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SMLOUVA O PROVEDENI NEINTERVENCNI STUDIE / PARTICIPATING SITE AGREEMENT

Tato smlouva o provedeni neintervenéni studie
(dale jen "Smlouva") je uzaviena mezi spolecnosti

, vedené u Méstského soudu v
Praze pod sp. zn. C ] (déle jen "Sponzor"),

zastoupen spoleénosti I

B ' osobé pravniho zastupce i
I ('Srolecnost”) na zakladé plné

moci, ktera je ke Smlouvé priloZena jako Pfiloha C

A

Fakultni nemocnici Ostrava, se sidlem
17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Ceska republika, IC: 00843989, DIC: CZ00843989,
prispévkova organizace zfizena zfizovaci listinou
Ministerstva zdravotnictvi Ceské republiky ze dne
25.11. 1990, &. j. OP-054-25.11.90, zastoupena:
doc. MUDr. Ing. Jakubem Cvekem, Ph.D., MBA,
naméstkem feditele pro védu, vyzkum a vyuku
(,,Poskytovatel”)

A

MUDr. Yvettou Vantuchovou, Ph.D., pracovisteé:
Oddéleni kozni Fakultni nemocnice Ostrava, se
sidlem 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika ("Zkousejici")

This Participating Site Agreement (“Agreement”) is

by and between GG
I
]

, filed with the Municipal Court in
Prague under file no. C ] (“Sponsor”)
represented by NG
B I B BN . .
I i the person of its
Legal Representative |l HIIIEEE
(“Company”) based on Power of Attorney attached
hereto as Exhibit C

And

Ostrava University Hospital, 17. listopadu 1790/5,
708 52 Ostrava-Poruba, Czech Republic (“Site”) ID
No. 00843989, VAT No.: (€Z00843989, a
contributory organization established by the
founding deed of the Ministry of Health of the
Czech Republic dated November 25, 1990, ref. no.
OP-054-25.11.90, represented by: doc. MUDr. Ing.
Jakub Cvek, Ph.D., MBA, Deputy Director for
Science, Research and Education (“Provider”)

And

MUDr. Yvetta Vantuchova, Ph.D., workplace:
Department of Dermatology, Ostrava University
Hospital, with its registered office at 17. listopadu
1790/5, 708 52 Ostrava-Poruba, Czech Republic
(“Principal Investigator”)

1. Provedeni Studie

1. Conduct of the Study

Spoleénost je povérena fidit studii s nazvem
"Evropska, multicentricka, vyhledova klinicka
studie faze IV hodnotici vliv lebrikizumabu na
dusevni a télesnou pohodu a na zvladani koznich
projevll u pacientl se stfedné tézkymi az tézkymi
symptomy atopické dermatitidy (ADTrust)"
("Studie") a vykonavat néktera prava a plnit
nékteré povinnosti z této Smlouvy za Sponzora.
Zkousejici se zavazuje zajistit, Ze on a vsichni
pracovnici podilejici se na Studii provedou Studii
na nalezité odborné urovni v souladu s protokolem

Studie &islo

Company is in charge of managing the Study
entitled “A European, multicenter, prospective
observational phase IV clinical study to assess the
impact of lebrikizumab on health-related well-
being and control of skin manifestations in
patients with  moderate-to-severe  atopic
dermatitis (ADTrust)” (“Study”) and exercise
certain rights and perform certain obligations
under this Agreement on behalf of Sponsor.
Investigator will ensure that he and all Study
personnel will perform the Study in a diligent
manner in accordance with the Study protocol

MUDr. Yvetta Vantuchova
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(v€etné vsech naslednych zmén), ktery je pfiloZen
jako Priloha A ("Protokol") a je zaclenén do této
Smlouvy formou odkazu. V pfipadé rozporu mezi
touto Smlouvou a jejimi pfilohami maji prednost
ustanoveni této Smlouvy, neni-li ve Smlouvé
vyslovné uvedeno jinak. V pripadé jakéhokoli
nesouladu mezi touto Smlouvou a Protokolem ma
Protokol ptrednost v medicinskych a védeckych
zalezitostech a v otazkach provadéni Studie; jinak
maji pfednost ustanoveni této Smlouvy. Zkousejici
zajisti, aby vSechny poskytované Udaje byly presné
a uplné. Strany budou dodrZovat vSechny platné
zakony a pravni predpisy tykajici se provadéni
Studie, vletné téch, které se tykaji provadéni
klinického vyzkumu, ochrany osobnich adajq,
uchovavani dokumentace studie, podavani zprav o
bezpecnosti, zverejiovani financnich informaci,
stfetu zajm(, bezpecnosti pacientl, boje proti
uplatkarstvi a korupci ("Platné pravni predpisy").
Poskytovatel a Zkousejici budou Studii provadét,
mimo jiné, na zakladé nafizeni ¢. 536/2014 ze dne
16.4.2014 o klinickych hodnocenich humannich
léCivych pripravkd a o zruSeni smérnice
2001/20/ES , zakona ¢. 378/2007 Sh., o lécivech,
ve znéni pozdéjsich predpist (ddle také jen ,,zdkon
o léc¢ivech”), vyhlasky ¢. 463/2021 Sb., o blizsich
podminkach provadéni klinického hodnoceni
humannich lécivych ptipravkd, ve znéni pozdéjsich
predpist, zakona €. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjsich predpist a zakona
¢. 110/2019 Sh., o zpracovani osobnich Gdaja, ve
znéni pozdéjsich predpist, Protokolu, Smlouvy,
etickych  zasad Helsinské deklarace; a
Harmonizovaného Guideline ICH pro Spravnou
klinickou praxi véetné jeho naslednych zmén a
obecné pfijimanymi standardy spravné klinické
praxe.

number [ B

Il (including any subsequent amendments)
attached hereto as Exhibit A (“Protocol”) and
incorporated herein by reference. In the event of
any conflict between this Agreement and its
annexes, the provisions of this Agreement shall
prevail, unless expressly stated otherwise in the
Agreement. In the event of any inconsistency
between this Agreement and the Protocol, the
Protocol shall prevail in medical and scientific
matters and in matters relating to the conduct of
the Study; otherwise, the provisions of this
Agreement shall prevail. Investigator will ensure
that all data provided is accurate and complete.
The parties will comply with all applicable laws and
regulations relating to the conduct of the Study,
including those related to the conduct of clinical
research, data privacy, study documentation
storage, safety reporting, financial disclosure,
conflict of interest, patient safety, anti-bribery and
anti-corruption (“Applicable Law”). The Provider
and the Investigator shall conduct the Study, inter
alia, on the basis of Regulation No. 536/2014 of 16
April2014 on clinical trials on medicinal products
for human wuse and repealing Directive
2001/20/EC, Act No. 378/2007 Coll., on medicinal
products, as amended (hereinafter also referred to
as the “Medicinal Products Act”), Decree No.
463/2021 Coll., on detailed conditions for the
conduct of clinical trials of medicinal products for
human use, as amended, Act No. 372/2011 Coll.,
on health services, as amended, and Act No.
110/2019 Coll., on the processing of personal data,
as amended, the Protocol, the Agreement, the
ethical principles of the Helsinki Declaration, and
the ICH Harmonized Guideline for Good Clinical
Practice, including its subsequent amendments
and generally accepted standards of good clinical
practice.

2. Zkousejici

2. Principal Investigator

Zkousejici bude Studii dozorovat a provadét ji v
souladu s touto Smlouvou, Protokolem a Platnymi
pravnimi predpisy. Zkousejici je odpovédny za
provadéni Studie u Poskytovatele a za dohled nad
vsemi osobami nebo stranami, které Zkousejici
povéri vykonem povinnosti a funkci souvisejicich

Principal Investigator will supervise and conduct
the Study according to this Agreement, the
Protocol, and Applicable Law. Investigator is
responsible for the conduct of the Study at
Provider and for supervising any individual or
party to whom the Investigator delegates Study-
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se Studii. Zkousejici provadi Studii v rdmci svého
zaméstnaneckého pomeéru k Poskytovateli. Pokud
Zkousejici a Poskytovatel sjednaji pro vykon
povinnosti a funkci souvisejicich se Studii sluzby
jakékoli osoby nebo strany, zajisti, aby tato osoba
nebo strana byla kvalifikovana pro vykon téchto
povinnosti a funkci souvisejicich se Studii, a
zavedou postupy k  zajisténi  integrity
vykonavanych povinnosti a funkci souvisejicich se
Studii a veskerych ziskanych udaji. Sponzor je
spravcem osobnich Gdaji zpracovavanych v
souvislosti se Studii a touto Smlouvou. Zkousejici
prohlasuje, ze jeho/jeji Zivotopis je pfesny, a bere
na védomi, Ze Sponzor ma opravnény zajem
zpracovavat jeho/jeji osobni Udaje a mlze tyto
Udaje uchovavat pro budouci vyzkumné studie a
muze sdilet Zivotopis a osobni Udaje se svymi
pfidruZzenymi spolec¢nostmi a regula¢nimi orgdny
po celém svété, pricemz se tyto subjekty mohou
nachazet v zemich, které neposkytuji odpovidajici
uroven ochrany téchto osobnich udajl, vcetné
Spojenych stat(ll, za Ucelem provadéni této Studie
a pripadnych budoucich studii.

related duties and functions. The Investigator will
conduct the study within the scope of his/her
employment with the Provider. If the Investigator
and Provider retain the services of any individual
or party to perform Study-related duties and
functions, the Site and Investigator shall ensure
this individual, or party is qualified to perform
those Study-related duties and functions and shall
implement procedures to ensure the integrity of
the trial-related duties and functions performed
and any data generated. The Sponsor shall be the
data controller for personal data processed in
relation with the Study and this Agreement.
Investigator declares that his/her curriculum vitae
is accurate and acknowledges that Sponsor has
legitimate interests to process his/her personal
data and it may store such information for future
research studies, and it may share the curriculum
vitae and personal information with its affiliates,
and regulatory agencies worldwide, that may be
located in countries that do not offer an adequate
level of protection for such personal data,
including the United States, for the purpose of
conducting this Study and possible future studies.

3. Odména

3. Compensation

A. Platebni podminky. Sponzor prostiednictvim
Spolecnosti zaplati strané oznacené jako Prijemce
platby (jak je definovano nize) v této Studii v
souladu s Prilohou B za uspokojivé splnéni vsech
zavazk( souvisejicich se Studii podle této Smlouvy.
Spolecnost bude pfijimat faktury vystavené
Prijemcem platby a zpracovavat platby, pokud neni
dohodnuto jinak. Jakékoli dotazy PFijemce platby
tykajici se faktur nebo plateb budou smérovény na
Spolecnost na kontaktni Udaje uvedené v Pfiloze B.
Nebudou hrazeny Zzddné ndklady ani vydaje
souvisejici s jakoukoli zdravotni péci o subjekty
Studie ("Subjekty"). Poskytovatel ani Zkousejici
nebudou platit jinému lékafi za to, aby Subjekty
doporucil do Studie. Poskytovatel a Zkousejici
budou dodrZovat vsSechny pfislusné povinnosti
tykajici se zvefejiiovani informaci o odménach,
které muze vyZzadovat Sponzor nebo jakakoli
instituce, lékarska komise nebo jind lékarska di
védeckd organizace spojena s Poskytovatelem
nebo Zkousejicim. Platby odmény uvedené
v pfiloze B predstavuji jediny a vylucny zpUsob

A. Payment Terms. Sponsor, through Company, will
pay the party designated as Payee (as defined
below) on this Study in accordance with Exhibit B,
for satisfactory completion of all Study-related
obligations hereunder. Company will receive Payee
invoices and process payments unless otherwise
agreed. Any queries regarding Payee invoices or
payments should be directed to Company at the
contact details outlined in Exhibit B. No costs or
expenses related to any medical treatment of
Study subjects (the “Subjects”) will be paid.
Neither Provider nor Investigator will pay another
physician to refer Subjects to the Study. Provider
and Investigator will comply with all applicable
disclosure obligations relating to compensation as
may be required by Sponsor or any institution,
medical committee or other medical or scientific
organization  affiliated with  Provider or
Investigator. The remuneration payments
specified in Appendix B represent the sole and
exclusive method of proper financial settlement
between the contracting parties. The Sponsor
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fadného financniho vyporadani mezi smluvnimi
stranami. Sponzor timto prohlasuje, Ze neuzavrel a
neuzavie se Zkousejicim ani szZadnym zclen(
studijniho tymu separatni smlouvu na odménu za
provedeni Studie. Odména bude mezi
Poskytovatele, Zkousejiciho a jeho studijni tym
rozdélena po odecteni nakladd podle vnitfnich
predpist Poskytovatele.

hereby declares that it has not entered into and
will not enter into any separate agreement with
the Tester or any member of the study team for
remuneration for the performance of the Study.
The remuneration shall be divided between the
Provider, the Investigator and his study team after
deduction of costs in accordance with the
Provider's internal regulations.

B. Boj proti korupci a podvodim. Poskytovatel a
Zkousejici potvrzuji, Ze poskytnutd odména (i)
pfedstavuje spravedlivou trzni hodnotu a
spravedlivou odménu za poskytnuté sluzby s
ohledem na jejich odborné znalosti; (ii) neni
vymeénou za ¢i pobidkou k minulému, sou¢asnému
nebo  budoucimu predepisovani, nakupu,
doporucovani, uzivani, ziskani prednostniho
postaveni v lékovém seznamu nebo vydeje
jakéhokoli produktu Sponzora ani neni zadnym
zpUsobem podminéna nebo zavisld na jakékoli
takové (Cinnosti; a (iii) neovlivni Usudek
Poskytovatele nebo Zkousejiciho pfi poradenstvi a
pécéi o kazdy Subjekt. Poskytovatel a Zkousejici
souhlasi, Ze nebudou pfimo ani nepfimo platit,
navadét ani nabizet Hodnotné predméty za
ucelem: (a) prfiméni jakékoli osoby nebo subjektu,
aby ucinil/a nebo opomenul/a ucinit jakykoli dkon
v rozporu se svou zakonnou povinnosti; (b)
zajisténi jakékoli nepatficné vyhody; nebo (c)
priméni jakékoli osoby nebo subjektu, aby vyuZil/a
svého vlivu na vladu nebo jakykoli jeji organ k
plsobeni na nebo ovlivnéni jakéhokoli jednani
nebo rozhodnuti vlady nebo organu.

B. Anti-Corruption/Anti-Fraud. Provider and
Investigator agree that the compensation
provided (i) constitutes the fair market value and
fair compensation for the services rendered in
light of their expertise; (ii) is not an inducement
to, or in return for, the past, present or future
prescribing, purchasing, recommending, using,
obtaining preferential formulary status, or
dispensing any Sponsor product or in any way
contingent or dependent upon any such activity;
and, (iii) will not affect Provider’s or Investigator’s
judgment with respect to the advice and care of
each Subject. Provider and Investigator agree they
will not directly or indirectly pay, induce, or offer
Items of Value for the purpose of (a) inducing any
person or entity to do or omit to do any act in
violation of their lawful duty; (b) securing any
improper advantage; or (c) inducing any person or
entity to use influence with the government or
instrumentality thereof to affect or influence any
act or decision of the government or
instrumentality.

4. Schvaleni institucionalni revizni komisi (IRK).

4. Institutional Review Board (“IRB”) Approval.

Spolecnost ziskd pred zahdjenim Studie potfebna
schvédleni (nebo vyjimky ze schvdleni) od
pfislusné(-ych) IRK a poskytne Poskytovateli a
Zkousejicimu kopie téchto schvaleni/vyjimek.
Pokud je za ziskani takovych schvdleni odpovédna
Spoleénost, pak Poskytovatel a Zkousejici
poskytnou Spolecnosti soucinnost.

Company will obtain the necessary approvals (or
waivers of approval) from the applicable IRB(s)
before starting the Study and will provide Provider
and Investigator with copies of such
approvals/waivers. If Company is responsible for
obtaining such approvals, then Provider and
Investigator will provide assistance to Company.

5. Informovany souhlas

5. Informed Consent.

Zkousejici ziska od kazdého Subjektu pred jeho
zafazenim do Studie informovany souhlas.

Investigator will obtain an informed consent from
each Subject prior to the Subject’s participation in

MUDr. Yvetta Vantuchova
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Zkousejici bude vyuzivat formular informovaného
souhlasu  ("ICF")  poskytnuty  Sponzorem.
Spolecnost zajisti, aby byl ICF prfed pouZitim
schvalen IRK.

the Study. Investigator will be using the informed
consent form (“ICF”) provided by Sponsor.
Company will ensure that the ICF was approved by
the IRB before use.

6. Hlaseni nezadoucich ucinku

6. Adverse event notification

Pokud v priibéhu Studie u Poskytovatele dojde u
nékterého Subjektu k nezadoucim ucink(im,
Zkousejici se zavazuje informovat o kazdé takové
udalosti Sponzora a Spolecnost (i) v pfipadé
zavazného nezadouciho Ucéinku a/nebo zavainé
nezadouci pfihody a/nebo v pfipadech
téhotenstvi, jsou-li takové, nejpozdéji do 24 hodin
a (ii) vpripadé nezddouciho ucéinku a/nebo

nezddouci pfihody neprodlené vramci Ihat
stanovenych v Protokolu. Soucasti takového
hldseni musi byt také posouzeni pficinné

souvislosti. O jakémkoliv jiném poSkozeni zdravi
Subjektu nebo jakémkoliv zdvainém poruseni
Protokolu nebo spravné klinické praxe Zkousejici
informovat Sponzora a Spole¢nost bez zbytecného
odkladu.

If, during the course of the Study at the Provider,
any Subject experiences adverse events,
Investigator shall inform Sponsor and Company of
any such event (i) in case of any serious adverse
effect and/or serious adverse events and/or, if
applicable, in case of pregnancy, within 24 hours
at the latest and (ii) in case of any adverse effect
and/or adverse event immediately within the
timelines specified in the Protocol. Such reporting
must also include an assessment of causality. Any
other harm to health of the Subjects or any serious
breach of the Protocol or good clinical practice
must be reported by Investigator to Sponsor and
Company without undue delay.

7. Kontroly/audity v Misté.

7. Inspections/Audits of Site.

Spoleé¢nost, Sponzor a jejich zastupci nebo
pridruzené spolec¢nosti mohou v bézné pracovni
dobé navstivit Poskytovatele za  ucdelem
monitorovani Studie a dodrZzovani této Smlouvy a
Protokolu. Poskytovatel bude pfed kaZzdou takovou
navstévou informovdn a poskytne soucinnost a
spolupraci. Auditor zachova dlivérnost vsech
prohlizenych zaznamu. Poskytovatel bude rovnéz
spolupracovat pfivsech regulacnich auditech nebo
kontrolach a bez zbytecného prodleni oznami
Spolecnosti jakékoli dotazy, korespondenci nebo
sdéleni jakéhokoli spravniho nebo regulacniho
organu, tykajici se Studie. Sponzor a/nebo
Spolecnost se zavazuji predloZit Poskytovateli
relevantni c¢ast — paklize bude existovat -
zavéreCné zpravy o probéhlém auditu s ndlezy
vztahujicimi se k Poskytovateli do dvou mésicl od
ukonceni auditu. Poskytovatel je opravnén vyuZit
vyslednou zpravu o auditu pouze pro interni
potfebu za Ucelem zlepsSeni postupl.

Company, Sponsor and their agents or affiliates
may visit Provider during normal business hours to
monitor the Study and compliance with this
Agreement and the Protocol. Provider will be
notified prior to any such visit and will provide
assistance and cooperation. The auditor will
maintain the confidentiality of all records viewed.
Provider also will cooperate with all regulatory
audits or inspections and will notify Company
promptly after receiving any inquiries,
correspondence, or communications from any
governmental or regulatory authority relating to
the Study without undue delay. The Sponsor
and/or the Company undertake to submit to the
Provider the relevant part — if any — of the final
audit report with findings relating to the Provider
within two months of the completion of the audit.
The Provider is entitled to use the final audit
report solely for internal purposes to improve its
procedures.

8. Davérnost.

8. Confidentiality.

MUDr. Yvetta Vantuchova
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Veskeré materidly, Udaje a zpravy vytvorené pfi
provadéni Studie, jakoz i dusSevni vlastnictvi
Sponzora, pripadné Spolecnosti jsou davérnymi

informacemi ("Duvérné informace") a jsou
majetkem Sponzora, pfipadné Spolecnosti.
Veskerd zdravotnickd dokumentace a dalsi

zdrojové dokumenty vedené Poskytovatelem
zGstavaji majetkem Poskytovatele. Poskytovatel
bude zachovavat dlivérnost Davérnych informaci a
sdéli je pouze svym zaméstnanclm, ktefi se
podileji na provadéni Studie, a to pouze v rozsahu,
ktery je nezbytny kvykonu jejich ¢innosti. Tato
povinnost miéenlivosti bude trvat do uplynuti
doby sedmi (7) let od dokonceni Studie, avsak
nebude se vztahovat na informace, které: (i) jsou
nebo se stanou vefejné dostupné bez zavinéni
Poskytovatele; (ii) jsou sdéleny Poskytovateli treti
stranou, kterd nemd Zadnou povinnost
mléenlivosti; (iii) musi byt sdéleny IRK; (iv) je
povoleno je sdélit podle ICF; nebo (v) musi byt
sdéleny podle Platnych pravnich predpis(, véetné
hldseni informaci o verejném zdravi/bezpecnosti.
V pripadé Zzadosti o poskytnuti D0vérnych
informaci nebo zvefejnéni Davérnych informaci,
které neni povoleno timto odstavcem, bude
Poskytovatel bez zbyte¢ného prodleni informovat
Spolecnost. Poskytovatel bude zpracovavat osobni
udaje v rozsahu nezbytném pro plnéni povinnosti
podle této Smlouvy, pficemz toto zpracovani musi
byt v souladu s touto Smlouvou a vSemi platnymi
zakony a predpisy na ochranu soukromi a osobnich
Udaju. Poskytovatel je povinen bez zbytecného
prodleni informovat Spolecnost o jakémkoli
nespravném zverejnéni osobnich udaju.

All materials, data, and reports generated in the
conduct of the Study, as well as intellectual
property of Sponsor or Company, as applicable, is
confidential information (“Confidential
Information”) and is the property of Sponsor or
Company, as applicable. All medical records and
other source documents maintained by Provider
shall remain the property of Provider. Provider will
keep the Confidential Information confidential and
disclose it only to its employees involved in
conducting the Study on a need-to-know basis.
These confidentiality obligations will continue
until seven (7) years after completion of the Study,
but will not apply to information to the extent that
it: (i) is or becomes publicly available through no
fault of Provider; (ii) is disclosed to Provider by a
third party not subject to any obligation of
confidentiality; (iii) must be disclosed to IRBs; (iv)
is permitted to be disclosed under an ICF; or, (v) is
required to be disclosed by Applicable Law,
including to report public health/safety
information. Provider will notify Company
immediately in the event of a request for or
disclosure of Confidential Information not
permitted by this paragraph. Provider will process
personal data as necessary to perform the
obligations hereunder, and such processing shall
be in accordance with this Agreement and all
applicable privacy and data protection laws and
regulations. Provider shall notify Company of any
improper disclosures of personal data without
undue delay.

9. Publikace.

9. Publications.

Nejméné sedesat (60) dnl pred predlozenim nebo
prezentaci rukopisu nebo jiného materidlu
tykajiciho se Studie vydavateli, recenzentovi nebo
jiné externi osobé poskytne Zkousejici Spolecnosti
a Sponzorovi kopii vSech takovych material( a
poskytne Spoleénosti a Sponzorovi Ctyficet pét
(45) dnl na jejich prezkoumani a vyjadreni se.
Bude-li o to pozadano, Zkousejici odstrani veskeré
Davérné informace (s vyjimkou vysledkd Studie)
pred predlozenim nebo prezentaci rukopisu. Zadna
ze stran nesmi pouzit jméno druhé strany v
souvislosti s jakoukoli reklamou, publikaci nebo

At least sixty (60) days prior to submitting or
presenting a manuscript or other material relating
to the Study to a publisher, reviewer or other
outside person, Investigator will provide to
Company and Sponsor a copy of all such material
and allow Company and Sponsor forty-five (45)
days to review and comment on them. If
requested, Investigator will remove any
Confidential Information (excluding Study results)
before submitting or presenting the manuscript.
Neither party may use the other party’s name in
connection with any advertising, publication or
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propagaci bez predchoziho pisemného souhlasu
druhé strany.

promotion without the other party’s prior written
permission.

10. Termin a ukonceni.

10. Term and Termination.

Tato Smlouva nabyvad ucinnosti dnem jejiho
zverejnéni v Registru smluv podle zdkona
¢.340/2015 Sb., o registru smluv ("Datum
ucinnosti") a trva az do provedeni nebo ukonceni
Studie. Predpokladana doba trvani Studie je od
podpisu této Smlouvy do 31. prosince 2029
Pfipadna odchylka skutecné doby trvani od
predpokladané doby trvani presahujici tuto dobu
o vice nez 12 mésicl vyZzaduje zménu této smlouvy
ve formé pisemného dodatku. Sponzor miizZe tuto
Smlouvu okamZité ukoncit na zakladé pisemného
oznameni zaslaného Poskytovateli a Zkousejicimu,
pokud Sponzor Studii zrusi. Sponzor mUlze tuto
Smlouvu vypovédét bez udani dlivodu na zakladé
pisemné vypovédi zaslané Poskytovateli a
Zkousejicimu s vypovédni dobou sedmi (7) dnd.
Kterakoli strana mlze tuto Smlouvu vypovédét, po
pfedchozim  upozornéni, zdlvodu jejiho
podstatného poruseni druhou smluvni stranou, a
to na zékladé pisemné vypovédi dorucené druhé
strané s tficeti (30) denni vypovédni dobou. V
pripadé ukoncéeni Smlouvy podle tohoto ¢lanku 9
zaplati Sponzor Prijemci platby veskeré cinnosti
provedené v souladu s touto Smlouvou a
pfimérené ndklady na zavazky, které neni mozné
zrusit, vzniklé do data ucinnosti takového ukonceni
a Prfijemce platby vrati Sponzorovi veskeré
preplatky s ohledem na cinnosti, které nebyly
provedeny nebo dokonfeny do data ucinnosti
ukonceni. Poskytovatel a Sponzor mohou také
ukon¢it tuto Smlouvu s okamZitou ucinnosti na
zakladé pisemné vypovédi druhé strané, pokud
Zkousejici odstoupi od této Smlouvy, prestane byt
k dispozici nebo ukondi svij pracovnépravni vztah
s Poskytovatelem, a i pfes vynaloZeni pfiméreného
usili ze strany Poskytovatele neni mozno nalézt
odpovidajici nahradu, kterd by byla pfijatelnd i pro
Sponzora.

This Agreement will become effective on the date
of its publication in the Register of Contracts
pursuant to Act No. 340/2015 Coll., on the Register
of Contracts (“Effective Date”) and will continue
until completion or termination of the Study. The
estimated duration of the Study is from the date of
signing this Agreement until December 31, 2029.
Any deviation of the actual duration from the
estimated duration exceeding this period by more
than 12 months requires an amendment to this
Agreement in the form of a written addendum.
Company may terminate this Agreement
immediately upon written notice to Provider and
Investigator if Sponsor cancels the Study. Company
may terminate this Agreement without cause
upon seven (7) days written notice to Provider and
Investigator. Either party may terminate, after
giving prior notification this Agreement for
material breach by the other contracting party,
upon thirty (30) days written notice to the other
party. In case of termination under this Section 9,
Sponsor shall pay the Payee for all activities
performed in accordance with this Agreement,
and reasonable non-cancelable costs incurred
until the effective date of such termination and the
Payee shall refund to Sponsor any excess
payments with respect to activities not performed
or completed until the effective date of
termination. The Provider and Sponsor may also
terminate this Agreement with immediate effect
by giving written notice to the other party if the
Tester withdraws from this Agreement, ceases to
be available or terminates their employment
relationship with the Provider, and despite
reasonable efforts on the part of the Provider, it is
not possible to find a suitable replacement that
would also be acceptable to the Sponsor.

11. Vylouceni.

11. Debarment.

Poskytovatel prohlasuje, Ze Zkousejici ani jeho
zaméstnanci a pracovnici podilejici se na Studii
nebyli nikdy vylouéeni, ani jim nebyla nikdy
ukonfena nebo pozastavena cinnost ze strany

Provider represents that neither Investigator nor
its staff and personnel involved in the Study have
ever been debarred, disqualified, or suspended by
the FDA or other regulatory body, nor have
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amerického Utadu pro kontrolu potravin a 1éka
(FDA) nebo jinym regulacnim organem, ani proti
nim nebylo zahajeno fizeni o vylouceni, ukoncéeni
nebo pozastaveni ¢innosti. Po dobu platnosti této
Smlouvy nebude Poskytovatel zaméstnavat ani
jinak zapojovat do provadéni Studie Zadnou osobu,
ktera byla vyloucena, ¢i ji byla ukonéena nebo
pozastavena cinnost, jak je popsano v tomto
¢lanku. Zkousejici prohlasuje, Ze je bezihonny ve
smyslu vyzadovaném relevantnimi lékarskymi
asociacemi.

debarment, disqualification or suspension
proceedings been commenced. During the term of
this Agreement, Provider will not employ or
otherwise engage any individual to perform Study
services who has been debarred, disqualified or
suspended as described in this paragraph.
Investigator represents that he/she is in good
standing under all applicable medical associations.

12. Nezavisli dodavatelé.

12. Independent Contractors.

Poskytovatel a ZkouSejici jsou nezavislymi
dodavateli a nebudou povaZovani za partnery,
agenty, zaméstnance ani zastupce Spolecénosti
nebo Sponzora a Spole¢nost ani Sponzor nebudou
odpovidat za fadné placeni dani, ddvek nebo
pojisténi, které jsou Poskytovatel a Zkousejici
povinni platit. Poskytovatel a Zkousejici nejsou
opravnéni uzavirat dohody s tretimi stranami,
které by zavazovaly Spolec¢nost nebo Sponzora.

Provider and investigator are an independent
contractors and will not be considered the partner,
agent, employee or representative of Company or
Sponsor, and neither Company nor Sponsor will be
responsible for any employment-related taxes,
benefits, or insurance that Provider and
investigator are obliged to pay. Provider and
investigator will not have authority to make
agreements with third parties that purport to bind
Company or Sponsor.

13. Transparentnost.

13. Transparency.

Zkousejici a Poskytovatel berou na védomi, Ze
Sponzor, pfipadné Spolecnost, muzZe zverejnit
podminky této Smlouvy a/nebo celkovou odménu
(poplatky a vydaje) splatnou nebo vyplacenou v
souladu s touto Smlouvou, jak to vyZzaduji Platné
pravni predpisy. Poskytovatel a Zkousejici souhlasi
s tim, Ze budou pfimérené spolupracovat se
Sponzorem nebo pripadné se Spolecnosti pfi
poskytovani pozadovanych informaci, aby splnili

Investigator and Provider acknowledge that the
Sponsor or the Company, as applicable, may
disclose the terms of this Agreement, and/or the
total compensation (fees and expenses) payable or
paid in accordance with this Agreement, as
required by Applicable Law. The Provider and
Investigator agree to reasonably cooperate with
the Sponsor or Company, as applicable, in
providing required information to comply with

Stranami a nahrazuje vSechny ostatni pisemné a
Ustni dohody tykajici se Studie. Zadné dodatky
nebo zmény této Smlouvy nebudou platné, pokud
nebudou pisemné odsouhlaseny vSemi Stranami.
Nevymadhani jakéhokoli zdvazku z této Smlouvy
nepredstavuje vzdani se takového zdvazku i do
budoucna. Pokud bude néktera ¢ast této Smlouvy
shleddana nevymahatelnou, bude Stranami podle

poZadavky na zverejnéni informaci souvisejicich s | disclosure requirements associated with this
touto Smlouvou. Agreement.

14. RGzné. 14. Miscellaneous.
Tato Smlouva predstavuje Uplnou dohodu mezi | This Agreement constitutes the complete

agreement between the Parties and replaces all
other written and oral agreements relating to the
Study. No amendments or modifications to this
Agreement will be valid unless agreed to in writing
by all Parties. Failure to enforce any term of this
Agreement will not constitute a waiver of such
term. If any part of this Agreement is found to be
unenforceable, it will be reformed to the extent
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mozZnosti upravena a zbytek této Smlouvy zlstane
v platnosti. Tato Smlouva se fidi pravnim rfadem
Ceské republiky. Tato Smlouva je zdvaznd pro
Strany a jejich nastupce a postupniky. Poskytovatel
nepostoupi ani neprevede na treti osobu zadnd
prava nebo povinnosti vyplyvajici z této Smlouvy
bez pisemného souhlasu Sponzora. Sponzor mUze
postoupit tuto Smlouvu na tifeti osobu za
predpokladu, Ze Poskytovatel a Zkousejici budou o
takovém postoupeni neprodlené informovani.
Clanky 6 a7 9 a 12-14 zdstavaji G€inné i po uplynuti
doby platnosti nebo po ukonéeni této Smlouvy.
Tato Smlouva je vyhotovena ve tfech vlastnorucné
podepsanych vyhotovenich s platnosti origindlu,
z nichZ po jednom obdrzi kazda ze Smluvnich stran.
Tato Smlouva je uzaviena v ceské a anglické
jazykové verzi. V pfipadé jakychkoli nesrovnalosti
mezi jazykovymi verzemi je rozhodujici ceské
znéni.

possible, and the rest of this Agreement will
remain in effect. This Agreement is governed by
the laws of the Czech Republic.. This Agreement
will be binding upon the Parties and their
successors and assigns. Provider will not assign or
transfer any rights or obligations under this
Agreement without the written consent of
Sponsor. Sponsor may assign this Agreement to a
third party, provided, that Provider and
Investigator will be given prompt notice of such
assignment. Sections 6 through 9, and 12-14 shall
survive expiration or termination of this
Agreement. This Agreement is executed in three
hand-signed copies, each of which is valid as an
original, one of which shall be retained by each of
the Contracting Parties. This Agreement s
concluded in Czech and English language versions.
In case of any discrepancies between the language
versions, the Czech version shall prevail.

15. Registr smluv

15. Register of Contracts

Strany se dohodly, Ze povinnost uverejnit Smlouvu
podle zdkona ¢. 340/2015 Sb., o zvlastnich
podminkach ucinnosti nékterych smluy,
uverejiiovani téchto smluv, ve znéni pozdéjsich
predpist (dale jen "zakon o registru smluv"), spini
Poskytovatel v souladu s § 5 odst. 2 zdkona o
registru smluv po anonymizaci a vymazu udajl
uvedenych v § 5 odst. 8 zakona o registru smluy,
které nepodléhaji uverejnéni, jakoZ i osobnich
Udaji. Za timto ucelem Spolecnost pfripravi
upravené znéni Smlouvy s vyloucenim téchto
Udajd (zejména PRILOHY A a B a osobnich udaja),
které zasle Poskytovateli. Poskytovatel spini
povinnost uverejnéni a dohodne se se Sponzorem
a Spolecnosti na verzi Smlouvy, kterd ma byt
uverejnéna, do 14 dnl od uzavieni Smlouvy a bez
zbytecného prodleni preda Spolecnosti potvrzeni
spravce Registru smluv v souladu s § 5 odst. 2
zédkona ¢. 340/2015 Sb., o registru smluv. Nesplni-
li Poskytovatel svou povinnosti véas, jsou Sponzor
a Spolec¢nost opravnéni poskytnout elektronickou
kopii této Smlouvy a pfislusnd metadata (po
odstranéni informaci a oznadeni metadat
vyloucenych ze zvefejnéni) spravci Registru smluv.
Jakékoli spory, neshody nebo naroky vzniklé na
zakladé této smlouvy nebo ve spojitosti s ni, které
neni mozné urovnat vzajemnou dohodou

The Parties have agreed that any disclosure
obligation under the Act No. 340/2015 Coll., on
special conditions of effectiveness of specific
contracts, publication of those contracts, as
amended (the “Contract Register Act”) shall be
fulfilled by Provider in accordance with Section 5
para. 2 of the Contract Register Act upon
anonymization and obliteration of data listed
Section 5 para. 8 of the Contract Register Act
which are not subject to disclosure as well as
personal data. For this purpose, Company shall
prepare and agree an amended version of the
Agreement with exclusion of these data
(especially, Exhibits A and B and personal data),
and send them to Provider. Provider shall fulfil the
obligation of disclosure and agreement with
Sponsor and Company on the version of the
Agreement to be disclosed within 14 days from
conclusion of the Agreement and shall provide
Company with confirmation of the administrator
of the Register of Contracts in accordance with
Section 5(2) of Act No. 340/2015 Coll., on the
Register of Contracts. If the obligations of Provider
are not fulfilled on time, Sponsor and Company
shall be entitled to provide the electronic copy of
this Agreement and relevant metadata (after
removal of information and designation of
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smluvnich stran, budou feseny prostrednictvim
prislusného soudu Ceské republiky.

Smluvni strany pro vylouceni pochybnosti uvadéji,
Ze Sponzor je spravcem osobnich Udajl subjekt(
Studie a Poskytovatel je zpracovatelem.
Poskytovatel vystupuje jako spravce osobnich
udaji  subjektd Studie pouze ve vztahu
ke zdrojovym datlim zpracovdvanym na zdkladé
zdkona ¢. 372/2011 Sb., o zdravotnich sluzbach, ve
znéni pozdéjsich predpist.

Sdéleni urc¢end Poskytovateli budou adresovana:
Fakultni nemocnice Ostrava

Centrum klinickych studii

17. listopadu 1790/5

708 52 Ostrava-Poruba

Sponzor a/nebo Spolecnost zajisti pfistup do
systém( tretich stran (eCRF; IRT; eCOA apod.) v
navaznosti na Poskytovatelem potvrzeny seznam
clend tymu delegovanych Zkousejicim pro
provadéni dané Studie. Pfed konanim iniciacni
navstévy bude ovérena funkénost pristupl do
systéma tretich stran zastupcem Sponzora a/nebo
Spolec¢nosti.

metadata excluded from publication) to the
administrator of the Register of Contracts.

Any disputes, disagreements or claims arising from
this agreement or in connection with it that cannot
be settled by mutual agreement between the
contracting parties shall be resolved by the
competent court of the Czech Republic.

For the avoidance of doubt, the contracting parties
state that the Sponsor is the controller of the
personal data of the Study subjects and the
Provider is the processor. The Provider acts as the
personal data controller of the Study subjects only
in relation to the source data processed on the
basis of Act No. 372/2011 Coll., on health services,
as amended.

Notifications intended for the Provider shall be
addressed to:

Ostrava University Hospital

Clinical Study Center

17. listopadu 1790/5

708 52 Ostrava-Poruba

Czech Republic

The Sponsor and/or the Company shall ensure
access to third-party systems (eCRF; IRT; eCOA,
etc.) in accordance with the list of team members
delegated by the Investigator for the conduct of
the Study, as confirmed by the Provider. Prior to
the initial visit, the functionality of access to third-
party systems shall be verified by a representative
of the Sponsor and/or the Company.
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Podpisova stranka: Signature page:
NA DUKAZ CEHOZ Strany podepsaly tuto Smlouvu | IN WITNESS WHEREOF, the Parties have executed
svymi fadné zmocnénymi zastupci k niZze | this Agreement by their duly authorized
uvedenému datu. representatives as of the date set forth below.

I (Sronsor / Sponzor) University Hospital Ostrava / Fakultni Nemocnice Ostrava
represented on the basis of PoA by /
zastoupend na zakladé plné moci

Signature: /Podpis: Signature:/Podpis:
Print Name: / Jméno tiskacim doc. MUDr. Ing. Jakub Cvek, Ph.D., MBA
pismem: Naméstek reditele pro védu, vyzkum a vyuku /

Deputy Director for Science, Research and Teaching

Date: /Datum: Date:/Datum:

INVESTIGATOR/ ZKOUSEJICi
Signature:/Podpis:

Print Name:/ Jméno MUDr. Yvetta
tiskacim pismem: Vantuchova, Ph.D.

Date:/Datum:

MUDr. Yvetta Vantuchova
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PRILOHA A
PROTOKOL
[PfiloZzeno odkazem]

EXHIBIT A
PROTOCOL
[Attached as a reference]

PRILOHA B 1
ROZPOCET A ROZPIS PLATEB
ADTrust

EXHIBITB 1
BUDGET & PAYMENT SCHEDULE
ADTrust

A. UDAJE O PRIEMCI
POSKYTOVATEL
Poskytovatel souhlasi s tim, Ze nize uvedeny
pfijemce platby je spravnym pfijemcem platby
podle této Smlouvy a Ze platba podle této Smlouvy
nize uvedenému ptijemci platby neporusuje Zadna
pravidla nebo zasady Poskytovatele, neporusuje
platné ndrodni, statni nebo mistni zakony nebo
predpisy a Ze platba podle této Smlouvy bude
provedena ndsledujicimu pfijemci platby (dale jen

»Prijemce - Poskytovatel”):

PLATBY -

A. PAYEE DETAILS - PROVIDER

Provider agrees that the payee designated below
is the proper payee for this Agreement, and that
payment under this Agreement to the payee
designated below will not violate any rules or
policies of the Provider, will not violate applicable
national, state, or local laws or regulations, and
that payment under this Agreement will be made
to the following payee (the “Payee - Provider”):

PAYEE NAME / JMENO PRIJEMCE:

Fakultni nemocnice Ostrava

PAYEE ADDRESS / ADRESA
PRIJEMCE:

17. listopadu 1790/5
708 52 Ostrava-Poruba, Ceska republika

PAYEE EMAIL ADDRESS / E-
MAILOVA ADRESA PRIJEMCE

BANK NAME / NAZEV BANKY

Ceska narodni banka

BANK ADDRESS / ADRESA BANKY

Na Prikopé 28, 115 03 Praha 1

BANKACCOUNT NUMBER / CiSLO
BANKOVNIiHO UCTU

66332761/0710

IBAN NUMBER / CiSLO IBAN

CZ59 0710 0000 0000 6633 2761

SWIFTCODE/ BRANCH CODE/ SWIFT CNBACZPP
KOD / KOD POBOCKY BANKY
VAT/GST/TAX 1D NUMBER/ DIC

€Z00843989
VARIABLE SYMBOL / VARIABILNi 649071646

SYMBOL

MUDr. Yvetta Vantuchova
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V pfipadé zmény bankovnich adajl Prijemce
Poskytovatel je povinen informovat Spolec¢nost
pisemné na e-mailovou adresu:
|

Poskytovatel pozdda zdstupce Spolecnosti, aby
predlozZil podepsanou dokumentaci o zménach
bankovnich udaji Pfijemce - Poskytovatele. Strany
se dohodly, Ze v pfipadé zmény bankovnich udaju,
které nezahrnuji zménu Pfijemce - Poskytovatele
nebo zménu zemé umisténi bankovniho Uctu,
nejsou nutné zadné dalsi zmény.

Postovni adresa:

In case of changes in the Payee’s — Provider’s bank
details, Provider is obliged to inform Company in
writing by sending an email to:
|

Provider shall contact Company representative to
provide signed documentation of changes to
Payee’s — Provider’s bank details. Parties agree
that in the case of changes in bank, details which
do not involve a change of Payee - Provider or
change of country location of bank account, no
further amendments are required.

Mailing address:

B. Platebni podminky

B. Payment terms

Spole¢nost nebo pfidruzend spolecnost jejim
jménem uhradi  Pfijemci -  Poskytovateli
jednorazovou ¢astku v souladu s touto Smlouvou a
pfiloZenym rozpoctem. O nahradu bude pozadano
na zakladé vyplnénych formuladrl pro hlaseni
pfipadd (dale jen "CRF").

Sluzby, které vedou k ziskani neplatnych udajl v
dlsledku poruseni protokolu, nejsou podle této
smlouvy splatné.

Jakékoli vydaje nebo ndklady vzniklé Poskytovateli
pfi plnéni této Smlouvy, které nejsou ve Smlouvé
vyslovné oznaceny jako hrazené Spolecnosti nebo
Sponzorem (véetné tohoto Rozpoctu a Rozpisu
plateb), ponese Poskytovatel.

Platby budou provadény Cctvrtletné na zakladé
faktur vystavenych Poskytovatelem se splatnosti
do 30 dnli ode dne vystaveni faktury.

Fakturace bude probihat na zakladé podkladd pro
vystaveni faktury dodanych
Sponzorem/Spolecnosti, kde bude vyznacen
prehled uskutecnénych navstév subjektll Studie a
pocty jednotlivych provedenych vysetieni.

Za predani radnych podkladd v dobé, umoznuijici

naplnéni termin( v této pfiloze odpovida Sponzor.

Poskytovatel si vyhrazuje pravo pozastavit vkladani
udaji do CRF, pokud dojde k tomu, Ze Sponzor

Company, or a Company affiliate on behalf of
Company, will reimburse the Payee - Provider one-
time in accordance with this agreement and
attached budget. Compensation will be asked
upon completed Case Report Forms (“CRFs”).
Services provided that result in the obtaining of
invalid data due to violations of the Protocol are
not payable under this Agreement.

Any expense or cost incurred by Provider in
performing this Agreement that is not specifically
designated as reimbursable by Company or
Sponsor under the Agreement (including this
Budget and Payment Schedule) is Provider’s sole
responsibility.

Payments shall be made quarterly on the basis of
invoices issued by the Provider, payable within 30
days of the invoice date.

Invoicing shall be based on the invoice documents
provided by the Sponsor/Company, which shall
include an overview of the visits made by the
Study subjects and the number of individual
examinations performed.

The Sponsor is responsible for providing the
proper documents in time to meet the deadlines
in this appendix.

The Provider reserves the right to suspend the
entry of data into the CRF if the Sponsor fails to
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nezaplati splatnou fakturu ani po vyzvé
Poskytovatele, ucinéné 10 dni pred ukoncenim
vkladani. Stejné plati v pripadé, Ze Sponzor nezasle
Poskytovateli podklady k fakturaci.

Sponzor je povinen pozadat o vrdceni preplatk(
vzniklych v dUsledku nespravné fakturace
nejpozdéji do 2 mésicl od data platby podle této
smlouvy. Sponzor bere na védomi, Ze po tomto
okamZiku neni instituce povinna vracet Zadné
preplatky, nebot instituce je v dobré vife, pokud
jde o jakykoli fond ziskany v disledku zpUsobu
vyuctovani.

pay a due invoice even after a reminder from the
Provider sent 10 days before the end of the entry
period. The same applies if the Sponsor fails to
send the Provider the documents required for
invoicing.

The Sponsor is required to claim a refund of any
overpayments resulting from incorrect invoicing
no later than 2 months from the date of payment
under this Agreement. Sponsor acknowledge that
after that point, the Institution shall not be
obligated to refund any overpayments as the
Institution is in good faith with respect to any fund
acquired due to the billing method.

C. SPOR O PLATBU

C. PAYMENT DISPUTE

Poskytovatel ma tficet (30) dnl od obdrzeni
zavérecné platby na to, aby zpochybnil jakékoli
nesrovnalosti v platbach v priibéhu Studie.

Provider will have thirty (30) days from the receipt
of final payment to dispute any payment
discrepancies during the course of the Study.

D. PLATBY ZA PRERUSENE NEBO
PREDCASNE UKONCENE UCASTNIKY

D. DISCONTINUED OR EARLY TERMINATION
PAYMENTS

Uhrada za preruseni nebo predéasné ukonéeni
Gcastnikl Studie bude pomérna na zakladé poctu
dokoncenych navstév téchto ucastnik( Studie v
souladu s Protokolem.

Reimbursement for discontinued or early
termination of Study participants will be prorated
based on the number of completed visits for those
Study participants in accordance with the
Protocol.

E. FAKTURY

E. INVOICES

Faktury tykajici se této Studie musi byt vidy
zasilany e-mailem na adresu: || NG

(naskenované  faktury  nebo
elektronické faktury)

Faktura musi byt vystavena na adresu:

Pokud z jakéhokoli dlvodu neni moZné zaslat
fakturu e-mailem, miZe Prijemce - Poskytovatel v
krajnim pfipadé zaslat fakturu v papirové podobé
postou na nasledujici adresu:

Invoices pertaining to this Study must always be

emailed to: |

(Scanned invoices or electronic invoices)

The invoice must be issued to:

If for any reason sending the invoice per email is
not possible, as a last resort Payee - Provider can
post the paper invoices to the following address:

MUDr. Yvetta Vantuchova
ALMIRALL s.r.0. Study ADTrust
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Pfrijemce - Poskytovatel je odpovédny za spravny
vypocet pfipadné DPH na vsech predlozenych
fakturach.

Faktury nebudou zpracovany, pokud na nich
nebude uveden nazev Sponzora, nazev Studie,
Cislo Protokolu a Zkousejici. Po obdrZeni a ovéreni
budou faktury zahrnuty do nejblizsi pravidelné
platby za Cinnosti v rdmci Studie.

Veskeré statni odvody jsou vyhradni odpovédnosti
Pfijemce - Poskytovatele. Mistni bankovni
poplatky, bankovni poplatky zprostfedkujicich
bank a veskeré dalsi mistni poplatky hradi rovnéz
PFijemce - Poskytovatel.

Payee - Provider is responsible for the correct
calculation of VAT, if applicable, on all submitted
Invoices.

Invoices will not be processed unless they
reference the Sponsor name, Study name,
Protocol number and Principal Investigator. After
receipt and verification, reimbursement for
invoices will be included with the next regularly
scheduled payment for Study activity.

All government taxes are the sole responsibility of
the Payee - Provider. Local bank charges, bank
charges from intermediate banks and any other
local charges are also covered by the Payee
Provider.

Platby Institucionalni revizni komisi

("IRK")/Etické komisi ("EK")

Institutional Review Boards (“IRB”)/Ethics
Committee (“EC”) Payments

Naklady na IRK/EK nejsou
uvedeném rozpoctu.

zahrnuty v niZe

IRB/EC costs are not included in the below budget.

E. INVOICES/ FAKTURY

The Budget is as follows (all fees are inclusive of 30% overheads): / Rozpocet je nasledujici
(vS8echny poplatky jsou véetné 30% reZijnich naklad():

MUDr. Yvetta Vantuchova
ALMIRALL s.r.0. Study ADTrust



ev. . Poskytovatele: 017/0VZ/25/036-P

NO OTHER ADDITIONAL FUNDING REQUESTS WILL BE CONSIDERED/ ZADNE DALSI
DODATECNE ZADOSTI O FINANCOVAN{ NEBUDOU PROPLACENY.

EXHIBIT C

PInd moc - viz pfiloha / Power of Attorney — see attached.

MUDr. Yvetta Vantuchova
ALMIRALL s.r.0. Study ADTrust





