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This CLINICAL TRIAL AGREEMENT (the “Agreement”), effective
from the date of publication in the Register of Contracts in
accordance with Act No. 340/2015 Coll., on Special Conditions for
the Effectiveness of Certain Contracts, Publication of these
Contracts and on the Contract Register (Act on Contract Register),
as amended (the “Effective Date”), is entered into by and between

Tato SMLOUVA OKLINICKEM HODNOCENI (dale jen
.Ssmlouva®“), u€inna ode dne uvefejnéni v registru smluv v souladu
se zakonem ¢&. 340/2015 Sb., o zvlastnich podminkach uUc&innosti
nékterych smluv, uvefejhovani téchto smluv a o registru smiuv
(zakon o registru smluv), ve znéni pozdéjsSich predpist (dale jen
~.datum nabyti G€innosti“), je uzaviena mezi

LEO Pharma A/S
Industriparken 55

2750 Ballerup

Denmark

VAT ID LEO: DK56759514
(“Sponsor”)

and

LEO Pharma A/S
Industriparken 55

2750 Ballerup

Dansko

VAT ID LEO: DK56759514
(dale jen ,zadavatel”)

a

Fakultni nemocnice Ostrava
17. listopadu 1790/5

708 52 Ostrava - Poruba
Czech Republic

ICO: 00843989

DIC: CZ00843989

Memorandum of Association of the Ministry of Health of 25
November 1990, Ref. OP-054-25.11.90

the persons authorised to act and sign in the matters hereof are
doc. MUDr. Petr Vavra, Ph.D., Deputy Director for Science,
Research and Education

(“Institution”)

and

MUDr. Yvetta Vantuchova, Ph.D., engaged at the site address
Fakultni nemocnice Ostrava, Kozni oddéleni, 17. listopadu 1790/5,
708 52 Ostrava-Poruba, Czech Republic

(“Investigator”)

Sponsor, Institution and Investigator shall also be individually
referred to as the "Party” and collectively as the "Parties”.

Fakultni nemocnice Ostrava
17. listopadu 1790/5

708 52 Ostrava - Poruba
Ceska republika

ICO: 00843989

DIC: CZ00843989

Zfizovaci listiha MZ CR ze dne 25. listopadu 1990, &.j. OP-054-
25.11.90

Ve vécech této smlouvy je opravnén jednat a podepisovat: doc.
MUDr. Petr Vavra, Ph.D., ndméstek feditele pro vé&du,vyzkum a
vyuku

(dale jen ,Zdravotnické zarizeni*)

a

MUDr. Yvetta Vantuchova, Ph.D., pusobici na adrese pracovisté
Fakultni nemocnice Ostraya, Kozni oddéleni, 17. listopadu 1790/5,
708 52 Ostrava-Poruba, Ceska republika

(dale jen ,zkousejici®)

Zadavatel, zdravotnické zafizeni a zkousejici budou téz uvadeéni
jednotlivé jako ,strana“ a spole€né jako ,strany“.

Whereas LEO Pharma A/S, Industriparken 55, 2750
Ballerup, Denmark (the “Sponsor®) is developing a pharmaceutical
product called tralokinumab (the “Investigational Product”’) and in
this respect is the sponsor of a clinical trial with the title “Long-term
extension trial in subjects with atopic dermatitis who participated in
previous tralokinumab trials - ECZTEND” (the “Clinical Trial“)
bearing the protocol number LP0162-1337, including subsequent
amendments, (the “Protocol”);

Vzhledem k tomu, Ze spole¢nost LEO Pharma A/S se
sidlem na adrese Industriparken 55, 2750 Ballerup, Dansko (dale
jen ,zadavatel”) vyviji farmaceuticky vyrobek s nazvem
tralokinumab (dale jen ,hodnoceny pripravek®), je v tomto ohledu
zadavatelem klinického hodnoceni s nazvem “Dlouhodobé
prodlouZené klinické hodnoceni subjektt s atopickou dermatitidou,
kteri se ucastnili pfedchozich studii s tralokinumabem — ECZTEND”
(dale jen ,klinické hodnoceni“) s Cislem protokolu LP0162-1337
v&etné naslednych zmén (dale jen ,protokol");

Whereas Sponsor wishes to conduct the Clinical Trial at | vzhledem k tomu, Ze zadavatel si pfeje provadét klinické
Institution; hodnoceni ve zdravotnickém zafizent;
Whereas Institution and Investigator are interested in | vzhledem k tomu, Ze zdravotnické zafizeni a zkouS$ejici

participating in the Clinical Trial; and

maji zajem ucastnit se klinického hodnoceni;

Whereas Institution has the necessary experience,
capability and resources to perform the Clinical Trial in
a professional and competent manner and in strict adherence to the
Protocol.

a vzhledem k tomu, Ze zdravotnické zafizeni ma potfebné
zku$enosti, schopnosti a zdroje k provadéni klinického hodnoceni
profesionalnim a kompetentnim zplsobem aza pfisného
dodrzovani protokolu;

NOW, THEREFORE, the parties agree to the following:

SE PROTO NYNI strany dohodly na nasledujicim:
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DEFINITIONS

For the purpose of this Agreement, the terms defined below shall
have the meaning as specified below:

“Agreement” shall mean this Clinical Trial Agreement together with
its appendices. Any reference to the term Agreement shall be
deemed a reference to this Agreement including its Appendices.
“an identifiable person” shall mean any natural person who can
be identified, directly or indirectly, in particular by reference to an

identification number or to one or more factors specific to his
physical, physiological, mental, economic, cultural or social identity.

“Applicable Laws and Requirements” shall have the meaning as
set forth in Clause 1.2.

“Clinical Trial” shall mean the clinical as set forth above.

“Clinical Trial Staff’ shall have the meaning as set forth in Clause
21.

“Confidential Information” shall have the meaning as set forth in
Clause 10.1.

“Data Controller” shall mean the natural or legal person, public
authority, agency or any other body which alone or jointly with
others determines the purposes and means of the processing of
personal data.

“‘Data Processor”’ shall mean a natural or legal person, public
authority, agency or any other body which processes personal data
on behalf of the controller.

“@eCRFs” shall mean the electronic Case Report Forms.

“Effective Date” shall have the meaning as set forth above.

“ICH GCP” shall mean the ICH Guidelines for Good Clinical Practice
”Indemnifiable Losses” shall have the meaning as set forth in
Clause 12.1.

“Institution” shall have the meaning as set forth above.
“Institution Indemnitees” shall have the meaning as set forth in
Clause 12.1.

“Inventions” shall have the meaning as set forth in Clause 9.2.
“Investigational Product” shall mean the investigational product
as set forth above.

“Investigator” shall have the meaning as set forth in Clause 1.3.

“Materials” shall have the meaning as set forth in Clause 5.1.

DEFINICE
Pro ucely této smlouvy maji terminy definované nize vyznam, ktery
je nize pfesné vymezen:

Pod pojmem ,smlouva“ se rozumi tato smlouva o klinickém
hodnoceni spolu s pfilohami. Jakykoli odkaz na tuto smlouvu je
povazovan za odkaz na tuto smlouvu v€etné jejich pfiloh.

Pod pojmem ,identifikovatelna osoba“ se rozumi kazda fyzicka
osoba, kterou Ize pfimo nebo nepfimo identifikovat, zejména
odkazem na jeji identifikacni Cislo nebo na jeden &i vice faktor(i
specifickych pro jeji fyzickou, fyziologickou, dusevni, ekonomickou,
kulturni nebo spolecenskou identitu.

Pod pojmem ,platné zakony a pozadavky®“ se rozumi vyznam
uvedeny v odstavci 1.2.

Pod pojmem ,klinické hodnoceni“ se rozumi klinické hodnoceni,
jak je uvedeno vySe.

Pod pojmem ,personal klinického hodnoceni“ se rozumi vyznam

uvedeny v odstavci 2.1.

Pod pojmem ,divérné informace” se rozumi vyznam uvedeny
v odstavci 10.1.

Pod pojmem ,spravce uUdaji“ se rozumi fyzicka nebo pravnicka
osoba, organ vefejné moci, agentura nebo jakykoli jiny subjekt,
ktery sam nebo spoleéné s jinymi urluje ucely a prostiedky
zpracovani osobnich udajl.

Pod pojmem ,zpracovatel Gdaji“ se rozumi fyzicka nebo pravnicka
osoba, organ vefejné moci, agentura nebo jakykoli jiny subjekt,
ktery osobni Uudaje zpracovava jménem spravce.

Pod pojmem ,formulaie eCRF“ se rozumi elektronické formulare
pro podavani zprav o pfipadu (,zaznamy subjektu hodnoceni*).

Pojem ,datum nabyti G€innosti“ ma vyznam uvedeny vySe.

Pod zkratkou JICH GCP“ se rozumi pokyny ICH pro spravnou
klinickou praxi.

Pojem ,,odSkodnitelné ztraty“ ma vyznam uvedeny v odstavci
12.1.

Pojem ,zdravotnické zafizeni“ ma vyznam uvedeny vySse.

Pojem ,chranéné subjekty zdravotnického hodnoceni ma
vyznam uvedeny v odstavci 12.1.

Pojem ,vynalezy“ ma vyznam uvedeny v odstavci 9.2.

Pod pojmem ,hodnoceny pripravek® se rozumi hodnoceny

pFipravek, jak je uvedeno vyse.

Pojem ,zkousejici“ ma vyznam uvedeny v odstavci 1.3.

Pojem ,materialy* ma vyznam uvedeny v odstavci 5.1.
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“Personal Data” shall mean any information relating to an identified
or identifiable natural person.

“Process” and “Processing” shall mean any operation or set of
operations which is performed upon Personal Data, whether or not
by automatic means, such as collection, recording, organization,
storage, adaptation or alteration, retrieval, consultation, use,
disclosure by transmission, dissemination or otherwise making
available, alignment or combination, blocking, erasure or
destruction. This definition shall include any and all conjugations of
the verbum “ to process”.

“Protocol” shall mean the protocol as set forth above.
“Purpose” shall mean the conduct of the Clinical Trial.

“Research Results” shall have the meaning as set forth in Clause
9.1.

“Security Event” shall have the meaning as set forth in Clause 6.5.

“Sponsor” shall have the meaning as set forth above.

“Sponsor Indemnitees” shall have the meaning as set forth in
Clause 12.2.

“Sponsor Information” shall have the meaning as set forth in
Clause 9.1.

“Sponsor Personal Data” shall mean any Personal Data that the
Institution, its employees, agents or subcontractors Processes on
behalf of Sponsor in performing the Clinical Trial. For the avoidance
of doubt, this includes the information about potential subjects that
Institution receives from the Sponsor’s or any of its affiliates’ clinical
trial website (leopharmatrials.com) via Sponsor's subcontractor
who administers the website. Sponsor Personal Data shall not
include original trial subject or patient medical records, research
notebooks, source documents, or other routine internal documents
kept in the Institution’s ordinary course of business operations,
which shall remain the sole and exclusive property of the Institution
or medical provider.

“Technical and Organisational Security Measures” shall mean
those appropriate measures aimed at protecting personal data
against accidential or unlawful destruction or accidental loss,
alteration, unauthorized disclosure or access, in particular where
the processing involves the transmission of data over a network,
and against all other unlawful forms of processing.

“Third Party Institution” shall have the meaning as set forth in
Clause 2.5.c).

Pojem ,osobni udaje“ oznacuje veskere informace o identifikované
nebo identifikovatelné fyzické osobé.

Pod pojmy ,zpracovani“ a ,zpracovavani‘ se rozumi jakakoli
operace nebo soubor operaci s osobnimi Udaji, ktera je provadéna
pomoci ¢&i bez pomoci automatizovanych postupd, jako je
shromazdéni, zaznamenani, uspofadani, uloZeni, pfizplsobeni
nebo pozménéni, vyhledani, nahlédnuti, pouziti, zpfistupnéni
pfenosem, Sifeni nebo jakékoli jiné zpfistupnéni, sefazeni ¢i
zkombinovani, blokovani, smazani nebo zniceni. Tato definice
zahrnuje v§echny podoby slovesa ,zpracovat®.

Pod pojmem ,protokol“ se rozumi protokol uvedeny vyse.
Pod pojmem ,uéel” se rozumi provedeni klinického hodnoceni.

Pojem ,vysledky vyzkumu“ ma vyznam uvedeny v odstavci 9.1.

Pojem ,bezpec€nostni incident* ma vyznam uvedeny v odstavci
6.5.

Pojem ,zadavatel“ ma vyznam uvedeny vySe.

Pojem ,chranéné subjekty zadavatele® ma vyznam uvedeny
v odstavci 12.2.

Pojem ,udaje zadavatele® ma vyznam uvedeny v odstavci 9.1.

Pod pojmem ,0sobni udaje zadavatele“ se rozumi jakékoli osobni
udaje, které zdravotnické zafizeni, jeho zaméstnanci, zastupci
nebo subdodavatelé zpracovavaji jménem zadavatele pfi
provadéni klinického hodnoceni. Abychom pfedesli pochybnostem,
jedna se napfiklad o informace o potencialnich subjektech, které
zdravotnické zafizeni ziska zwebovych stranek klinického
hodnoceni zadavatele nebo z jeho pobocek (leopharmatrials.com)
prostfednictvim subdodavatele zadavatele, ktery tyto weboveé
stranky spravuje. Osobni Udaje zadavatele nesmi zahrnovat
puvodni pfedmét hodnoceni ani zdravotni zaznamy pacient(,
zapisky z vyzkumu, zdrojové dokumenty ani jiné bézné interni
dokumenty uchovavané pfi béZzném provozu zdravotnického
zafizeni, které =zudstavaji vyhradnim a vyluénym vlastnictvim
zdravotnického zafizeni nebo poskytovatele zdravotni péce.

Pod pojmem ,technicka a organiza¢ni bezpecnostni opatieni“
se rozumi vhodna opatfeni, jejichz ucelem je ochrana osobnich
Gdaju pfed neopravnénym nebo nezakonnym zni¢enim nebo
nahodnou ztratou, pozmé&nénim, neopravnénym zvefejnénim nebo
pristupem, zejména pokud zpracovani zahrnuje pfenos dat po siti,
a proti vSem ostatnim nezakonnym formam zpracovani.

Pojem ,zdravotnické zarizeni treti strany“ ma vyznam uvedeny
v odstavci 2.5.c).

1. SCOPE OF WORK

1. ROZSAH PRACE

1.1. The purpose of this Agreement is to describe the terms
and conditions under which Institution shall conduct the
Clinical Trial, including all preparatory and clinical post-

trial activities in connection herewith.

1.1. Ugelem této smlouvy je popsat podminky, za kterych
zdravotnické zafizeni provede klinické hodnoceni,
vCetné vSech souvisejicich pfipravnych a navazujicich

klinickych €innosti.
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1.2. Institution hereby agrees to perform the Clinical Trial in | 1.2. Zdravotnické zafizeni timto souhlasi s provadénim
accordance with the terms of this Agreement and in strict klinického hodnoceni v souladu a podminkami této
compliance with; smlouvy a za pfisného dodrzovani:

a) the (consolidated) Protocol, as amended by Sponsor a) (konsolidovaného) protokolu, ve znéni pfilezitostné
from time to time; aktualizovaném zadavatelem;

b) the current ICH GCP; b) aktualnich pozadavku ICH GCP;

c) the current version of the Declaration of Helsinki; c) soucasné verze Helsinské deklarace;

d) the General Data Protection Regulation 2016/679 of 27 d) obecného nafizeni o ochrané osobnich udaji 2016/679
April 2016; (GDPR) ze dne 27. dubna 2016;

e) Act No. 378/2007 Coll.,, on Pharmaceuticals and on e) zakona ¢&. 378/2007 Sb. olécivech ao zménach
Amendments to Some Related Act, as amended, Act nékterych souvisejicich zakonud, ve znéni pozdéjSich
No. 372/2011 Coll., on Health Services and the Terms pfedpistu, zakona ¢&. 372/2011 Sb., o zdravotnich
and Conditions for the Providing of Such Services, as sluzbach a podminkach jejich poskytovani, ve znéni
amended, Decree No. 226/2008 Coll., on Good Clinical pozdéjSich predpisd, vyhlasky ¢&. 226/2008 Sb.
Practice and the Terms and Conditions of Clinical Trial o spravné Kklinické praxi a podminkach klinického
of Medicinal Products, as amended, and the Act No. hodnoceni lé¢ivych pfipravk(, ve znéni pozdéjsich
100/2019 Coll., on Personal Data Processing, as predpist, azakona ¢. 110/2019 Sb., o zpracovani
amended; osobnich udajl, ve znéni pozdéjsich predpisu.

f)  other applicable laws, rules, regulations and guidelines f)  ostatnich platnych zakon, pravidel, pfedpisd a smérnic,
that govern the conduct of clinical trials; and které upravuji provadéni klinickych hodnoceni a

g) any other written instructions from Sponsor related to g) jakychkoli dalSich pisemnych pokynd zadavatele
e.g. adverse events or the Investigational Product. souvisejicich napf. s nezadoucimi U€inky nebo

hodnocenym pfipravkem.

All of the foregoing in a) through g) is referred to as the Ve vySe uvedené v odstavcich a) az g) se oznacuje
“Applicable Laws and Requirements”. jako ,platné zakony a pozadavky“.

1.3. Institution has nominated its employee, MUDr. | 1.3. Zdravotnické zafizeni jmenovalo svého
Yvetta Vantuchova, Ph.D. as the principal zaméstnance, MUDr. Yvetta Vantuchova, Ph.D.,
investigator, and Investigator shall be responsible jako hlavniho zkouS$ejiciho a zkouSejici bude
for the conduct of the Clinical Trial at Institution. ve zdravotnickém zafizeni odpovidat za provadéni
The responsibility for the conduct of the Clinical klinického hodnoceni. Odpovédnost za provadéni
Trial may not be assigned to another investigator by klinického hodnoceni nesmi zdravotnické zafizeni
Institution unless Sponsor agrees in writing and the pfidélit jinému zkouSejicimu, ledaze by stim
new Investigator becomes a party to the Agreement zadavatel pisemné souhlasil a novy zkouS$ejici by
based on a written amendment. If Investigator is se stal smluvni stranou této smlouvy na zakladé
unable to perform his/her duties under this pisemného dodatku. Pokud zkouSejici neni
Agreement, Institution shall promptly inform schopen plnit své povinnosti vyplyvajici z této
Sponsor in writing. If the parties are not able to smlouvy, zdravotnické zafizeni o tom zadavatele
agree upon an acceptable substitute investigator neprodlené pisemné informuje. Jestlize se strany
within ten (10) business days following the notice nedohodnou na pfijatelném nahradnim zkouSejicim
this Agreement may be terminated by Sponsor in do deseti (10) pracovnich dnd od oznameni, muze
writing with immediate effect and Clause 13 shall zadavatel tuto smlouvu pisemné zru$it s okamzitou
apply accordingly. platnosti a v platnost vstoupi ustanoveni odstavce

13.
1.4. Institution Investigator shall use best efforts to enrol | 1.4. Zdravotnické  zafizeni  a zkouSejici  vynalozi

the estimated number of trial subjects within the
timelines as set forth in Appendix 1. If the Clinical
Trial is a competitive multi-centre trial, Sponsor
may upon written notice close Institution’s
enrolment of trial subjects into the Clinical Trial
when the estimated enrolment goal for the Clinical
Trial is reached. In addition, if Institution’s
recruitment rate is deemed too low by Sponsor
compared to the expected number of trial subjects,
Sponsor shall be entitled to cease enrolment of trial
subjects at Institution upon written notice. Upon
receipt of such notice, Institution shall immediately
stop enrolling trial subjects and take all reasonable
efforts to minimize incurrence of further costs. This

maximalni Usili k tomu, aby zapsali odhadovany
poc¢et hodnocenych subjektt bé&hem ¢&asovych
obdobi stanovenych v Priloze 1. Pokud je klinické
hodnoceni srovnavacim multicentrickym
hodnocenim, mlze  zadavatel na zakladé
pisemného oznameni ukondcit zapis hodnocenych
subjektd do klinického hodnoceni ve zdravotnickém
zafizeni, kdyz bude dosazeno odhadovaného poctu
pro zapis do klinického hodnoceni. Pokud navic
zadavatel povazuje miru naboru zdravotnického
zafizeni za velmi nizkou ve srovnani s oCekavanym
po¢tem hodnocenych subjektl, je zadavatel
opravnén na zakladé pisemného oznameni tento
zapis hodnocenych subjektl ve zdravotnickém
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Agreement shall continue to apply to the trial
subjects already recruited in the Clinical Trial.
Institution shall have no claim for compensation or
any other losses/damages against Sponsor in the
case that the enrolment is ceased prematurely
under this Clause 1.4.

zafizeni ukongit. Po doru€eni takového oznameni
zdravotnické zafizeni okamzité zastavi zapis
hodnocenych  subjektd  a podnikne  veSkeré
pfiméfené usili, aby minimalizovalo vznik dalSich
nakladd. Pro hodnocené subjekty, které jiz do
klinického hodnoceni byly pfijaty, bude tato
smlouva platit i nadale. Zdravotnické zafizeni nema
narok na odSkodnéni ani nahrady jinych ztrat/Skod
vlci zadavateli v pfipadé, Ze zapis byl pfedéasné
ukon&en v souladu s odstavcem 1.4.

2. INSTITUTION AND INVESTIGATOR 2. ZDRAVOTNICKE ZARIZENiI A ZKOUSEJICI

2.1 Institution shall provide all personnel, facilities and | 2.1 Zdravotnické zafizeni musi v souladu
other resources required to conduct and complete s podminkami této smlouvy poskytnout veskery
the Clinical Trial in atimely and professional personal, zafizeni a dalS§i zdroje potfebné
manner and according to the terms of this k provedeni a dokonéeni klinického hodnoceni
Agreement, unless expressly provided in Appendix v€as a odbornym zplsobem, pokud neni
1. Institution shall only use sub-investigators, v Pfiloze 1 vyslovné& uvedeno jinak. K provadéni
nurses and other personnel for the conduct of the klinického hodnoceni mlze zdravotnické zafizeni
Clinical Trial (the “Clinical Trial Staff’) who can vyuzivat pouze spoluzkousejici, zdravotni sestry
document that they are qualified as well as trained a dalSi personal (dale jen ,personal klinického
in accordance with ICH GCP. Institution is hodnoceni“), ktefi mohou prokazat, ze jsou
responsible for ensuring that the Clinical Trial Staff kvalifikovani a vySkoleni v souladu s pozadavky
comply with the terms of this Agreement and the ICH GCP. Zdravotnické zafizeni odpovida za to,
Protocol. The delegation of any task of Investigator Z2e personal klinického hodnoceni bude splfiovat
to any Clinical Trial Staff must be documented in podminky této smlouvy a protokolu. DFfive, nez
writing prior to the implementation of the personal klinického hodnoceni zahaji praci na
delegation. jakémkoli ukolu od zkouSejiciho, musi byt toto

povéfeni pisemné zdokumentovano.

2.2. Upon request, Institution shall promptly provide | 2.2. Zdravotnické zafizeni zadavateli na vyzadani
Sponsor and/or assist Sponsor in preparing the obratem poskytne vSechny nezbytné dokumenty
necessary documents for the application to the (a/nebo mu pomuze pfi jejich pfipravé) potfebné
ethics committee. This will include without limitation k podani Zadosti etické komisi. Mezi tyto mohou
the following documents: patfit napfiklad nasledujici dokumenty:

a) Statement not to include any persons who may a) prohlaSeni o nezapojovani osob, které mohou
be dependent on Investigator; byt zavislé na zkouSejicim;

b) Curriculum vitae, including documentation for b) zivotopisy, véetné dokumentace pro Skoleni
ICH GCP training and other qualifications, of a dalsi kvalifikace ICH GCP, zkouSejiciho
Investigator and any sub-investigator; a jakéhokoli spoluzkousejiciho;

c) Financial disclosure form(s) of Investigator and c) formulafe pro zvefejnéni finanénich udaju
any sub-investigator; zkouS$ejiciho a jakéhokoli spoluzkous$ejiciho;

d) Information about the suitability of Institution as d) informace o vhodnosti zdravotnického zafizeni
Clinical Trial centre, in particular on the jako centra klinického hodnoceni, zejména
appropriateness of the resources, facilities o vhodnosti zdrojl, zafizeni (v€etné planu pro
(including a plan for handling of emergency feSeni mimoradnych situaci
situations and availability/access to emergency a dostupnosti/pfistupu k nouzovému vybaveni
equipment and ambulance) and the Clinical Trial a pohotovosti) a personalu klinického
Staff available to conduct the Clinical Trial and hodnoceni, ktery je k dispozici pro provadéni
about Institution’s experience in conducting klinického hodnoceni, a o zkuSenostech
similar clinical trials. zdravotnického zafizeni pFi provadéni

podobnych klinickych hodnoceni.

2.3. Institution shall cooperate with Sponsor in | 2.3. Zdravotnické zafizeni bude se zadavatelem

obtaining, from the Ethics Committee, the approvals
necessary to carry out the Clinical Trial at
Institution’s facilities. The Clinical Trial shall only be
initiated by Institution after the necessary approvals
have been obtained and this Agreement has been
fully executed.

spolupracovat, aby od etické komise ziskalo
potvrzeni  nezbytna k provedeni klinického
hodnoceni ve svych zafizenich. Zdravotnické
zafizeni zahaji klinické hodnoceni teprve po ziskani
nezbytnych potvrzeni afadném uzavieni této
smlouvy.
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2.4.

Institution (through Investigator) shall inform all trial
subjects before their enrolment in the Clinical Trial
about the nature, the significance, the risks and the
importance of the Clinical Trial, that their
participation is voluntary and that they are entitled
to terminate the participation in the Clinical Trial at
any time. In addition, Institution (through
Investigator) shall inform any trial subject about the
purpose and the scope of recording and using
his/her personal data, in particular health data, and
shall ensure prior to any trial related activities that
all trial subjects have signed an informed consent
form. Institution (through Investigator) shall use the
most current form provided by Sponsor and shall
maintain a signed original of each informed consent
form in the trial subject’s record.

2.4.

Zdravotnické zafizeni (prostfednictvim
zkouS$ejiciho) bude pfed zapisem do klinického
hodnoceni informovat v§echny subjekty hodnoceni
0 povaze, vyznamu, rizicich a dulezitosti klinického
hodnoceni a o tom, Ze jejich ucast je dobrovolna
a Ze maji pravo svou ucast v programu klinického
hodnoceni kdykoli ukongit. Zdravotnické zafizeni
(prostfednictvim zkouS$ejiciho) bude navic
informovat vS8echny hodnocené subjekty o ucelu
arozsahu zaznamenavani a pouzivani jejich
osobnich udaju, zejména udaju o zdravotnim stavu,
a zajisti, aby pfed zahajenim jakychkoli Cinnosti
souvisejicich s klinickym hodnocenim vSechny
hodnocené subjekty podepsaly formular
informovaného souhlasu. Zdravotnické zafizeni
(prostfednictvim zkousejiciho) pouzije
nejaktualnéjsi formular poskytnuty zadavatelem
a bude uchovavat podepsany original kazdého
formulafe informovaného souhlasu v zaznamech
hodnoceného subjektu.

2.5.

Investigator and the Institution hereby represents
and warrants, to the best of his/her knowledge, to
Sponsor that:

a) Institution and Investigator are not subject to
other obligations, either of a contractual or other
nature, which impedes or would impede the
conduct of the Clinical Trial under this
Agreement, and that Institution in particular is
not involved and will not get involved during the
term of this Agreement in the conduct of
competing clinical trials;

b) All activities under this Agreement fall outside
any planned and committed activities under any
government-funded project undertaken by
Investigator and Investigator shall not use any
government funding in connection with the
performance of this Agreement;

c) If Investigator is or becomes an employee,
faculty member, or an affiliate of any
government, facility, university, or institution,
(collectively  “Third-Party Institution”), (i)
Investigator is not prohibited by any applicable
laws, regulations, policies, procedures, or
ethical guidelines from fulfilling any of
Investigator’s obligations or responsibilities or
accepting compensation under this Agreement;
(ii) if applicable, Investigator has obtained
written  confirmation from an authorized
representative of the Third-Party Institution that
fulfilment of Investigator’'s obligations and
responsibilities and acceptance of
compensation under this Agreement do not
conflict with any terms of Investigator’'s
obligations to the Third-Party Institution; and (iii)
Investigator will provide to Sponsor upon
request written confirmation as referenced in
this Clause;

d) Institution has the power and authority to grant
or assign, and will continue after any termination
of this Agreement to assign to Sponsor or

2.5.

ZkouSejici a Zdravotnické zafizeni timto prohlasuiji,
Ze pokud je jim znamo, zadavateli zarucuji:

a) ze se na zdravotnické zafizeni ana
zkouS$ejiciho nevztahuji zadné jiné povinnosti,
a to ani smluvni, ani jiné povahy, které brani
nebo by branily provadéni klinického hodnoceni
v ramci této smlouvy, a ze toto zdravotnické
zafizeni neni a nebude zapojeno béhem doby
platnosti této smlouvy do konkurenénich
klinickych hodnoceni;

b) Zze &innosti v ramci této smlouvy nespadaji pod

zadné planované ani zavazné cinnosti
provadéné zkouSejicim v ramci jakéhokoli
statem financovaného projektu a zkousejici

nebude v souvislosti s plnénim této smlouvy
pouzivat Zadné vladni prostiedky;

c) pokud zkouSejici je nebo se stane
zaméstnancem, ¢lenem fakulty nebo
spolupracovnikem jakékoli vlady, pracoviste,
univerzity nebo  zdravotnického  zafizeni
(souhrnné ,zdravotnické zafizeni treti strany*),
(i) z&dné platné zakony, pfedpisy, zasady,
postupy ani etické smérnice zkouSejicimu
nezakazuji plnéni jakychkoli jeho povinnosti
nebo odpovédnosti ¢i pfijeti kompenzace podle
této smlouvy; (ii) v pfipadé potfeby zkouSejici
ziskal pisemné potvrzeni od zplnomocnéného
zastupce zdravotnického zafizeni tfeti strany,
Ze plnéni povinnosti a odpovédnosti a pfijeti
kompenzace zkouS$ejicim podle této smlouvy
neni v rozporu s povinnostmi zkous$ejiciho vigi
zdravotnickému zafizeni tfeti strany, a (iii)
zkouSejici na pozadani poskytne zadavateli
pisemné potvrzeni pozadavkd uvedenych
v tomto odstavci;

d) Zze zdravotnické zafizeni ma vramci této
smlouvy opravnéni a pravomoc udélit nebo
postoupit zdarma a bez jakychkoli naroki
veSkere vysledky vyzkumu a vynalezy
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Sponsor’s designee in accordance with this (definované nize) zadavateli nebo povéfené
Agreement, any and all Research Results and osobé zadavatele, a to i po ukonceni platnosti
Inventions (defined below) it purports to so grant této smlouvy;
or assign hereunder, free and clear of all
encumbrances; e) ze zkouSejici pracuje a bude i nadale pracovat
e) Investigator is operating and will continue to v souladu se vSemi platnymi zakony o ochrané
operate in compliance with all applicable privacy soukromi;
laws; f) Ze v pfipadé potencialniho &lenstvi zkouSejiciho
f) No conflict of interest exists or will exist with ve vyborech a/nebo v regulaénich organech
respect to Investigator’s potential membership neexistuje ani nebude existovat Zadny stfet
in committees and/or regulatory bodies, and in zajmu. Pokud je zkousejici ¢lenem vyboru, ktery
case that the Investigator is a member of stanovuje formulace nebo vypracovava pokyny
a committee that sets formularies or develops pro klinickd hodnoceni, musi zkouS$ejici vyboru
clinical guidelines, Investigator shall disclose to oznamit tuto skute¢nost a povahu svého vztahu
the committee the existence and nature of k zadavateli. Tento pozZadavek na zvefejnéni
his/her relationship with Sponsor. This trvd nejméné dva (2) roky po ukonéeni nebo
disclosure requirement shall extend for at least vyprSeni platnosti této smlouvy;
two (2) years beyond termination or expiration of
this Agreement; g) Ze zdravotnické zafizeni ani zkouSejici nebyli
g) Neither Institution nor Investigator has been podle zakonl nebo prfedpist vylouceni
debarred or disqualified from conducting clinical z provadéni  klinickych  hodnoceni, jejich
trials under any laws or regulations, has odborna licence nebo registrace nebyla zruSena
its/his/her professional license or registration ani pozastavena, nejsou omezeni pfi provadéni
revoked or suspended, are restricted in klinickych hodnoceni, nebyli odsouzeni za
conducting clinical trials, has been convicted of trestnou €innost souvisejici se zdravotnictvim
a criminal offence related to healthcare or of nebo za trestny ¢&in, nebyli jako vylouceni
a felony, has been listed by any regulatory zafazeni do seznamu jakéhokoli regulaéniho
authority as debarred, excluded or otherwise organu, nebyli diskvalifikovani podle zakondu,
ineligible of participation in health care nafizeni nebo pravnich pfedpisli o povolani ve
programs or being otherwise disqualified under zdravotnictvi, nepodléhaji omezenim ani
any applicable laws, regulations or health sankcim ze strany jakéhokoli regula¢niho
profession legislation or is subject to restrictions organu nebo etické komise, a Ze Zadny z nich
or sanctions by any regulatory authority or ethics v souvislosti s timto klinickym hodnocenim
committee; and that neither of them will use in nevyuzije zadného personalu klinického
connection with this Clinical Trial any Clinical hodnoceni, jinych osob ani subjektd, které byly
Trial Staff, other individuals and/or entities that z provadéni klinického hodnoceni vylouceny,
have been debarred or disqualified from byly-li jejich profesni licence nebo registrace
conducting clinical trials, have their professional zruSeny nebo pozastaveny, maji zakazano
license or registration revoked or suspended, klinicka hodnoceni provadét, byli odsouzeni za
are restricted in conducting clinical trials, have trestnou ¢innost v souvislosti se zdravotnictvim
been convicted of a criminal offence related to nebo trestnym ¢&inem, byli jako vylouceni
healthcare or of a felony, have been listed by uvedeni na seznamu regulaéniho organu, byli
any regulatory authority as debarred, excluded vylou€eni nebo ur€eni jako jinak nezpusobili
or otherwise ineligible of participation in health k Uc€asti na zdravotnickém programu nebo jinak
care programs or being otherwise disqualified diskvalifikovani podle zakon(, pfedpisi nebo
under any applicable laws, regulations or health pravnich predpisu tykajici se vykonavani
profession legislation or is subject to restrictions zdravotnické profese, podléhaji omezenim nebo
or sanctions by any regulatory authority or ethics sankcim ze strany jakéhokoli regulaéniho
committee; and that they shall, from the organu nebo etické komise, aZe v pfipadé
Effective Date until start-up of the Clinical Trial jakéhokoli takového vylouceni, diskvalifikace
at Institution, during the Clinical Trial or after the nebo jakékoli podobné hrozby musi od data
Clinical Trial at Institution, promptly notify nabyti ucinnosti az do =zahjeni klinického
Sponsor in the event of any such debarment, hodnoceni ve zdravotnickém zarizeni,
disqualification or any threat thereof in which v prubéhu klinického hodnoceni nebo po
case Sponsor shall be entitled to terminate the ukonéeni klinického hodnoceni ve
Agreement with immediate effect; zdravotnickém zarizeni zadavateli tuto
skute¢nost neprodlené oznamit. V tomto
pfipadé je pak zadavatel opravnén s okamzitou
platnosti smlouvu vypovédét;
h) Ze uzavfeni této smlouvy nema a nebude mit
h) The conclusion of this Agreement does not and zadny vliv na obchodni ¢innost zdravotnického
will not have any influence whatsoever on the zafizeni / zkouS$ejiciho, zejména na postupy
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commercial business of Institution/Investigator,
in particular procurement processes and pricing
levels with respect to Sponsor’s drug products,
and that no expectations whatsoever in this
respect exist;

i) Institution and Investigator at all times shall
exercise good clinical judgement in relation to
the prescription, use and recommendation of
Sponsor’'s drug products and will not
inappropriately or unethically influence in any
way decisions of regulatory authorities, health
authorities or purchasing or prescribing bodies
or persons in relation to any of Sponsor’s drug
products;

j) Institution and Investigator shall comply with
applicable laws, rules, regulations, guidelines,
and as the case may be, with all other applicable
requirements imposed by any professional
associations that govern the activities of health
care practitioners, hereunder notify relevant
authorities/associations about the engagement
in the Clinical Trial to the extent such notification
is required according hereto and that no conflict
of interest exists and will exist with respect to
membership in committees and other regulatory
bodies;

k) Institution and Investigator shall provide prompt
written notice to Sponsor of (i) any untoward or
negative event that could reasonably affect the
Clinical Trial; (ii) any deviation from the
Protocol, which may have impact on the safety,
rights and well-being of trial subjects and/or the
credibility of trial data; (iii) any internal
investigation or inquiry regarding the Clinical
Trial; (iv) any regulatory or other official inquiry
regarding the Clinical Trial, Investigator or
Clinical Trial Staff, or (v) any evidence or
concern regarding potential falsification of data.

zadavani zakazek a urovné cen ve vztahu
k Ié¢ivym pfipravkim zadavatele, a Ze v tomto
ohledu neexistuji zadna ocekavani;

i) ze zdravotnické zafizeni a zkous$ejici musi po
celou dobu pouzivat dobry klinicky Usudek ve
vztahu k pfedepisovani, pouzivani
a doporucovani lécivych pfipravkl zadavatele
a nebude zadnym zplusobem nepfiméfené ani
neeticky ovliviovat rozhodnuti regulaénich
organu, zdravotnickych organ( ¢&i nakupnich
nebo pfedepisujicich organl ani osob ve vztahu
k nékterému z lé€ivych pfipravkl zadavatele;

j) ze zdravotnické =zafizeni a zkouSejici jsou
povinni dodrzovat platné pravni pfedpisy,
pravidla, nafizeni, smérnice a pfipadné
i vSechny ostatni platné pozZadavky stanovené
profesnimi sdruzenimi, které upravuji &innost
zdravotnickych pracovnikd, dale informovat
pfislusné ufady ¢&i sdruzeni o zapojeni do
klinického hodnoceni v rozsahu, v jakém je
takové informovani vyzadovano podle tohoto
dokumentu, a Ze neexistuje zadny stfet zajmi
s ohledem na cClenstvi ve vyborech ani jinych
regulaénich organech;

k) ze zdravotnické =zafizeni a zkou$ejici musi
zadavateli neprodlené pisemné oznamit (i)
jakoukoli nepfiznivou nebo negativni udalost,
ktera by mohla pfiméfenym zpusobem ovlivnit
klinické hodnoceni; (ii) jakékoli odchylky od

protokolu, které mohou mit dopad na
bezpe&nost, prava ablaho hodnocenych
subjektd a/nebo duvéryhodnost udajl

z hodnoceni; (iii) jakékoli interni Setfeni nebo
pozadavky tykajici se klinického hodnoceni; (iv)
jakékoli regulacni nebo jiné ufedni poZadavky
tykajici se klinického hodnoceni, zkouSejiciho
nebo personalu klinického hodnoceni nebo (v)
jakékoli dikazy nebo obavy tykajici se mozného
padélani udaju.

2.6. Upon request, Institution shall provide from | 2.6. Zdravotnické zafizeni na Zzadost poskytne od
Investigator and any sub-investigators complete zkous$ejiciho a spoluzkous$ejiciho uplné
and signed financial disclosure forms, which shall a podepsané formulafe pro zvefejnéni financnich
be promptly updated if needed to maintain their udaju, které budou v pfipadé potieby neprodlené
accuracy and completeness during the Clinical Trial aktualizovany, aby byla zachovana jejich pfesnost
at Institution and for a period of one year after last a uplnost b&hem  klinického hodnoceni ve
trial subject last visit at Institution. zdravotnickém zafizeni a po dobu jednoho roku po

posledni navstévé hodnoceného subjektu ve
zdravotnickém zafizeni.

2.7. Institution and Investigator acknowledge that | 2.7. Zdravotnické zafizeni a zkouSejici berou na

Sponsor are committed to maintaining the highest
standards of ethical conduct and will not tolerate the
use of bribery or corruption to achieve its business
objectives. Institution and Investigator therefore
agree to comply at all times with all applicable anti-
bribery laws when performing services under this
Agreement. For the avoidance of doubt, this will
include, not offering or giving a financial or other
advantage to any national/foreign public official with
the intention of influencing that official in connection

védomi, Ze se zadavatel zavazuje dodrzovat
nejvysSi standardy etického chovani a nebude
tolerovat podplaceni ani korupci k dosazeni
obchodnich cilGl. Zdravotnické zafizeni a zkouSejici
proto souhlasi s tim, Zze budou pfi poskytovani
sluzeb podle této smlouvy vzdy dodrzovat v§echny
platné protikorupéni zakony. Abychom vylougili
vS8echny pochybnosti, tykd se to inenabizeni
zadnych finanénich ani jinych vyhod Zadnému
statnimu/zahraniénimu vefejnému Ciniteli
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with the performance of the official’'s duties to
obtain or retain a business advantage for Sponsor.
Any non-compliance with this clause will be
considered as material breach and entitle Sponsor
to terminate the Agreement with immediate effect.

s umyslem ovlivnit tohoto Ccinitele v souvislosti
s plnénim jeho povinnosti a ziskat nebo zachovat
obchodni vyhodu pro zadavatele. Jakékoli
nedodrzeni tohoto odstavce bude povazovano za
podstatné poruSeni a opravhuje zadavatele
vypovédét smlouvu s okamzitou platnosti.

2.8. Sponsor shall provide for the permission issued by | 2.8. Zadavatel zajisti vydani povoleni Statniho ustavu
the State Institution for Drug Control (“SUKL) and pro kontrolu 1égiv (dale jen “SUKL”) a souhlasna
consenting opinions of the relevant ethics stanoviska pfislusnych etickych komisi.
committees.

3. RECORDS AND DATA 3. ZAZNAMY A UDAJE

3.1 Institution and Investigator shall comply with the | 3.1 Jak je popsano v protokolu, zdravotnické zafizeni
procedures for data recording and reporting as a zkouSejici musi  dodrzovat postupy pro
described in the Protocol. The data shall be zaznamenavani a zachazeni s udaji. Udaje musi
accurate and complete and recorded in the eCRFs byt pfesné a uplné a musi byt zaznamenany do
within the timeframe set forth in Appendix 1. All formulafe eCRF ve Ih(té stanovené v PFiloze 1.
eCRFs and reports to be submitted to Sponsor must VSechny formulafe eCRF a zpravy, které maji byt
be true, complete and correct. pfedlozeny zadavateli, musi byt pravdivé, upiné

a spravné.

3.2. Institution and Investigator shall keep complete and | 3.2. Zdravotnické zafizeni a zkouSejici budou vést
accurate trial documents in accordance with ICH uplné a pfesné dokumenty k tomuto hodnoceni
GCP regardless whether such documents are in v souladu s pozadavky ICH GCP bez ohledu na to,
paper or electronic form. All records and source zda jsou tyto dokumenty v tisténé nebo elektronické
documents resulting from the Clinical Trial must be podobé. VesSkeré zaznamy a zdrojové dokumenty,
retained by Institution in a secure place until které jsou vysledkem klinického hodnoceni, musi
Sponsor informs Institution in writing that retention zdravotnické zafizeni uchovavat na bezpecném
is no longer required for GCP or local regulatory misté, dokud zadavatel zdravotnického zafizeni
requirements. During and after the Clinical Trial pisemné neoznami, Ze pozadavky GCP nebo mistni
Institution shall ensure direct access to all regulaéni pozadavky jiZz uchovavani nevyzaduji.
requested trial-related records and documents by V prubéhu a po skonéeni klinického hodnoceni
regulatory authorities, monitors and other zdravotnické zafizeni zajisti, aby regulaéni organy,
representatives of Sponsor at any time upon pozorovatelé (monitofi) a dal$i zastupci zadavatele
request. As Institution cannot provide access to mohli mit kdykoli na pozadani pfimy pfistup ke
trial-related electronic records , Institution will make vSem poZadovanym zaznamim a dokumentdm
available to representatives of Sponsor signed and souvisejicim s timto hodnocenim. V pfipadé, Zze
dated print-outs of such records and certify that the zdravotnické zafizeni neposkytne pfistup
print outs are identical to the electronic records. k elektronickym zaznamim a dokumentim

souvisejicim s timto hodnocenim, zpfistupni
zdravotnické zafizeni zastupcim zadavatele
podepsané a datované vytisky téchto zaznam
a potvrdi, Ze vytisky jsou totoZzné s elektronickymi
zaznamy.

3.3. The parties shall handle and process Personal Data | 3.3. Strany zachazeji a zpracovavaji osobni Uudaje
in compliance with applicable privacy and data v souladu s platnymi zakony a pfedpisy na ochranu
protection laws and regulations and relevant data soukromi  a osobnich udajl a relevantnimi
handling requirements. The Institution shall only pozadavky na manipulaci s Udaji. Zdravotnické
process data in accordance with Clause 4. zafizeni zpracovava udaje pouze v souladu

s odstavcem 4.
3.4. Institution and Investigator acknowledge that | 3.4. Zdravotnické zafizeni a zkouSejici berou na

certain Personal Data relating to Investigator and
the Clinical Trial Staff that will be disclosed to
Sponsor in connection with this Agreement will be
processed and used in connection with the Clinical
Trial as well as any application for marketing
approvals for the Investigational Product and/or in
order to comply with any regulatory requirements.
Accordingly, Institution and Investigator hereby

védomi, Ze nékteré osobni uUdaje tykajici se
zkouS$ejiciho a personalu klinického hodnoceni,
které budou poskytnuty zadavateli v ramci této

smlouvy, budou zpracovany a pouzivany
v souvislosti s klinickym  hodnocenim, jakoz
i v souvislosti s jakoukoli zadosti o schvaleni

registrace pro hodnoceny pfipravek a/nebo za
ucelem splnéni zakonnych pozadavku.

LEO Pharma A/S/ Fakultni nemocnice Ostrava / MUDr. Yvetta Vantuchova, Ph.D. / Site 603-1380

LP0162-1337 — 25Mar2020

CTA — Czech Republic - Institution (IP: AS) ver1.0 2019

Page 10 of 42




agree that prior to and during the course of the
Clinical Trial, Sponsor may collect Personal Data
relating to the Investigator and the Clinical Trial
Staff. Institution hereby agree to provide the
Investigator and the Clinical Trial Staff with the
Privacy Notice, attached hereto as Appendix 2,
describing the processing, including collection, use,
retention and disclosure of such Personal Data
collected by Sponsor. Such Personal Data relating
to Investigator and Clinical Trial Staff may be hold
by, disclosed and transferred to other members of
the Sponsor group, its representatives, agents and
sub-contractors as well as to regulatory authorities
located outside Denmark and/or the European
Union where the laws about the protection of
personal data may not be as strict as in Denmark
for the purposes mentioned above and where
applicable, can be posted on public databases such
as www.clinicaltrials.gov. Furthermore, Institution
agrees and acknowledges that Sponsor shall have
the right to disclose the entire Appendix 1, including
names, to a third party provider who will enter all
payment details, excluding names, into a global
clinical trial cost benchmarking subscription
database.

Zdravotnické zafizeni a zkousSejici proto souhlasi
s tim, Zze pfed klinickym hodnocenim a v jeho
pribéhu muze zadavatel shromazdovat osobni
Udaje tykajici se zkouSejiciho a personalu
klinického hodnoceni. Zdravotnické zafizeni timto

souhlasi stim, Ze poskytne zkouSejicimu
a personalu  klinického hodnoceni oznameni
o ochrané osobnich udaji pFipojené k tomuto

dokumentu jako Pfiloha2. V ném je popsano
zpracovani, vcetné shromazdovani, pouziti,
uchovavani a zvefejiovani téchto osobnich udaju
shromazdénych zadavatelem. Tyto osobni udaje
tykajici se zkouS$ejiciho a personalu klinického
hodnoceni mohou byt uchovavany, zvefejhovany
a pfedavany ostatnim ¢lentim spole¢nosti
zadavatele, jejim zastupclm, zprostfedkovatelim
a subdodavatellim, jakoz i regulaénim organdm se
sidlem mimo Dansko a/nebo Evropskou unii, kde
zakony o ochrané osobnich udajd pro vySe uvedené
ucely nemusi byt tak pfisné jako v Dansku, a tam,
kde je to vhodné, mohou byt zvefejnény ve
vefejnych databazich, napfiklad
www.clinicaltrials.gov. Zdravotnické zafizeni dale
souhlasi a bere na védomi, Ze zadavatel ma pravo
zvefejnit celou PFilohu 1 v€etné jmen poskytovateli
tfeti strany, ktery zada vSechny platebni udaje
kromé& jmen do celosvétové databaze srovnavani
nakladd klinickych hodnoceni.

3.5. According to Applicable Laws and Requirements, | 3.5. V souladu s platnymi pravnimi pfedpisy
applicable industry codes, guidance and/or ethical a pozadavky, platnymi pramyslovymi zasadami,
rules Sponsor is obligated to make certain pokyny a/nebo etickymi pravidly je zadavatel pfi
assessments  when engaging a healthcare nabirani zdravotniki povinen provést urcita
professional, maintain appropriate records posouzeni, vést odpovidajici zaznamy
regarding the services provided and disclose o poskytovanych sluzbach a zvefejiovat urcité
certain payments to state and federal government platby statnim a federalnim vladnim agenturam.
agencies. Such assessments include, but are not Takova posouzeni mimo jiné zahrnuji posouzeni
limited to, fair-market value (FMV) assessments of trzni  hodnoty (FMV) odmény  poskytnuté
the remuneration provided to a healthcare zdravotnikim a posouzeni kvalifikace ¢i odbornych
professional and an assessment of the concerned znalosti dotéenych zdravotnik(i. Proto zadavatel
healthcare professional’s qualifications/expertise. a jeho pobocky budou shromazdovat, zpracovavat,
Therefore, Sponsor and its affiliates will collect, ukladat, pouzivat a (pfevodem) sdilet urcité osobni
process, store, use and (by transfer) share certain Udaje o zkousejicich, spoluzkousejicich a dal§im
personal information about the Investigator, sub- personalu klinického hodnoceni, kterym jsou
investigator(s) and other Clinical Trial Staff being zdravotnici, jejich kvalifikace, odborné znalosti,
healthcare professionals, their qualifications, sluzby a platby poskytnuté pro tyto uc€ely v ramci
expertise and the services and payments provided této smlouvy.
hereunder for such purposes.

3.6. Institution acknowledges and agrees that Sponsor | 3.6. Zdravotnické zafizeni bere na védomi a souhlasi,
shall be entitled to track and disclose any and all ze zadavatel je opravnén sledovat a zvefejnovat
payments or other compensations made by veSkeré platby nebo jiné kompenzace, které
Sponsor under this Agreement as required to zadavatel v ramci této smlouvy poskytl, v souladu
comply with Applicable Laws and Requirements, s pfisluSnymi  zdkony a pozadavky, platnymi
applicable industry codes, guidance and/or ethical pramyslovymi predpisy, pokyny a/nebo etickymi
rules and Sponsor’s payment disclosure policies. pravidly azasadami pro zvefejnéni plateb

zadavatele.

4. DATA PRIVACY 4. OCHRANA OSOBNiCH UDAJU

4.1. Where Institution is deemed under the applicable | 4.1. Pokud je zdravotnické =zafizeni podle platnych

data protection laws and regulations to be a Data
Processor in respect of any Personal Data Sponsor

pfedpist na ochranu osobnich Udaju povazovano
za zpracovatele Udaju ve vztahu ke kterymkoli
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hereby instruct that Institution takes such steps in
the Processing of Sponsor Personal Data as are
reasonably necessary for the performance of the
Clinical Trial, acting as a Data Controller.

osobnim Udajli, zadavatel timto pouéi zdravotnické
zafizeni, aby podniklo pfi zpracovani osobnich
Udaju zadavatele takové kroky, které budou
pfiméfené nezbytné k provedeni  klinického
hodnoceni, ve kterém pusobi jako spravce udaj.

4.2. In the event Institution would believe that an | 4.2. V pfipadé, Z2e by se zdravotnické zafizeni
instruction from Sponsor regarding the Processing domnivalo, Ze pokyny od zadavatele tykajici se
of Sponsor Personal Data violates applicable data zpracovani osobnich (daju zadavatele porusuji
protection laws, it shall inform Sponsor accordingly platné zakony na ochranu Uudajli, bude o tom
without undue delay. zadavatele informovat bez zbyte¢ného odkladu.

4.3. Institution acknowledges that it Processes Sponsor | 4.3. Zdravotnické zafizeni bere na védomi, Ze jako
Personal Data in the performance of the Clinical zpracovatel udaju pfi  klinickém hodnoceni
Trial as a Data Processor and shall whilst so acting zpracovava osobni Udaje a musi se pfitom chovat
as a Data Processor: jako zpracovatel udajl nasledovné:

a) only Process Sponsor Personal Data in a) Osobni udaje zadavatele mohou byt
accordance with instructions of Sponsor and zpracovavany pouze v souladu s pokyny
shall use Sponsor's Personal Data only as zadavatele a mohou byt pouzity pouze
agreed with Sponsor from time to time. Sponsor v pfipadé, jak je pfFilezitostné dohodnuto se
retains a general right of instruction as to the zadavatelem. Zadavatel si ponechava obecné
nature, scope and method of Processing of pravo na pouceni o povaze, rozsahu a zplUsobu
Sponsor Personal Data; zpracovani jeho osobnich udaja.

b) have in place appropriate Technical and b) Zpracovatel musi mit zavedena vhodna
Organisational Security Measures which ensure technicka a organizac¢ni bezpe&nostni opatfeni,
a level of security appropriate to the harm that ktera zajisti uroven bezpec€nosti odpovidajici
might result from accidental or unlawful Skodé, ktera by mohla byt zpGsobena nahodnym
destruction or accidental loss, alteration, nebo nezakonnym zni¢enim nebo nahodnou
unauthorised disclosure or access and other ztratou, pozmeénénim, neopravnénym
unlawful forms of Processing with such zvefejnénim, pristupem ¢i jinymi protipravnimi
measures meeting minimum security measures formami zpracovani. Takova opatfeni musi
which shall at all times be equivalent to or in odpovidat minimalnim bezpelnostnim
excess of those applicable to Sponsor. Any opatfenim, ktera musi byt soucasné vzdy
material changes to such data security odpovidajici nebo pfevySujici opatfeni platna
measures shall never be less appropriate than pro zadavatele. Jakékoli podstatné zmény
they initially were and must be documented,; téchto opatfeni pro ochranu udaji nesmi byt

nikdy méné vhodné, nez byly puvodné, a musi
byt zdokumentovany.

c) only correct, delete or block Sponsor Personal c) Zpracovatel bude opravovat, mazat nebo
Data when instructed to do so by Sponsor. If blokovat osobni Udaje zadavatele, pouze pokud
a trial subject should apply directly to Institution ho ktomu povéfi zadavatel. Pokud se na
to request the correction or deletion of his/her zdravotnické zafizeni pfimo obrati hodnoceny
personal data, Institution shall forward such subjekt a pozada o opravu nebo vymazani
request to Sponsor without undue delay; svych osobnich (daji, zdravotnické zafizeni

tuto zadost neprodlené postoupi zadavateli.

d) appoint a person responsible for dealing with d) Zpracovatel jmenuje osobu odpovédnou za
data protection and with any queries from ochranu osobnich Udaja, ktera bude feSit
Sponsor that relate to data protection and/or jakékoli dotazy zadavatele tykajici se ochrany
information security matters and whose contact osobnich udaji a/nebo bezpecnosti informaci
details shall be submitted to Sponsor; ajejiz  kontaktni udaje budou poslany

zadavateli.

e) not disclose Sponsor Personal Data to any third e) Zpracovatel nesdéluje osobni udaje zadavatele
party without the prior written consent of zadné treti osobé bez pfedchoziho pisemného
Sponsor and have in place procedures to ensure souhlasu zadavatele a ma zavedené postupy,
that unauthorised persons will not have access které maji zajistit, Ze k osobnim Gdajim
to Sponsor Personal Data. zadavatele nebudou mit pfistup neopravnéné

osoby.

4.4, The Institution may engage subcontractors to | 4.4. Zdravotnické zafizeni mize v souvislosti

Process Sponsor Personal Data in connection with
the performance of the Clinical Trial if, and only if,
Sponsor has expressly consented in writing and in

s provadénim klinického hodnoceni do zpracovani
osobnich udaji zadavatele zapojit subdodavatele,
ato pouze v pfipadé, Ze zadavatel s vyuzitim
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advance to the use of such subcontractor(s).
Should subcontractors be permitted and should the
subcontractor Process Sponsor Personal Data, the
Institution shall execute a written agreement with
each subcontractor that includes provisions that
require the subcontractor to adhere to the same or
greater privacy, information security, notice, audit
and other data protection obligations set forth in this
Agreement including where required by Sponsor
EU’s standard contractual clauses for the transfer
of personal data to processors established outside
of the European Economic Area, and which makes
Sponsor an intended beneficiary of that written
agreements and the Institution agrees to enforce
the terms of the written agreements with the
subcontractor. The Institution shall provide such
information to Sponsor in respect of such sub-
processing including any intended addition or
replacement of such sub-processors.

subdodavateld  vyslovné pfedem a pisemné
souhlasil. Pokud budou subdodavatelé mit
opravnéni a jestlize ma subdodavatel zpracovat

osobni Udaje zadavatele, musi zdravotnické
zafizeni s kazdym  subdodavatelem  uzavfit
pisemnou smlouvu, ktera bude obsahovat

ustanoveni vyzadujici, aby subdodavatel dodrzoval
stejné nebo vy8Si pozadavky na ochranu osobnich
udajli, na bezpecnost informaci, oznameni, audity
a dalsi povinnosti v oblasti ochrany udaju
stanovené v této smlouvé, v&etné pfipadnych
smluvnich dolozek zadavatele pro pFfedavani
osobnich (daji zpracovatelim se sidlem mimo
Evropsky hospodaisky prostor, a které ze
zadavatele ¢ini zamySleného pfijemce téchto
pisemnych smluv, a zdravotnické zafizeni souhlasi,
Zze bude podminky této pisemné smlouvy se
subdodavatelem prosazovat. Zdravotnické zafizeni
poskytne tyto uUdaje zadavateli v ramci tohoto
dil¢iho zpracovani, véetné jakéhokoli zamys$leného
doplnéni nebo vymény téchto subdodavatelu.

4.5. The Institution shall maintain all necessary | 4.5. Zdravotnické zafizeni bude uchovavat veSkerou
documentation to evidence its compliance with this nezbytnou dokumentaci, aby prokazala, Zze jedna
Clause 4. v souladu s timto odstavcem 4.

4.6. The Institution shall promptly notify Sponsor if | 4.6. Zdravotnické zafizeni neprodlené oznami
a trial subject of any Sponsor Personal Data makes zadavateli, pokud hodnoceny subjekt, jez je
a request to have access to Sponsor Personal Data pfedmétem jakychkoli osobnich udaji zadavatele,
or any other complaint, allegation or request is poda zadost o pfistup k osobnim udajim
made (including by any local data protection zadavatele nebo jakoukoli jinou stiznost, tvrzeni
authority) relating to the Institution obligations nebo zadost (v€etné jakéhokoli mistniho organu na
under the Applicable Laws and Requirements and ochranu osobnich udajl), ktera se tyka povinnosti
provide at the Institution’s expense necessary zdravotnického zafizeni v souladu s platnymi
cooperation and assistance to Sponsor in relation zakony a pozadavky, a zadavateli na naklady
to any such complaint, allegation or request zdravotnického zafizeni poskytnou nezbytné
(including by providing details of Sponsor Personal nutnou spolupraci a pomoc v souvislosti s jakoukoli
Data held by the Institution or any of the Institution’s takovou stiznosti, tvrzenim nebo zadosti (v€etné
subcontractors, in relation to the trial subject within poskytnuti  podrobnosti o0 osobnich  Udajich
ten (10) days of receipt of the request for such zadavatele, které jsou v majetku zdravotnického
Sponsor Personal Data). zafizeni nebo jakéhokoli subdodavatele

zdravotnického zafrizeni, ve vztahu k hodnocenému
subjektu do deseti (10) dnl od obdrzeni Zadosti
o tyto osobni udaje zadavatele).

4.7. Notwithstanding anything to the contrary in this | 4.7. Bez ohledu na jakakoli ustanoveni, ktera jsou
Agreement, the Institution shall not Process any v rozporu s touto smlouvou, nesmi zdravotnické
Sponsor Personal Data outside the European zafizeni bez predchoziho pisemného souhlasu
Economic Area or in a country not deemed to zadavatele zpracovavat zadné osobni udaje
provide an adequate level of protection for Personal zadavatele mimo Evropsky hospodéafsky prostor ani
Data by the European Commission without the prior v zemi, ukteré se predpoklada, Ze nebude
written consent of Sponsor. Such consent may be poskytovat odpovidajici uroven ochrany osobnich
conditional upon entering into the EU’s standard udaju stanovenou Evropskou komisi. Tento souhlas
contractual clauses for the transfer of Personal mUze byt podminén uzavienim standardnich
Data to Processors established outside of the smluvnich ustanoveni EU o pfedavani osobnich
European Economic Area. udaji zpracovatelim se sidlem mimo Evropsky

hospodafsky prostor.

5. MATERIALS 5. MATERIALY

5.1. To the extent required for the Clinical Trial, Sponsor | 5.1. V rozsahu nezbytném pro toto klinické hodnoceni

shall provide to Institution free of charge the
Investigational Product and any other compounds,

zadavatel zdravotnickému zafizeni bezplatné
poskytne hodnoceny pfipravek a jakékoli dalsi
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drugs and other related materials, as well as any
devices and equipment specified in Appendix 1 (the
“Materials”).

slou€eniny, l|égivé pfipravky a dalSi souvisejici
materialy a jakakoli zafizeni a vybaveni uvedené
v Pfiloze 1 (dale jen ,materialy®).

5.2. The Materials shall only be stored, handled, used | 5.2. Materidly musi byt uchovavany, prenaseny,
and dispensed by Investigator, or under his/her pouzivany a vydavany pouze zkou$ejicim nebo pod
supervision, for the conduct of the Clinical Trial and jeho dohledem za ucCelem provadéni klinického
in accordance with the Protocol, this Agreement hodnoceni a v souladu s protokolem, touto
and any other written instruction of Sponsor. The smlouvou a jakymikoli dal§imi pisemnymi pokyny
receipt by Investigator, the dispensing to and the zadavatele. PFijeti materiald zadavatelem, jejich
return of Materials from trial subjects as well as all vydavani a vraceni od hodnocenych subjektl jakoz
discrepancies must be documented by Investigator i vSechny pfipadné nesrovnalosti musi byt
in writing. Institution and Investigator will not zkousSejicim pisemné zdokumentovany.
chemically modify the Materials. Zdravotnické zafizeni ani zkou$ejici nebudou

materialy chemicky upravovat.

5.3. In accordance with Decree No. 226/2008 Coll., the | 5.3. Hodnocené 1éc¢ivo bude v souladu s vyhlaskou ¢.
evaluated drug will be stored in the pharmacy of the 226/2008 Sb. uskladnéno v Iékarné zdravotnického
Institution that undertakes to observe the conditions zafizeni, kterd se zavazuje dodrzovat podminky
of good pharmacy practice, related SUKL spravné |ékarenské praxe, souvisejici pokyny
instructions and guarantees the handling of the SUKL a zaruéuje manipulaci s lé&ivem pouze
drug only by authorized persons. The institution opravnénymi osobami. Lékarna zdravotnického
pharmacy will be responsible for receiving the zafizeni bude zodpovidat za pFijem zasilky
evaluated drug and the drug being dispensed to the hodnoceného Ié¢iva a vydej hodnoceného I[éciva
Investigator or a person authorized by it. zkouS$ejicimu nebo jim povéfené osobé.

5.4. Upon completion of the Clinical Trial or termination | 5.4. Po ukoné&eni klinického hodnoceni nebo po
of this Agreement, all unused Materials, also vyprSeni platnosti této smlouvy budou vSechny
Materials which have expired, shall at the expense nepouzité materialy, vc€etné materiald po dobé
of Sponsor be promptly returned to Sponsor or exspirace, na naklady zadavatele neprodlené
a third party designated by Sponsor. vraceny zadavateli ¢&i tfeti strané uréené

zadavatelem.

6. MONITORING; AUDITS AND INSPECTIONS 6. KONTROLY, AUDITY A INSPEKCE

6.1. Authorised representatives of Sponsor shall be | 6.1. Opravnéni zastupci zadavatele maji narok na

entitled to monitor the Clinical Trial on a regular
basis and during regular business hours. Any
monitor shall have direct access to relevant
facilities and to all requested trial-related records
and documents as well as Investigator and Clinical
Trial Staff. In particular, the monitor shall be
permitted to review and copy relevant data, records
and documents resulting from and/or relating to the
Clinical Trial; all of the foregoing with due regard to
trial subject confidentiality. If necessary to review
data that is available in electronic form, at the
option of Sponsor the monitor will receive print-outs
of electronic medical records signed and dated by
(sub)Investigator at each monitoring visit.
Investigator and the Clinical Trial Staff must be
available to answer questions, discuss corrective
measures and to support the work of the monitor.
Institution shall assist and cause Investigator to
assist Sponsor, in a timely manner, in resolving any
discrepancies, errors or missing information in
eCRFs. Notwithstanding the foregoing, Institution
and Investigator are responsible for reviewing all
eCFRs for accuracy and completeness.

pravidelné kontroly klinického hodnoceni bé&hem
bézné pracovni doby. Kazdy kontrolor musi mit
pfimy pfistup na pfisluSna pracovisté, ke vSem
pozadovanym zaznam(m a dokumentim
hodnoceni i ke zkouSejicimu a personalu klinického

hodnoceni. Kontrolorovi je zejména umoznéno
pfezkoumavat a kopirovat relevantni Udaje,
zaznamy a dokumenty vyplyvajici a/nebo
souvisejici s klinickym hodnocenim, ato

s patficnym ohledem na dudvérnost hodnoceného
subjektu. (Pokud je to nezbytné k pfezkoumani
udajl, které jsou k dispozici v elektronické podobé,
na zakladé volby =zadavatele kontrolor obdrzi
tiSténou verzi elektronickych zdravotnich zaznamu
podepsanych a datovanych zkouS$ejicim
(spoluzkousejicim) pfi kazdé kontrolni navstéve.)
ZkouSejici a personal klinického hodnoceni museji
byt dostupni k zodpovézeni otazek, projednani
napravnych opatfeni a jako podpora Ccinnosti
kontrolora. Zdravotnické zafizeni musi pomahat
a primét zkouSejiciho k napomahani zadavateli pfi
feSeni pfipadnych nesrovnalosti, chyb nebo
chybgjicich informaci ve formulafich eCRF. Bez
ohledu na vySe uvedené jsou za pfezkoumani
spravnosti a Uplnosti  vS8ech formulafd eCFR
zodpovédni zdravotnické zafizeni a zkouS$ejici.
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6.2. Requests to audit and inspect Institution may be | 6.2. Zadosti o audit a inspekci zdravotnického zafizeni
made at any time before, during or following Ize podat kdykoli pfed, b&hem ipo dokonceni/
completion/termination of the Clinical Trial. pfed¢asném ukoncéeni klinického hodnoceni.
Institution shall therefore permit authorised Zdravotnické zafizeni proto povoli opravnénym
representatives of Sponsor and any regulatory zastupcum zadavatele a jakéhokoli regulaéniho
authority to audit and/or inspect the facilities used organu provést audit a/nebo inspekci zafizeni
for the conduct of the Clinical Trial and shall make pouzivanych Kk provadéni klinického hodnoceni,
available for direct access (and without any further zpfistupni je pro pfimy pfistup (a bez dalSich
requirements) any requested (print-outs of) trial- pozadavkl) a poskytne jakékoli pozadované
related documents, records, Clinical Trial Staff and listinné dokumenty souvisejici s hodnocenim,
assistance. zaznamy, personal klinického hodnoceni

a veskerou potfebnou pomoc.

6.3. Institution and Investigator shall promptly notify | 6.3. Zdravotnické zafizeni a zkouSejici neprodlené
Sponsor of any intended or actual inspection of oznami zadavateli jakoukoli zamysSlenou nebo
Institution by any regulatory authority that concerns aktualni inspekci zdravotnického zafizeni jakymkoli
and/or might have relevance for the conduct of the regulaénim organem, ktera se tyka a/nebo muze mit
Clinical Trial or may have an impact on it. Institution vyznam pro provadéni klinického hodnoceni nebo
shall, to the extent possible, collaborate with na néj muze mit vliv. Zdravotnické zafizeni musi se
Sponsor to ensure that trial documentation is ready zadavatelem v maximalni mozné mire
for inspection and shall permit representatives of spolupracovat, aby zajistila, Ze dokumentace
Sponsor to be present during any such inspection. hodnoceni je pfipravena Kk inspekci, aumozni
Upon request, Institution shall provide further zastupcim zadavatele byt pfi kazdé takové
information about the inspection and shall forward inspekci. Zdravotnické zafizeni na pozadani
to Sponsor copies of all documents and poskytne dal$i informace o inspekci a pfeda
communications of relevance for the conduct of the zadavateli kopie v8ech dokumentu a komunikace,
Clinical Trial that have been exchanged between ktera ma vyznam pro provadéni klinického
Institution and the regulatory authority. Any findings hodnoceni a kterd probihala mezi zdravotnickym
and/or observations with relevance for the Clinical zafizenim a regulacnim organem. Veskera zjisténi
Trial shall promptly be forwarded to Sponsor (to the a/nebo pozorovani, ktera pro klinické hodnoceni
extent that such information is capable of being maji néjaky vyznam, musi byt neprodlené pfedana
disclosed by Institution without breaching any zadavateli (v rozsahu, v jakém tyto informace
obligation of confidentiality, law or regulatory mohou byt poskytnuty zdravotnickym zafizenim,
requirement).  Institution shall inform and aniz by pfitom poruSovalo povinnost mléenlivosti,
collaborate with Sponsor regarding corrective pravni pfedpisy nebo regulaéni pozadavky).
actions and other initiatives if those are necessary Zdravotnické zafizeni bude zadavatele informovat
based on the outcome of an inspection. a spolupracovat s nim na napravnych opatfenich

a jinych iniciativach, pokud jsou nezbytné pro
vysledky inspekce.

6.4. The Institution and Investigator shall provide | 6.4. Zdravotnické zafizeni a zkouSejici poskytnou
Sponsor, Sponsor's authorised representatives, zadavateli, povéfenym zastupcim zadavatele
and/or applicable regulatory authorities having the a/nebo pfislusnym regulaénim organtm, které maji
right to carry out an audit of Sponsor or Sponsor’s pravo provadét audit u zadavatele nebo jeho
affiliates, on reasonable notice, the right to audit the pobocek, a to na zékladé oznameni s pfiméfenym
Institution’s business processes and practices pfedstihem, pravo na audity obchodnich procesu
involving the privacy, security and/or processing of a postupll zdravotnického zafizeni, které se tykaji
Sponsor Personal Data in the performance of the soukromi, bezpecnosti a/nebo zpracovani osobnich
Clinical Trial, at least every six (6) months and Udaju  zadavatele pfi provadéni klinického
following each occurrence of a Security Event. hodnoceni nejméné kazdych Sest (6) mésicl a po
Sponsor shall bear the full cost and expense of any kazdém  vyskytu bezpelnostniho incidentu.
such audit, unless such audit discloses any material Zadavatel uhradi plné néklady a vylohy na kazdy
weakness reasonably likely to give rise to takovy audit, ledaze by takovy audit odhalil
a Security Event, in which case the Institution shall jakoukoli vyznamnou slabinu, ktera by mohla byt
bear the full cost and expense of such audit. divodem  vzniku bezpecénostniho incidentu.

V takovém pfipadé uhradi plné naklady a vylohy na
takovy audit zdravotnické zafizeni.

6.5. In the event of any actual or apparent theft, | 6.5. V pfipadé jakékoli skuteéné nebo zjevné kradeze,

unauthorised access or use or disclosure of any
Sponsor Personal Data or loss, damage or
destruction of any Sponsor Personal Data (a
"Security Event") the Institution and Investigator

neopravnéného pfistupu nebo zneuziti ¢i zvefejnéni
jakychkoli osobnich Udajl zadavatele nebo ztraty,
poskozeni ¢i zniCeni jakychkoli osobnich udaju
zadavatele (tedy ,bezpeénostniho incidentu®)

LEO Pharma A/S/ Fakultni nemocnice Ostrava / MUDr. Yvetta Vantuchova, Ph.D. / Site 603-1380

LP0162-1337 — 25Mar2020

CTA — Czech Republic - Institution (IP: AS) ver1.0 2019

Page 15 of 42




shall immediately commence all reasonable efforts,
at the Institution’s expense, to investigate and
correct the causes and remediate the results of the
Security Event (including the provision of notice to
government officials, regulators and/or affected
individuals, if approved in advance in writing by
Sponsor) in accordance with Article 33 of the
General Data Protection Regulation 2016/679. As
soon as practicable following discovery of
a Security Event (but in any event within twenty-
four (24) hours after confirming that such Security
Event occurred), the Institution and Investigator
shall provide Sponsor notice thereof, and such
further information and assistance as may be
reasonably requested at the Institution’ expense.
Notices shall be in writing and sent to

zahdji zdravotnické zafizeni a zkouSejici okamzité
veSkeré pfiméfené usili na naklady zdravotnického
zafizeni vySetfit a napravit pri¢iny a nasledky
tohoto bezpecénostniho incidentu (véetné oznameni
vladnim afednikim, regulaénim organim a/nebo
dotéenym osobam po pfedchozim pisemném
souhlasu zadavatele) v souladu s ¢lankem 33
obecného nafizeni o ochrané osobnich udaja
2016/679. Co nejdfive po vyskytu bezpecnostniho
incidentu (ale v kazdém pfipadé do ctyfiadvaceti
(24) hodin po potvrzeni, Zze k takovému
bezpednostnimu incidentu doslo) oznami
zdravotnické zafizeni a zkou$ejici tuto skutecnost
zadavateli a v pfiméfené mife mohou byt na
naklady zdravotnického zafizeni pozadovany dalsi

informace a pomoc. Oznameni musi byt v pisemné
formé& zaslana na adresu

6.6. Institution and Investigator shall inform Sponsor | 6.6. Zdravotnické zafizeni a zkouSejici musi bez
without undue delay about any monitoring zbyte&ného odkladu informovat zadavatele o vSech
measures and/or any enquiries or investigation kontrolnich opatfenich a/nebo o jakychkoli
measures undertaken by data protection Setfenich nebo vySetfovacich opatfenich
authorities. provadénych organy na ochranu udaju.

7. DUTIES TO REPORT 7. OHLASOVACI POVINNOST

7.1. Institution and Investigator shall strictly comply with | 7.1. Zdravotnické zafizeni a zkouS$ejici musi pfisné
the adverse event provisions of the Protocol and dodrzovat ustanoveni protokolu o nezadoucich
any applicable local requirements. Any serious pfihodach a pfislusné mistni pozadavky. Zavazné
adverse events must be reported to Sponsor within nezadouci pfihody musi byt zadavateli oznameny
24 hours after first of either Institution and/or do 24 hodin poté, co se otom dozvi bud
Investigator becomes aware hereof. zdravotnické zafizeni, nebo zkousSejici.

7.2. Sponsor shall be responsible for reporting serious | 7.2. Zadavatel odpovida za hlaSeni zavaznych
adverse events to the relevant regulatory nezadoucich  pfihod  pfislusnym  regulaénim
authorities, and if applicable, to central ethics organim a pfipadné ustfednim etickym vyborim
committees, in accordance with Applicable Laws v souladu s platnymi zakony a pozadavky.
and Requirements. Institution shall therefore Zdravotnické zafizeni proto musi neprodlené
promptly provide to Sponsor all information that is poskytnout zadavateli veSkeré informace, které
required to be provided to the relevant regulatory maji byt poskytnuty pfislusSnym regulaénim
authorities. Only in case that Institution is contacted orgdnum. Pouze v pfipadé, Ze zdravotnické
directly by an authority with respect to a serious zafizeni bylo ohledné zavazné nezadouci pfihody
adverse event, Institution shall communicate pfimo kontaktovano organem, bude zdravotnicke
directly with the authority and provide the requested zafizeni s danym organem komunikovat pfimo a ve
information within the given timelines. stanovené Ihuté poskytne pozadované informace.

8. PAYMENT 8. PLATBA

8.1. In consideration for the work performed by | 8.1. Za praci, kterou vramci této smlouvy odvadi
Institution, Investigator and the Clinical Trial Staff zdravotnické zafizeni, zkou$ejici a personal
under this Agreement, Sponsor shall pay the klinického hodnoceni, zaplati zadavatel odménu,
remuneration as set forth in the budget and in jak je stanoveno v rozpodtu a v souladu
accordance with the payment terms attached in s platebnimi podminkami uvedenymi v PF¥iloze 1.
Appendix 1.

8.2. The payments listed in Appendix 1 cover all costs | 8.2. Platby uvedené v Pfiloze 1 pokryvaji veskeré

for the conduct of the Clinical Trial at Institution and
neither Institution nor Investigator shall receive
from Sponsor any payments in addition to what is
stated in the budget. Institution agrees not to bill
any publicly funded health care system/institution
for costs related to the conduct of the Clinical Trial

naklady na provadéni klinického hodnoceni ve
zdravotnickém zafizeni a ani zdravotnické zafizeni,
ani zkousejici neobdrzi od zadavatele zadné platby

navic kromé& <&éastek uvedenych v rozpoctu.
Zdravotnické zafizeni souhlasi, Zze naklady spojené
s provadénim klinického hodnoceni ve
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at Institution.

zdravotnickém zafizeni nebude uctovat zadnému
vefejné financovanému systému zdravotni péce /
instituci.

8.3.

Institution hereby acknowledges that all payments
to be made by Sponsor under this Agreement are
inclusive of any and all overhead, (local) taxes,
pension rights, excise duties, customs and similar
taxes. Furthermore, Institution shall be responsible
for the payment of all taxes, employers'
contributions and any other applicable duties
payable to any third party or public authority in
connection with Institution carrying out the Clinical
Trial and the services provided hereunder.

8.3.

Zdravotnické zafizeni timto bere na védomi, zZe
veSkeré platby, které ma zadavatel v ramci této
smlouvy provést, zahrnuji veSkeré rezijni poplatky,
(mistni) dané, naroky na duichod, spotfebni dané,
cla a podobné dané. Zdravotnické zafizeni dale
odpovida za vyplaceni vSech dani, pFispévkl
zaméstnavatelim a jakychkoli dalSich pfislusnych
splatnych Castek, které budou uloZeny tfeti osobé
nebo vefejnému  organu v souvislosti  se
zdravotnickym zafizenim provadéjicim klinické
hodnoceni a se sluzbami poskytovanymi v ramci
této smlouvy.

8.4.

Institution acknowledges and agrees that the
remuneration set forth in Appendix 1 s
representative of the fair market value for such type
of work. No amount paid or reimbursed by or on
behalf of Sponsor under this Agreement shall be
intended to be, nor be construed as, an offer or
payment made, whether directly or indirectly, to
induce or reward the referral of patients, the
purchase, lease or order of any drug product or
service provided by Sponsor, or the
recommendation or arranging for the purchase,
lease or order of any such drug product or service.

8.4.

Zdravotnické zafizeni bere na védomi a souhlasi
s tim, Ze odména stanovena v PFiloze 1 je typickou
pro trzni hodnotu pro tento druh prace. Zadna
¢astka vyplacend nebo proplacend zadavatelem
nebo v jeho zastoupeni v ramci této smlouvy nesmi
byt povazovana za nabidku ani platbu, at uz
pfimou, nebo nepfimou, ktera by vzbuzovala dojem
nebo odménovala doporuéeni pacientl, nakup,
pronadjem nebo objednani jakéhokoli Ié¢€ivého
pfipravku nebo sluzby poskytované zadavatelem i
doporucovala nebo zajistila nakup, pronajem ¢&i
objednavku jakéhokoli takového lé€ivého pfipravku
nebo sluzby.

8.5.

Sponsor shall be obliged to claim the refund of any
overpayments incurred due to the delivery of
incorrect documents for invoicing by Sponsor or any
of its representatives within 1 year from the date of
the last payment under this Agreement. Sponsor
acknowledges that after this time the Institution is
not obliged to return any overpayments, as the
Institution is in good faith with respect to the
acquired funds due to the method of invoicing.

8.5.

Vraceni pripadnych preplatkd, které vzniknou
dodanim chybnych podklad( k fakturaci ze strany
zadavatele ¢i jakéhokoliv jeho zastupce, je
zadavatel povinen uplatnit nejpozdé&ji do 1 roku ode
dne uskute¢néni posledni platby dle této smlouvy.
Zadavatel bere na védomi, Ze po tomto okamziku
neni zdravotnické zafizeni povinno vracet
jakéhokoliv preplatky, jelikoz vzhledem ke zpusobu
fakturace je zdravotnické zafizeni v dobré vife
k nabytym finanénim prostfedkdm.

8.6.

The remuneration payments referred to in this Article and
Appendix 1 constitute the sole and exclusive means of
sound financial settlement between the Parties. The
Sponsor hereby declares that it has not concluded
a separate remuneration contract with the Investigator
for the performance of the Clinical Trial. The
remuneration will be distributed between the Institution
and the Investigator and his / her study team after
deducting the costs according to the internal regulations
of the Institution.

8.6.

Platby odmény uvedené v tomto ¢lanku a pfiloze ¢&.
1 predstavuji jediny a vyluény zpusob fadného
finanéniho vypofadani mezi stranami. Zadavatel
timto prohlasuje, Ze neuzavfel se zkouSejicim
separatni smlouvu na odménu za provedeni
klinického hodnoceni. Odména bude mezi
zdravotnické zafizeni a zkouSejiciho a jeho studijni
tym rozdélena po odecteni nakladu podle vnitfnich
pfedpist zdravotnického zafizeni.

OWNERSHIP AND INVENTIONS

VLASTNICTVi A VYNALEZY

9.1.

The Protocol, the investigator brochure, Clinical
Trial manuals and any other Clinical Trial
specifications, the Materials and any other data,
documents and information provided to Institution
pursuant to this Agreement and all hereto related
intellectual  property rights (the “Sponsor
Information”) are and shall remain the sole and
exclusive property of Sponsor. All data, eCRFs,
laboratory results, records, reports, presentations,

9.1.

Protokol, soubor informaci pro zkousSejiciho,
pfiru¢ky pro klinickd hodnoceni a jakékoli dalsi
specifikace  klinickych  hodnoceni, materialy
a veSkeré dalSi udaje, dokumenty a informace
poskytnuté zdravotnickému zafizeni v ramci této
smlouvy a vSechna souvisejici prava dusevniho

vlastnictvi (dale jen ,0daje zadavatele®) jsou
a zlOstavaji vyhradnim a vyluénym vlastnictvim
zadavatele. VSechny uddaje, formulafe eCREF,
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evaluations and analyses of such data as well as
any other results, information, documents, and
know-how conceived, made or generated in
connection with the Clinical Trial (the “Research
Results”) shall be the sole and exclusive property
of Sponsor (except for patient or medical records)
and |Institution hereby irrevocably assigns and
transfers any and all rights, titles and interest in and
to the Research Results to Sponsor. With regard to
copyrights which are not legally assignable,
Sponsor is granted an exclusive, perpetual, world-
wide, transferable, sub-licensable and royalty-free
license for unlimited use.

laboratorni vysledky, zaznamy, zpravy, prezentace,
hodnoceni a analyzy takovych udaju, jakoz i dalsi
vysledky, informace, dokumenty a zji§téné znalosti
vytvofené nebo sestavené v souvislosti s klinickym
hodnocenim (dale jen ,vysledky®), jsou vyhradnim
a vyluénym vlastnictvim zadavatele (s vyjimkou
zaznamO pacienta nebo zdravotnich zaznam()
a zdravotnické zafizeni timto zadavateli
neodvolatelné udéluje a pfevadi vSechna prava,
opravnéni, podily a vysledky vyzkumu. Pokud jde
o autorska prava, ktera nejsou pravné pfevoditelna,
je zadavateli udélena vyhradni, trvala, celosvétova,
pfevoditelna, sublicencovatelna a bezplatna
licence pro neomezené pouziti.

9.2. Institution expressly agrees that all rights, titles and | 9.2. Zdravotnické zafizeni vyslovné souhlasi s tim, Ze
interests in and to all inventions and discoveries, vSechna prava, opravnéni, podily a veskeré
whether or not patentable, copyrights, or any other vynalezy a objevy, at uz patentovatelné, &i nikoli,
intellectual property rights of any kind and nature autorska nebo jind prava dusSevniho vlastnictvi
conceived, developed, generated or first reduced to jakéhokoli druhu a povahy, vyvozena, vytvofena,
practice, including all improvements and sestavena nebo nejprve omezena na praxi, v€etné
modifications arising out of the Clinical Trial or v8ech vylepSeni a upravy vyplyvajici z klinického
otherwise relating to or incorporating Confidential hodnoceni nebo jinak souvisejici €i zahrnujici
Information (the “Inventions”), shall, without further duvérné informace (dale jen ,vynalezy“) budou bez
remuneration to Institution and/or Investigator be dal$i odmény zdravotnickému zafizeni a/nebo
the sole property of Sponsor. zkouS$ejicimu ve vyluéném vlastnictvi zadavatele.

9.3. Institution shall promptly notify and fully disclose to | 9.3. Zdravotnické zafizeni zadavatele neprodlené
Sponsor any Inventions and shall upon request take vyrozumi a zcela mu zvefejni jakékoli vynalezy. Na
all acts, or cause Investigator, its sub-investigators, pozadani podnikne vSechny uUkony, pfipadné
employees, subcontractors and/or agents to take all pfiméje zkouSejiciho, spoluzkous$ejici,
acts and execute all instruments or documents zameéstnance, subdodavatele a/nebo zastupce, aby
required to convey to Sponsor free and clear of any podnikli v§echny ukony a vyuzili veSkerych nastroja
liens or encumbrances, all right(s), title and interest nebo dokumentd, které jsou nezbytné k predani
in and to such Inventions. At all times, Sponsor vSech prav, opravnéni a podild tykajicich se téchto
shall have the full and free right to use any and all vynalezll zadavateli, a to bez jakychkoli zastavnich
such Inventions in any manner desired at its sole prav nebo zastav. Zadavatel ma za vSech okolnosti
discretion without payment of any compensation to uplné a svobodné pravo uzivat jakékoli a vSechny
Institution for same. It is therefore the responsibility takové vynalezy jakymkoli pozadovanym zpusobem
of Institution to ensure that all Inventions will be podle svého vlastniho uvazeni, aniz by
disclosed to Institution without undue delay. zdravotnickému zafizeni platil jakoukoli

kompenzaci. Zdravotnické zafizeni je proto povinno
zajistit, aby bylo o vSech vynalezech informovano
bez zbyte€ného odkladu.

9.4. Institution must ensure that all Clinical Trial Staff | 9.4. Zdravotnické zafizeni musi zajistit, aby se na
and individuals involved in the conduct of the veSkery personal klinického hodnoceni a osoby,
Clinical Trial, are subject to a contractual obligation které se podileji na provadéni klinického
to comply with the obligations set forth in this hodnoceni, vztahoval smluvni zavazek dodrzovat
Clause 9, hereunder to assign their intellectual povinnosti stanovené v odstavci 9. Dale v ramci
property rights that such individual has, or may této smlouvy svéfuji zadavateli sva prava
have, in and to the Research Results and dusevniho vlastnictvi, ktera osoba ma nebo mlze
Inventions to Sponsor. mit ve vysledcich vyzkumu a vynalezech.

9.5. Institution shall retain a royalty-free, irrevocable | 9.5. Zdravotnické zafizeni si ponecha bezplatnou,
license to use all Research Results for its internal neodvolatelnou licenci na vyuziti vS§ech vysledku
noncommercial research, educational and patient vyzkumu pro ulely interniho nekomeréniho
care purposes. vyzkumu, vzdélavani a péce o pacienty.

10. CONFIDENTIALITY 10. DUVERNOST

10.1. The Sponsor Information, the Materials and any | 10.1. Udaje zadavatele, materialy ajakékoli dalsi

other information, data and documents, regardless

informace, udaje a dokumenty, bez ohledu na to,
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whether in written, graphical, electronic or oral
form, disclosed by Sponsor or by a third party on
behalf of Sponsor, regardless whether prior to or
during the term of this Agreement, as well as all
Research Results, Inventions and any other data,

zda jsou v pisemné, grafické, elektronické nebo
ustni podobé& zvefejnény zadavatelem nebo
v zastoupeni zadavatele tfeti stranou, ato bez
ohledu na to, zda k nému doslo pfed nebo béhem
obdobi platnosti této smlouvy, stejné jako v§echny

information, and documents that relate to the vysledky vyzkumu, vynalezy a jakékoli dal$i udaje,

Clinical Trial or Sponsor are “Confidential informace a dokumenty, které se tykaji klinického

Information” of Sponsor. hodnoceni nebo zadavatele, jsou ,dUvérnymi

informacemi“ zadavatele.

10.2. Confidential Information shall be kept confidential | 10.2. Dudvérné informace musi byt uchovavany
during and after the term of this Agreement and v divérnosti béhem trvani a po skonceni platnosti
shall not be disclosed by Institution to any third této smlouvy a zdravotnické zafizeni je nesmi
party or be used for any other purpose than the zvefejnit zadné treti strané ani nesmi byt bez
Purpose without the express prior written consent vyslovného pFedchoziho pisemného souhlasu
of Sponsor. Confidential Information may only be zadavatele pouzity k jinému ucelu, nez je dany ucel.
disclosed by Institution to persons with a need to Davérné informace muze zdravotnické zafizeni
know for the performance of the Purpose and zpfistupnit pouze osobam, které je potfebuji znat
directly involved in the conduct of the Clinical Trial, pro pInéni ucelu a pfimo se podileji na provadéni
provided that Institution advises such persons klinického hodnoceni, za pfedpokladu, Zze
about the confidential nature of the information and zdravotnické  zafizeni tyto osoby poucila
that the information may only be used for the o informacich divérné povahy a Ze tyto informace
Purpose and requires such persons’ compliance in mohou byt pouzivany pouze pro dany ucel. Je
writing with the obligations as set forth herein. vyZadovan pisemny souhlas téchto osob, ze budou
Institution shall immediately notify Sponsor if dodrzovat povinnosti uvedené v této smlouvé.
Institution becomes aware of any suspected or Zdravotnické zafizeni neprodlené informuje
actual unauthorized use, copying or disclosure of zadavatele, pokud se dozvi o jakémkoli podezfeni
Confidential Information. nebo skute€ném neopravnéném pouziti, kopirovani

nebo zvefejnéni davérnych informaci.

10.3. The obligations of non-disclosure and non-use shall | 10.3. Povinnosti nezverejnovat a nepouzivat se
not apply to Confidential Information that nevztahuje na davérné informace,

a) at the time of disclosure is or after disclosure a) které se bez zavinéni zdravotnického zafizeni
becomes part of the public domain through no v okamziku zvefejnéni nebo po zvefejnéni
fault of Institution; stanou véci vefejnou;

b) Institution is able to prove has been lawfully in b) u kterych je =zdravotnické zafizeni schopno
Institution’s possession prior to any disclosure prokazat, ze byly vjeho zakonném vlastnictvi
under this Agreement; pfed jakymkoli zvefejnénim vramci této

smlouvy;

c) Institution is able to prove, has been c) u kterych je zdravotnické zafizeni schopno
independently developed by Institution without prokéazat, Ze byly  nezavisle vyvinuty
the benefit of any disclosure hereunder; or zdravotnickym zafizenim bez vyuZziti jakéhokoli

zvefejnéni informaci v ramci této smlouvy;

d) is disclosed lawfully to Institution by a third party d) nebo které byly zadkonnym  zpudsobem
without restrictions on disclosure. zdravotnickému  zafizeni zvefejnény tfeti

stranou bez omezeni zvefejnéni.

10.4. If Institution is required by an order or action of | 10.4. Pokud je zdravotnické zafizeni z pfikazu nebo
a governmental agency, regulatory authority or opatfeni vladni agentury, regulaéniho organu nebo
a court to disclose Confidential Information, then soudu pozadano, aby zpfistupnilo duavérné
Institution shall (a) promptly notify Sponsor of such informace, pak zdravotnické zafizeni (a) je$té pred
request and prior to such disclosure; (b) cooperate zvefejnénim neprodlené o této zadosti informuje
to the extent reasonably necessary with Sponsor so zadavatele; (b) bude vrozsahu pfiméfené
that Sponsor may obtain a protective order or other nezbytném spolupracovat se zadavatelem tak, aby
appropriate remedy; (c) exercise all other efforts zadavatel mohl ziskat ochranny pfikaz nebo jiny
required to obtain confidential treatment for such vhodny opravny prostfedek; (c) vynalozi veSkeré
information, and (d) only furnish that portion of the dalsi  asili  potfebné  k zajisténi  ddvérného
Confidential Information which is legally required. zachézeni s témito informacemi a (d) poskytne

pouze tu ¢&ast davérnych informaci, ktera je
zakonem vyzadovana.

10.5. Upon completion of the Clinical Trial or in case of | 10.5. Po dokonéeni klinického hodnoceni nebo v pfipadé
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termination of this Agreement, Institution shall, if so
requested by Sponsor and at the expense of
Sponsor, either destroy or return all Confidential
Information to Sponsor, except for the records and
documents which Institution shall retain in
accordance with Clause 3.2 above.

vypovézeni této smlouvy: pokud o to zadavatel
pozada, zdravotnické =zafizeni na naklady
zadavatele bud zni¢i, nebo mu vrati vSechny
davérné informace, s vyjimkou zaznama
a dokumentt, které si zdravotnické zarizeni musi
ponechat v souladu s odstavcem 3.2 vySe.

1. PUBLICATION 11. PUBLIKACE

11.1 Investigator shall be entitled to make publications | 11.1 Zkou$ejici je opravnén publikovat a/nebo
and/or presentations of the Research Results prezentovat vysledky vyzkumu sestavené
generated by Investigator in accordance with the zkou$ejicim v souladu s postupem popsanym
process described in this Clause 11. v odstavci 11.

11.2 A multi-centre publication will be made public within | 11.2 Multicentricka publikace bude zvefejnéna bé&hem
eighteen (18) months after the Clinical Trial has osmnacti (18) mésicll po dokonéeni nebo
been completed or terminated at all Clinical Trial pfed€asném ukonceni klinického hodnoceni na
sites, and all data has been received (defined as v8ech mistech, kde klinické hodnoceni probihalo,
data base lock of the Clinical Trial). After such a po ziskani v8ech udaji (definovano jako
clinical trial publication is made public Investigator uzamceni databaze klinického hodnoceni). Po
shall have the right to publish and/or present the zvefejnéni takového klinického hodnoceni bude mit
Research Results generated by Investigator, zkouS$ejici pravo publikovat a/nebo prezentovat
provided that such publication does not endanger vysledky vyzkumu sestavené zkousSejicim, pokud
the intellectual property rights of Sponsor. touto ¢€innosti neohrozi zadavatelova prava

duSevniho vlastnictvi.

11.3 Prior to submission for publication or presenting | 11.3 Pfed odeslanim k publikaci nebo prezentaci
a manuscript and/or presentation relating to the rukopisu a/nebo pfed prezentaci tykajici se
Clinical Trial, Investigator shall provide to Sponsor klinického hodnoceni musi zkou$ejici poskytnout
a copy of the manuscript and/or presentation, and kopii rukopisu a/nebo prezentace zadavateli
Sponsor shall have sixty (60) days to review and a zadavatel bude mit Sedesat (60) dn0 na
provide comments to Institution and Investigator. pfezkoumani a poskytnuti pfipominek
Institution and Investigator will consider Sponsor’s zdravotnickému zafizeni a zkous$ejicimu.
comments but they are not required to modify the Zdravotnické zafizeni a zkousejici zvazi
publication, manuscript and/or presentation based pfipominky zadavatele, ale nejsou povinni na
on such comments, provided however, that zakladé téchto pfipominek publikaci, rukopis
Investigator shall upon request remove any a/nebo prezentaci upravovat za predpokladu, ze
Confidential Information of Sponsor (other than zkouSejici na pozadani odstrani vesSkeré davérné
Research Results generated by Investigator) prior informace zadavatele (netyka se vysledkd vyzkumu
to submitting or presenting the manuscripts and/or sestavenych zkouS$ejicim) pfed odeslanim nebo
publication. Investigator shall, upon the request of prezentaci rukopist ¢&i publikace. ZkouSejici je
Sponsor, withhold the publication or presentation povinen na zadost zadavatele pozdrzet publikovani
for a period up to one hundred and twenty (120) nebo prezentaci po dobu az sto dvaceti (120) dnu,
days to allow Sponsor to protect its Inventions and aby zadavateli umoznil ochranit jeho vynalezy
other intellectual property rights described in any a jina prava dusevniho vlastnictvi popsana v téchto
such manuscripts and/or presentation. rukopisech ¢&i prezentacich.

11.4 In case no multi-centre publication has been made | 11.4 V pfipadé, Ze v dobé& oznameni jeSté nebyla
public at the time of notification, Sponsor may delay zvefejnéna  multicentricka  publikace, mize
the publication or presentation if the manuscript zadavatel odlozit publikovani nebo prezentaci,
and/or presentation is deemed to harm the on-going pokud se ma za to, zZe rukopis Ci prezentace by
multi-centre  publication. Also, in case of mohly probihajici multicentrické publikaci uskodit.
publications and/or presentations made by Také v pfipadé publikaci a/nebo prezentaci
Investigator after the first multi-centre trial pfedstavenych  zkouSejicim poté, co byla
publication has been published, the above in zvefejnéna prvni multicentricka publikace, musi byt
Clause 11.3 mentioned notification requirements dodrZzeny pozadavky tykajici se oznameni uvedené
must be followed. For greater certainty, Investigator v odstavci 11.3. ZkouS$ejici s tim timto souhlasi
agrees and acknowledges that any proposed a bere na védomi, ze zadna navrhovana publikace
publication or presentation from the Clinical Trial ani prezentace z klinického hodnoceni nesmi byt
should not be published without the prior review of zvefejnéna bez pfedchoziho pfezkoumani
Sponsor in accordance with Clauses 11.2 and 11.3. zadavatelem v souladu s odstavci 11.2 a 11.3.

11.5 Any publication shall be made in accordance with | 11.5. Jakékoli publikovani musi byt provedeno v souladu

LEO Pharma A/S/ Fakultni nemocnice Ostrava / MUDr. Yvetta Vantuchova, Ph.D. / Site 603-1380

LP0162-1337 — 25Mar2020

CTA — Czech Republic - Institution (IP: AS) ver1.0 2019

Page 20 of 42




the procedures set forth in the Protocol and must

s postupy stanovenymi v protokolu a musi byt

comply with Good Publication Practice (GGP3) v souladu s normami sprdvného publikovani
standards. (GGP3).

11.7 Institution and Investigator are aware and | 11.6 Zdravotnické zafizeni a zkouSejici jsou si védomi,
acknowledge that Sponsor is committed to be Ze zadavatel hodla byt ve vztahu ke svym klinickym
transparent with respect to its clinical trials. As part hodnocenim transparentni. V ramci této iniciativy
of this initiative Sponsor will on its website publish bude zadavatel na svych webovych strankach
information about the Clinical Trial (e.g. the clinical zvefejiovat informace o klinickém hodnoceni (napf.
study report and its summary). Sponsor may also zpravu o klinickém hodnoceni ajeho shrnuti).
provide researchers access to this information and Zadavatel mize také pro dal$i vyzkum vyzkumnym
anonymized patient level data for further research. pracovnikim poskytnout pfistup k témto
Publication and access will be in accordance with informacim a anonymizovanym udajdm na urovni
Sponsor’s Position on Public Access to Clinical pacientl. Zvefejnéni a pfistup se bude Fidit
Trial Information which can also be found on stanoviskem zadavatele tykajicim se pfistupu
Sponsor's website. Institution and Investigator vefejnosti k informacim z klinického hodnoceni,
agree that Sponsor as part of this initiative may které lze nalézt také na webovych strankach
disclose Personal Data relating to Investigator. zadavatele. Zdravotnické zafizeni a zkouS$ejici

souhlasi s tim, Ze zadavatel v ramci této iniciativy
mlze zvefejnit osobni Udaje souvisejici se
zkouSejicim.

12. INDEMNIFICATION AND INSURANCE 12. ODSKODNENI A POJISTENI

12.1. In consideration of the performance by Institution of | 12.1. S ohledem na plnéni odpovédnosti zdravotnickym

its responsibilities under this Agreement, Sponsor
confirms that Sponsor will indemnify, defend and
hold harmless Institution, Investigator and their
respective directors, officers, agents, employees,
(“Institution Indemnitees”) from and against any
liabilities imposed by law for damages arising from
injury or death (the “Indemnifiable Losses”) of
a third party relating directly to the administration of
the Investigational Product in accordance with the
Protocol or any properly performed procedure
provided for or required by the Protocol to which the
trial subjects would not have been exposed but for
their participation in the Clinical Trial provided that
the Indemnifiable Losses are not caused by or
attributable to:

a) a failure of Institution Indemnitees to comply
with the Protocol, or any written instructions of
Sponsor concerning the Clinical Trial;

b) failure of Institution Indemnitees to comply with
Applicable Laws and Requirements and
regulations, and/or any other generally accepted
medical standards;

c) Institution Indemnitees’ breach of the
Agreement, including breach or misstatement of
their representations and/or warranties made
under this Agreement;

d) medical malpractice of Institution Indemnitees or
any other intentional or negligent acts or
omissions by Institution Indemnitees; or

e) the settlement of aclaim for Indemnifiable
Losses by any Institution Indemnitees without
the prior written approval by Sponsor.

zafizenim vyplyvajicich z této smlouvy zadavatel
potvrzuje, ze odS8kodni, bude hajit a chréanit
zdravotnické  zafizeni, zkou$ejiciho a jejich
pfislusné feditele, vedouci pracovniky, zastupce,
zaméstnance (dale jen ,chranéné subjekty
zdravotnického zafizeni“) pfed jakymikoli zavazky
ulozenymi zakonem za $kody vzniklé v dasledku
ujmy nebo smrti (dale jen ,odSkodnitelné ztraty“)
tfeti osoby , které pfimo souviseji se spravou
hodnoceného pfipravku v souladu s protokolem
nebo s jakymkoli Ffadné provedenym postupem
stanovenym nebo poZadovanym protokolem,
kterému by hodnocené subjekty nebyly vystaveny,
ale jejich ucasti na klinickém hodnoceni se
prfedpokladd, Ze odSkodnitelné ztraty nejsou
zpusobeny nebo pfipisovany:

a) pochybeni chranénych subjektd zdravotnického
zafizeni pfi dodrZzovani protokolu nebo jinych
pisemnych pokynu zadavatele ohledné
klinického hodnoceni;

b) pochybeni chranénych subjektl zdravotnického
zafizeni pfi dodrzovani platnych zakonl
a pozadavk( a/nebo jinych obecné uznavanych
Iékafskych standard(;

c) poruSeni smlouvy ze strany chranénych
subjektd  zdravotnického zafizeni, véetné
poruseni nebo zkresleni jejich prohlaseni

a/nebo zaruk v ramci této smlouvy;

d) zanedbani l|ékafskych povinnosti ze strany
chranénych subjektll zdravotnického zafizeni
nebo jakékoli jiné umysiné jednani &i jednani
z nedbalosti ¢i opomenuti chranénymi subjekty
zdravotnického zafizeni;

e) nebo vypofadani naroku na odSkodnéni
odSkodnitelnych ztrat ze strany jakychkoli
chranénych subjektll zdravotnického zafizeni
bez pfedchoziho pisemného souhlasu

LEO Pharma A/S/ Fakultni nemocnice Ostrava / MUDr. Yvetta Vantuchova, Ph.D. / Site 603-1380

LP0162-1337 — 25Mar2020

CTA — Czech Republic - Institution (IP: AS) ver1.0 2019

Page 21 of 42




zadavatele.

12.2. Institution agrees to indemnify, defend and hold | 12.2. Zdravotnické zafizeni souhlasi s odSkodnénim,
harmless Sponsor, their affiliates and respective hajenim a chranénim zadavatele, jeho pobocek
directors, officers, agents, representatives and a prislusnych feditelll, vedoucich pracovniku,
employees (collectively “Sponsor Indemnitees”) zastupcu, zprostfedkovatell a zaméstnancu
from and against any and all Indemnifiable Losses (souhrnné ,chrdnéné subjekty zadavatele®) proti
relating to: v8em neodsSkodnitelnym ztratdam souvisejicim s:

a) a failure by Institution Indemnitees to comply a) pochybenim chranénych subjektu
with  the Protocol and/or other written zdravotnického zafizeni pfi dodrzovani
instructions given by Sponsor concerning the protokolu a/nebo jinych pisemnych pokynu od
Clinical Trial; zadavatele ohledné klinického hodnocent;

b) a failure by any Institution Indemnities to comply b) pochybenim chranénych subjektl
with any Applicable Laws and Requirements and zdravotnického zafizeni pfi dodrzovani platnych
regulations and/or any other generally accepted zakonl a pozadavkd a/nebo jinych obecné
medical standards; uznavanych lékafskych standard(;

c) any breach of this Agreement by Institution c) poruSenim smlouvy ze strany chranénych
Indemnitees, including breach or misstatement subjektu  zdravotnického zafizeni, véetné
of representations and/or warranties made poruseni nebo zkresleni jejich prohlaseni
under this Agreement;; or a/nebo zaruk v ramci této smlouvy;

d) medical malpractice or any other intentional or d) nebo zanedbani lékafskych povinnosti nebo
negligent acts or omissions by Institution jakékoli jiné Umysiné jednani ¢&i jednani
Indemnitees. z nedbalosti ¢i opomenuti ze strany chranénych

subjektu zdravotnického zafizeni.

12.3. Institution shall promptly inform Sponsor in writing | 12.3. Zdravotnické zafizeni zadavatele neprodlené
of any claim and/or legal action that is asserted pisemné informuje o ve8kerych néarocich a/nebo
and/or filed against Institution Indemnitees by third pravnich ukonech, které jsou uplatfiovany a/nebo
parties claiming compensation for damage arising podnikany proti chranénym subjektim
in connection with the conduct of the Clinical Trial. zdravotnického zafizeni ze strany tfetich osob,
Upon such notice, Sponsor and/or its insurer shall které pozaduji nahradu $kody vzniklé v souvislosti
have the right at its own cost and expense to s provadénim klinického hodnoceni. Na zakladé
assume the defense and control of the claim or legal tohoto oznameni ma zadavatel a/nebo jeho
action and the right to settle the claim provided that pojistitel pravo na vlastni naklady a vydaje prevzit
any settlement will not include an admission of obhajobu a kontrolu nad naroky nebo pravnimi
liability on the part of Institution without his/her prior ukony a pravo na vyrovnani naroku za pfedpokladu,
written consent, such consent not to be ze zadné vyrovnani nebude zahrnovat pfijeti
unreasonably withheld. Institution shall upon odpovédnosti ze strany zdravotnického zafizeni,
request and at the reasonable expense of Sponsor, bez predchoziho pisemného souhlasu. Takovy
in atimely manner, provide full cooperation, souhlas nesmi byt bezdldvodné zamitnut.
information, and assistance in connection with any Zdravotnické zafizeni na zadost a za pfimérené
defense or settlement of the claim or legal action. naklady zadavatele v€as poskytne plnou

spolupraci, informace apomoc v souvislosti
s jakoukoli obhajobou nebo vyrovnanim naroku
nebo pravniho ukonu.

12.4. Sponsor shall reimburse Institution for documented, | 12.4. Zadavatel uhradi zdravotnickému zafizeni
reasonable and from a medical point of view zdokumentované, pfiméfené a z lékafského
necessary medical expenses incurred by trial hlediska nezbytné I|ékafské vydaje, které za

subjects during the Clinical Trial for medical care,
including hospitalization, in the diagnosis and
treatment of adverse reactions arising directly from
a Clinical Trial procedure or the Investigational
Product following their administration or use in
accordance with the Protocol, except to the extent
that such expenses are attributable to (a) the trial
subject’s primary disease or any concurrent
disease, not caused by a clinical intervention or
procedure or administration of the Investigational

zdravotni péc¢i vzniknou hodnocenym subjektiim
v prubéhu klinického hodnoceni (v€etné
hospitalizace), v diagnostice a Ié¢bé nezadoucich
reakci, které vyplyvaji pfimo z procedury klinického
hodnoceni nebo pouZziti hodnoceného pfipravku
v souladu s protokolem; Neuhradi je v rozsahu,
v jakém lze tyto néaklady pfipsat (a) primarnimu
onemocnéni hodnoceného subjektu nebo
jakémukoli soub&znému onemocnéni, které neni
zpusobeno klinickym zakrokem, procedurou nebo

Product in accordance with the Protocol, (b) any podavanim hodnoceného pfipravku v souladu
failure of the trial subject to follow the instructions s protokolem, (b) neschopnosti hodnoceného
of Institution Indemnitees, including those set forth subjektu  plnit  pokyny chranénych subjektl
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in the informed consent document, (c) the failure of
Institution Indemnitees to comply with the Protocol,
any written instructions of Sponsor regarding the
conduct of the Clinical Trial, or any Applicable Laws
and Requirements, or (d) the negligence or wilful
misconduct of Institution Indemnitees. To seek such
reimbursement from Sponsor, Institution must
immediately advise Sponsor of a trial subject’s
need(s) for medical treatment, however, no later
than five (5) business days of becoming aware of
such need. The parties shall cooperate in an effort
to determine the relationship, if any, of the Clinical
Trial to the trial subject’s injury.

zdravotnického zafizeni, v€etné téch, které jsou
uvedeny v dokumentu s informovanym souhlasem,
(c) neschopnosti chranénych subjektu
zdravotnického zafizeni dodrzovat protokol,
jakékoli pisemné pokyny zadavatele tykajici se
provadéni klinického hodnoceni nebo jakékoli
platné z&kony a pozadavky, nebo (d) nedbalosti
nebo Umysinému pochybeni chranénych subjektu
zdravotnického zafizeni. Zdravotnické zafizeni je

povinno  zadavatele neprodlené informovat
o nutnosti  Iékafského oSetfeni hodnoceného
subjektu, aby mohlo od zadavatele poZadovat

nahradu, nejpozdéji vSak do péti (5) pracovnich dnu
od okamziku, kdy se o této nutnosti dozvédélo.
Smluvni strany budou spolupracovat ve snaze urg¢it
pfipadny vztah klinického hodnoceni a ujmy
hodnoceného subjektu.

12.5. Sponsor concluded for itself and the Investigator | 12.5. Zadavatel uzavrel pro sebe a zkousejiciho dle § 52
pursuant to § 52 para. f) of Act No. 378/2007 Coll., odst. 3 pism. f) zakona ¢. 378/2007 Sb., o |éCivech,
on Pharmaceuticals, as amended, liability ve platném znéni pozdéjSich predpisl, pojisténi
insurance, which also provides compensation in the odpovédnosti za Skodu, jehoz prostfednictvim je
event of the death of the subject of the trial or in zajiSténo i ods8kodnéni v pfipadé smrti subjektu
case of damage to the health of the subject of the hodnoceni nebo v pfipadé Skody vzniklé na zdravi
trial due to the conduct of the clinical trial. The subjektu hodnoceni v dusledku provadéni
insurance certificate is attached to this Agreement. klinického hodnoceni. Pojistny certifikat tvofi

pfilohu této smlouvy.

12.6. Sponsor shall maintain in full force and effect during | 12.6. Zadavatel bude po celou dobu platnosti této
the term of this Agreement a clinical trial liability smlouvy v plném rozsahu platit pojisténi
insurance. Upon request, LEO shall provide to odpovédnosti za klinické hodnoceni. Spole¢nost
Institution evidence that Sponsor has such LEO na pozadani poskytne zdravotnickému
insurance coverage. zafizeni dlkaz, Zze zadavatel ma takové pojistné

kryti.

12.7. Institution agrees to maintain in full force and effect | 12.7. Zdravotnické zafizeni souhlasi stim, Ze bude

appropriate and sufficient insurance, including
General Liability and Professional Liability
insurance, including medical malpractice, for

a maximum amount of €750,000 per occurrence
(individual) during the term of this Agreement.
Institution shall provide LEO with a copy of the
insurance policy upon signing of this Agreement.
Insurance coverage limitations shall not relieve
Institution of any liabilities under this Agreement.

v plném rozsahu platit pfiméfené a dostatecné
pojisténi, v€etné pojisténi odpovédnosti za Skodu
zplsobenou pfi vykonu povolani, véetné lékafského
zanedbani povinné péce, a to maximalné ve vysi
€750,000 na jednu udalost (jednotlivce) za dobu
trvani platnosti této smlouvy. Zdravotnické zafizeni
spole€nosti LEO poskytne pfi podpisu této smlouvy
kopii pojistné smlouvy. Omezeni pojistného kryti
nezbavuji  zdravotnické  zafizeni povinnosti
vyplyvajicich z této smlouvy.

12.8 The Institution declares that it has in accordance with §

45 par. n) of Act No. 372/2011 Coll., on Health
Services, concluded an insurance contract on
insurance of liability for damage caused in
connection with the provision of health services.

12.8. Zdravotnické zafizeni prohlasuje, Ze méa v souladu s §

45 odst. 2 pism. n) zakona ¢&. 372/2011 Sb.
o zdravotnich  sluzbach uzavfenou pojistnou
smlouvu o pojisténi své odpovédnosti za Skodu
zplUsobenou v souvislosti s poskytovanim
zdravotnich sluzeb.

13. DURATION. TERM AND TERMINATION 13. DOBA TRVANI, PLATNOST A UKONCENI
PLATNOSTI
13.1. The expected duration of the Clinical Trial is from | 13.1. Pifedpokladana doba trvani klinického hodnoceni je

the signing of this Agreement to.31 December 2021
Any deviation of the actual duration from an
estimated duration exceeding this period by more
than 6 months requires an amendment of this

od podpisu této smlouvy do 31. prosince 2021
Pifipadna odchylka skute¢né doby trvani od
pfedpokladané doby trvani pfesahujici tuto dobu
0 vice nez 6 mésicl vyzaduje zménu této smlouvy
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Agreement in the form of a written amendment.

ve formé pisemného dodatku.

13.2. This Agreement, upon signature by all Parties, shall | 13.2. Tato smlouva po podpisu vSemi stranami nabyde
become effective on the date of its signing by all platnosti dnem podpisu v§emi stranami a zlUstane
Parties to the Agreement and shall remain in full platnou v plném rozsahu az do dokonCeni vSech
force and effect until completion of all activities by ¢innosti zdravotnickym zafizenim v souvislosti
Institution in connection with the Clinical Trial, s klinickym hodnocenim, v€etné jakychkoli ¢innosti
including any clinical post-trial activities, whatever po ukonleni klinického hodnoceni, podle toho,
is the longest, unless prematurely terminated as set které z téchto obdobi je delsi, pokud neni
forth herein. In the event that this Agreement is pfed¢asné ukonéeno dle popisu uvedeného nize.
terminated or the Clinical Trial is stopped V pfipadé, Ze tato smlouva bude ukonena nebo
prematurely by Sponsor, Institution shall zadavatel klinické hodnoceni zastavi pfed¢asné,
immediately stop its activities in accordance with zdravotnické zafizeni okamzité zastavi svou
Clause 13.5 below. ¢innost v souladu s odstavcem 13.5 nize.

13.3. All parties hereby acknowledge and agree that this | 13.3. VSechny strany timto berou na védomi a souhlasi,
Agreement and any amendments thereto are subject to ze tato smlouva a jeji pfipadné dodatky podléhaji
mandatory disclosure in accordance with Act No. povinnému zvefejnéni v souladu se zakonem ¢.
340/2015 Coll., On Special Conditions for the 340/2015 Sb. o zvlastnich podminkach ucinnosti
Effectiveness of Certain Contracts, Publication of These nékterych smluv, uvefejhovani téchto smluv ao
Contracts, and Registry of Contracts (Contract Register registru smluv (zakon o registru smluv), ve znéni
Act), as amended. The Investigator agrees with the pozdéjsich predpis(. Zveftejnéni zajisti
publication of his/her name in connection with this zdravotnické zafizeni. ZkouS$ejici souhlasi se
Agreement on the public administration portal in zvefejnénim svého jména v souvislosti s touto
accordance with the Contract Register Act. The Parties smlouvou na portale vefejné spravy v souladu se
agree that if the Agreement has not been published in zakonem o registru smluv. Smluvni strany se
the Contract Register within 30 days of submission, this dohodly, Ze v pfipadé, Ze Smlouva nebude do 30
Agreement will be automatically terminated. dnl ode dne jejiho podani zvefejnéna v Registru

smluv, bude tato Smlouva automaticky ukoncena.

13.4. Sponsor undertakes to deliver the edited version of | 13.4. Zadavatel se zavazuje k dodani redigované verze
this Agreement for publication before it is signed. této smlouvy ke zvefejnéni jeSté pred jejim

podpisem

13.5. This Agreement may be terminated by Sponsor at | 13.5. Zadavatel mize tuto smlouvu kdykoli vypovédét
any time on thirty (30) days written notice or such pisemnym oznamenim tficet (30) dnt pfedem nebo
shorter notice period as required by regulatory krat§i vypovédni Ihutou dle pozadavkl regulacnich
authorities. Either Party may terminate this organu. Kazda ze smluvnich stran mlze tuto
Agreement with immediate effect (a) in case of dohodu vypovédét s okamzitou uc&innosti (a)
health or safety concerns, (b) if Clinical Trial data v pfipadé obav o zdravi nebo bezpecnost, (b)
or related results support termination for any pokud udaje zklinického hodnoceni nebo
reason, (c) in case of withdrawal of regulatory souvisejici vysledky hovofi ve prospéch ukonceni
and/or ethics approval for the Clinical Trial, or (d) if hodnoceni z jakéhokoli dudvodu, (c) v pfipadé
the Clinical Trial is stopped by Sponsor. odejmuti schvaleni klinického hodnoceni

regulacénimi a/nebo etickymi organy nebo (d) pokud
je klinické hodnoceni zastaveno zadavatelem.

13.6. The Agreement may be terminated by either party | 13.6. Smlouva mulGze byt s okamzitou ucinnosti
with immediate effect if the other party commits vypovézena kteroukoli ze stran, pokud se druha
a material breach of this Agreement and has not strana dopusti zavazného poruSeni této smlouvy
remedied that breach (if such breach is remediable) a toto poruSeni nenapravi (pokud je takové
within fifteen (15) days after written notification by poruSeni napravitelné) do patnacti (15) dnG od
the other party of such breach. pisemného oznameni takového poruSeni druhé

smluvni strany.

13.7. If Investigator is unable to continue in his/her role | 13.7. Neni-li zkouSejici schopen podle této smlouvy

as investigator under this Agreement, Sponsor shall
be informed promptly in writing. If there is no
replacement available that is acceptable to
Sponsor, this Agreement may be terminated by
either party in writing with immediate effect.

pokracovat ve své Uloze zkou$ejiciho, musi o tom
byt zadavatel neprodlené pisemné informovan.
Pokud neni k dispozici nahrada, ktera by byla pro
zadavatele pfijatelnd, mlze byt tato smlouva
s okamzitou uc&innosti pisemné vypovézena
kteroukoli ze stran.
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13.8. Immediately upon receipt of notice of termination, | 13.8. lhned po obdrzeni oznameni o vypovézeni smlouvy

Institution shall; zdravotnické zarizeni:
a) take all reasonable steps to close down the a) podnikne vSechny pfiméfené kroky k ukonceni
conduct of the Clinical Trial at Institution in provadéni klinického hodnoceni ve zdravotnickém
accordance with the Protocol and the written zafizeni v souladu s protokolem a pisemnymi
instructions of Sponsor; pokyny zadavatele;
b) immediately stop enrolling potential new trial b) okamzité pfestane zapisovat potencialni nové
subjects into the Clinical Trial; hodnocené subjekty do klinického hodnoceni;
c) cease conducting procedures, to the extent c) u hodnocenych subjektl, které jsou jiz zafazeny
medically and ethically permissible, on trial subjects do klinického hodnoceni, ukon¢i provadéni postupl
already included in the Clinical Trial, unless v rozsahu, ktery je z Iékafského a etického hlediska
Sponsor requests the transfer of enrolled trial pfipustny, pokud zadavatel nepozada o prevedeni
subjects to another trial site. Institution shall use all zapsanych hodnocenych subjektd na jiné
reasonable efforts to minimize any inconvenience pracovisté hodnoceni. Zdravotnické zafizeni
or harm to trial subjects caused by the premature vynalozZi veskereé pfiméfené usili, aby
termination of the clinical trial at Institution; minimalizovalo jakékoli nepfijemnosti ¢i uUjmu
zpUsobenou hodnocenym subjektim pfedéasnym
ukon&enim klinického hodnoceni ve zdravotnickém
zarizeni;
d) provide to Sponsor copies of data collected d) bude zadavateli poskytovat kopie udaja
pursuant to the Protocol, except to the extent shromazdénych podle protokolu, s vyjimkou jiz
already provided; poskytnutého rozsahu;
e) and furnish to Sponsor any required final report e) poskytne zadavateli jakoukoli pozadovanou
for the Clinical Trial in the form reasonable zavérec¢nou zpravu o klinickém hodnoceni ve
acceptable to Sponsor. formé, ktera je pro zadavatele pfijatelna.

13.9. In the event of premature termination, the fees | 13.9. V pFipadé pfed&asného ukonceni budou
payable under this Agreement shall be limited to proplacené poplatky v ramci této smlouvy omezeny
prorated fees based on actual services performed na pomeérny poplatek zalozeny na skutenych
pursuant to the Protocol. Any amounts not due to sluzbach provadénych v souladu s protokolem.
Institution but already paid shall be returned to Veskeré C&astky, které nejsou zdravotnickému
Sponsor without demand within thirty (30) days of zafizeni splatné, ale jiz byly zaplaceny, musi byt
the Institution close-out visit. bez vyzadani zadavateli vraceny do tficeti (30) dna

od navstévy zdravotnického zafizeni v ramci
uzavieni hodnoceni.

13.10. Upon completion of the Clinical Trial or termination | 13.10. Po dokonéeni klinického hodnoceni nebo
of this Agreement, regardless for what reason, vypovézeni této smlouvy a bez ohledu na davod
Institution shall at the expense of Sponsor zdravotnické zafizeni na naklady zadavatele
immediately make available, return, or dispose all okamzité zpfistupni, vrati nebo zlikviduje veskeré
Material, Sponsor Information, Inventions and materialy, Udaje zadavatele, vynalezy a vysledky
Research Results in accordance with instructions vyzkumu v souladu s pokyny  poskytnutymi
provided by Sponsor; provided, however, that zadavatelem, avSak za pfedpokladu, Ze toto
Institution shall continue to adhere to its retention zdravotnické zafizeni bude i nadale dodrZovat své
obligations according to Clause 3.2 above and povinnosti tykajici se uchovavani (dajl podle
under ICH GCP. odstavce 3.2 vySe a podle pozadavku ICH GCP.

13.11.  Termination of this Agreement shall not relieve any | 13.11.  Vypovézeni této smlouvy nezbavuje zadnou ze
party from any obligation under this Agreement and stran povinnosti vyplyvajicich z této smlouvy
the Protocol that accrued or arose from facts and a protokolu, které vznikly ze skute€nosti a okolnosti
circumstances prior to the date of termination. In pfed dnem vypovézeni. Ustanoveni této smlouvy,
addition, the provisions of this Agreement that by ktera svou povahou pFedpokladaji pokracujici
their nature contemplate continuing obligations, zavazky, véetné téch, ktera se tykaji duvérnosti,
including without limitation, those relating to publikovani, vlastnictvi a vynalezl, uchovavani
confidentiality, publications, ownership and zaznamU nebo odSkodnéni, rovnéz zlstanou
inventions, record retention, or indemnification, v platnosti i po vypovézeni této smlouvy.
shall survive the expiration or termination of this
Agreement.

14. FINAL PROVISIONS 14, ZAVERECNA USTANOVENI

14.1. Assignment. Institution may not transfer or assign | 14.1. Postoupeni. Zdravotnické zafizeni nesmi bez
any of its rights and obligations under this pfedchoziho pisemného souhlasu zadavatele

Agreement without the prior written consent of

pfevadét ani postoupit sva prava a povinnosti
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Sponsor. Sponsor shall have the right to assign this
Agreement directly to a third party appointed by
Sponsor without the consent of Institution.

vyplyvajici z této smlouvy. Zadavatel je opravnén
tuto smlouvu postoupit pfimo tfeti strané
jmenované zadavatelem bez souhlasu
zdravotnického zafizeni.

14.2.

Relationship of Parties. Institution and Investigator
shall conduct the Clinical Trial under this
Agreement as independent contractor and nothing
herein shall be construed as creating a partnership,
joint venture, employment or the relationship of
principal and agent between the parties. Neither
party has the authority to bind any other, nor any
other’s representatives, in any way.

14.2.

Smluvni vztahy. Zdravotnické zafizeni a zkousSejici
provedou klinické hodnoceni podle této smlouvy
jako nezavisly dodavatel a nic vtomto smyslu
nebude mezi stranami vykladano jako vytvofeni
partnerstvi, spole¢ného podniku, zaméstnani nebo
vztahu mezi zmocnéncem a zastupcem. Zadna ze
stran nema pravomoc zavazat jinou smluvni stranu
ani jeji zastupce.

14.3.

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

14.3.

Zieknuti se. Zfeknuti se kterékoli podminky této
smlouvy jednou ze smluvnich stran nebude
v zadném pfipadé povazovano za zfeknuti se
podminky této smlouvy pro jakykoli podobny pfipad
v budoucnu nebo za jakékoli nésledné poruSeni
tohoto ustanoveni. VSechna prava, néapravna
opatfeni, zavazky, povinnosti a dohody obsazené
v této smlouvé jsou kumulativni a zadna z nich neni
omezenim jakéhokoli jiného napravného opatfeni,
prava, povinnosti nebo dohody.

14.4.

Severability. The invalidity or unenforceability of
any provision of this Agreement shall in no way
affect enforcement of any other provision of this
Agreement. The parties shall in good faith negotiate
a substitute clause for any provision declared
invalid or unenforceable, which comes closest to
the original understanding and intentions of the
parties when entering this Agreement.

14.4.

Oddélitelnost. Neplatnost nebo nevymahatelnost
jakéhokoli ustanoveni této smlouvy nema v zadném
pfipadé vliv na vymahatelnost jakéhokoli jiného
ustanoveni této smlouvy. U jakéhokoli ustanoveni
prohlaseného za neplatné nebo nevymahatelné
sjednaji smluvni strany v dobré vife nahradni
ustanoveni, které se blizi puvodnimu vykladu
a zaméru stran pfi uzavfeni této smlouvy.

14.5.

Force Majeure. Either party shall be excused from
performing its obligation with respect to the
performance of the Clinical Trial if their
performance is delayed or prevented by any cause
beyond such party's control, including, but not
limited to, terrorist acts, fire, explosion, war, civil
strife, riots, or major/regional power or utility supply
failure. Performance shall be excused only to the
extent of and during the reasonable continuance of
such disability. Any deadline or time for
performance specified in this Agreement and/or the
Protocol which falls due during or subsequent to the
occurrence of any of the disabilities referred to
herein shall be automatically extended for a period
of time equal to the period of such disability.

Each party shall promptly notify the other party in
writing upon becoming aware of an event of force
majeure as well as the expiration thereof. However,
if the force majeure persists for a period of one (1)
month after receipt of notice, the relevant party
shall be entitled to terminate this Agreement in
writing without further notice.

14.5.

Vy$88i moc. Kazda ze stran bude omluvena z plnéni
svych  povinnosti pfi  provadéni klinického
hodnoceni, pokud je jejich vykon zpozdén nebo je
mu zabranéno jakoukoli pfi¢inou mimo kontrolu
pfislusné strany, mimo jiné teroristickym ¢&inem,
pozarem, vybuchem, vélkou, ob&anskymi nepokoji,
povstanim ¢&i vypadkem hlavniho/regionalniho
napajeni nebo dodavek elektfiny. PInéni se
omlouva pouze v rozsahu a béhem pfiméfeného
pokragovani tohoto postiZzeni. Jakykoli termin nebo
lhGta pro plnéni uvedena v této smlouvé a/nebo
protokolu, ktera pfipadne na obdobi béhem nebo po
vyskytu jakéhokoli ze zde uvedenych postizeni, se
automaticky prodluzuje o dobu rovnajici se dobé
trvani tohoto postizeni.

Kazda ze stran neprodlené pisemné oznami
smluvnim stranam, Ze zaznamenala udalost vys$Ssi
moci. Stejnad povinnost plati i pro skonleni této
udalosti. Pokud v3ak vy$Si moc pfetrvava po dobu
jednoho (1) mésice po obdrzeni oznameni, je
pfisluSnéa strana opravnéna bez dalSiho oznameni
tuto smlouvu pisemné vypovédét.

14.6.

Notices. Notices under this Agreement shall be in
writing and considered sufficient if delivered
personally, sent by registered mail with return
receipt, sent by recognized overnight courier
service, e-mail or by telefax transmission,

14.6.

Oznameni. Oznameni v ramci této smlouvy musi
byt pisemna a budou povazovana za dostatecna,
pokud budou dorucéena osobné, zaslana
doporucenou postou s dodejkou, zaslana
uznavanou kuryrni sluzbou, e-mailem nebo faxem,
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addressed as follows:

a to na nasledujici adresu:

If to Sponsor:

LEO Pharma A/S
Industriparken 55
DK 2570 Ballerup

Att: Site Agreement Management
E-mail:

V pfipadé zadavatele:

LEO Pharma A/S
Industriparken 55
DK-2570 Ballerup

Do rukou: Site Agreement Management
Tem‘
E-mail:

If to Institution:

Fakultni nemocnice Ostrava
Attention: Center of Clinical Trials
17. listopadu 1790/5

708 52 Ostrava-Poruba

Czech Republic

V pfipadé zdravotnického zafizeni:

Fakultni nemocnice Ostrava

Do rukou: Centrum klinickych studii
17. listopadu 1790/5

708 52 Ostrava-Poruba

Ceska republika
Telephone: Telefon_
E-mail: E-mail:

14.7. Governing Law. Jurisdiction. This Agreement, and | 14.7. Rozhodné pravo, jurisdikce. Tato smlouva
all disputes and/or claims arising under this a vesSkeré spory a/nebo naroky vyplyvajici z této
Agreement, shall be interpreted and governed by smlouvy budou vykladany a budou se fidit zakony
the laws of Czech Republic, without regard to Ceské republiky, bez ohledu na kolizi pravnich
conflict of laws principles. In the event of any zasad. V pfipadé jakéhokoli sporu, ktery vznikne
dispute arising out of or relating to any provision of nebo se tyka jakéhokoli ustanoveni této smlouvy,
this Agreement, the parties shall try to settle any se strany pokusi vyrovnat jakykoli takovy spor
such dispute amicably on a good faith basis. If the smirné na zakladé dobré viry. Pokud strany nejsou
parties are unable to solve the dispute within schopny vyfesit spor v pfiméfené |huté, smluvni
reasonable time, the Parties agree that the dispute strany souhlasi, Ze o sporu rozhodnou vécné a
shall be decided by locally competent courts of the mistné pFislu§né soudy Ceské republiky.

Czech Republic.

14.8. Publicity. Sponsor and LEO may use, refer to and | 14.8. Publicita. Zadavatel a spoleénost LEO mohou
disseminate reprints of scientific, medical and other pouzivat, odkazovat a Sifit pfetisky védeckych,
published articles which disclose the name of lékafskych a jinych vydanych ¢lanku, které uvadéji
Institution and/or Investigator, provided such use nazev zdravotnického zafizeni a/nebo
does not constitute an endorsement of any product zkousSejiciho, pokud takové pouZiti nepfedstavuje
or service by Institution or Investigator. Institution propagaci jakéhokoli pfipravku nebo sluzby
and/or Investigator shall not disclose its zdravotnického  zafizeni nebo  zkouSejiciho.
relationship with Sponsor or LEO, or the existence Zdravotnické zafizeni a/nebo zkousSejici nesmi bez
of this Agreement, or use the name of Sponsor or pfedchoziho pisemného schvaleni zadavatele
LEO in any press release, article or other method of a spolec¢nosti LEO zvefejnit svlj vztah k zadavateli
communication with the general public, without the nebo spole€nosti LEO ani existenci této smlouvy,
prior written approval of Sponsor and LEO. ani nesmi pouzivat ndzev zadavatele €i spole¢nosti
Notwithstanding the aforementioned, Institution LEO v zadné tiskové zpravé, c¢lanku ani jiném
may publically post information about the Clinical zpusobu komunikace s vefejnosti. Bez ohledu na
Trial on Institution’s clinical trials directory/website vySe uvedené skute¢nosti muaze zdravotnické
and shall have the right to post Sponsor’'s name, zafizeni zvefejnit informace o klinickém hodnoceni
title of the Clinical Trial and Clinical Trial period and ve svém adresafi &i na svych internetovych
funding amount, on Institution publicly accessible strankach vénovanych klinickym hodnocenim a ma
lists of research conducted by Institution. pravo zvefejnit informace stran nazvu zadavatele,

nazvu, doby trvani a vySe Castky za toto klinické
hodnoceni, které budou vefejné pfistupné
v seznamech vyzkuma provadénych timto
zdravotnickym zafizenim.

14.9. Entire Agreement. This Agreement and its | 14.9. Cela smlouva. Tato smlouva ajeji pfilohy
appendices constitute the entire agreement and pfedstavuji uUplnou dohodu a porozuméni mezi
understanding between the parties with respect to stranami v souvislosti s provadénim  tohoto

the conduct of the Clinical Trial and shall supersede

klinického hodnoceni. Maji pfednost a nahrazuji
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and have priority over all other documents,
agreements, verbal consents or understandings
made between Sponsor and Institution and/or
Investigator with respect hereto, including any CDA
that has been entered into between the parties with
respect to the Clinical Trial. This Agreement may be
amended or modified only if in writing and signed
by duly authorised representatives of the parties
hereto.

v8echny dokumenty, smlouvy, slovni ujednani nebo
dohody mezi zadavatelem a zdravotnickym
zafizenim a zkousSejicim, v€etné vSech smluv CDA,
které byly uzavieny stranami s ohledem na klinické
hodnoceni. Tato smlouva mlze byt upravena nebo
pozménéna pouze pisemnou formou a poté musi
byt podepsana fadné zmocnénymi zastupci
smluvnich stran.

14.10. Counterparts. This Agreement may be executed in | 14.10.  Vyhotoveni smlouvy. Tato smlouva mulze byt
3 counterparts, each of which shall be deemed an vyhotovena ve 3 vyhotovenich, z nichz kazdé bude
original, but which collectively shall constitute one povazovano za original, spole¢né vSak tvofi jeden
and the same instrument. a tentyz pravni dokument.

14.11. Discrepancy. In case of discrepancy between the | 14.11. Nesrovnalost. V pfipadé nesrovnalosti mezi obéma

two versions the Czech version shall prevail.

jazykovymi verzemi je rozhodujici ¢eska verze.
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IN WITNESS WHEREOF, the parties have caused this
Agreement to be executed by their duly authorised
representatives on the date(s) indicated below, but effective
for all purposes on the date of publication in the Register of
Contracts in accordance with Act No. 340/2015 Coll., on
Special Conditions for the Effectiveness of Certain Contracts,
Publication of these Contracts and on the Contract Register

NA DUKAZ CEHOZ se strany dohodly, Ze tato smlouva bude
uzaviena fadné zmocnénymi zastupci v nize uvedeném datu,
ale pro vsSechny Uucely bude nabyvat Uucinnosti dnem
zvefejnéni v registru smluv v souladu se zakonem ¢&.
340/2015 Sb. o zvlastnich podminkach ucinnosti nékterych
smluv, uvefejiovani téchto smluv a o registru smluv (zakon
o registru smluv), ve znéni pozdéjSich pfedpisu.

(Act on Contract Register), as amended.

LEO Pharma A/S

By/ Zastupce strany:

Podpis/Signature

Name/Jméno: Hasse Kromann

Title/Funkce: Deputy Director for Science, Research and
Education / Naméstek feditele pro védu,vyzkum a vyuku

Date/Datum:

LEO Pharma A/S

By/ Z&stupce strany:

Podpis/Signature

Name/Jméno: Lars Rosendal

Title/Funkce: Director/Reditel

Date/Datum:

INSTITUTION/ZDRAVOTNICKE ZARIZENi

By/ Zastupce strany:

Podpis/Signature

Name/Jméno: doc. MUDr. Petr Vavra, Ph.D.

Title/Funkce: Deputy Director for Science, Research and
Education / Naméstek feditele pro védu,vyzkum a vyuku

Date/Datum:

INVESTIGATOR/ZKOUSEJiCI

By/ Zastupce strany:

Podpis/Signature

Name/Jméno: MUDr. Yvetta Vantuchova

Title/Funkce: Investigator/ZkouSejici

Date/datum:

Initials/Parafa:
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Appendices: Prilohy:

Appendix 1: Enrolment expectations, timelines and Budget Pfiloha 1: Ocekavany pocet hodnocenych subjektt, Casovy
harmonogram a rozpocet

Appendix 2: Privacy Notice Pfiloha 2: Oznameni o ochrané osobnich udaju
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APPENDIX 1

PRILOHA 1

To the Clinical Trial Agreement between LEO Pharma A/S,
Industriparken 55, DK-2750 Ballerup, Denmark (“Sponsor”) and
Fakultni nemocnice Ostrava, 17. listopadu 1790/5, 708 52
Ostrava — Poruba, Czeh Republic, ID No .: 00843989, Tax ID No .:
CZ00843989, Deed of Foundation of the Ministry of Health of 25
November 1990, Ref. OP-054-25.11.90 in the matters of this
contract he is authorized to act and sign: doc. MUDr. Petr Vavra,
Ph.D., Deputy Director for Science and Research; bank account:
Czech National Bank, bank address: Na Prikopé 28, 115 03 Praha

, (the “Institution”) and MUDTr. Yvetta Vantuchova
working at the Fakultni nemocnice Ostrava, Kozni oddéleni, 17.
listopadu 1790/5, 708 52 Ostrava-Poruba, Czech Republic (the
“Investigator”) with respect to the performance of the Clinical Trial
"Long-term extension trial in subjects with atopic dermatitis who
participated in previous tralokinumab trials - ECZTEND” bearing
the Protocol number LP0162-1337.

Pfiloha ke smlouvé o klinickém hodnoceni mezi spole¢nosti LEO
Pharma A/S se sidlem na adrese Industriparken 55, DK-2750
Ballerup, Dansko (dale jen ,zadavatel“) a Fakultni nemocnici
Ostrava, se sidlem 17. listopadu 1790/5, 708 52 Ostrava — Poruba,
Ceska republika, IC: 00843989, DIC: CZ00843989, zfizovaci listina
MZ CR ze dne 25. Listopadu 1990, &j. OP-054-25.11.90; ve
vécech této smlouvy je opravnén jednat a podepisovat: doc. MUDr.
Petr Vavra, Ph.D., naméstek feditele pro védu a vyzkum; bankovni
spojeni: Ceska narodni banka, adresa banky: Na Ptikopé 28,
115 03 Praha 1,

(dale jen ,zdravotnické zafizeni“) a MUDr. Yvettou
Vantuchovou plsobici na adrese pracovisté Fakultni nemocnice
Ostrava, Kozni oddéleni, 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika (dale jen ,zkousejici“) s ohledem na
provadéni klinického hodnoceni ,Dlouhodobé prodiouzené klinické
hodnoceni subjektll s atopickou dermatitidou, ktefi se ucastnili
pfedchozich studii s tralokinumabem — ECZTEND* nesouci Cislo
protokolu LP0162-1337.

1) Trial Subject Enrolment Expectations:

I|'|I

1) Ocekavany pocet zapsanych hodnocenych subjektu:

2) Expected Timelines:

3) Completion of eCRF
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APPENDIX 2

PRILOHA 2

Institution shall distribute copies of this appendix to the Investigator
and the relevant Clinical Trial Staff.

Zdravotnické zafizeni rozeSle kopie této pfilohy zkouSejicimu
a prislusnému personalu klinického hodnoceni.

DATA PRIVACY NOTICE

OZNAMENi O OCHRANE OSOBNIiCH UDAJU

2. Data Privacy Notice for HCPs and Clinical Trial Staff

2. Oznameni o ochrané osobnich tdajl pro Iékafe a personal
klinického hodnoceni

We hereby notify you on the processing of your personal data. For
your understanding personal data means any information
concerning your person.

This privacy notice concerns the collection and use of personal data
when engaging with healthcare professionals (HCPs) and clinical
trial staff involved in carrying out the Clinical Trial “Long-term
extension trial in subjects with atopic dermatitis who participated in
previous tralokinumab trials - ECZTEND” bearing the Protocol
number LP0162-1337. Pursuant to the Clinical Trial Agreement with
LEO Pharma A/S, personal data will be collected about you such
as, but not limited to; your name, contact details, working address
and CV. The collection, processing and use (including the
transmission and retention) of such data is made in accordance with
the applicable legal requirements e.g. Regulation (EU) 2016/679
General Data Protection Regulation.

Timto vas chceme informovat o zpracovani vasich osobnich udaja.
Pro lepSi pochopeni: terminem ,osobni udaje“ jsou mysleny
vSechny informace tykajici se vasi osoby.

Toto oznameni o ochrané osobnich udaju se tyka shromazdovani
a pouzivani osobnich Udaji pfi praci slékafi a personalem
klinického hodnoceni, ktefi se podileji na provadéni klinického
hodnoceni “ Dlouhodobé prodlouzené klinické hodnoceni subjektt
s atopickou dermatitidou, ktefi se ucastnili pfedchozich studii s
tralokinumabem — ECZTEND ” nesouci Cislo protokolu LP0162-
1337.V souladu se smlouvou o klinickém hodnoceni se spole¢nosti
LEO Pharma A/S ovas budou shromazdovany osobni Udaje,
napfiklad vase jméno, kontaktni Udaje, adresa do zaméstnani
a zivotopis. Shromazdovani, zpracovani a pouzivani (v€etné
predavani a uchovavani) téchto udaju je provadéno v souladu
s platnymi pravnimi poZadavky, napf. obecnym nafizenim
o ochrané osobnich udaji 2016/679 (dale jen ,nafizeni GDPR®).

1. We are the data controllers
The LEO entity with whom you are making a contract, LEO Pharma
A/S and the LEO entity of your home country of register (all of which
may be the same) are the joint data controllers for the processing
of the personal data that we have received about you / you have
provided to us. You will find our contact information below.

1. Jsme spravci udaji
Subjekt spole€nosti LEO, s nimZ uzavirate smlouvu, spoleé¢nost
LEO Pharma A/S a subjekt spole¢nosti LEO vasi domovské zemé
registrace (z nichz v8echny mohou byt stejné) jsou spoleCnymi
spravci Udaji pro zpracovani osobnich udaja, které jste nam
poskytli / které jsme od vas obdrzeli. Kontaktni Udaje naleznete
nize.

2. Contact information on the Data Protection Officer

If you have any questions about the processing of your personal
data, you are always welcome to contact our Data Protection Officer
in the following ways:

* By letter: LEO Pharma A/S, Industriparken 55, 2750 Ballerup,
Denmark, cl/o Data Protection Officer

2. Kontaktni udaje povérence pro ochranu osobnich udaju
Budete-li mit jakékoli dotazy ohledné zpracovani svych osobnich
udaj, mazete se kdykoli obratit rovnéz na naseho povéfence pro
ochranu osobnich udaj:

* Pisemné postou: LEO Pharma A/ S, Industriparken 55, 2750
Ballerup, Dansko, cl/o Data Protection Officer

3. Purpose and legal basis for processing your personal data
We may process your personal data for the below following
purposes:

3. Ugel a pravni zaklad pro zpracovani vasich osobnich tadaju
Va$e osobni Udaje mizeme zpracovat pro nize uvedené ucely:

market value, details on
activity/services

provided by you as well | standards

Responsible Categories of Personal | Purpose Legal Basis Legitimate interests
data
LEO ENTITY with whom | Name, LEO unique | Performance of the | GDPR, art. 6, 1, | N/A
you are contracting identifier, contact | contract b (performance of
details, medical a contract)
expertise and | Assess the
qualifications, activity/services and
assessment of fair | legitimate business

need and adherence to
local law and industry
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as any remuneration for
services or grant,
donation and
sponsorship provided by
LEO Pharma directly or
indirectly to you

LEO Pharma A/S

Name, LEO unique
identifier, contact
details, medical
expertise and

qualifications,
assessment of fair
market value, details on
activity/services
provided by you as well
as any remuneration for
services or grant,
donation and
sponsorship provided by
LEO Pharma directly or
indirectly to you

Responsible for internal
global processes and IT
solutions

Assist in ensuring that
internal global
processes are adhered
to in order to comply
with industry standards,
e.g. review of business
need and justification for
selection of HCP/HCO

GDPR, art. 6, 1,
f (legitimate interests)

Mother affiliate who are
responsible for
maintaining appropriate
IT solutions and global
internal processes to
ensure compliance with
industry standards
and/or local law

LEO ENTITY OF YOUR
REGISTERED
COUNTRY

Name, LEO unique
identifier, contact
details, medical
expertise and

qualifications,
assessment of fair
market value, details on
activity/services
provided by you as well
as any remuneration for
services or grant,
donation and
sponsorship provided by
LEO Pharma directly or
indirectly to you

Assess the
activity/services and
legitimate business

need and adherence to
local law and industry
standards

Assess transfer of value
in relation to fair market
value, expertise and
qualifications

Transparency purposes

GDPR, art. 6, 1, c (legal
obligation) or GDPR, art.
6, 1,a (consent)

Comply with industry
standards and/or local
law

Odpovédna osoba Kategorie  osobnich | Uéel Pravni zaklad Opravnény zajem
udaji
Subjekt spole¢nosti | Jméno, jedine¢ny | PInéni smlouvy Nafizeni GDPR, ¢l. 6 | Neni k dispozici

LEO, s nimz uzavirate
smlouvu

identifikator spole¢nosti
LEO, kontaktni udaje,
odborné  zdravotnické
znalosti a kvalifikace,
hodnoceni spravedlivé
trzni hodnoty,
podrobnosti

o ¢innosti/sluzbach,
které jste poskytli, jakoz
i veSkeré odmény za
sluzby nebo granty, dary
a sponzorstvi vam
poskytované pfimo Ci

Posoudit &innost/sluzby

a legitimni obchodni
potfeby  a dodrzovani
mistnich zakon(

a pramyslovych norem

odst. 1 pism b) (pInéni
smlouvy)

nepfimo spole¢nosti
LEO Pharma

LEO Pharma A/S Jméno, jedineCny | Zodpovida za interni | Nafizeni GDPR, ¢l. 6 | Hlavni pobocka, ktera je
identifikator spolecnosti | globalni procesy alT | odst. 1 pism. f) | zodpovédna za
LEO, kontaktni udaje, | feSeni (opravnéné zajmy) udrzovani vhodnych IT
odborné  zdravotnické feSeni a globalnich
znalosti  a kvalifikace, | Pomahat zajistit internich procesu, aby
hodnoceni spravedlivé | dodrZzovani globalnich byla zajisténa shoda
trzni hodnoty, | internich procesl, aby s prumyslovymi
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podrobnosti byly v souladu normami a/nebo

o ¢innosti/sluzbach, s pramyslovymi mistnimi zakony

které jste poskytli, jakoz | normami, napr.

i veSkeré odmeény za | pfezkoumani

sluzby nebo granty, dary | obchodnich potfeb

a sponzorstvi vam | a zdGvodnéni  vybéru

poskytované pfimo ¢&i | Iékafe/  zdravotnické

nepfimo spole¢nosti | organizace

LEO Pharma
SUBJEKT Jméno, jedine€ny | Posoudit &innost/sluzby | Nafizeni GDPR, ¢l. 6 | Dodrzeni primyslovych
SPOLECNOSTI  LEO | identifikator spolegnosti | a legitimni obchodni | odst. 1 pism c) (zakonna | norem a/nebo mistnich
REGISTROVANY VE | LEO, kontaktni Udaje, | potteby  adodrzovani | povinnost) nebo | zakonu
VASI ZEMI odborné  zdravotnické | mistnich zakonu | nafizeni GDPR, ¢&l. 6

znalosti  a kvalifikace, | a primyslovych norem odst. 1 pism a) (souhlas)

hodnoceni spravedlivé

trzni hodnoty, | Posouzeni pfevodu

podrobnosti hodnoty ve vztahu ke

o ¢innosti/sluzbach, spravedlivé trzni

které jste poskytli, jakoz | hodnoté, odbornosti

i veSkeré odmeény za | a kvalifikaci

sluzby nebo granty, dary
a sponzorstvi vam
poskytované pfimo Ci
nepfimo spole¢nosti
LEO Pharma

Ugely transparentnosti

(Please note that not all of the categories of personal data
mentioned in the table above is relevant if you are not a HCP).

(Upozoriiujeme, ze pokud nejste IékaF, ne vSechny kategorie
osobnich udaji uvedené ve vySe uvedené tabulce jsou
relevantni.)

4. Recipients or categories of recipients
We disclose or entrust your personal data to the following
recipients for the mentioned purposes:

e Compliance with local law and industry standards

Recipients: LEO internal personnel who document, assess
and monitor the legitimate business need and justification of
selection of HCPs, and fair market value, including monitoring
compliance in relation to the prohibition of inducements to
supply or prescribe particular products.

e Audit and/or inspection purposes

pFijemct
osobni  udaje

4. Prijemci nebo kategorie
Zvefejfiujeme nebo svéfujeme vase
nasledujicim pfijemcim pro uvedené ucely:

e Dodrzeni primyslovych norem a mistnich zakonu

Pfijemci: interni personal spole¢nosti LEO, ktery
dokumentuje, vyhodnocuje a sleduje legitimni obchodni
potfeby a odlivodnéni vybéru l|ékafe a spravedlivou trzni
hodnotu, v&etné sledovani dodrZovani zakazu pobidek
k poskytovani nebo pfedepisovani konkrétnich pfipravku.

o Ugely auditu a/nebo inspekce

Recipients: LEO internal personnel, local law enforcers or | Pfijemci: interni personal spoleCnosti LEO, mistni
local industry associations. donucovaci organy nebo mistni prdmyslova sdruzeni.

e Transparency purposes ¢ Ugely transparentnosti
If you reside in a country with legislation on transparency: Jestlize pobyvate v zemi s legislativou tykajici se
National authority website, information are made accessible | transparentnosti:
to the general public. Webové stranky vnitrostatnich organd, informace jsou

pfistupné Siroké vefejnosti.

If you reside in a country with local industry obligations on
transparency: Jestlize pobyvate v zemi s povinnosti transparentnosti
Local industry association/company website of the LEO Entity | v mistnim primyslu:
of your registered country, information are made accessible | Webové stranky mistniho  prdmyslového  sdruzeni/

to the general public if consent has been provided where
required.

e Data processors

spolecnosti subjektu spole¢nosti LEO registrovaného ve
vaSem staté, informace jsou zpfFistupnény Siroké vefejnosti,
jestlize byl v pfipadé potfeby poskytnut souhlas.

e Zpracovatelé udaja
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IT applications and server storage

We utilise a series of data processors (providers of IT
applications and server storage) for the purposes mentioned
above. Such providers are obligated by contract to ensure the
confidentiality and security of your personal data as required
by law.

Performance of activity/services

LEO internal personnel and LEO contracted third parties who
are administering logistics in relation to activities performed
by you. Such third parties are obligated by contract to ensure
the confidentiality and security of your personal data as
required by law.

IT aplikace a serverova ulozisté

Pro vySe uvedené Ucely vyuzivame fadu zpracovateld udajd
(poskytovateld IT aplikaci a serverovych ulozist). Tito
poskytovatelé jsou povinni smluvné zajistit ddavérnost
a bezpecnost vasich osobnich udaju, jak to vyzaduje zakon.

Cinnost / poskytovani sluzeb

Interni personal spoleénosti LEO a smluvni partnefi
spole¢nosti LEO tfetich stran, ktefi spravuji logistiku
v souvislosti s ¢innostmi, které vykonavate. Tyto tfeti strany
jsou povinny smluvné zajistit divérnost a bezpecénost vasich
osobnich udaju, jak to vyzaduje zakon.

5. Transfer to recipients outside your jurisdiction
Personal data is transferred to LEO affiliates and data
processors in the European Economic Area (EEA). LEO
ensures that your personal data is processed confidentially
and securely and extends certain rights to you (see paragraph
8 — your rights).

5. Pfevod pfijemcim mimo vasi jurisdikei
Osobni udaje jsou pfevedeny na pobocky spole¢nosti LEO
a zpracovatele (daji v Evropském hospodafském prostoru
(EHP). Spole¢nost LEO zajisti, aby vaSe osobni udaje byly
zpracovavany duvérné a bezpecné v souladu s nafizenim
GDPR, a rozsifuji néktera vase prava (viz odstavec 8 — Vase
prava).

6. Where your personal data originates
Where you have not yourself provided your personal data,
such as registration number, we may retrieve such data from
publicly available sources, such as registration databases
made available by the national authorities, or from an HCO.
You can always request access to your personal data in
accordance with paragraph 8 below.

6. Puvod vasich osobnich udaju
Pokud jste své osobni udaje neposkytli (napfiklad registraéni
¢islo), miZzeme tyto Udaje ziskat z vefejné dostupnych zdroja,
jako jsou registracni databaze zpfistupnéné vnitrostatnimi
organy nebo od zdravotnické organizace. V souladu
s odstavcem 8 nize mlzete vzdy pozadat o pfistup ke svym
osobnim udajum.

7. Retention of your personal data
Personal data is retained for as long as necessary and for
a minimum of 25 years in accordance with general industry
requirements, unless a shorter period is required under
applicable national data privacy or other laws or regulations.

7. Uchovavani vasich osobnich udaju
Osobni udaje jsou uchovavany po dobu nezbytné nutnou
a minimalné po dobu 25let v souladu s obecnymi
primyslovymi pozadavky, ledaze by podle platnych
vnitrostatnich zakonl o ochrané osobnich udajl nebo jinych
zakonu ¢&i predpist bylo vyzadovano kratsi obdobi.

8. Your rights

You have several rights in relation to our processing of your
personal data. If you want to use your rights, please contact
us.

Right to see personal data (Access)
You are entitled to gain access to the information that we are
processing about you.

Right to rectification (correction)
You have the right to have incorrect information about
yourself corrected.

Right to deletion
In certain instances, you have the right of deletion of

information about you before the time of our ordinary general
deletion.

Right to limit processing

In certain instances, you have the right to limit the processing
of your personal information. If you are entitled to limited
processing, in future, we may only process the information -
except for storage - with your consent or for the purpose of
determining, enforcing or defending legal claims, or for
protecting a person or important social interests.

8. Vase prava

V souvislosti s nasim zpracovanim vasich osobnich udajl
vam pfisluSi néktera prava. Pokud chcete uplatnit sva prava,
kontaktujte nas.

Pravo na zobrazeni osobnich tdaja (pfistup)
Mate pravo na pfistup kinformacim,
zpracovavame.

které o vas

Pravo na opravu (oprava)
Mate pravo na opravu nespravnych informaci o vasi osobé.

Pravo na smazani

V nékterych pfipadech mate pravo pozadat o smazani
informaci, které o vas vedeme, jesté pfed béznym terminem
obecného smazani.

Pravo omezit zpracovani

V nékterych pfipadech mate pravo omezit zpracovani vasich
osobnich udaju. Mate-li narok na omezené zpracovani,
mizeme v budoucnu zpracovavat informace — s vyjimkou
uchovavani — pouze s vas$im souhlasem nebo za uUcelem
uréeni, vymahani nebo obhajoby pravnich naroka ¢&i za
U¢elem ochrany osoby nebo dllezitych vefejnych zajmu Unie
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Right to object
You may, in certain cases, have the right to object to our or

legitimate processing of your personal information. You can
also object to processing your information for direct
marketing.

nebo Ceské republiky.

Pravo vznést namitku

V urcitych pfipadech muzete mit pravo vznést namitku proti
nasemu nebo opravnénému zpracovani vasSich osobnich
udaju. Muzete také vznést namitku proti zpracovani vaSich
informaci za u¢elem pfimého marketingu.

9. Complain to Supervisory Authority

Where applicable laws provide you with such right, you are
entitled to file a complaint with the supervisory authority, in
particular in country of your habitual residence, place of work
or place of the alleged infringement if you believe that the
processing of personal data infringes your right to data
protection.

9. Stiznost k dozorovému ufradu

Jestlize vam to umozniuji pFislusné pravni predpisy, jste
opravnéni podat stiznost dozorovému ufadu, zejména v zemi
svého obvyklého bydlisté, mista vykonu prace nebo mista
udajného porusSeni, pokud se domnivate, Ze zpracovani
va$ich osobnich udaji porusuje vase pravo na ochranu udaju.
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