS
jsou stranami vyluéné licen¢ni smlouvy, na zakladé které Les Laboratoires Servier a Institut
de Recherches Internationales Servier udélily spole¢nosti ILKOS Therapeutic Inc. vyluéna
celosvétova prava duSevniho vlastnictvi k S42909 (dale jen "Ptipravek") pro vSechna uziti, za
podminek stanovenych v licen¢ni smlouvé.

ILKOS, jako zadavatel klinického hodnoceni, a spole¢nost SERVIER CANADA spolu
uzavieli smlouvu o spolupraci ("Smlouva o spolupraci"), na zaklad¢ které, mimo jiné,
SERVIER CANADA, jednajici jako vyzkumna smluvni organizace, souhlasila provést, a to
bud’ sama, nebo prostiednictvim svych pfidruzenych spolecnosti, urcité ¢innosti v ramci
klinického vyzkumu mimo uzemi Spojenych statlh americkych pro a jménem spolecnosti
ILKOS ve vztahu k Ptipravku, a to v¢etnég, av§ak nejenom pouze, provadéni ¢innosti v rdmci
klinického hodnoceni ¢. CL2-42909-016 (dale jen “Studie”) v souladu s protokolem (jak je
zde definovan).

SERVIER CANADA povétil SERVIER vykonem ¢innosti v ramei Studie na ¢eském Gzemi.
ILKOS urcil ADIR, spolecnost zaloZzenou podle francouzského prava, kterd je pfidruzenou
spole¢nosti SERVIER, jednat jako svého platebniho agenta ve vztahu ke Studii (jak je zde

definovana).

ILKOS, jednajici jako zadavatel, jmenoval spolecnost Reglintel jako svého opravnéného
zastupce pro Evropskou unii.

STRANY S UMYSLEM BYT PRAVNE VAZANY, UJEDNAVAJI NASLEDUJICI:

CLANEK I - PREDMET

Uelem této smlouvy (dale jen "Smlouva") je definovat podminky spoluprace mezi
DODAVATELEM, ZKOUSEJICIM, ILKOS, ADIR a SERVIER.

V ramci této spoluprace ZKOUSEJICI, ktery byl povéien DODAVATELEM provést Studii a
jmenovany nize v ¢lanku II, bude vykonévat klinické hodnoceni farmaceutického ptipravku
(dale jen "Pripravek") vsouladu s protokolem klinického hodnoceni Studie (dale jen
"Protokol") pfipojenym k této Smlouvé jako Ptiloha 2 a nazvanym:
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Protokol studie ¢.: CL2-42909-016
Nazev studie:

»Klinické zkouSeni riznych davek pripravku S42909 v procesu hojeni bércovych

viedi po jejich opakovaném peroralnim podani u pacienti s aktivnim venéznim

bércovym viedem. 10-ti tydenni, randomizovani, dvojité zaslepena, placebem
kontrolovana, prospektivni, mezinarodni, multicentricka klinicka studie faze IIa.*

CLANEK II - POVINNOSTI STRAN

2.1

2.2

2.3

ZKOUSEJICT je 1ékai odpovédny za praktické provedeni Studie, integritu, zdravi a
blaho pacientii u€astnicich se Studie. Déle je odpovédny za klinické sledovani téchto
pacientli, podavani Ptipravku a zaznamenani idajii o pacientech do seSitu klinického
hodnoceni (Case Report Form, zkracené¢ CRF, ddle "CRF"). V ramci této Smlouvy,
CRF znamend a zahrnuje tiStény, opticky nebo elektronicky dokument urcéeny k
zaznamenavani veSkerych informaci Protokolu, které maji byt sdélovany spolecnosti
ILKOS o kazdém pacientovi ve Studii. CRF bude zasilan mezi Stranami elektronicky.
Strany souhlasi, ze data CRF, zasilana elektronicky, budou mit stejnou ditkazni silu
jako pisemna data nebo podpis. V pifipad¢ elektronického CRF DODAVATEL
povéfuje ZKOUSEJICIHO, aby v zadném piipadé nikomu nesdélil informace
potiebné pro identifikaci ZKOUSEJICIHO k ziskani piistupu a podpisu CRF. To
zahrnuje uZivatelské jméno a heslo ZKOUSEJICIHO. DODAVATEL souhlasi, Ze
vSechna prava vztahujici se k databazi vytvofené v ramci Smlouvy bude vlastnit
vyluéné ILKOS. DODAVATEL zajisti na pracovisti ZKOUSEJICIHO internetové
pfipojeni umoziujici pfistup k elektronickému CRF.

Studie bude provadéna v:

Nemocnice Jihlava, p.o.
Chirurgie A
Vrchlického 59

586 33 Jihlava

Ceska republika

Povinnosti ZKOUSEJICTHO a SERVIER jsou popsany v Protokolu.

SERVIER je odpovédny za sledovani a ovéfovani dat ziskanych v ramci Studie a pro
ticely dohlizeni nad DODAVATELEM a ZKOUSEJICIM podle této Smlouvy.

DODAVATEL souhlasi s podminkami Protokolu a zajisti, z& ZKOUSEJICI splni
viechny tkoly popsané v Protokolu. Bude-li mit ZKOUSEJIC] jakékoli pochyby o
zpusobilosti kteréhokoli pacienta ucastnit se Studie, musi si od SERVIER vyzadat
jeho nazor na zahrnuti takového pacienta do Studie.
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2.4

2.5

2.6

2.7

2.8

2.9

2.10

DODAVATEL zajisti, ze ZKOUSEJICI bude plné a zcela ovéfovat viechny udaje v
CREF a objasni v§echny dotazy k udajim, které se mohou vyskytnout.

DODAVATEL prohlasuje, ze spliiuje vSechny podminky a pozadavky vSech
prislusnych zakonl a piedpisi, ma uzaviené pojisténi profesionalni odpovédnosti a
zavazuje se udrzovat toto pojisténi profesionalni odpovédnosti po dobu trvani nebo do
ukonceni této Smlouvy a prokazat pojisténi profesionalni odpovédnosti, kdykoli jej o
to ILKOS pozada.

ILKOS uzaviel povinné pojisténi, kter¢, jak potvrdil SERVIER, je v souladu s § 52
odst. 3 pism. f) zdkona ¢. 378/2007 Sb., o 1éCivech, ve znéni pozdéjsich piedpist, a to
s pojistovnou dle svého vybéru opravnénou poskytovat sluzby na tizemi Ceské
republiky. ILKOS poskytne ditkkaz o pojisténi DODAVATELI 1 pfislusné etické
komisi.

ILKOS zajisti, ze SERVIER zabezpeci, aby byly pfislusné dokumenty a formulare pro
hlaSeni pozadované k dokonceni Studie poskytované fadn¢ a vcas.

DODAVATEL se zavazuje, ze bude archivovat v§echny tidaje ziskané béhem Studie a
veskerou studijni dokumentaci po dobu 15 (patnacti) let v plné shodé se vSemi
pfislusnymi zakony.

DODAVATEL se zavazuje a souhlasi, e v ramci Studie se ZKOUSEJICI bude na
zadost SERVIER nebo ILKOS pravideln¢ ti€astnit schiizi zkousejicich.

V piipadé¢ potieby bude DODAVATEL na zadost ILKOS nebo SERVIER
spolupracovat pfi piipravé jakychkoli dokument potiebnych pro podani Zadosti o
schvaleni etické komise nebo nasledujicich dokumentt:

e Prohlageni ZKOUSEJICIHO o tom, Ze se na ném zavislé osoby nezii¢astni
Studie;

e Zivotopis nebo jiné odpovidajici podptirné dokumenty tykajici se kvalifikace
ZKOUSEJICIHO;

e Zvefejnéni piipadnych ekonomickych nebo jinych moznych z4jmu
ZKOUSEJICIHO ohledné Piipravku;

e Zpfistupnéni informaci o pfiméfenosti mist hodnoceni, a to predev§im
informaci o vhodnosti existujicich zdroji, zafizeni a personalu, ktery je
k dispozici pro provedeni Studie, a jejich piedchozich zkuSenostech
s provadénim podobnych studii; a

e Prohléseni tykajici se dodrzovani pozadavkl na ochranu udaja.
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211

2.12

2.13

2.14

V piipadé, ze ZKOUSEJICI nebude z jakéhokoliv diivodu, véetng, aviak nejen pouze,
skon¢eni zaméstnani u DODAVATELE schopny dokon¢it Studii, DODAVATEL na
toto okamzité¢ upozorni SERVIER. ILKOS ma v takovém piipadé pravo ukoncit tuto
Smlouvu v souladu s odst. 8.2.3.2. Pokud se ILKOS a DODAVATEL dohodnou na
nahradnim zkousejicim, bude tato Smlouva zménéna tak, aby zohlednila nahrazenou
smluvni stranu, jinak zlGstane nezménénda a bude pokraCovat v plné platnosti a
ucinnosti.

ZKOUSEJICI uréi adekvatng kvalifikované ¢leny svého studijniho tymu a zajisti, Ze
jejich kvalifikace je v souladu se specifikacemi potiebnymi pro Studii v souladu s § 7
odst. 4 pism. a) vyhlasky ¢. 226/2008 Sb., o spravné klinické praxi, ve znéni
pozdgjsich predpisi. ZKOUSEJICI bude instruovat a monitorovat &leny studijniho
tymu a pfedevsim jim bude zpfistupiiovat informace, které budou pozadovat v rdmci
Studie, zejména Protokol a soubor informaci pro zkousejiciho. ZKOUSEJICI ptipravi
seznam c¢lend studijniho tymu s uvedenim jejim jmen a funkci a tento seznam bude
vzdy udrzovat aktualizovany. ZKOUSEJICI pisemné zdokumentuje a zaloZi proces
vybéru a monitorovani a tyto dokumenty na zadost piedlozi pfisluSnym organiim,
spole¢nosti ILKOS, SERVIER nebo tfetim strandm povéfenym spolecnosti ILKOS.

DODAVATEL prohlasuje, Ze je opravnénym provozovatelem lékarny se sidlem na
adrese Nemocnice Jihlava, p.o., Vrchlického 59, 586 33 Jihlava, Ceska republika, ve
které poskytuje lékarenskou péé¢i v souladu s p¥islugnymi pravnimi predpisy Ceské
republiky (dale jen ,,Nemocni¢ni 1ékarna®).

ILKOS a DODAVATEL se dohodli, ze DODAVATEL jako provozovatel
NEMOCNICNI LEKARNY poskytne ILKOS sluzby své NEMOCNICNI LEKARNY
pro ucely zajisténi pfijeti, uchovani, uskladnéni a vydeje, resp. dodani Piipravku
Vv souladu se spravnou klinickou a spradvnou lékdrenskou praxi. Dohoda ILKOS a
DODAVATELE o vzijemnych zévazcich, pravech a povinnostech ve vztahu
k zajisténi Pfipravku pro ucely Studie v souladu se spravnou klinickou a spravnou
I€ékarenskou praxi tvoii nedilnou soucast této Smlouvy jako jeji ptiloha ¢. 4.

CLANEK III - CASOVY HARMONOGRAM STUDIE

DODAVATEL zajisti, 22 ZKOUSEJICI bude provadét Studii v souladu s nasledujicim

harmonogramem:
XXX Pocatek naboru
XXX Konec naboru
XXX Konec Studie, jak je definovan v Protokolu.
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Pokud to bude nezbytné, doba naboru miize byt prodlouzena nebo zkracena podle rozhodnuti

ILKOS. ILKOS vsak muze definitivné zastavit ndbor, jakmile bude dosazeno celosvétového

cilového poctu pacientii (specifikovano v Protokolu nebo v dodatku k nému, pokud bude
existovat). Pokud tomu tak bude, DODAVATEL bude informovan pisemné (e-mailem) o
konci naboru.

CLANEK IV —- ODMENA

4.1

4.2

4.3

Poplatky

Pokud nebude stanoveno jinak, bude ADIR jako protihodnotu za sluzby poskytované
DODAVATELEM a ZKOUSEJICIM podle podminek této Smlouvy platit
DODAVATELI a ZKOUSEJICIMU maximalni &astku vypoétenou podle Ptilohy 1
této Smlouvy.

ADIR bude platit DODAVATELI i ZKOUSEJICIMU v eurech (EUR).

Platba

Platba jakékoli ¢astky dluzné DODAVATELI a ZKOUSEJICIMU spoleénosti ADIR
bude provedena na zékladé poctu navstév ovefenych monitorem spolecnosti
SERVIER, dle poplatk za jednu navstévu, uvedenych v Pfiloze 1 této Smlouvy.

Platba poplatkii bude provedena do 60 (Sedesati) dnti po obdrzeni ptislusné faktury
ptedlozené DODAVATELEM a/nebo pisemného potvrzeni o provedenych navstévach
a vysetfenich, tzv. fees note, ZKOUSEJICIHO spolecnosti ADIR. Jakékoli takova
faktura musi byt vystavena na jméno:

ADIR (50 rue Carnot - 92284 SURESNES Cedex - Francie),
ale musi byt zaslana k rukam:

Urszula Oledzka, I.C.T.R. SERVIER v Polsku, SERVIER Polska Sp. z. 0. 0., ul.
Jana Kazimierza 10, 01-248 Varsava, Polsko.

Za vsechny platby plati ADIR pocatecni ndklady za prevody pochazejici z Francie.
ADIR nemize byt odpovédny za dodate¢né ndklady a provize uctované bankami
piijemce.

Podrobnosti o &isle uétu DODAVATELE a ZKOUSEJICIHO

DODAVATEL rozhodl, Ze platby pijdou piimo stranam a budou rozdéleny v poméru
30% pro DODAVATELE a 70% pro ZKOUSEJICIHO. Podrobny rozpis plateb
stranam je v Pfiloze 1. Platby budou zaslany pfimo na bankovni €ty zminéné v tomto
bod¢ Smlouvy. DODAVATEL nebude mit v souvislosti se studii ke
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4.4

Smlouva s DODAVATELEM a

ZKOUSEJICIMU Zadné finan¢ni zavazky. ZKOUSEJICI bude vyhradné odpovédny
za vyplatu odmén vSem ¢lentim personalu, ktefi se na provadéni Studie budou podilet.
Vsechny platby, které maji byt provedeny spole¢nosti ADIR DODAVATELI nebo
ZKOUSEJICIMU podle této Smlouvy, budou splatné k Gétu otevienému v bance na

tizemi Ceské republiky:

DODAVATEL:
Piijemce:

Nazev banky:
Adresa banky:
Bankovni udet ¢.:
Swift kod:

IBAN kod:

a zaslané k rukam:

ZKOUSEJICI:
Prijemce:

Nazev banky:
Adresa banky:
Bankovni ucet ¢.:
Swift kod:

IBAN kod:

a zaslané k rukam:

Nemaocnice Jihlava, p.o.
Komer¢ni banka a.s.
Palackého 46, 586 01 Jihlava
XXX

XXX

XXX

XXX

MUDr. XXX
XXX
XXX
XXX
XXX
XXX
MUDr. XXX

Castky splatné v ptipadé pied&asného ukon&eni nebo pozastaveni této Smlouvy

441 V piipadé, Ze tato Smlouva bude z jakéhokoli divodu ukoncena nebo
pozastavena pied uzavienim Studie, DODAVATEL a ZKOUSEJICI vynalozi
veskeré své Usili ke sniZzeni nakladl a/nebo ztrat vzniklych spolecnosti ILKOS

v dasledku tohoto pfed¢asného ukonceni nebo pozastaveni.

4.4.2 V pripad¢ predcasného ukonceni nebo pozastaveni této Smlouvy nebo Studie

spole¢nosti ILKOS, kromé piipadu ukonceni pro neplnéni podle odst. 8.2.3,
zaplati ADIR DODAVATELI a ZKOUSEJICIMU ¢&astku odpovidajici praci
skuteéné vykonané ZKOUSEJICIM do data ukonéeni nebo pozastaveni, za

predpokladu, ze tato prace nebyla zapocata po obdrzeni oznameni ADIR o
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jeho rozhodnuti ukonéit nebo pozastavit tuto Smlouvu, snizenou o castku,
ktera mohla byt zaplacena spole¢nosti ADIR za praci piedem a o hodnotu
Vybaveni, bylo-1i poskytovéano.

V jakémkoli piipadé splatna castka nesmi pirekrocit celkovy maximalni
poplatek vypocitany podle Ptilohy 1.

DODAVATELI a ZKOUSEJ{CIMU nebude dluzna zadné dalsi odména nebo
odskodnéni jakéhokoli druhu ve vztahu k tomuto pfedcasnému ukonceni nebo
pozastaveni.

4.4.3 Castky dluzné spole¢nosti ADIR DODAVATELI ¢i ZKOUSEJICIMU podle
odst. 4.4.2 musi byt zaplaceny (i) do 60 (Sedesati) dnli po datu Uc¢innosti
ukonceni nebo pozastaveni nebo (ii) poté, co SERVIER obdrzi vSechna data,
podle toho, co nastane pozd&ji, za ptedpokladu, zZe DODAVATEL ¢i
ZKOUSEJICI  zasle spole¢nosti ADIR fakturu. DODAVATEL a
ZKOUSEJIC] uhradi ADIR jakykoli preplatek do 60 (3edesati) dni od data
ucinnosti ukonc¢eni nebo pozastaveni.

CLANEK V — VYBAVENI

5.1

5.2

5.3

5.4

5.5.

SERVIER je a zlistane vlastnikem vybaveni (dale spole¢né jen ,,Vybaveni), jez je
specifikovano nize:
Fotoaparat LifeViz 3D

ILKOS zajisti, Ze SERVIER doru¢i Vybaveni (nebo aby bylo doruceno)
ZKOUSEJICIMU.

Neni-li jinak vyslovné dohodnuto Stranami, Vybaveni bude doruceno az po podpisu
Smlouvy a obdrZeni vSech pfislusnych povoleni (etické komise nebo jinych
pfislusnych autorit) vztahujicich se ke Studii.

DODAVATEL souhlasi s pravidelnymi navSt€évami technikd  spolec¢nosti
odpovidajicimi za udrzbu Vybaveni, jejiz potfeba byla identifkovdna spolecnosti
SERVIER.

ZKOUSEJICI se zavazuje zajistit, Ze Vybaveni ziistane v bezvadném provoznim
stavu po celou dobu Studie.

ZKOUSEJICT se zavazuje, ze Vybaveni bude pouzivano ZKOUSEJICIM a studijnim
tymem vylu¢né pro tcely Studie.

Po skonceni doby platnosti nebo ukonceni nebo pozastaveni této Smlouvy, jak je
uvedeno Vv odst. 8.4., Vybaveni bude navraceno spole¢nosti SERVIER vcelku a
V bezvadném stavu, nebo miiZze byt zni¢eno ¢i s nim bude naloZeno jinak dle pokynu
SERVIER a na zaklad¢ jeho vlastniho uvézeni.

CLANEK VI - ZARUKY
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6.1

6.2

6.3

6.4

DODAVATEL zaruduje, Ze jeho &innosti a ¢innosti ZKOUSEJICIHO budou v ptisné
shodé¢ se vSemi prislusSnymi zakony, predpisy a smérnicemi vztahujicimi se k
provadéni klinickych studii a k ochrané lidskych subjekti, véetné Smérnic o spravné
klinické praxi v platném znéni (dale nazyvané jen "SKP") a Helsinské deklarace.
DODAVATEL a ZKOUSEJICI nezatnou se Studii diive, nez budou splnény
pozadavky pfisluSnych ptedpist. ILKOS zajisti, ze SERVIER pisemné informuje
ZKOUSEJICIHO o ziskani potiebnych schvaleni. ILKOS =zajisti, ¢ SERVIER
poskytne ZKOUSEJICIMU kopii takovych schvaleni.

DODAVATEL prohlasuje a zarucuje, ze nema zaddnou povinnost ani omezeni (jako
jsou, ale nejenom, zakony o protikorupéni praxi), které by jakkoli zasahovaly nebo by
byly v konfliktu zdjmu s povinnostmi, k nimz se zde zavazal.

DODAVATEL zarucuje, 2¢ DODAVATEL ani ZKOUSEJICI nebude provadét
béhem doby trvani této Smlouvy Z&dnou jinou studii, kterd by neptiznivé ovlivnila
schopnost DODAVATELE a ZKOUSEJICIHO plnit své zavazky podle této Smlouvy.

ILKOS zarucuje, ze splnil vSechny postupy a ziskal vSechny pozadované souhlasy
stanovené piisluSnym regulatornim organem, tykajici se Studie, a Ze podle svého
nejlepsiho védomi a svédomi vyhovél ILKOS a SERVIER vSem platnym zdkontm,
pfedpisiim a smérnicim vztahujicim se k ochrané lidskych subjektii, véetné SKP a
Helsinské deklarace, a Ze tyto nebrani provadéni Studie.

CLANEK VII - NALEZITA PECE A ODPOVEDNOST

S vyhradou nasledujicich okolnosti se zavazuje ILKOS DODAVATELI a ZKOUSEJICIMU
nahradit $kodu v rozsahu, v jakém je vici nim u ptislusného soudu pacientem zicastnéném

na Studii nebo jinymi k tomu podle piislusnych pravnich piedpisi opravnénymi osobami

uspésné uplatnény narok na ndhradu Gjmy na zdravi (v€etné smrti) vzniklé z diivodu uzivani

Ptipravku a/nebo jakéhokoliv vykonu nebo postupu vykonaného na pacientovi nebo

pozadovaného Protokolem, kterému by pacient nebyl podrobeny, pokud by se neucastnil

Studie.

Vyse uvedené odSkodnéni ze strany spolec¢nosti ILKOS se nevztahuje na zadné naroky nebo

fizeni:

1) v rozsahu, v jakém je takova Gjma na zdravi (vCetné smrti) zplisobena nedbalym
nebo umyslnym jednénim ¢i jeho opominutim nebo porusenim zdkonné povinnosti
DODAVATELE, ZKOUSEJICTHO nebo podtizeného pracovnika DODAVATELE,

© - LL.R.I.S. - Duvéerné

9/59



CL2-42909-016 Smlouva s DODAVATELEM a
ZKOUSEJICIM

il) v rozsahu, v jakém je takova (ijma na zdravi (v€etné smrti) zpusobena z duvodu, ze
DODAVATEL, ZKOUSIJEICI nebo podfizeny pracovnik DODAVATELE
nepostupovali pii provadéni Studie v souladu s Protokolem.

DODAVATEL, ILKOS a SERVIER si budou navzijem poskytovat takovou soucinnost,
jakou lze rozumné vyzadovat pro efektivni a bezodkladné projednani jakéhokoliv naroku
nebo fizeni ze strany pacienti nebo jejich jménem (nebo jejich zastupct ¢i nastupci).

CLANEK VIII - DOBA TRVANI, UKONCENI A POZASTAVENI

8.1  Doba trvéni
Tato Smlouva nabude G¢innosti bud’ svym zvetejnénim v registru smluv podle zdkona
¢. 340/2015 Sb., o registru smluv, ve znéni pozdé&jsich piedpisi, nebo k datu, kdy
ILKOS a SERVIER obdrzi vSechna nezbytnd povoleni pro provadéni Studie od
ptisluSnych uradd, podle toho, co nastane pozdéji.

Tato Smlouva bude pokracovat do UpIného splnéni povinnosti kazdé Strany podle této
Smiouvy.

8.2  Ukonceni Smlouvy
Nehled¢ na podminky v odstavci 8.1, tato Smlouva mize byt ukoncena ptredcasné

nasledovné:

8.2.1 Spoleény souhlas

Strany této Smlouvy maji prdvo ukoncit tuto Smlouvu k jakémukoli
vhodnému datu vzajemnou pisemnou dohodou.

8.2.2 Rédna vypovéd
ILKOS mitize ukoncit tuto Smlouvu bez uvedeni divodu kdykoli po zaslani
oznameni DODAVATELI 30 (tficet) dnli pfedem.

8.2.3 Mimofadna vypoveéd’

8.2.3.1 Strany timto uznavaji, Ze kterdkoli Strana muze dorucit druhé
Strané mimoiadnou vypovéd v piipadé, ze druhd Strana
zavazné porusi jakékoli ustanoveni této Smlouvy (vetné, ale
nejenom, nabrani nedostate¢ného mnozstvi pacienti, prodleni v
provadéni Studie nebo nedodrZzeni SKP), kterézto poruseni
pokracuje a neni napraveno do 30 (tficeti) kalendainich dnt od
data obdrzeni takové vypoveédi.

© - LL.R.I.S. - Duvéerné
10/59



CL2-42909-016 Smlouva s DODAVATELEM a
ZKOUSEJICIM

8.3

8.4

8.2.3.2 Kterakoli Strana ma pravo ukoncit tuto Smlouvu s okamzitou
ucinnosti, bez ptedchoziho ozndmeni, pokud je divodem
ohroZeni bezpe¢nosti pacientii tcastnicich se Studie.

8.2.3.3. ILKOS muze ukoncit tuto Smlouvu s okamzitou u¢innosti, bez
piedchoziho oznameni, pokud je =zapojeni SERVIER
CANADA jako poskytovatele sluzeb v souladu se Smlouvou o
spolupraci ukonceno ze strany ILKOS.

V jakémkoli takovém piipad€ bude oznameni o ukonceni této Smlouvy u¢inné
okamzité, je-li dané druhé Strané prostfednictvim faxu a soucasné bude
zaslano druhé Strané originalni ozndmeni za podminek popsanych v odst.
12.1.

8.2.3.4 V pftipadég, ze tato Smlouva nebo Studie bude ukoncena predcasné a pokud
ILKOS neuvede jinak, DODAVATEL zajisti, ze ZKOUSEJICI neprodlené ukonéi
Studii v souladu s pokyny ILKOS a se vSemi piislusnymi zakony, ptedpisy,
smérnicemi a touto Smlouvou. DODAVATEL se zavazuje, ze ZKOUSEJICI nezahaji
zadnou dalsi praci, do niz se dosud nezapojil.

Nehled¢ na odst. 8.1, v pfipad¢, Ze Studie bude z jakéhokoli diivodu pozastavena,
ILKOS miZze kdykoli pozastavit tuto Smlouvu po pisemném oznameni
DODAVATELI 30 (tficet) dnti pfedem na dobu maximalné 18 (osmnacti) mésict.
Pted skoncenim této lhity mize ILKOS pisemné oznamit DODAVATELI nové
zahdjeni Studie. V takovém piipadé se DODAVATEL zavazuje neprodlené¢ znovu
zahgjit sluzby uvedené v této Smlouvé v souladu s pokynem ILKOS. Pokud by
ILKOS neoznamil DODAVATELI nové zahdjeni Studie do 18 (osmnacti) mésict,
Smlouva bude automaticky povazovana za ukon¢enou, pokud ji Strany neukonéi pred
tim jinak podle odst. 8.2.

Pii skonceni platnosti, ukonceni nebo pozastaveni této Smlouvy nebo Studie z
jakéhokoli divodu:

- Je-1i tak Zadano spolecnosti ILKOS nebo SERVIER, DODAVATEL
zajisti, ze ZKOUSEJICI vrati spole¢nosti SERVIER veskeré nepouzité
zasoby Pripravku, vSechen ostatni material ILKOS nebo SERVIER v
drzeni nebo pod kontrolou DODAVATELE nebo ZKOUSEJICIHO,
véetné, ale nejenom, vSech udajii a ostatnich informaci vyplyvajicich
ze Studie a Vybaveni, bylo-li poskytovano, do 30 (tficeti) dni od
takového skonceni platnosti, ukonceni nebo pozastaveni;
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- DODAVATEL se zavazuje, ze elektronické kopie CRF a slozka
ZKOUSEJICIHO (Investigator’s file) budou uchovavany podle
platnych zakonnych pozadavk;

- DODAVATEL se zavazuje, ze vSechny tdaje ziskané béhem Studie a
veskera studijni dokumentace budou archivovany po dobu 15 (patnacti)
let v pIné shodé se vSemi platnymi zakony.

CLANEK IX - DUVERNOST, PRAVNIi OCHRANA A PUBLIKOVANIi VYSLEDKU
VYZKUMU

9.1 Duvérnost

9.1.1 ILKOS se zavazuje a zajisti, ze stejné tak SERVIER, uchova v divérnosti
vSechny informace oznacené jako ,,davérné“ tykajici se DODAVATELE a
obdrZené v ramci této Smlouvy.

9.1.2. Strany se zavazuji dodrzovat ustanoveni pfisluSnych pravnich ptedpisi o
ochrané¢ osobnich udaji. ZkouSejici udéli svlij souhlas se zpracovanim
osobnich udajii prostiednictvim formulate, ktery tvoii Pfilohu ¢. 5 této
Smiouvy.

9.1.3. Veskeré informace, které DODAVATEL a/nebo ZKOUSEJICI obdrzi od
ILKOS nebo SERVIER, a vSechna data a jiné informace ziskané
DODAVATELEM ¢i jeho zaméstnanci, zastupci, subdodavateli a Ucastniky
ohledn¢ ILKOS nebo SERVIER nebo Studie budou po celou dobu trvani této
Smlouvy a po jejim skonceni povaZovany za divérné informace, kromé
informaci, které:

(@) v dobé¢ jejich zvefejnéni jsou nebo se stanou soucdsti vetejné
dostupnych informaci bez zavinéni DODAVATELE nebo jeho
zameéstnanct, zastupcil, subdodavatell ¢i ucastniki;

(b) v dobé jejich zvetejnéni spolecnosti ILKOS nebo SERVIER
byly v zakonném vlastnictvi DODAVATELE, jak to DODAVATEL
prokézal pfislusSnymi pisemnymi zdznamy;

(© DODAVATEL obdrzi od tfeti osoby, kterd mé& pravo je
zvetejnit a kterd neobdrzela tyto informace poruSenim prav ILKOS
nebo SERVIER.
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9.2

9.3

(d) jsou zvetejnény v souladu sa pouze Vrozsahu pozadovaném
zékonem nebo pfisluSnym regulacnim organem za predpokladu, Ze
Strana c¢inici takové zvefejnéni divérnych informaci jiné Strany
poskytne maximalné¢ praktické predbézné upozornéni ohledné
takového pozadavku a vyzada si tak duvérné zachazeni s takto
zvefejiiovanymi informacemi od jejich piijemce, jak muze byt
zékonem poskytnuto.

DODAVATEL a ZKOUSEJICI nesdéli zadné treti osob& zadné divérné
informace bez ptedchoziho vyslovného pisemného zmocnéni ILKOS nebo
SERVIER ohledng takového sdéleni. DODAVATEL a ZKOUSEJICI budou
uchovévat tyto diveérné informace v piisné tajnosti a budou sdélovat divérné
informace pouze svym zastupciim, zaméstnancim a ucastnikiim v nezbytné
nutném rozsahu. DODAVATEL zajisti, Ze tito zéstupci, zaméstnanci a
ucastnici budou vazani a povinni stejnymi ustanovenimi o divérnosti jako je
vazdn DODAVATEL podle této Smlouvy.

Vlastnictvi dat
Veskera data a jiné informace vyplyvajici ze Studie budou vyluénym vlastnictvim
ILKOS a budou podlé¢hat vyluénému obchodnimu ¢i jinému uzivani ILKOS.

DODAVATEL a/nebo ZKOUSEJICI mohou pouzivat vzorky shromazdéné v ramci
Studie jen pro ucely provadéni této Studie.

Publikace vyuzivajici data ze Studie a sdéleni

ProtoZe Studie je multicentrickd, je povinné, aby prvni publikace byla zaloZena na
datech ze vSech center, analyzovanych tak, jak je uvedeno v Protokolu statistiky
SERVIER a nikoli ZKOUSEJICIMI. DODAVATEL se zavazuje a zajisti, Ze
ZKOUSEJICT tgastnici se multicentrické Studie nebude prezentovat data ziskani z
jednoho centra nebo z malého poctu center pied Uplnym publikovanim celé Studie,
pokud to nebude piedtim formalné dohodnuto mezi viemi ostatnimi ZKOUSEJICIMI
a ILKOS.

Vsechna pisemnd nebo ustni publikovani a/nebo sdéleni vztahujici se ke Studii a/nebo
vysledkiim Studie béhem doby trvani této Smlouvy a po jejim skonceni musi byt
nejprve predlozena v pisemné formée spolecnosti ILKOS. Rukopis jakéhokoli ndvrhu
publikace a/nebo sdéleni musi byt predlozen ILKOS minimalné 30 (tficet) dnii pro
publikaci a 15 (patnact) dnli pro abstrakt pfed predpokladanym datem ptredloZzeni
organizatorovi védeckého setkani nebo vydavateli. ILKOS piedlozi komentar k
rukopisu do 15 (patnacti) dnli po obdrzeni rukopisu pro publikaci a do 7 (sedmi) dn
pro abstrakt. DODAVATEL zajisti, 22 ZKOUSEJICI ugini upravy dle komentaie
ILKOS, ledaze takovy komentaf neptiznive ovlivituje védeckou integritu publikace. V
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kazdém piipadé€, pokud by si Strana, ktera piedlozila rukopis, nepiala upravit rukopis
podle komentéie ILKOS, sdéli spole¢nosti ILKOS pisemné své divody.

Bez ohledu na vySe uvedené pokud je ILKOS pravé v procesu podani patentové
piihlasky zalozené zcela nebo zc¢asti na vysledcich Studie, ILKOS miize pozdrzet své
povoleni DODAVATELI a/nebo ZKOUSEJICIMU k publikovani nebo sdéleni
vysledkl Studie do data mezinarodni registrace patentu.

94 Vynélezy a objevy

Vsechny vynalezy nebo objevy (at’ jsou patentovatelné nebo nikoliv), inovace, navrhy,
napady, koncepty, nacrty, algoritmy, prace, popisy, zpravy a dal$i materidly a prava
knim (dale jen ,,Vynalezy”) ptedlozené nebo uc¢inéné DODAVATELEM a/nebo
ZKOUSEJICIM a/nebo &lenem zkusebniho tymu ve spojeni se sluzbami podle této
Smlouvy, bez ohledu na metodu nebo formu, v jaké byly vytvofeny nebo
zaznamenany, musi byt neprodlené¢ sdéleny spolecnosti ILKOS a budou vyluénym
vlastnictvim ILKOS od okamziku jejich vytvofeni, v nejvétSim mozném rozsahu
pfipustném podle pfislusného zdkona, bez jakéhokoli casového, mnozstevniho,
uzemniho omezeni nebo jinych omezeni. Pokud ILKOS neni vlastnikem takovych
Vynalezi na zdklad¢é pfedchoziho ustanoveni tohoto odst. 9.4. podle piislusSného
zdkona, DODAVATEL a ZKOUSEIJICI timto postupuji viechna sva piisluina prava,
tituly a podily na takovych Vyndlezech spole¢nosti ILKOS.

9.5 Pokud pravo k wuvedenému statku takto nelze nabyt, DODAVATEL a/nebo
ZKOUSEJICI podpisem této Smlouvy udéluji ILKOS vyhradni ¢asové a mistnd
neomezenou a neodvolatelnou licenci ke vSem zplisobim wuziti vysledku (vetné
autorského dila) dle predchoziho odstavce, ktery/é pfi plnéni této Smlouvy vznikne
nebo muze vzniknout, a to véetné opravnéni takovy vysledek (dilo) dale upravit ¢i
udélit podlicenci k jeho uZiti nebo jej postoupit na jakoukoliv tfeti osobu. Odmeéna za
poskytnuti této licence je jiz zahrnuta v odméné uvedené v ¢l. IV. této Smlouvy.
ILKOS neni povinen licenci vyuzit. DODAVATEL a/nebo ZKOUSEIJICI jsou povinni
pfedat ILKOS vSechny dokumenty a jiné podklady nutné a potiebné pro vyuziti
licence. ILKOS neni povinen DODAVATELE a/nebo ZKOUSEJICIHO oznagovat
jako puvodce vysledku (autora dila) podle tohoto ¢lanku a je opravnén zménit ¢i
upravit vysledek i jeho nazev.

9.6  Povinnosti DODAVATELE podle tohoto ¢lanku IX plati pro zastupce, zameéstnance a
ucastniky DODAVATELE zapojené do sluzeb, které ma DODAVATEL poskytnout
podle této Smlouvy, a DODAVATEL souhlasi, Ze zajisti, aby podepsali smlouvy
zajistyjici plnéni tohoto ¢lanku IX.

CLANEK X - POSTUP, KTERY MA BYT DODRZEN V PRIiPADE POSKOZENI
ZDRAVI PACIENTU ZAPOJENYCH DO STUDIE

© - LL.R.I.S. - Duvéerné
14/59



CL2-42909-016 Smlouva s DODAVATELEM a
ZKOUSEJICIM

10.1 Udalost vyzadujici okamZité ozndmeni
DODAVATEL a ZKOUSEJICI poskytne ptimétené a obvyklé oSetfeni kterémukoli
pacientovi zapojenému do Studie, ktery bude vykazovat symptomy udalosti vyZzadujici
okamzit¢ oznadmeni (dale jen ,,ERIN®). ILKOS prostfednictvim ADIR uhradi
DODAVATELI veskeré¢ naklady na nezbytna diagnosticka vysetfeni a lékarské
oSetieni jakéhokoli zranéni ¢i onemocnéni pacienta, které tento pacient utrpél v ramei

Studie, za ptfedpokladu, ze byl pln¢ dodrzen Protokol. Pokud se podle ndzoru
ZKOUSEJICIHO a ILKOS podezieni na ERIN neprokaze byt disledkem Studie,
ILKOS prostiednictvim ADIR uhradi pouze ptfimé naklady vztahujici se k diagnoze.
Souhlas ILKOS, Ze bude hradit ptedchozi vydaje, je bez Gjmy na jeho pravu
pozadovat finan¢ni uhradu od DODAVATELE v piipad€, Ze zranéni nebo nemoc
vyplyva z nedbalosti nebo umyslného pochybeni DODAVATELE a/nebo
ZKOUSEJICTHO nebo jejich ptisluinych zastupct ¢ zaméstnanci.

10.2 Oznameni
DODAVATEL zajisti, ze ZKOUSEJICI spoleénosti SERVIER ihned ohlasi viechny
ERINY, vcetné, ale nejenom, neocekévanych. ZKOUSEJICI musi oznamit SERVIER
vSechny ERINY v souladu s postupem popsanym v Protokolu.
ILKOS zajisti, ze SERVIER ozndmi ERINY pfisluSnému tfadu poté, co o nich obdrzi
zpravu od ZKOUSEJICIHO.

CLANEK XI - AUDIT A INSPEKCE

11.1 Na zadost jakéhokoli zmocnéného tfednika nebo zaméstnance jakéhokoli ptislusného
regulatorniho orgdnu nebo jiného vladniho ufadu je DODAVATEL opravnén a
povinen dovolit témto Ufednikiim nebo zaméstnanclim mit v pfimétené dobé piistup a
kopirovat a ov€fovat jakékoli zdznamy udajlii a zpravy ve vztahu ke Studii v drZeni,
spravé nebo pod kontrolou DODAVATELE a ptedloZi tyto zdznamy udaji nebo
zpravy ¢i jejich kopie na pozadani pifisluSnym regulatornim organtim.

DODAVATEL bude o jakékoli takové inspekci neprodlené informovat SERVIER a
zaSle SERVIER kopii jakékoli inspekéni zpravy.

11.2 ILKOS a SERVIER bude opravnén kdykoli auditovat nebo nechat auditovat tieti
stranou (i) plnéni povinnosti DODAVATELE podle této Smlouvy (jako jsou, ale
nejenom, fakturované naklady a vydaje) a/nebo (ii) provadéni Studie ZKOUSEJICIM.

CLANEK XII - RUZNE

12.1 Oznameni
Veskera ozndmeni pozadovana touto Smlouvou musi byt dana druhé Strané pisemné a
musi byt doru¢ena doporu¢enym dopisem s potvrzenim o pievzeti nebo, v ptipade
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12.2

12.3

12.4

12,5

12.6

oznameni spole¢nosti ILKOS a/nebo SERVIER, miize byt odeslana e-mailem pouze
naskenovana a podepsana kopie takového oznameni za predpokladu, Ze neni vyslovné
pozadovano spolecnosti ILKOS a/mebo SERVIER, aby takové oznameni bylo
dorucené doporu¢enym dopisem s potvrzenim o prevzeti. Veskera ozndmeni musi byt
dana jednou Stranou druhé Strané na jeji adresu uvedenou na prvni strané této
Smlouvy kromé toho, kdyz byla informujici Strana ptedtim vyrozuména o zmeng.

Oznameni adresovana spolec¢nosti ILKOS musi byt zasilana na Ilkos Therapeutic Inc.,
500 Cartier Boulevard West, #131, Laval, Québec, H7V 5B7, Kanada, a/nebo na
nasledujici e-mailovou adresu: XXX

a kopie musi byt zaslana do I.C.T.R. SERVIER v Polsku, SERVIER Polska Sp. z. o.
0., ul. Jana Kazimierza 10, 01-248 Varsava, Polsko,a/nebo na nasledujici e-mailovou
adresu: XXX

Vyssi moc

Z4dna ze Stran nebude odpovédna za nesplnéni nebo opozdéné splnéni této Smlouvy
nebo jeji Casti z jakékoli pfimé ¢i nepiimé pfi¢iny mimo kontrolu neplnici Strany, za
predpokladu, ze neplnici Strana poda druhé Strané neprodlené oznameni o své
po dobu 3 (TRf) MESICU, druh4 Strana méa pravo ukonéit tuto Smlouvu pisemnym
oznamenim neplnici Stran€ kdykoli poté.

Zmeéna a vzdani se

Zadna zména této Smlouvy nebude povazovéana za u¢innou, pokud nebude pisemna a
podepsand obéma Stranami, a 74dné vzdani se jakéhokoli prava uvedeného v této
Smlouvé nebude povazovano za ucinné, pokud nebude pisemné a podepsané Stranou,
proti niz se poZaduje vymahani vzdani se.

Celd Smlouva

Tato Smlouva predstavuje celou dohodu mezi Stranami a v dobé podpisu této
Smlouvy nahrazuje vSechna pfedchozi ujednani, prohlaseni a dohody, pisemné nebo
ustni, ohledné¢ rozsahu této Smlouvy. Strany prohlasuji, ze si v této Smlouvé sjednaly
vSechny ndleZitosti, které si chtély sjednat a které povazuji za dilezité. Soucasné
Strany prohlaSuji, Zze si navzajem sdélily vSechny informace, které povazuji za dilezité a
podstatné pro uzavieni této Smlouvy.

Popisné titulky

Popisné titulky ¢lanki této Smlouvy jsou vlozeny pouze pro odkaz a neomezuji ani
neovliviiuji vyznam ¢i vyklad jakéhokoli ustanoveni.

Dané
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12.7

12.8

12.9

12.10

12.11

12.12

12.13

Strany timto uznavaji, ze - podle této Smlouvy — ILKOS prostiednictvim ADIR
zaplati plnou castku (vcetné DPH, pokud se podle platnych pravnich ptfedpist ma
DPH aplikovat) a neodecte zadnou dan, zalohu na dan ani jiny naklad. Je vylu¢nou
odpovédnosti DODAVATELE a ZKOUSEJICIHO ptiznat veskery vynos odvozeny
od této Smlouvy a zaplatit vSechny dané nebo jiné veiejné davky.

Prislusné pravo
Tato Smlouva se fidi ¢eskym pravnim fadem.

Urovnani spora

Veskeré spory nebo rozdily vznikajici z této Smlouvy nebo v souvislosti s ni, véetné
poruseni, ukonceni nebo jeji neplatnosti, vycet tim neni omezen, (dale jen “Spor”),
budou feseny a s kone¢nou platnosti rozhodnuty zptisobem uvedenym v tomto Clanku
12.8.

Strany budou v dobré vite usilovat o feSeni kazdého Sporu prostfednictvim jednani

bez postihu arbitraznim fizenim. V ptipad€ vzniku Sporu doruci kazda ze Stran druhé
Strané pisemné upozornéni (dale jen “Upozornéni na Spor”), kde navrhne, aby Strany
usilovaly o vyfeseni Sporu jednanim. Nebude-li Spor vyfeSen do tficeti (30) dnti po
doruceni Upozornéni na Spor, bude takovy Spor, na Zidost kterékoli ze Stran,
predloZen a s koneénou platnosti rozhodnut piislusnym soudem Ceské republiky.

Subdodavky - Povéteni
DODAVATEL a/nebo ZKOUSEJICI nesmi postoupit tuto Smlouvu nebo své zavazky
podle ni a nesmi uzaviit smlouvu s tfetimi osobami na plnéni jakychkoli jeho

povinnosti podle této Smlouvy bez ptedchoziho pisemného souhlasu ILKOS.

Pretrvani
Nehled¢ na dobu trvani nebo ukonceni této Smlouvy z jakéhokoli divodu, prava a
povinnosti podle odst. 2.6, 8.4, podle ¢lanku IX a Xl zistanou v plné platnosti a
ucinnosti.

Oddgélitelnost

Pokud soud ptislusné jurisdikce prohlasi jakakoli ustanoveni nebo ¢ast ustanoveni této
Smlouvy nevymahatelnymi nebo neplatnymi, platnost a vymahatelnost vymahatelné
¢asti tohoto ustanoveni a/nebo zbyvajicich ustanoveni tim nebude dotcena.

Pievazujici podminky

V piipadé jakéhokoli rozporu mezi podminkami vlastni Smlouvy a podminkami jejich
ptiloh budou ptfevazovat podminky vlastni Smlouvy.

Podstatna zména okolnosti

Strany, kazda samostatné, vyslovné prohlasuji, Ze na sebe berou nebezpe¢i zmény
okolnosti, a zddné ze stran tak v pfipad€ zmény okolnosti, za nichz byla tato Smlouva
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12.14

12.15

12.16

12.17

12.18

uzaviena, nevznika pravo domahat se obnoveni jednani o Smlouvé ve smyslu §1765
obcanského zakoniku.

Praxe a zvyklosti mezi Stranami
Strany si nepieji, aby nad ramec vyslovnych ustanoveni této Smlouvy byly jakékoliv

prava a povinnosti Stran dovozovany z dosavadni ¢i budouci praxe zavedené¢ mezi
Stranami ¢i zvyklosti zachovavanych obecné ¢i v odvétvi tykajicim se predmétu
plnéni této Smlouvy, ledaze je ve Smlouvé vyslovné sjednano jinak.

Jazyk Smlouvy
Tato Smlouva je vyhotovena ve dvou (2) jazycich, ¢estin€ a angli¢ting.
Strany souhlasi, Ze v pfipadé sporu o vyklad, ma Ceska jazykova verze této Smlouvy

piednost.

Vytisky
Tato Smlouva je vyhotovena ve tfech (3) originalnich vytiscich z kazdé jazykové
verze a kazda Strana uznava, Ze obdrzela jeden (1) original.

Publikace

DODAVATEL a ZKOUSEIJICI si jsou védomi toho, Ze tato Smlouva bude zvefejnéna
v registru smluv na zdklad€¢ zdkona ¢&. 340/2015 Sb., o Registru smluv (déale jen
»Zakon o registru smluv*). Bez ohledu na vySe uvedené muize ILKOS zvefejnit
pfevod jakékoliv hodnoty poskytnuté v rdmci této Smlouvy. Strany se dohodly, Ze tato
Smlouva bude zvetfejnéna vyhradné v rozsahu a podobé¢ ptilozené k této Smlouvée jako
ptiloha €. 6.

Piilohy Smlouvy

Smlouvu tvoii nasledujici Ptilohy:

1. Platebni kalendar

Protokol Studie

Pojistny certifikat

Dohoda ILKOS a DODAVATELE o zajisténi Ptipravku pro ucely Studie
Prohléaseni souhlasu se uchovavanim tidajt zkousejiciho

Podoba smlouvy ke zvetejnéni

ok wn

NA SVEDECTVI CEHOZ nize podepsané Strany prostiednictvim svych fadné zmocnénych
zastupcl podepsaly tuto Smlouvu
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Smlouva s DODAVATELEM a

Dne

Jménem ILKOS Therapeutic Inc. a ADIR

Zastoupeni: Urszulou Oledzkou,
Reditelkou  Mezinarodniho centra  pro
terapeuticky vyzkum SERVIER v Polsku,

SERVIER Polska Sp. z. 0. o.

Dne

Jménem Nemocnice Jihlava, p.o.

Zastoupen: MUDr. Lukas Velev, MHA
Reditel

Dne

MUDr. XXX

ZKOUSEJICI
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PRILOHA 1 - HARMONOGRAM PLATEB

ODMENA

ADIR zaplati DODAVATELI A ZKOUSEJICIMU spole¢nd maximalni odménu
XXX za kazdé dokoncené sledovani pacienta vcetné volitelnych odbért.
Ptredpokladany pocet zatfazenych pacientl je XXX.

Odmeéna bude vypoctena na zaklad¢ tabulky plateb nize a poukazovana na ucet
DODAVATELE a ZKOUSEJICIHO piimo ADIR.

Tabulka plateb:
XXX

1. Platby budou provadény v pravidelnych intervalech, proporciondlné, za kazdou
provedenou navstévu a kazdé provedené vysetieni.

2. VSechny navstévy budou potvrzeny monitorem povéfenym SERVIER pted
uskute¢nénim platby.

3. XXX

4. Za pacienty, ktefi budou ze Studie vyfazeni nebo zemfou, budou platby vypocteny
proporcionalné za kazdou provedenou navstévu.

5. Platby nebudou provadény za pacienty bud nespravné vybrané, nebo nespravné
zatazené do Studie.

6. Dohoda DODAVATELE a ILKOS o odméné za poskytovani sluzeb
NEMOCNICNI LEKARNY dle ¢l. II, povinnosti Stran, odst. 2.9 Smlouvy je
obsazena v ptiloze €. 4 ke Smlouvé.

7. SERVIER se zavazuje uhradit DODAVATELI cestovni naklady pacientl v ramci
Studie do vySe uvedené v Tabulce plateb za kazdou navstévu na zakladé
pisemného potvrzeni podepsaného pacientem, které DODAVATEL shromdzdi a
uchova. SERVIER poskytne DODAVATELI zilohu na uhradu cestovnich
nakladli v celkové vysi XXX, a to proti zalohové faktute DODAVATELE
vystavené pii podpisu této Smlouvy se splatnosti 45 (Ctyficetpét) dni a dorucené
SERVIER. DODAVATEL vyua¢tuje uhrazené cestovni naklady SERVIERuU a
vystavi danovy doklad (fakturu) na thradu téchto ndkladd ve vztahu k pacientim a
navstévam, u kterych ziskal potvrzeni podle pfedchozi véty, a to po posledni
navstévé posledniho pacienta. Bude-li uhrazend zaloha vysSi, nez Ccastka
DODAVATELEM takto zuctovana, vrati DODAVATEL piebytek zalohy
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SERVIERu do 60 dni od posledni navstévy posledniho pacienta, ledaze SERVIER
pied uplynutim této lhiity zapocte takovou Castku proti splatné platbé ve prospéch
DODAVATELE podle této Smlouvy.

Z4adna dalsi odména za Studii jakéhokoli druhu nebude poZadovéana
DODAVATELEM ani ZKOUSEJICIM bez ohledu na dobu trvani Studie.
ZKOUSEJICI se zavazuje zajistit, ze zadna dalsi odména nebude pozadovéana ani
dal$imi ¢leny persondlu DODAVATELE, ktefi se budou na provadéni Studie na
zaklade této Smlouvy podilet. Uplatni-li jakykoli z téchto ¢lend personalu narok
na odménu nebo obdobné plnéni vici ILKOS, SERVIER a/nebo ADIR, zavazuje
se ZKOUSEIJICI takovy narok na své naklady vyrovnat, pfipadné nahradit Gjmu
ILKOS, SERVIER a/nebo ADIR, ktera by jim spole¢né nebo jednotlivé z takto
uspesné uplatnéného naroku vznikla.
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PRILOHA 2 - PROTOKOL STUDIE

XXX
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PRILOHA 3 - POJISTNY CERTIFIKAT

XXX
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PRILOHA 4 - DOHODA ILKOS, DODAVATELE A ZKOUSEJICIHO O ZAJISTENI

0.1

0.2

0.3

PRIPRAVKU PRO UCELY STUDIE

DODAVATEL je dle své zfizovaci listiny fadnym a opravnénym poskytovatelem
Iékarenské péfe a tuto lékarenskou péci poskytuje na zakladé a v souladu
s piislugnymi pravnimi piedpisy (déle jen ,, NEMOCNICNI LEKARNA®).
DODAVATEL prohlasuje, Z2¢ NEMOCNICNI LEKARNA je personalné a odborné
dostatecn¢ vybavena tak, aby veSkeré sluzby poskytované ILKOS na zakladé této
Prilohy ¢. 4 byly poskytnuty v souladu se vSemi pozadavky pfisluSnych pravnich
piedpist, zejména § 19 odst. 1 pism. d) vyhlasky €. 226/2008 Sb., o spravné klinické
praxi, ve znéni pozdéjsSich predpist.

DODAVATEL prohlasuje, z2 NEMOCNICNI LEKARNA spliuje viechny podminky
a pozadavky vSech pfisluSnych zakonii a predpist pro poskytovani 1ékdrenské péce a
sluzeb ILKOS na zdklad¢ této Ptilohy ¢. 4, ma uzaviené pojiSténi profesiondlni
odpovédnosti a zavazuje se udrZzovat toto pojiSténi profesiondlni odpovédnosti
nejméné¢ po dobu trvani nebo do ukonceni této Smlouvy a prokézat pojiSténi
profesiondlni odpovédnosti, kdykoli jej o to ILKOS pozéada.

CLANEK I - POVINNOSTI STRAN

11

1.2

13

ILKOS  zajisti dodani P¥ipravku do NEMOCNICNI LEKARNY #adné zabaleného v
obalech ur¢enych pro Piipravek a oznaceného v souladu s ustanovenim § 19 odst. 2
vyhlasky ¢. 226/2008 Sb.

ILKOS doda Piipravek do NEMOCNICNI LEKARNY prostiednictvim distributora
postupné v rozsahu a ¢ase podle potieb probihajici Studie a v souladu se spravnou
distribu¢ni praxi ve smyslu ustanoveni § 19 odst. 1 pism. c) vyhlasky €. 226/2008 Sb.
Kazdd dodavka Piipravku bude oznaCena jménem odpovédného pracovnika
NEMOCNICNI LEKARNY a adresou 1ékarny.

DODAVATEL je povinen prostiednictvim NEMOCNICNI LEKARNY podpisem
opravnéné osoby potvrdit distributorovi pfevzeti kazdé zésilky Ptipravku, prevzit od
distributora a nésledn¢ uchovat jednu kopii pisemného potvrzeni o jeho pievzeti.
DODAVATEL se zavazuje prostiednictvim NEMOCNICNI LEKARNY bez
zbyte€né¢ho odkladu po prevzeti kazdé zésilky od distributora dle ptedchozi véty
provést kontrolu pievzaté zasilky dle shipping form (dokument umoZiujici
identifikaci jednotek Pripravku v zésilce), jez bude soucasti kazdé dorucené zasilky.
Kazdy takovy shipping form pak potvrdit svym podpisem a razitkem NEMOCNICN{
LEKARNY a original tohoto dokumentu odeslat dle pokynii ILKOS. V piipads, Ze
obsah prevzaté zasilky nesouhlasi s obsahem ptilozeného shipping form nebo je obsah
zasilky  jakkoli poskozeny, =zavazuje se DODAVATEL prostfednictvim
NEMOCNICNI LEKARNY vyznaéit nesoulad (chybé&jici nebo nadbyte¢né polozky
Vv shipping form) nebo poskozeni obsahu zasilky a bez zbytecného odkladu poté
informovat o této skutecnosti ILKOS.
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1.4

1.5

1.6

1.7

1.8

1.9

1.10

1.11

1.12

ILKOS se zavazuje progkolit pracovniky NEMOCNICNI LEKARNY, ktefi budou
opravnéni piebirat, zajistovat skladovani, kontrolovéani a provadéet vydej, resp. dodani
Piipravku v souladu stouto Smlouvou, o podminkach uchovavani, skladovani,
piepravy a vydeje, resp. dodani Ptipravku. Provedeni proskoleni dle tohoto odstavce
Smlouvy se Strany zavazuji potvrdit pisemné s uvedenim podpisti osob proskolenych
spolecnosti ILKOS. ILKOS zajisti dodani Sanonu na uchovavani studijni
dokumentace, tzv. Pharmacy File. V ramci uvodni $kolici navstévy pii zahajeni Studie
— study initiation visit — ILKOS dod4 pracovnikim NEMOCNICNI LEKARNY
relevantni kontakty na monitora hodnoceni.

DODAVATEL se zavazuje zajistit, Ze povéii nakladanim s Piipravkem pro ucely této
Smlouvy vyluén€ svého pracovnika, jenz byl prokazatelné¢ proskolen spolecnosti
ILKOS dle piedchoziho odstavce.

DODAVATEL se zavazuje o ptevzaty Piipravek starat se starostlivosti fadného
hospodafe, chranit jej proti poSkozeni, zni¢eni a odcizeni.

DODAVATEL se zavazuje Piipravek ve NEMOCNICNI LEKARNE skladovat,
opatrovat a manipulovat s nim a vést o veSkerém nakladani s nim evidenci v souladu
se spravnou lékarenskou praxi ve smyslu vyhlaSky ¢. 84/2008 Sb., o spravné
Iékarenské praxi.

DODAVATEL je povinen zajistit, aby byl P¥ipravek v NEMOCNICNI LEKARNE
uloZen na misté oddéleném od jinych 1é¢ivych ptipravka a viditelné oznacen tak, ze
jde o Piipravek spole¢nosti ILKOS.

DODAVATEL je opravnén a povinen vydat nebo dodat Ptipravek tieti osob¢, kterou
ILKOS ur¢i. Opravnénou tieti osobou pievzit Pripravek i bez dal§iho povéfeni
spole¢nosti ILKOS je ZKOUSEJICI ve Studii nebo osoba ZKOUSEJICIM povéiena,
ktera byla spolecnosti ILKOS proskolena pro zachazeni s Pfipravkem. DODAVATEL
je povinen zajistit, aby Piipravek byl pfedan této osobé pouze na zakladé predlozeni
fadné vystavené a vyplnéné Zadanky.

Sougasné s predanim Piipravku ZKOUSEJICIMU nebo jiné opravnéné osobé dle
pfedchoziho odstavece DODAVATEL zajisti podepsani prvni strany shipping form
touto osobou (ZKOUSEJICIM) a preda ji kopii shipping form. Dalsi kopii shipping
form uchova DODAVATEL spolecné s ostatni archivovanou dokumentaci dle této
Smlouvy.

DODAVATEL  zajisti, aby NEMOCNICNI LEKARNA nepfedala Pipravek
k zajisténi jakékoli z Cinnosti dle této Smlouvy tieti osobé. DODAVATEL
prostiednictvim NEMOCNICNI LEKARNY neni opravnén jakymkoli zptisobem
narusit vnéjsi obal Ptipravku, neni-li to nezbytné pro vydej nebo dodani Pfipravku dle
této Smlouvy nebo pokynii ILKOS do centra, ve kterém je provadeéna Studie.
DODAVATEL neni opravnén Pripravek jakymkoliv zptisobem uzivat. DODAVATEL
neni opravnén s Pripravkem nalozit ani zachazet nijak jinak, nez jak mu to dovoluje
nebo uklada tato Smlouva nebo pokyny ILKOS.

ILKOS je vlastnikem Ptipravku po cely cas, tedy i po dobu, kdy je Ptipravek ve
fyzické dispozici DODAVATELE prostiednictvim NEMOCNICNI LEKARNY.
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1.13

1.14

DODAVATEL uréuje vramci NEMOCNICNI LEKARNY konkrétni kontaktni
osobu, ktera zodpovida ze ptevzeti, uskladnéni, kontrolovani a vydej, resp. dodani
Ptipravku osobé spole¢nosti ILKOS urcené a komunikuje se ILKOS: XXX. V ptipadé¢
zmény této osoby ze strany DODAVATELE plati rovnéz ustanoveni odstavce 5 a
DODAVATEL je povinen ILKOS tuto zménu prokazatelné oznamit bez zbyte¢ného
odkladu po provedeni této zmény.

DODAVATEL se zavazuje, ze bude archivovat vSechny evidence a zaznamy
souvisejici se sluzbami poskytnutymi ILKOS nejméné po dobu stanovenou obecné
zédvaznymi pravnimi predpisy pro tento typ dokumentace, nejméné vSak 15 let od
skon¢eni Studie; skonceni Studie je ILKOS povinen oznamit DODAVATELI bez
zbytecného odkladu poté, co tato skutenost nastane.

CLANEK II — ZPETNY ODBER PRIPRAVKU

2.1

2.2

2.3

Distributor povéteny ILKOS ¢i jind osoba prokazatelné povetend ILKOS je opravnéna
Piipravek z NEMOCNICNI LEKARNY, v celku nebo po &astech, zpétné odebrat v
dobg platnosti této Smlouvy, a to kdykoliv v priibéhu oteviraci doby NEMOCNICNI
LEKARNY. Zpétny odbér Pripravku ILKOS DODAVATELI prostiednictvim
NEMOCNICNI LEKARNY pisemné potvrdi. Potvrzeni o zpétném odbéru musi
obsahovat zejména tyto udaje: tidaje o ILKOS, nazvu Ptipravku, Cislo SarZe nebo jiny
vyrobni identifikator a mnozstvi.

DODAVATEL prostiednictvim NEMOCNICNI LEKARNY odpovida za spravné
vydani nebo dodéani Ptipravku tieti osobé.

DODAVATEL prostiednictvim NEMOCNICNI LEKARNY je povinen na zakladé
pisemné zadosti ILKOS nejpozdéji do druhého dne od doruceni této zadosti podat
ILKOS pisemnou zpravu o stavu a pohybu Piipravku v NEMOCNICNI LEKARNE ke
dni, kdy byla tato zprava poddna a to za obdobi ur¢ené ILKOS. Obsahem této zpravy
musi byt zejména vSechny udaje, jak jsou uvedeny v odstavci 1 tohoto ¢lanku vyse.

CLANEK III - ODMENA DODAVATELE

3.1

ILKOS prostiednictvim ADIR se zavazuje zaplatit DODAVATELI za fadné a v¢asné
poskytnuté sluzby, resp. provedené ¢innosti na zakladé a v souladu s touto Pfilohou ¢.
4 Smlouvy odménu ve vysi XXX za kazdou zésilku Ptipravku pievzatou
NEMOCNICNI LEKARNOU, a to bez ohledu na rozsah skladovaci plochy nezbytné
ke skladovani Pfipravku. Dale DODAVATELI nélezi odména ve vysi XXX za tcast
zodpovédnych farmaceutll dodavatele pii Skoleni v rdmci Iniciacni navstévy, XXX za
kazdou monitoraci ILKOS v prostorich NEMOCNICNI LEKARNY a XXX za
ukonceni Studie. Odmeéna podle bodu 1 tohoto clanku kryje vsechny naklady
DODAVATELE spojené s pfevzetim, skladovanim, manipulaci s Pfipravkem a jeho
vydejem, resp. dodanim. DODAVATEL nema nérok na nahradu jakykoliv jinych
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3.2

vydajl spojenych s pfevzetim, skladovanim, kontrolovanim a vydejem, resp. dodanim
a manipulaci s Pripravkem.

DODAVATEL na zéklad¢ podkladu pro fakturaci, ktery obdrzi od ILKOS, vyuctuje
ILKOS v souladu s ¢lankem IV. Smlouvy odménu za piedchazejici 6 mési¢ni obdobi,
a to formou faktury. Splatnost faktury je stanovena na 60 dni ode dne jejiho doruceni
spolecnosti ADIR. Ostatni platebni podminky Smlouvy plati pfimétené i pro odménu
DODAVATELE za ¢innosti poskytnuté na zaklad¢ této Prilohy ¢. 4.

CLANEK IV —- ODPOVEDNOST DODAVATELE ZA SKODU

4.1

4.2

4.3

4.4

4.5

DODAVATEL je povinen k ndhrad¢ jmy, ktera vznikla ILKOS z diivodu poskozeni,
odcizeni ¢i znehodnoceni Piipravku, a to od okamziku jeho prevzeti
DODAVATELEM prostiednictvim NEMOCNICNI LEKARNY, az do jejich
vyzvednuti opravnénou osobou.
DODAVATEL neni povinen nahradit ijmu, ktera byla zptisobena vyhradné¢:
- ILKOS nebo distributorem,
- Vvadou nebo ptirozenou povahou ulozeného Ptipravku,
- vadnym obalem, na vadnost kterého DODAVATEL prostiednictvim
NEMOCNICNI LEKARNY upozornil ILKOS ¢&i distributora v potvrzeni o
prevzeti Ptipravku; pokud DODAVATEL prostfednictvim NEMOCNICNI
LEKARNY neupozornil ILKOS na vadnost obalu, nema povinnost nahradit
ujmu pouze tehdy, kdyz vadnost obalu nebyla rozpoznatelna.
DODAVATEL prostiednictvim NEMOCNICNI LEKARNY je vsak povinen i
VvV tomto piipad¢ vynalozit odbornou péci, aby ijma byla co nejmensi.
V piipadé vzniku Gjmy, DODAVATEL prostfednictvim NEMOCNICNI LEKARNY
vyhotovi do 3 dni od jejiho zjiSténi protokol, ve kterém uvede datum vyhotoveni
protokolu, den vzniku ujmy, zptsob vzniku Gjmy, piip. uvede jméno Skidce, pokud
mu je zndm, oznaceni Pfipravku, jehoz se vznikla ijma tyké a to druhem, mnozstvim
a rozsahem poskozeni, a celkovy rozsah ujmy. Protokol pfedlozi DODAVATEL
prostiednictvim NEMOCNICN{ LEKARNY ILKOS nejpozdéji do druhého dne od
jeho vyhotoveni.
Strany se dohodly, Ze ujmu, kterou je DODAVATEL povinen nahradit, nahradi
DODAVATEL ILKOS do 30 dni ode dne oznameni vycisleni ujmy.
DODAVATEL je povinen spole¢nosti ILKOS nahradit ujmu, ktera vznikla ILKOS
uloZenim vetejnopravni sankce dozorovym organem, pokud byla tato sankce uloZzena
spole¢nosti ILKOS za poruseni nebo nesplnéni povinnosti, jejiz faktické plnéni mél
DODAVATEL prostfednictvim NEMOCNICNI LEKARNY zajidtovat této souladu s
touto Ptilohou €. 4 Smlouvy.

CLANEK V - DOBA TRVANI A UKONCENI PLATNOSTI TETO PRILOHY C. 4
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5.1

5.2

5.3

Dohoda Stran, jez tvoti obsah této Ptilohy €. 4, je uzaviena na dobu urcitou — a to na
dobu trvani Studie Pripravku. Pfedpokladana doba trvani Studie je stanovena do
XXX. Strany se dohodly, Ze bez ohledu na pfedpoklddanou dobu trvani Studie dle
predchozi véty, Smlouva Vv ¢asti odpovidajici ujednadnim v rozsahu této Ptilohy ¢. 4
skon¢i poslednim dnem kalendainiho meésice, ve kterém bude DODAVATELI
doruceno pisemné oznameni ILKOS o skonceni provadéni Studie v Centru pro ucely
skonéeni platnosti Smlouvy Vv rozsahu ujednani dle Piilohy ¢. 4, ne vSak dfiv nez
ILKOS odebere z NEMOCNICNI LEKARNY veskeré zistavajici P¥ipravky dle
ustanoveni odst. 5.3 niZe.

ILKOS je opravnén Smlouvu vypovédét v ¢asti odpovidajici ujednanim této Piilohy ¢.
4 bez uvedeni divodi pisemnou vypoveédi v jednomési¢ni vypovédni lhuté, kterd
zacina plynout dnem doruceni vypovédi DODAVATELL

V ptipadé ukonCeni platnosti Smlouvy v ¢asti této Piilohy ¢ 4 je ILKOS
prostiednictvim distributora nebo monitora povinen zpétné odebrat vSechen Piipravek,
ktery se nachazi v NEMOCNICNI LEKARNE. Pokud si ILKOS Piipravek zpétnd
neodebere podle ptedchézejici véty, nebezpeci Skody na Ptipravku prechazi na ILKOS
po dobu, kdy je v prodleni se zpétnym odebranim Pfipravku.
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PRILOHA 5 - PROHLASENI SOUHLASU SE UCHOVAVANIM UDAJU
ZKOUSEJICIHO

1. Jsem si védom toho, ze jako soucdst mé Ucasti jakozto zkousSejiciho na studii “Klinické
zkouSeni rtiznych déavek piipravku S42909 v procesu hojeni bércovych viedi po jejich
opakovaném peroralnim podani u pacientd s aktivnim ven6znim bércovym viedem.” (dale jen
»dtudie®) budou shromazd’ovany, uchovavany a zpracovdvany mé osobni udaje, a to
V nasledujicim rozsahu: jméno, titul, adresa pracovisté a pracovni kontaktni udaje (telefon,
fax a e-mailova adresa), pracovni zafazeni a specializace stejné jako curriculum vitae nebo
jiné vhodné dikazy o kvalifikaci, informace o moznych finan¢nich anebo jinych zajmech
(podilech) v hodnocenych ptipravcich a idaje o mé piedchozi casti v klinickém hodnoceni
(déle jen ,,mé osobni tidaje).

2. Davam svij souhlas spolecnosti ILKOS, zadavateli Studie, jako spravci osobnich udaji
shromazd’ovat, zpracovavat a uchovavat mé osobni udaje v ramci moji Gcasti na Studii
jakozto zkousejiciho. Bylo mi vysvétleno, Ze zpracovani udaju slouzi k provedeni Studie.

3. Souhlasim s tim, Zze mé osobni udaje budou piedany doméacim a zahranicnim organim
zapojenym do této Studie nebo do rozhodovani o registraci hodnoceného piipravku stejné
jako zapojenym etickym komisim, za ucelem splnéni zakonnych pozadavkid ve vztahu
k zadosti o povoleni/zahajeni, provadéni nebo ukoncovani Studie. Pokud se Ptipravek
dostane do stadia registrace, budou mé osobni tdaje zahrnuty do dokumenti potfebnych pro
splnéni poZadavk takového postupu.

4. Davam svijj souhlas spolecnosti ILKOS ke zpracovani mych osobnich udaji za tcelem
mého kontaktovani s cilem mozné spoluprace v budoucich projektech.

5. Timto beru na védomi a souhlasim ze ILKOS jako sprdvce osobnich tdaji povéfil
zpracovanim mych osobnich udaji pro ucely jmenované vyse spolecnosti Servier Polska
Sp. z. 0. 0., se sidlem ul. Jana Kazimierza 10, 01-248 Varsava, Polsko, a SERVIER
CANADA, se sidlem 235 Boulevard Armand-Frappier, Laval, Québec H7V 4A7, Kanada,
které pfedstavuji jeho (v tento okamzik zndmé) partnery zahrnuté do Studie.

6. Timto beru na v€domi a souhlasim, Ze v rozsahu vySe uvedenych ¢innosti mohou byt mé
osobni Udaje pfedany do zemi mimo EU (jmenovité¢ Kanada a Spojené staty americké), kde je
zajiSténa adekvatni Giroven ochrany.
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7. Bylo mi vysvétleno, Ze moje osobni udaje budou uchovavany a pouzivany v elektronické a
papirové podob¢. Sviij souhlas udéluji na obdobi nezbytné nutna k naplnéni vyse uvedenych
uceli (body 2-4).

8. S timto prohlasenim souhlasu nejsou spojena zadna dalsi opatieni.

9. Byl jsem informovan, ze odmitnuti udéleni kteréhokoliv ze souhlasi uvedenych vyse mutize
znamenat, ze nebudu moci byt vyuzit jako zkouSejici ve Studii; zadné dalSi nasledky
Z odmitnuti udélit souhlas pro me nevyplyvaji.

10. Miyj souhlas se zpracovanim daji je naprosto dobrovolny. Sviij souhlas se zpracovanim
udajit mohu (s t€¢inkem do budoucna) odvolat kdykoliv bez uvedeni divodi. Kromé toho si
jsem védom svych prav podle § 12 a 21 zékona ¢. 101/2000 Sb., o ochrané osobnich tdaju,
ve znéni pozdéjsich predpisil, zejména prava na pifistup k mym osobnim udajlim, prava na
opravu mych osobnich udaji a prava vznést namitky proti zpracovani mych osobnich udaji.
V takovych situacich tykajicich se mych osobnich udaji mohu kontaktovat ILKOS
prostiednictvim e-mailu; XXX

*Prosim zaskrtnéte, pokud souhlasite

V , dne

MUDr. XXX
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AGREEMENT ON TESTING PHARMACEUTICAL PRODUCTS

Study Protocol n° CL2-42909-016
Center n° 0302

Between:

AND

AND

AND

Ilkos Therapeutic Inc.

500 Cartier Boulevard West, #131
Laval, Québec, H7V 5B7

Canada

hereinafter referred to as ""ILKOS""

ADIR

50, rue Carnot

922 84 SURESNES Cedex

France

ID: 319 416 657 R.C.S. NANTERRE
Insertion n°: 1980 B 21564

Date of publication: 24th July 1980

hereinafter referred to as ""ADIR""

Both companies duly represented by Urszula Oledzka, Director of International Centre
for Therapeutic Research SERVIER in Poland, SERVIER Polska Sp. z. o. o.
(hereinafter “SERVIER”) a company of the Servier group organized under the laws of
Poland having its registered office at ul. Jana Kazimierza 10, 01-248 Warszawa, Poland

NEMOCNICE JIHLAVA, PRISPEVKOVA ORGANIZACE
Vrchlického 59, 586 33 Jihlava

Czech Republic

Company registration number: 00090638

Tax identification number: CZ00090638

Represented by MUDr. Luka§ VELEV, MHA, Director,

hereinafter referred to as the "CONTRACTOR"

DR. XXX
Address: XXX
Date of birth: XXX
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hereinafter referred to as the "INVESTIGATOR"

Each of the CONTRACTOR, the INVESTIGATOR, on the one hand, and ILKOS, ADIR, on
the other hand, hereinafter individually referred to as “Party” and collectively referred to as
the “Parties”.

WHEREAS:

Les Laboratoires Servier and Institut de Recherches Internationales Servier and ILKOS are
parties to an exclusive license agreement pursuant to which Les Laboratoires Servier and
Institut de Recherches Internationales Servier have licensed to ILKOS Therapeutic Inc.
exclusive worldwide intellectual property rights in S42909 (hereinafter referred to as the
"Product™) for all applications, on the terms and subject to the conditions set forth in the
License Agreement.

ILKOS, as sponsor of the Study, and SERVIER CANADA have entered into a Collaboration
Agreement (the "Collaboration Agreement”) pursuant to which, among other things,
SERVIER CANADA, acting as contract research organization, has agreed to carry out, either
itself or through its affiliates, certain clinical research activities outside of the United States
for and on behalf of ILKOS with respect to the Product, including but not limited to, the
performance of the activities within the scope of the CL2-42909-016 Clinical Trial
(hereinafter referred to as the “Study”) in accordance with the Protocol (as defined herein).

SERVIER CANADA has entrusted SERVIER the performance of the activities within the
scope of the Study in the Czech territory.

ILKOS has appointed ADIR, a corporation incorporated under the laws of France that is an
affiliate of SERVIER, to act as its payment agent with respect to the Study (as defined
herein).

ILKOS, acting as the sponsor, has appointed Reglntel as its legal representative in the
European Union.

THE PARTIES, INTENDING TO BE LEGALLY BOUND, AGREE AS FOLLOWS:

ARTICLE I - SUBJECT MATTER

The purpose of the present agreement (hereinafter referred to as the “Agreement”) is to define
the terms of cooperation between the CONTRACTOR, the INVESTIGATOR and ILKOS,
ADIR and SERVIER.
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Within the scope of such cooperation, the INVESTIGATOR, who has been entrusted by the
CONTRACTOR to conduct the Study and named thereafter in Article II, shall test the
pharmaceutical product (hercinafter referred to as the “Product”) according to the clinical
protocol (hereinafter referred to as the “Protocol”) of the Study attached hereto in Appendix
2, and entitled:

Study Protocol N°: CL2-42909-016
Title of the Study:
“Dose-response relationship study of S42909 on leg ulcer healing after oral repeated

administration in patients with active venous leg ulcer. A 10-week randomized, double-
blind, placebo controlled, prospective, international, multicenter, phase Ila study.“

ARTICLE Il - RESPONSIBILITIES OF THE PARTIES

2.1 The INVESTIGATOR is the physician responsible for the practical performance of the
Study, the integrity, health and welfare of the eligible patients during the Study, the
clinical follow up of these patients, the distribution of the Product and the reporting of
the patients’ data into the Case Report Form (hereinafter referred to as “CRF”’). Within
the scope of this Agreement, CRF means and includes the printed, optical or electronic
document designed to record all of the Protocol information required to be reported to
ILKOS on each Study patient. CRF shall be reported by electronic means between the
Parties. The Parties agree that CRF data reported electronically shall have the same
probative force as scriptural data or signature. In case of electronic CRF, the
CONTRACTOR shall cause the INVESTIGATOR not to disclose in any event to
anyone the information needed for the INVESTIGATOR’s identification in order to
access to and to sign the CRFs. This includes the INVESTIGATOR’s login and
password. The CONTRACTOR agrees that all rights related to the database created
within the scope of the Agreement shall be held exclusively by ILKOS. The
CONTRACTOR shall cause the internet connection with access to the CRF in the
INVESTIGATOR s workplace.

The Study will be performed at:
Nemocnice Jihlava, p.o.
Chirurgie A

Vrchlického 59

586 33 Jihlava

Czech Republic

Responsibilities of the INVESTIGATOR and SERVIER are described in the Protocol.

2.2 SERVIER is responsible for monitoring and verification of the data obtained within the
scope of the Study and for the purposes of supervising the CONTRACTOR and the
INVESTIGATOR under this Agreement.

2.3 The CONTRACTOR agrees with the terms of the Protocol and shall ensure that the
INVESTIGATOR fulfils all the tasks described in the Protocol. Any particular finding
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regarding the eligible patients shall be discussed with SERVIER prior to inclusion of
the eligible patients in the Study.

2.4 The CONTRACTOR shall cause the INVESTIGATOR to verify fully and completely
all the data on the CRFs and to clarify any data queries that may have arisen in this
process.

2.5 The CONTRACTOR declares that it fulfils all conditions and requirements of any and all
applicable laws and regulations, has a professional liability insurance, and undertakes to
maintain such professional liability insurance until the term or termination of this
Agreement and to prove the validity of the professional liability insurance at any time
when requested by ILKOS.

2.6 ILKOS has subscribed a statutory insurance that SERVIER has confirmed complies with
sec. § 52 paragraph 3 letter f) of the Act No. 378/2007 Coll., on Pharmaceuticals, as
amended, with an insurance company of its choice approved in the territory of Czech
Republic and shall provide proof of the insurance coverage both to the CONTRACTOR
and to the applicable Ethics Committee.

2.7 ILKOS shall cause SERVIER to ensure that the appropriate documents and reporting
forms required for completion of the Study are provided properly and in good time.

2.8 The CONTRACTOR undertakes to archive all Study data and Study files for a period
of fifteen (15) years, in full compliance with any applicable laws.

2.9 The CONTRACTOR undertakes and agrees that within the scope of the Study, the
INVESTIGATOR shall participate regularly to investigators meetings upon request of
SERVIER or ILKOS.

2.10 If necessary, at the request of ILKOS or SERVIER the CONTRACTOR shall cooperate
in the preparation of any documents needed for application for the Ethics Committee
approval and the following documents:

e Declaration of the INVESTIGATOR that persons that are his dependents do not take
part on the STUDY,;

e Curriculum vitae or other adequate supporting documents regarding the qualifications
of the INVESTIGATOR,;

e Disclosure of possible economic or other interests of the INVESTIGATOR regarding
the Product;

e Disclosure about the adequacy of the investigational sites, especially information
regarding the adequacy of their existing resources, facilities and the personnel being
available for the performance of the Study and their previous experience in the
performance of similar studies; and

e Declaration regarding compliance with data protection requirements.
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2.11 In the event INVESTIGATOR becomes unavailable for any reason, including but not
limited to cessation of employment with CONTRACTOR and is thereby unable to
complete the Study, CONTRACTOR shall immediately notify SERVIER, and ILKOS
shall have the right to terminate this Agreement in accordance with Section 8.2.3.2;
provided, however, that ILKOS and CONTRACTOR may mutually agree to a
substitute INVESTIGATOR, in which event this Agreement shall be amended to reflect
the substituted party and otherwise shall remain unchanged and continue in full force
and effect.

2.12 The INVESTIGATOR shall appoint adequately qualified members of its study group
and shall ensure that the qualifications of the study group members are in accordance
with the specifications needed for the Study in accordance with sec. 7 paragraph 4 letter
a) of the Decree No. 226/2008 Col., on Good Clinical Practice, as amended. He or she
will instruct and monitor the Study group members and in particular make available to
them the information required by them within the scope of the Study, especially the
Protocol and the investigator’s brochure. The INVESTIGATOR shall prepare a list of
the Study group members specifying their names as well as their functions and will
keep said list always up to date. He or she will document in writing and file the
selection and monitoring process, and present the documents upon request to the
competent authorities, ILKOS, SERVIER or third parties authorized by ILKOS.

2.13 The CONTRACTOR represents and warrants to be the legitimate operator of a
pharmacy located in its premises at the address Nemocnice Jihlava, p.o., Vrchlického
59, 586 33 Jihlava, Czech Republic, in which the CONTRACTOR provides for
pharmacy care in compliance with the applicable laws and regulations of the Czech
Republic (hereinafter referred to as the “Pharmacy of the Contractor”).

2.14 1LKOS and the CONTRACTOR agreed that the CONTRACTOR shall as the operator
of the Pharmacy of the Contractor provide ILKOS with the services thereof for the
purposes of ensuring the receiving, storage, inspecting and supply of the Product in
compliance with the good clinical and good pharmacy practice. The agreement of
ILKOS and the CONTRACTOR on mutual rights and obligations and other terms and
conditions with regard to ensuring the Product for the purposes of the Study in
compliance with the good clinical and good pharmacy practice forms an inseparable
part of this Agreement as its Appendix No. 4.

ARTICLE 11l - TIME COURSE OF THE STUDY

The CONTRACTOR shall cause the INVESTIGATOR to perform the Study in accordance
with the following schedule:

XXX: Start of Recruitment
XXX: End of recruitment
XXX:  End of the Study as defined in the Protocol.

If necessary, the period of recruitment may be extended or reduced upon decision of ILKOS.
However, the recruitment may be definitively stopped by ILKOS as soon as the worldwide
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target number of patients (specified in the Protocol or in an amendment thereto, if any) is
reached. If so, the CONTRACTOR will be informed by e-mail of the end of the recruitment.

ARTICLE IV - REMUNERATION

4.1

4.2

4.3

Fees

Subject to the terms and conditions hereof, in consideration for the services to be
provided by the CONTRACTOR and the INVESTIGATOR under the terms of this
Agreement, ADIR shall pay to the CONTRACTOR and the INVESTIGATOR a
maximum fee calculated according to Appendix 1 of this Agreement.

ADIR will pay the CONTRACTOR as well as the INVESTIGATOR in Euros.

Payment
Payment of any amount due by ADIR to the CONTRACTOR and the

INVESTIGATOR shall be made on the basis of the number of visits, validated by
SERVIER’s monitor, according to the fees per visit provided for in Appendix 1 of this
Agreement.

Payment of the fees shall be made within sixty (60) days following receipt of the
corresponding  invoice  submitted by the CONTRACTOR and/or the
INVESTIGATOR’s written confirmation of attended visits and carried out
examinations, so-called fees note, to ADIR.

Any such invoice shall be issued in the name of:

ADIR (50 rue Carnot, 92284 SURESNES Cedex, France)
but sent to the attention of:

Urszula Oledzka, International Centre for Therapeutic Research SERVIER in Poland,
SERVIER Polska Sp. z. 0. 0., ul. Jana Kazimierza 10, 01-248 Warszawa, Poland

For all payments, the initial costs for transfers originating in France are paid by ADIR.
ADIR cannot be held responsible for additional expenses and commissions charged by
the banks of recipient.

Details of the CONTRACTOR’s and the INVESTIGATOR’s account numbers

The CONTRACTOR decided that the remuneration shall be paid directly to the Parties
and shall be divided in the following proportion: 30% for the CONTRACTOR and 70%
for the INVESTIGATOR. Detailed specification of the payments to the Parties is in the
Appendix 1. Payments shall be sent directly to the bank accounts specified in this point
of the Agreement. The CONTRACTOR will not have any financial commitments to the
INVESTIGATOR within the Study. The INVESTIGATOR shall be solely responsible
for the payments of remuneration to all staff members who will participate in the
conduct of the Study.

All payments required to be made to the CONTRACTOR or the INVESTIGATOR by
ADIR hereunder shall be payable to the bank account in the Czech Republic:
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4.4

CONTRACTOR:
Beneficiary:

Name of the bank:
Address of the bank:
Bank account n°:
Swift code:

IBAN account n°:

and sent to the attention of:

INVESTIGATOR:
Beneficiary:

Name of the bank:
Address of the bank:
Bank account n°:
Swift code:

IBAN account n°:

and sent to the attention of:

Nemocnice Jihlava, p.o.
Komerc¢ni banka a.s.
Palackého 46, 586 01 Jihlava
XXX

XXX

XXX

XXX

MUDr. XXX
XXX
XXX
XXX
XXX
XXX
MUDr. XXX

Amounts payable in the event of premature termination or suspension of this

Agreement

4.4.1 In the event this Agreement is terminated or suspended before conclusion of the

Study for any reason whatsoever, the CONTRACTOR and the INVESTIGATOR
shall use its best efforts to reduce the cost and/or loss incurred or sustained by
ILKOS as a result of such premature termination or suspension.

4.4.2 In the event of premature termination or suspension of this Agreement or the

Study by ILKOS, except in case of termination for default under Article 8.2.3,
ADIR shall pay to the CONTRACTOR and the INVESTIGATOR an amount
corresponding to the work actually performed by the INVESTIGATOR until the
date of termination or suspension, provided that such work has not been started
after receipt of ILKOS' notification of its decision to terminate or suspend this
Agreement, less any amounts which could have been paid by ADIR in advance
for the work and the value of the Equipment, if any.

In any case, the amount payable shall not exceed the total maximum fee
calculated according to Appendix 1.

No further compensation or indemnity of any kind whatsoever shall be due to the
CONTRACTOR and the INVESTIGATOR in relation with such premature
termination or suspension.

4.4.3 Amounts owed to the CONTRACTOR or the INVESTIGATOR by ADIR under

Article 4.4.2 shall be paid (i) within sixty (60) days after effective date of
termination or suspension, or (ii) upon SERVIER's receipt of all of the data,
whichever occurs last, provided that the CONTRACTOR or the
INVESTIGATOR has sent to ADIR an invoice. The CONTRACTOR and the
INVESTIGATOR shall refund to ADIR any overpayment within sixty (60) days
of the effective date of termination or suspension.
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ARTICLE V - EQUIPMENT

5.1 SERVIER is and shall remain the owner of the equipment (hereinafter collectively
referred to as “Equipment”) detailed below:

Camera LifeViz 3D

5.2 ILKOS shall cause SERVIER to deliver the Equipment (or have it delivered) to the
INVESTIGATOR.

Unless otherwise expressly agreed between the Parties, the Equipment shall be
delivered only after signature of the present Agreement and receipt of all administrative
approvals (ethics committee and other relevant authorisations) relating to the Study.

5.3 The CONTRACTOR shall accept regular visits of the technicians of the company in
charge of the maintenance identified by SERVIER.

The INVESTIGATOR undertakes to ensure that the Equipment shall remain in perfect
working order throughout the period covered by the Study.

5.4 The INVESTIGATOR undertakes that the Equipment shall be used exclusively for the
purpose of the Study by the INVESTIGATOR and the Study team.

5.5 Upon term or termination or suspension of this Agreement as stated in Article 8.4 the

Equipment shall be returned to SERVIER in complete and perfect working order or be
destroyed or otherwise dealt with as SERVIER may direct, in its sole discretion.

ARTICLE VI - WARRANTIES

6.1 The CONTRACTOR warrants that its and the INVESTIGATOR’s activities shall be in
strict compliance with all applicable laws, regulations and guidelines relating to the
performance of clinical studies and to the protection of human subjects, including Good
Clinical Practice Guidelines as most recently amended (hereinafter referred to as the
“GCP”) and the regulations of the Declaration of Helsinki. CONTRACTOR and
INVESTIGATOR will not start with the Study before the regulatory conditions have
been satisfied. ILKOS will cause SERVIER to inform INVESTIGATOR in writing
upon the necessary approvals being obtained. ILKOS will cause SERVIER to provide
INVESTIGATOR with a copy of the approvals.

6.2 The CONTRACTOR represents and warrants that it is under no obligation nor
restriction (such as but not limited to anti-corruption practice laws) which would in any
way interfere or be inconsistent with or present a conflict of interest with the obligations
undertaken herein.

6.3 The CONTRACTOR warrants that neither the CONTRACTOR nor the
INVESTIGATOR shall during the term of this Agreement conduct any other trial which
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adversely affects the CONTRACTOR’s and the INVESTIGATOR s ability to perform
its obligation under this Agreement.

6.4 ILKOS warrants that it has complied with all procedures and obtained any required
consent laid down by the appropriate Regulatory Authority with respect to the Study
and that to the best of its knowledge and belief, it and SERVIER have complied with all
applicable laws, regulations and guidelines relating to the protection of human subjects,
including GCP and the regulations of the Declaration of Helsinki, and that these do not
prohibit the conduct of the Study.

ARTICLE VII - DUE CARE AND DILIGENCE AND LIABILITY

Subject to the following, ILKOS shall indemnify the CONTRACTOR and the
INVESTIGATOR for damage to the extent to which a patient participating in the Study or
any other under law entitled person successfully claims the damage to health (including
death) as a result of the administration of the Product and/or any clinical intervention or
procedure provided for or required by the Protocol, to which the patient would not have been
exposed but for his/her participation in the Study, in a competent court of justice.

The above indemnity by ILKOS shall not apply to any such claim or proceeding:

i) to the extent that such a personal injury (including death) is caused by the negligent
or wrongful acts or omissions or breach of statutory duty of the CONTRACTOR, the
INVESTIGATOR or the subordinate personnel of the CONTRACTOR,

ii) to the extent that such a personal injury (including death) is caused by the failure by
the CONTRACTOR, the INVESTIGATOR or the subordinate personnel of the
CONTRACTOR to conduct the Study in accordance with the Protocol.

The CONTRACTOR, ILKOS and SERVIER will each give to the other such help as may

reasonably be required for the efficient conduct and prompt handling of any claim or
proceeding by or on behalf of the patients (or their representatives, successors or assigns).

ARTICLE VIII - TERM, TERMINATION AND SUSPENSION

8.1 Term

This Agreement shall take effect either upon its publication in the Registry of Contracts
in accordance with the Act No. 340/2015 Coll., on Registry of Contracts, as amended,
or on the date on which ILKOS and SERVIER shall have obtained all and any
necessary approval for the performance of the Study from the competent authorities,
whichever occurs last.

This Agreement shall continue until complete performance of each Party’s obligations
under this Agreement.
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8.2

8.3

Termination of the Agreement

Notwithstanding the terms of Article 8.1, this Agreement may be terminated early as
follows:

8.2.1 Common consent

The Parties hereto shall have the right to terminate this Agreement at any suitable
date through mutual written agreement.

8.2.2 Ordinary Notice

ILKOS may terminate this Agreement without reason at any time upon thirty (30)
day notice to the CONTRACTOR.

8.2.3 Extraordinary Notice

8.2.3.1 The Parties hereto acknowledge that extraordinary notice may be served
by any Party to the other Parties in the event any of the other Parties
materially breaches any provision of this Agreement (including but not
limited to enrolment of an insufficient quantity of patients, or delay in the
performance of the Study, or non-compliance with GCP), which breach
continues and is not remedied within thirty (30) calendar days after the
date of receipt of such notice.

8.2.3.2 Any Party shall have the right to terminate this Agreement with immediate
effect, without prior notification, if safety of participating patients justifies
it.

8.2.3.3 ILKOS may terminate this Agreement with immediate effect, without
prior notification if the engagement of SERVIER CANADA as a service
provider under the Collaboration Agreement is terminated by ILKOS.

Notice of termination in any such case shall be effective immediately, if given to
the other Party by fax and an original notification is given as provided in article
12.1 to the other Parties at the same time.

8.2.3.4 In the event this Agreement or the Study is prematurely terminated and except
indicated otherwise by ILKOS, the CONTRACTOR shall cause the
INVESTIGATOR to conclude the Study as expeditiously as possible and in
accordance with ILKOS' instructions and all applicable laws, regulations,
guidelines, and this Agreement. The CONTRACTOR undertakes that the
INVESTIGATOR shall not start any work not already engaged.

Notwithstanding Article 8.1, in the event the Study is suspended for any reason
whatsoever, ILKOS may suspend this Agreement at any time upon thirty (30) days prior
written notice to the CONTRACTOR for a maximum period of eighteen (18) months.
Before the end of such period, ILKOS may notify in writing the CONTRACTOR of the
restart of the Study. In such case, the CONTRACTOR undertakes to restart forthwith
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8.4

the services stated in this Agreement in accordance with ILKOS’s instruction. Should
ILKOS not have notified the CONTRACTOR of the restart of the Study within such
eighteen (18) month period, the Agreement shall be automatically considered as
terminated unless otherwise previously terminated by the Parties under Article 8.2.

Upon following term or termination or suspension of this Agreement or the Study for
any reason whatsoever:

- if requested by ILKOS or SERVIER, the CONTRACTOR shall cause the
INVESTIGATOR, within thirty (30) days of such term, termination or suspension,
to deliver to SERVIER all unused supplies of the Product, all other materials
belonging to ILKOS or SERVIER in the CONTRACTOR’s or the
INVESTIGATOR's possession or control, including but not limited to all data and
other information resulting from the Study and the Equipment, if any,

- the CONTRACTOR undertakes that the electronic copies of the CRFs and the
INVESTIGATORs file are kept according to the legal requirements in force,

- the CONTRACTOR undertakes that all Study data and Study files shall be
archived for a period of fifteen (15) years, in full compliance with any applicable
law.

ARTICLE VIX - CONFIDENTIALITY, LEGAL PROTECTION AND

PUBLICATION OF INVESTIGATION RESULTS

9.1

Confidentiality

9.1.1ILKOS undertakes, and shall cause SERVIER, to keep confidential all information
marked “confidential” concerning the CONTRACTOR and received within the
scope of this Agreement.

9.1.2 The Parties shall comply with the provisions of applicable laws and regulations on
personal data protection. The INVESTIGATOR shall give her/his consent for the
processing of her/his personal data in the form attached hereto in Appendix 5.

9.1.3 All information received by the CONTRACTOR and/or the INVESTIGATOR
from ILKOS or SERVIER and all data and other information developed with
respect to ILKOS or SERVIER or the Study by the CONTRACTOR or its
employees, agents, subcontractors, participants, is and shall be considered
throughout and after the term or termination of this Agreement as confidential
information, except for information which:

(a) at the time of disclosure thereof is or becomes part of the public domain
through no breach or fault of the CONTRACTOR or its employees, agents,
subcontractors or participants;

(b) at the time of disclosure thereof by ILKOS or SERVIER, is in the
CONTRACTOR's lawful possession as evidenced by the CONTRACTOR's
written records;
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(c) the CONTRACTOR receives from a third party who has the right to disclose
the same and who did not obtain such information in violation of ILKOS’ or
SERVIER’s rights;

(d) s disclosed in accordance with but only to the extent required by law or by
competent regulatory authorities, provided that the Party making such
disclosure of another Party's confidential information shall give maximum
practical advance notice of the requirement to make sure disclosure and
requests such confidential treatment of such disclosure from the recipient
thereof as may be afforded by law.

The CONTRACTOR and the INVESTIGATOR shall not disclose to any third
party any of the confidential information without specific prior, express written
authorisation from ILKOS or SERVIER with respect to such disclosure. The
CONTRACTOR and the INVESTIGATOR shall hold such confidential
information in strict confidence and shall only disclose confidential information to
the CONTRACTOR's agents, employees and participants on a need-to-know basis.
The CONTRACTOR shall ensure that such agents, employees and participants
shall be bound and obligated by identical provisions of confidentiality as is the
CONTRACTOR hereunder.

9.2 Ownership of Data

9.3

All data and other information resulting from the Study shall be the sole property of
ILKOS and shall be subject to ILKOS's exclusive use, commercial or otherwise.

The CONTRACTOR and/or INVESTIGATOR shall only use any samples collected
within the scope of the Study for the performance of the Study..

Publication of Papers Utilising Study Data and Communications

The Study being a multicentre study, it is mandatory that the first publication be based
on data from all centres, analysed as stipulated in the Protocol by SERVIER’s
statisticians, and not by the investigators. The CONTRACTOR undertakes and shall
cause the INVESTIGATOR participating in a multicentre Study not to present data
gathered from one centre or a small group of centres before the full and entire
publication of the Study, unless priorly and formally agreed to by all other investigators
and ILKOS.

All written or oral publication and/or communication related to the Study and/or results
of the Study during the term of this Agreement and thereafter, shall be previously
submitted in writing to ILKOS. The manuscript of any project of publication and/or
communication shall be submitted to ILKOS at least thirty (30) days for a publication
and fifteen (15) days for an abstract before the forecasted date of submission to the
organiser of a scientific meeting or to the editor. ILKOS shall make comments on the
manuscript within fifteen (15) days for a publication and seven (7) days for an abstract,
of receipt of the manuscript. The CONTRACTOR shall cause the INVESTIGATOR to
make modifications in accordance with ILKOS’ comments unless such comments
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adversely impact the scientific integrity of the publication. In any case, should the Party
who submitted the manuscript wish not to modify the manuscript in accordance with
ILKOS’ comments, it shall provide ILKOS with the grounds of its decision in writing.

Notwithstanding the foregoing, if ILKOS is in the process of filing a patent application
based in whole or in part on the results of the Study, ILKOS may delay its authorisation
for publication or communication of the results of the Study by the CONTRACTOR
and/or the INVESTIGATOR until the date of international registration of the patent.

9.4 Inventions and discoveries

Any and all inventions or discoveries (whether or not patentable), innovations,
suggestions, ideas, concepts, drafts, algorithms, works, descriptions, reports and other
materials and right to them (hereinafter "Inventions™) submitted or created by the
CONTRACTOR and/or the INVESTIGATOR and/or a study team member in
connection with services described in this Agreement, irrespective of the method or
form in which they are created or recorded, shall immediately be revealed to ILKOS
and shall be wholly owned by ILKOS from the moment of their creation, to the fullest
extent permissible under the relevant law, without any time, quantity, territorial
limitations or other limitations. To the extent that ILKOS is not the owner of such
Inventions by virtue of the preceding provisions of this Section 8.4 under applicable
law, CONTRACTOR and INVESTIGATOR hereby assign all of their respective rights,
title and interest in and to such Inventions to ILKOS.

95If the title to the above indicated property cannot be acquired this way, the
CONTRACTOR and/or the INVESTIGATOR by signature hereof grant to ILKOS an
irrevocable license without any limitations as for venue or in time to all means of use of
the results (including a copyright work) pursuant to the previous paragraph, which may
be created in the period hereof, including the right to amend it or assign to any third
person. The fee for the license is already included in the remuneration under Article 1V
hereof. ILKOS is not obliged to use the license. The CONTRACTOR and/or the
INVESTIGATOR shall hand over to ILKOS all documents and other materials
necessary and useful for use of the license. ILKOS is not obliged to present the
CONTRACTOR and/or the INVESTIGATOR as the originator of the result (author of
the copyright work) pursuant to this Article and ILKOS is allowed to change or adapt
the result including its title.

9.6 The obligations of the CONTRACTOR under this Article IX, shall apply to the
CONTRACTOR's agents, employees and participants involved in the services to be
performed by it hereunder and the CONTRACTOR agrees to cause such parties to
execute agreements ensuring compliance with this Article 1X.

ARTICLE X - PROCEDURE TO BE FOLLOWED IN CASE OF INJURY TO
HEALTH OF THE PATIENTS INVOLVED IN THE STUDY

10.1 Event requiring immediate notification
The CONTRACTOR and the INVESTIGATOR shall provide reasonable and
customary treatment to any patient involved in the Study who exhibits symptoms of the
event requiring immediate notification (hereinafter referred to as the “ERIN”). ILKOS
through ADIR shall reimburse the CONTRACTOR for all necessary diagnostic

© - LL.R.I.S. - Duvéerné
43/59



CL2-42909-016

10.2

assessment and medical treatment costs for any patient injury or illness suffered by any
such patient within the scope of the Study, provided that the Protocol has been fully
complied with. If in the opinion of the INVESTIGATOR and ILKOS, the ERIN proves
not to be due to the Study, ILKOS through ADIR shall only reimburse direct costs
relating to the diagnosis. ILKOS’ agreement to reimburse the foregoing expenses is
without prejudice to its right to seek financial reimbursement from the CONTRACTOR
in the event injury or illness results from the negligence or willful misconduct of the
CONTRACTOR and/or the INVESTIGATOR or their respective agents or employees.

Notification of ERINS

The CONTRACTOR shall cause the INVESTIGATOR to immediately report all
ERINS, including but not limited to those that are unexpected, to SERVIER. All
ERINS shall be reported by the INVESTIGATOR to SERVIER in accordance with the
procedure described in the Protocol.

ILKOS shall cause SERVIER to notify the relevant authority of ERINS after it has
received INVESTIGATOR s reports thereof.

ARTICLE XI - AUDIT AND INSPECTION

111

11.2

Upon request by any authorised officer or employee of any relevant regulatory agency,
or other government authority, the CONTRACTOR is entitled and obliged to permit
such officers or employees, at reasonable times, to have access to and copy and verify
any data records and reports in the CONTRACTOR's possession, custody or control
relating to the Study and shall submit such data records or reports or copies thereof to
the said regulatory agency upon its request.

The CONTRACTOR shall immediately inform SERVIER of any such inspection and
send to SERVIER a copy of any such inspection report.

ILKOS and SERVIER shall be entitled at any time to audit or have audited by a third
party (i) the CONTRACTOR's fulfilment of its obligations hereunder (such as, but not
limited to invoiced costs and expenses), and/or (ii) the performance of the Study by the
INVESTIGATOR.

ARTICLE XII - MISCELLANEOUS

121

Notification

All notices required by this Agreement shall be given in writing to the other Party and
delivered by Registered Letter with Acknowledgement of Receipt, or, in a case of a
notice given to ILKOS and/or SERVIER, only a scanned and signed copy of such notice
shall be sent via e-mail, unless required by ILKOS and/or SERVIER explicitly that it
shall be given in writing and delivered by Registered Letter with Acknowledgement of
Receipt. All notices shall be given by one Party to the other at its address stated on the
first page of this Agreement except a change thereof has been previously notified to the
notifying Party.
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The notices addressed to ILKOS shall be sent to Ilkos Therapeutic Inc., 500 Cartier
Boulevard West, #131, Laval, Québec, H7V 5B7, Canada and/or to the following e-
mail address: XXX,

a copy shall be sent to International Centre for Therapeutic Research SERVIER in
Poland, SERVIER Polska Sp. z. 0. 0., ul. Jana Kazimierza 10, 01-248 Warszawa,
Poland, and/or to the following e-mail address: XXX.

12.2 Force Majeure
Neither of the Parties shall be held liable for non-fulfilment or delayed performance of

this Agreement or of part thereof due directly or indirectly to any cause outside the
defaulting Party’s control, provided that notice of its inability to perform and the causes
thereof shall be given immediately by the defaulting Party to the other. If such inability
to perform shall continue for a period of THREE (3) MONTHS, the other Party shall
have the right to terminate this Agreement by written notice to the defaulting Party at
any time thereafter.

12.3 Madification and Waiver
No modification of this Agreement shall be deemed effective unless in writing and
signed by each of the Parties hereto, and no waiver of any right set forth herein shall be
deemed effective unless in writing and signed by the Party against whom enforcement
of the waiver is sought.

12.4 Entire Agreement

This Agreement represents the entire agreement between the Parties and at the time of
signature of this Agreement, supersedes all prior negotiations, representations or
agreements, written or oral, regarding the scope of this Agreement. The Parties
represent and warrant to have agreed in this Agreement any and all details they wanted
to agree upon and which they consider important. The Parties also declare to have
provided to each other any and all information which they consider important and
substantial for concluding this Agreement.

12.5 Descriptive Headings
The descriptive headings of the Articles of this Agreement are inserted for reference
only and shall not control or affect the meaning or construction of any provision hereof.

12.6 Taxes
The Parties hereby acknowledge that — pursuant to this Agreement — ILKOS through
ADIR shall pay the full sum (VAT included if applicable pursuant to valid legal
requirements) and shall not deduct any tax, tax deposit nor other cost. It is the exclusive
responsibility of the CONTRACTOR and the INVESTIGATOR to declare any revenue
derived from this Agreement and to pay all taxes and public levies.

12.7 Applicable law
This Agreement shall be construed in accordance with the laws of the Czech Republic.

12.8 Settlement of Disputes
Any and all disputes or differences arising out of or in connection with this Agreement
including but not limited to the breach, termination or invalidity thereof (hereinafter
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referred to as the “Dispute”) shall be resolved and finally settled in the manner provided
for in this Article 12.8.

The Parties will seek in good faith to resolve any Dispute through negotiation without
recourse to arbitral proceedings. In the event of a Dispute, any Party shall serve a
written notice upon the other Party (hereinafter referred to as the “Dispute Notice”)
proposing that the Parties seek to resolve the Dispute by negotiation. If a Dispute is not
resolved within thirty (30) days of the Dispute Notice, such Dispute shall, at the request
of any Party, be referred to and finally resolved by the competent Court of the Czech
Republic.

12.9 Sub-contracting - Assignment
The CONTRACTOR and/or the INVESTIGATOR may not assign this Agreement or its
obligations hereunder, nor may contract with third parties to perform any of its
obligations hereunder, without ILKOS' prior written consent.

12.10Survival
Notwithstanding term or termination of this Agreement for any reason whatsoever, the
rights and obligations under Articles 2.6, 8.4, IX and XI shall remain in full force and
effect.

12.11 Severability
If any of the provisions of or a portion of any provision of this Agreement is held to be

unenforceable or invalid by a court of competent jurisdiction, the validity and
enforceability of the enforceable portion of any such provision and/or the remaining
provisions shall not be affected thereby.

12.12 Prevailing terms
In case of any discrepancy between the terms of the core of this Agreement and the
terms of the appendices attached hereto, the terms of the core of this Agreement shall
prevail.

12.13 Substantial change of circumstances
The Parties, each separately, represent and warrant explicitly that they accept the risk
of change of circumstances and therefore in case a change of circumstances occurs,
none of the Parties shall become entitled to request re-negotiation of the Agreement
terms pursuant to Sect. 1765 of the Civil Code.

12.14 Practice of the Parties

The Parties do not wish that any rights and obligations of the Parties above those
explicitly agreed herein, are derived from the current or future practice introduced by
and between the Parties nor from any practice respected generally or in the field related
to the subject matter hereof, unless agreed explicitly otherwise in this Agreement.

12.15 Language of the Agreement
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This Agreement is prepared in two (2) languages, Czech and English.
The Parties agree that in case of interpretation dispute, the Czech version shall prevail.

12.16 Counterparts
This Agreement is executed in three (3) original copies of each language version and

each Party acknowledges having received one (1) original.

12.17 Publication
The CONTRACTOR and the INVESTIGATOR are aware that this Agreement will be
published in the registry of contracts pursuant to Act No. 340/2015 Coll., on Registry of
Contracts (“Act on Registry of Contracts”). Notwithstanding the aforementioned,
ILKOS may also publish any transfer of value under this Agreement. The Parties have
agreed that this Agreement will be published exclusively in the scope and form as
attached hereto in Appendix 6.

12.18 Appendices of the Agreement
The Agreement is consisted of the following appendices:
Payment schedule
Protocol of the Study
Insurance certificate
The agreement of ILKOS and the CONTRACTOR ensuring the Product for the
purposes of the Study
Declaration of consent to data storage on the part of the investigator
Publication version of the Agreement

NS

o o
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IN WITNESS WHEREOF, the undersigned by their duly authorized representatives have

executed this Agreement

On

On behalf of ILKOS Therapeutic Inc. and
ADIR

Represented by: Urszula Oledzka

Director of International Centre for Therapeutic
Research SERVIER in Poland, SERVIER
Polska Sp. z. o. o.

On

On behalf of Nemocnice Jihlava, p.o.

Represented by: MUDr. Lukas$ Velev, MHA
Director

On

MUDr. XXX

INVESTIGATOR
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APPENDIX 1 - PAYMENT SCHEDULE

|- REMUNERATION

ADIR shall pay a maximum remuneration of XXX per completed patient together to the
CONTRACTOR and the INVESTIGATOR, including optional sampling. The forecasted
number of patients to be included is XXX.

The remuneration will be calculated on the basis of the payment table below and made by
ADIR directly to the accounts of the CONTRACTOR and the INVESTIGATOR.

Table of payment
XXX

1.  Payments will be made at regular intervals, on a pro-rata basis for each visit
attended and for each examination carried out.

2. All visits shall be validated by the monitor entrusted by SERVIER before
payment.

3. XXX

4.  For patients withdrawn from the Study or dead, payment will be made on a pro-
rata basis for each visit attended.

5.  Payment will not be made for patients either wrongly selected or wrongly
included in the Study.

6.  Agreement of ILKOS and the CONTRACTOR on remuneration for providing
services of the Pharmacy of the Contractor under Article Il., Section 2.9 of the
Agreement is contained in Appendix No. 4 to the Agreement.

7. SERVIER undertakes to compensate to CONTRACTOR travel costs of patients
within the Study to the amount indicated in the Table of payment above per each
visit on the basis of a written confirmation signed by each patient and collected
and retained by CONTRACTOR. SERVIER shall provide CONTRACTOR with
an advance payment for compensation of patients travel costs in total amount of
XXX on the basis of advance payment document of CONTRACTOR issued
altogether with signature of this Agreement, being due in 45 (forty-five) days and
delivered to SERVIER. CONTRACTOR shall balance travel costs and issue a
proper tax document (invoice) with regard to patients and visits for which
CONTRACTOR acquired the confirmation as referred in previous sentence
immediately after the last visit of last patient. If the advance payment amount is
higher than amount balanced and invoiced by CONTRACTOR, CONTRACTOR
shall return remaining amount of the advance payment to SERVIER in 60 days
following the last visit of last patient, unless SERVIER sets off that amount
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against any fee under this Agreement due by SERVIER to CONTRACTOR prior
to expiration of that 60 days period.

No further compensation of any kind whatsoever may be required neither by the
CONTRACTOR, nor by the INVESTIGATOR for the Study, whatever its duration. The
INVESTIGATOR covenants to ensure, that no further compensation will be required by
other CONTRACTOR’s staff members who will participate in the conduct of the Study
on the basis of this Agreement. If any of the staff members requires ILKOS, SERVIER
and/or ADIR to pay any compensation or any similar payment, the INVESTIGATOR
shall settle such claim at her/his own costs, eventually pay to ILKOS, SERVIER and/or
ADIR any damages, which may arise from such successfully asserted claim.
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APPENDIX 2 - PROTOCOL OF THE STUDY

XXX
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APPENDIX 3 - INSURANCE CERTIFICATE

XXX
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APPENDIX 4 - THE AGREEMENT OF ILKOS, THE CONTRACTOR AND THE

0.1

0.2

0.3

INVESTIGATOR ENSURING THE PRODUCT FOR THE PURPOSES OF THE

STUDY

The CONTRACTOR is according to its statute on foundation a due and legal provider
of the pharmacy care and provides for this pharmacy care on the basis of and in
compliance with all applicable laws and regulations (hereinafter referred to as the
,Pharmacy of the Contractor).

The CONTRACTOR represents and warrants that staff of the Pharmacy of the
Contractor is sufficient and duly qualified, so that all services provided for ILKOS
hereunder are rendered in compliance with all applicable laws and regulations,
especially with § 19 Section 1 letter d) of the Order No. 226/2008 Coll., on good
clinical practice, as amended.

The CONTRACTOR represents and warrants that the Pharmacy of the Contractor is
meeting all conditions and requirements of all applicable laws and regulations for
providing pharmacy care and services for ILKOS under this Appendix No. 4, it has a
valid insurance of professional responsibility and it covenants to maintain this
insurance valid at least for the period of this Agreement or till its termination and to
give proof thereof whenever ILKOS requests for it.

ARTICLE | - OBLIGATIONS OF THE PARTIES

11

1.2

13

ILKOS shall ensure delivery of the Product to the Pharmacy of the Contractor. The
Product must be delivered in packaging determined for the Product and labelled in
accordance with § 19 sect. 2 of the order No. 226/2008 Coll.

ILKOS shall deliver the Product to the Pharmacy of the Contractor through a
distributor continuously in the amounts and time subject to needs of the Study in
progress and in compliance with the good distribution practice under § 19 sect. 1 letter
c) of the order No. 226/2008 Coll. Any shipment of the Product shall be marked with
the Pharmacy’s responsible worker’s name and the Pharmacy’s address.

The CONTRACTOR is obliged to confirm the taking-over of each individual supply
of the Product to the distributor through the Pharmacy of the Contractor by the
signature of an appointed representative, take over from the distributor and keep one
copy of the written confirmation of the taking-over. The CONTRACTOR covenants
to carry out through the Pharmacy of the Contractor inspection of each individual
supply without undue delay after receipt thereof according to the shipping form (a
document enabling identification of the Product units in a supply) that shall be part of
each individual supply. The CONTRACTOR shall confirm through the Pharmacy of
the Contractor each such shipping form by its signature and stamp and to send the
original thereof according to ILKOS instructions. In case the content of an individual
supply does not match the content listed in the shipping form or in case when the
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1.4

1.5

1.6

1.7

1.8

1.9

1.10

1.11

content of an individual supply is partially or totally damaged, the CONTRACTOR
covenants to mark through the Pharmacy of the Contractor the discrepancy (missing or
abundant items in the shipping form) or damage to the content of the supply and to
inform SERVIER and ILKOS thereof without undue delay.

ILKOS shall train workers of the Pharmacy of the Contractor who will be appointed to
taking over, ensuring of storage and inspection and supply of the Product under this
Agreement, in conditions of storage, carriage and supply of the Product. Performing of
the training by ILKOS under this Section of the Agreement shall be confirmed in
writing by the Parties and signatures of the trained persons shall be attached thereto.
ILKOS shall ensure the delivery of a study file, so-called Pharmacy File. As a part of
the initial training visit to the Study initiation — Study initiation visit — ILKOS will
give to the workers of the Pharmacy of the Contractor relevant contact details of the
Study monitor.

The CONTRACTOR shall ensure that it will appoint to manipulation with the Product
only its worker, who was provably trained by ILKOS according to the previous
Section.

The CONTRACTOR shall care for the received Product with due professional care,
protect it against damage, destruction and theft.

The CONTRACTOR shall store, keep and manipulate with the Product in the
Pharmacy of the Contractor and keep records thereof in compliance with the good
pharmacy practice under the provisions of the order No. 84/2008 Coll., on good
pharmacy practice.

The CONTRACTOR shall store the Product in the Pharmacy of the Contractor in a
place separately from other medicines and label it so that it is conspicuous that it is a
drug of ILKOS.

The CONTRACTOR is entitled and obliged to supply the Product through the
Pharmacy of the Contractor to a third person appointed by ILKOS. Without any
special appointment made by ILKOS the INVESTIGATOR or a person appointed by
the INVESTIGATOR and trained by ILKOS on manipulation with the Product shall
be entitled to take over the Product. The CONTRACTOR shall be entitled and obliged
to supply the Product through the Pharmacy of the Contractor to these persons only
upon a written and duly filled request form.

Together with supplying of the Product to the INVESTIGATOR or to other person
under the previous Section the CONTRACTOR shall ensure signing of the first page
of the shipping form by this person (INVESTIGATOR) and shall hand over to him/her
a copy of the shipping form. Another copy of the shipping form shall be kept by the
CONTRACTOR together with other documentation to be archived under this
Agreement.

The CONTRACTOR or the Pharmacy of the Contractor shall not be entitled to hand
over the Product for ensuring any of the activities hereunder to a third person. The
CONTRACTOR shall not be entitled to invade outer packaging of the Product by any
means except when it is necessary for the supply thereof hereunder or according to
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ILKOS’ instructions to the centre where the Study is being performed. The
CONTRACTOR shall not be entitled to use the Product but by the means set forth
herein or according to ILKOS" instructions.

1.12 ILKOS is the owner of the Product during the whole period including the period when
the Product is in the physical disposition of the CONTRACTOR.

1.13 The CONTRACTOR appoints a particular person in the Pharmacy of the Contractor
as the contact person who shall be responsible for taking over, storage, inspection and
supply of the Product to the person appointed by ILKOS and shall communicate with
ILKOS and SERVIER: XXX. In case of any change of this person from the side of the
CONTRACTOR, the provisions of Section 1.5 shall apply accordingly and the
CONTRACTOR is obliged to notify such change to ILKOS and SERVIER without
undue delay after performing thereof.

1.14 The CONTRACTOR shall archive all files and records related to the services
provided for ILKOS hereunder for the period set out by the applicable laws and
regulations, but at least for 15 years from the termination of the Study; termination of
the Study shall be notified by ILKOS or SERVIER to the CONTRACTOR without
undue delay after this takes place.

ARTICLE Il -WITHDRAWAL OF THE PRODUCT

2.1 A distributor appointed by ILKOS or any other person provably appointed by ILKOS
shall be entitled to withdraw the Product from the Pharmacy of the Contractor, all or
in parts, during the period hereof and in whatever time within the opening hours of the
Pharmacy of the Contractor. ILKOS shall confirm the withdrawal of the Product to the
CONTRACTOR in writing. The confirmation of the withdrawal shall contain at least
following information: information about ILKOS, the name of the Product, the batch
number or any other manufacturing identifier and the amount.

2.2  The CONTRACTOR shall be responsible through the Pharmacy of the Contractor for
correct supply of the Product to a third person.

2.3  The CONTRACTOR is obliged to report to ILKOS through the Pharmacy of the
Contractor upon ILKOS” written request and on the following day after receipt thereof
at the latest, on amounts and circulation of the Product in the Pharmacy of the
Contractor as of the date of the report and for the whole period determined by ILKOS.
The report shall contain especially all data as they are mentioned in Section 2.1 of this
Article.

ARTICLE 111 - REMUNERATION OF THE CONTRACTOR

3.1 ILKOS through ADIR shall pay the CONTRACTOR for duly and timely rendered
services and/or performed activities hereunder the remuneration of XXX for each
supply of the Product taken over by the Pharmacy of the Contractor and irrespective of
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3.2

the storage area capacity necessary to store the Product. In addition, the
CONTRACTOR is entitled to a fee of XXX for the participation of the responsible
CONTRACTOR’s pharmacists at the Initial Visit training, XXX for each monitoring
of ILKOS in the premises of the Pharmacy of the Contractor and XXX for the
termination of the Study. Remuneration under this Section shall cover all charges and
costs of the CONTRACTOR related to receipt, storage, inspection and supply of the
Product. The CONTRACTOR shall be entitled to no reimbursement for any other
costs related to receipt, storage, inspection and supply of the Product.

The CONTRACTOR shall invoice ADIR in accordance with Article IV. of the
Agreement for the previous six (6) months period upon a cost date received from
ILKOS. The maturity date of each individual invoice shall be sixty (60) days from its
delivery to ADIR. All other payment conditions of the Agreement shall apply
accordingly for the remuneration of the CONTRACTOR hereunder.

ARTICLE IV — RESPONSIBILITY OF THE CONTRACTOR FOR THE DAMAGE

4.1

411

4.2

4.3

The CONTRACTOR shall be obliged to indemnify ILKOS for damage incurred due
to damage, destruction or theft of the Product which happens any time from the
moment of taking over of the Product by the CONTRACTOR till its handing over to
an appointed person.
The CONTRACTOR shall not be obliged to indemnify ILKOS for damage that
occurred exclusively due to:
- ILKOS or a distributor,
- adefect or a nature of the stored Product,
- a defective packaging, provided that the CONTRACTOR through the
Pharmacy of the Contractor notified SERVIER thereof in the confirmation of
taking over of the Product; should the CONTRACTOR not notified SERVIER
about the defective packaging it shall not be obliged to indemnify ILKOS for
the damage only if the defect was unrecognizable.
Even in this case the CONTRACTOR is obliged to take professional care to ensure
that the damage is to be as small as possible.
In case of any damage, the CONTRACTOR shall prepare through the Pharmacy of the
Contractor a protocol on damage within three (3) days from detecting thereof which
shall specify date of the protocol, day of when the damage occurred, the way how the
damage occurred, name of the subject who caused the damage, if he/she is known,
specification of the Product related to the to the damage by its type, amount and extent
of the damage. The protocol on damage shall be submitted by the CONTRACTOR to
SERVIER on the next day after its elaboration at the latest.
The Parties agreed that the CONTRACTOR shall compensate to ILKOS the damage,
for which it is obliged to indemnify ILKOS, within thirty (30) days after notification
on the accounting of the damages.
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4.4

The CONTRACTOR shall indemnify ILKOS for damage incurred by ILKOS in the
form of a sanction imposed to ILKOS by a regulatory authority provided that such
sanction was imposed to ILKOS due to a violation or omission to fulfill an obligation
whose fulfillment was to be ensured by the CONTRACTOR pursuant to this
Appendix No. 4.

ARTICLE V- PERIOD OF THE APPENDIX NO.4 AND TERMINATION HEREOF

5.1

5.2

5.3

The agreement of the Parties represented by this Appendix No. 4 shall be concluded
for a definite period — for the period of the Study. The estimated period of the Study
shall end in XXX. The Parties agreed that irrespective of the previous sentence the
Agreement in the extent of contractual terms represented by this Appendix No. 4 shall
end on the last of the calendar month, in which the CONTRACTOR receives a written
notice of ILKOS on termination of the Study in the Centre, but not sooner than on the
day when ILKOS withdraws al remaining Product from the Pharmacy of the
Contractor under the Section 5.3 below.

ILKOS is entitled to terminate the Agreement in the extent of contractual terms
represented by this Appendix No.4 without any cause by a written notice with a thirty
(30) days period that shall start on the day of delivery of the notice on termination to
the CONTRACTOR.

Should the Agreement be terminated in the extent of contractual terms represented by
this Appendix No. 4 ILKOS shall be obliged to withdraw the remaining Product from
the Pharmacy of the Contractor through a distributor or a monitoring person. Should
ILKOS not withdraw the Product in accordance with the previous sentence, the risk of
damage to the Product passes to ILKOS after expiration of a reasonable time period.
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APPENDIX 5 - DECLARATION OF CONSENT TO DATA STORAGE ON THE
PART OF THE INVESTIGATOR

1. I am aware that as part of my work as investigator for the trial “Dose-response relationship
study of S 42909 on leg ulcer healing after oral repeated administration in patients with active
venous leg ulcer” (hereinafter referred to as the “Study”) my personal data in the following
scope: name, title, business address and business contact data (telephone, fax and email
address), job title, and specialized medical fields as well as curriculum vitae or other suitable
evidence of qualification, information on possible financial or other interests in
investigational products and data about any prior participation in clinical trials (hereinafter
referred to as “my personal data”) are to be collected, stored and processed.

2. | give my consent to ILKOS, the sponsor of the Study, as a data controller for collecting,
processing and storing my personal data as part of my work as investigator. It has been
explained to me that data processing serves the purpose of conducting the Study.

*

3. 1 give my consent to my personal data being forwarded to the domestic and foreign
authorities involved in the Study or in the marketing authorization of the investigational
product, as well as to the ethics committees involved, in satisfaction of the statutory
requirements as part of applying for, conducting and ending the Study. Should the product
reach the stage of a marketing authorization, my personal data will be included in the
documents needed to fulfil the requirements of such procedure.

*

4. 1 give my consent to ILKOS to processing my personal data for the purpose of contacting
me with the aim of potential cooperation in future projects .

*

5. | hereby acknowledge and agree that ILKOS as a data controller has entrusted the
processing of my personal data for purposes as listed above to Servier Polska Sp. z. o. o.,
having its registered office at ul. Jana Kazimierza 10, 01-248 Warszawa, Poland, and
SERVIER CANADA, having its registered office at 235 Boulevard Armand-Frappier, Laval,
Québec H7V 4A7, Canada, which represent its partners involved in the Study, as currently
known.

6. | hereby acknowledge and agree that within the scope of the aforementioned activities my
personal data could be transferred to a country outside the EU (namely Canada and United
States of America), where an adequate level of protection is guaranteed.

7. It has been explained to me that my personal data will be stored and used in electronic and
in paper form. My consent is granted for periods of time strictly necessary for the fulfillment
of each of the purposes specified above (points 2-4).

8. No further measures are connected with this declaration of consent.
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9. | have been informed that the refusal to give any of consents, as stated above, may mean
that I may not be deployed as investigator for the Study; no further consequences arise for me
by a refusal to give consent.

10. My consent to data processing is absolutely voluntary. I may revoke my consent to data
processing (with effect on the future) at any time without stating the reasons. Furthermore, |
am aware of my rights pursuant to Sections 12 and 21 of Act No. 101/2000 Coll., on
Protection of Personal Data, as amended, in particular the right to access my personal data,
the right to have my personal data rectified and the right to object to the processing of my
personal data. In such situations concerning my personal data processing, | may contact
ILKOS via e-mail: XXX

* Please tick the box, if agreed

In , date

Dr. XXX
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