SMLOUVA O PROVEDENI NEINTERVENCNI STUDIE / PARTICIPATING SITE AGREEMENT

Tato smlouva o provedeni neintervencni studie
(ddle jen "Smlouva") je uzaviena mezi

spolecnosti Almirall s.r.o se sidlem Pujmanové
1753/10a, Nusle, 113, 140 00 Praha 4, Ceska
republika, 1CO: 11743000, vedené u Méstského
soudu v Praze pod sp. zn. C 353080 (dale jen
"Zadavatel"), zastoupenou spolecnosti CW-
Research & Management GmbH se sidlem
Heiligenstadter Linde 29/2. OG, 1190 Viden
("Spolecnost") na zakladé plné moci, ktera je ke
Smlouvé pfiloZzena jako Pfiloha C

Fakultni nemocnici Hradec Kralové, Sokolska 581,
500 05 Hradec Kralové - Novy Hradec Kralové, IC:
00179906 ("Poskytovatel")

a

XXX

Klinika nemoci koZnich a pohlavnich Fakultni
nemocnice Hradec Kralové, nar. XXX, bytem XXX
(,,Zkousejici®)

This Participating Site Agreement (“Agreement”) is
by and between Almirall s.r.o. with its registered
seat at Pujmanové 1753/10a, Nusle, 113, 140 00
Praha 4, Czech Republic, ID No. 11743000, filed
with the Municipal Court in Prague under file no. C
353080, (“Sponsor”) represented by CW-Research
& Management GmbH with a registered address at
Heiligenstadter Linde 29/2. OG, 1190 Vienna
(“Company”) based on Power of Attorney attached
hereto as Exhibit C

Fakultni nemocnice Hradec Kralove, Sokolska
581,500 05 Hradec Kralove - Novy Hradec Kralove,
ID No. 00179906 (,,Site”)

and

XXX, Ph.D., Clinic of skin and venereal diseases,
born on XXX, residing at XXX
(,Investigator”)

1. Provedeni Studie

1. Conduct of the Study

Spolecnost je povéfena fFidit studii s nazvem
"Multicentricka, prospektivni, observacni,
neintervenéni, mezinarodni (Rakousko, Svycarsko,
Ceska republika) studie k posouzeni Uéinnosti a
bezpecnosti tildrakizumabu v [écbé genitalni
psoridazy CzATCH" ("Studie") a vykonavat néktera
prava a plnit nékteré povinnosti z této Smlouvy za
Zadavatele. Poskytovatel se zavazuje zajistit, Ze
zkousejici a vsichni pracovnici podilejici se na
Studii provedou Studii na nalezité odborné Urovni
v souladu s protokolem Studie Cislo CzZATCH-2023
(v€etné vsech naslednych zmén), ktery je pfilozen
jako Priloha A ("Protokol") a je zaclenén do této
Smlouvy formou odkazu. Poskytovatel a zkousejici
zajisti, aby vSechny poskytované udaje byly
presné a uplné. Strany budou dodrZovat vSechny
platné zdkony a pravni predpisy tykajici se
provadéni Studie, vCetné téch, které se tykaji
provadéni klinického vyzkumu, ochrany osobnich
udajli, uchovavani dokumentace studie, podavani
zprdv o bezpecnosti, zverejiiovani financnich
informaci, stfetu zajmu, bezpecnosti pacientd,
boje proti uplatkarstvi a korupci, a to zejména

Company is in charge of managing the Study
entitled “A multicenter, prospective observational,
non-interventional, multinational (Austria,
Switzerland, Czech Republic) study to assess the
effectiveness and safety of Tildrakizumab in the
treatment of genital psoriasis CzZATCH” (“Study”)
and exercise certain rights and perform certain
obligations under this Agreement on behalf of
Sponsor. Site will ensure that the Investigator and
all Study personnel will perform the Study in a
diligent manner in accordance with the Study
protocol number CzATCH-2023 (including any
subsequent amendments) attached hereto as
Exhibit A (“Protocol”) and incorporated herein by
reference. Site and 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, in particular Act No. 378/2007
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zakon ¢. 378/2007 Sb., o lécivech, ve znéni
pozdéjsich predpisli, zakon ¢. 372/2011 Sb., o
zdravotnich sluzbach, ve znéni pozdéjsich
predpisl, jakoZ i veSkerou narodni legislativu,
evropskd natizeni a predpisy ohledné ochrany
osobnich 0daj, zejména Nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochrané fyzickych osob v souvislosti
se zpracovanim osobnich Udaji a o volném
pohybu téchto Udajl a o zruseni smérnice
95/46/ES (obecné nafizeni o ochrané osobnich
udajd) a zakon ¢. 110/2019 Sb., o zpracovani
osobnich udaji ("Platné pravni predpisy").
Poskytovatel bude rovnéz udrzovat veskeré
licence, povoleni nebo registrace potfebné k
provadéni Studie.

Poskytovatel se zavazuje, Ze bude vSechny
dokumenty souvisejici se Studii, véetné formulara
souhlasu Subjektd tykajicich se Studie a

zdrojovych dat a slozky Zkousejiciho na pracovisti,
uchovavat v souladu s platnymi zakony a predpisy.

Poskytovatel provede bezplatnou archivaci po
dobu 5 let a po dobu dalsich 10 let provede
archivaci za poplatek stanoveny v Pfiloze B. Na
poplatek za archivaci bude vystavena faktura po
podpisu smlouvy.

Zadavatel v predstihu 6 mésicll od konce doby
zpoplatnéné archivace ozndmi Poskytovateli, Ze
trvd na dalsi archivaci a uhradi naklady s tim
spojené.

V pfipadé, Ze ve shora uvedené Ih(té Zadavatel
nesdéli poZadavek na dalsi archivaci, neuhradi
poplatek na dalsi archivaci anebo si dokumenty
Studie nevyzvedne ke konci doby zpoplatnéné
archivace, je Poskytovatel opravnén k likvidaci
vSech archivovanych dokument( Studie.

Predpokladana doba trvani Studie je XXX.

Coll., on pharmaceuticals, as amended, Act No.
372/2011 Coll., on health services, as amended, as

well as all national legislation, European
regulations and regulations regarding the
protection of personal data, in particular
Regulation (EU) 2016/679 of the European

Parliament and of the Council of 27 April 2016 on
the protection of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing Directive
95/46/EC (General Data Protection Regulation) and
Act No. 110/2019 Coll, on the processing of
personal data (“Applicable Law”). Site also will
maintain any licenses, permits or registrations
required to perform the Study.

The Provider agrees to maintain all study-related
documents, including study-related subject
consent forms and source data and investigator on-
site files, in accordance with applicable laws and
regulations.

Site will perform free archiving for 5 years and for
the next 10 years will perform archiving for a fee
set out in Exhibit B. An invoice for the archiving fee
will be issued after the execution of the
Agreement.

Sponsor shall notify Site 6 months before the end
of the fee-based archiving period that it insists on
further archiving and shall pay the associated costs.
If Sponsor fails to request for further archiving
within the above mentioned period, fails to pay the
fee for further archiving or fails to collect the Study
documents at the end of the fee-based archiving
period, Site shall be entitled to dispose of all
archived Study documents.

Estimated duration of the Study is XXX.

2. Zkousejici

2. Investigator

2. Zkousejici. Studie bude provadéna v prostorach
Poskytovatele, na Klinice nemoci koZnich a
pohlavnich pod vedenim jeho zaméstnance, XXX
Zkousejici bude Studii dozorovat a provadét ji v
souladu s touto Smlouvou, Protokolem a Platnymi
pravnimi predpisy. Zkousejici je odpovédny za

2. Investigator. The Study will be conducted at Site’s
premises, at the Clinic of skin and venereal diseases
under the direction of its employee, XXX
Investigator will supervise and conduct the Study
according to this Agreement, the Protocol, and
Applicable Law. Investigator is responsible for the
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provadéni Studie ve zdravotnickém zafizeni
Poskytovatele a za dohled nad vSemi osobami
nebo stranami, které Zkousejici povéfi vykonem
povinnosti a funkci souvisejicich se Studii. 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 kvalifikovand 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 udajli. Zadavatel je
spravcem osobnich Gdajd zpracovavanych v
souvislosti se Studii a touto Smlouvou. Zkousejici
prohlasuje, ze jeho/jeji zZivotopis je presny, a bere
na védomi, ze Zadavatel ma opravnény zdjem
zpracovavat jeho/jeji osobni Gdaje a mlze tyto
Udaje uchovdvat pro budouci vyzkumné studie a
muzZe sdilet Zivotopis a osobni Udaje se svymi
pfidruzenymi spolecnostmi a regula¢nimi organy
po celém svété, pricemz se tyto subjekty mohou
nachazet v zemich, které neposkytuji odpovidajici
uroven ochrany téchto osobnich Udajl, vcéetné
Spojenych stat(, za ucelem provadéni této Studie
a pfipadnych budoucich studii.

conduct of the Study at Site and for supervising any
individual or party to whom the Investigator
delegates Study-related duties and functions. If the
Investigator and Site 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. Odmeéna

3. Compensation

A. Platebni podminky. Zadavatel prostfednictvim
Spolecnosti zaplati strané oznacené jako Pfijemce
platby (jak je definovano nize) v této Studii v
souladu s Pfilohou B za uspokojivé splnéni viech
zdvazkl souvisejicich se Studii podle této
Smlouvy. Spole¢nost bude pfijimat faktury
vystavené Poskytovatelem a zpracovavat platby,
pokud neni dohodnuto jinak. Jakékoli dotazy
Poskytovatele tykajici se faktur nebo plateb
budou smérovany na Spolec¢nost na kontaktni
Udaje uvedené v Pfiloze B. Nebudou hrazeny
zadné ndklady ani vydaje souvisejici s jakoukoli
zdravotni péci o subjekty Studie ("Subjekty").
Poskytovatel ani Zkousejici nebudou platit jinému
lékafi za to, aby Subjekty doporudil do Studie.
Poskytovatel a ZkousSejici budou dodrZovat
vSechny pfrislusné povinnosti  tykajici se
zverejnovani informaci o odménach, které muze
vyzadovat Zadavatel nebo jakakoli instituce,
lékarska komise nebo jind lékarska ¢i védecka

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 Site
invoices and process payments unless otherwise
agreed. Any queries regarding Site 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 Site nor Investigator will pay another
physician to refer Subjects to the Study. Site 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 Site or Investigator.
Sponsor hereby undertakes not to enter into any
other contract with any employee of Site in
connection with this Agreement.
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organizace spojend s Poskytovatelem nebo
Zkousejicim.

Zadavatel se timto zavazuje, Ze v souvislosti
s touto Smlouvou neuzavie Zddnou jinou smlouvu

s zadnym zaméstnancem Poskytovatele.

Pfedpokladand hodnota plnéni: 11.765 EUR.
Predpokladany pocet Subjektl: XXX

Estimated value of performance: 11.765 EUR.
Estimated number of Subjects: XXX

B. Boj proti korupci a podvodim. Poskytovatel a
Zkousejici potvrzuji, Ze poskytnutda odména (i)
predstavuje spravedlivou trzni hodnotu a
spravedlivou odménu za poskytnuté sluzby s
ohledem na jejich odborné znalosti; (ii) neni
vyménou za ¢i pobidkou k minulému,
soucasnému nebo budoucimu predepisovani,
nakupu, doporucovani, uzivani, ziskani
prednostniho postaveni v [ékovém seznamu nebo
vydeje jakéhokoli produktu Zadavatele ani neni
zadnym zplsobem podminéna nebo zavisld na
jakékoli takové cinnosti; a (iii) neovlivni Usudek
Poskytovatele nebo Zkousejiciho pfi poradenstvi a
péci o kazdy Subjekt. Poskytovatel a Zkousejici
souhlasi, Ze nebudou pfimo ani nepfimo platit,
navadét ani nabizet Hodnotné predméty za
ucelem: (a) pfiméni jakékoli osoby nebo subjektu,
aby ucdinil/a nebo opomenul/a ucinit jakykoli Ukon
v rozporu se svou zdkonnou povinnosti; (b)
zajisténi jakékoli nepatficné vyhody; nebo (c)
pfiméni jakékoli osoby nebo subjektu, aby
vyuZil/a svého vlivu na vlddu nebo jakykoli jeji
organ k plsobeni na nebo ovlivnéni jakéhokoli
jednani nebo rozhodnuti vlady nebo organu.

B. Anti-Corruption/Anti-Fraud. Site 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 Site’s or Investigator’s judgment with respect
to the advice and care of each Subject. Site 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 ziska pfed zahajenim Studie potfebnad
schvaleni (nebo vyjimky ze schvaleni) od
prislusné(-ych) IRK a tyto poskytne Poskytovateli
a Zkousejicimu.

Company will obtain the necessary approvals (or
waivers of approval) from the applicable IRB(s)
before starting the Study and will provide Site and
Investigator with such approvals/waivers.

5. Informovany souhlas

5. Informed Consent.

Zkousejici ziska od kazdého Subjektu pred jeho
zafazenim do Studie informovany souhlas.
Zkousejici bude vyuzivat formuldr informovaného
souhlasu  ("ICF") poskytnuty Zadavatelem.
Zkousejici zajisti, aby byl ICF pred pouzZitim
schvalen IRK.

Investigator will obtain an informed consent from
each Subject prior to the Subject’s participation in
the Study. Investigator will be using the informed
consent form (“ICF”) provided by Sponsor.
Investigator will ensure that the ICF was approved
by the IRB before use.
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6. HlIaseni nezadoucich uéinkt

6. Adverse event notification

Pokud v pribéhu Studie u Poskytovatele dojde u
nékterého Subjektu k nezddoucim Gcéinkam,
Poskytovatel a Zkousejici se zavazuji informovat o
kazdé takové udalosti Zadavatele a Spolec¢nost (i)
v pfipadé zavazného nezadouciho Uc¢inku a/nebo
zdvainé nezadouci pfihody a/nebo v pfipadech
téhotenstvi, jsou-li takové, nejpozdéji do 24 hodin
a (ii) vpripadé neziddouciho ucinku a/nebo

nezadouci pfihody neprodlené vramci Ihat
stanovenych v Protokolu. Soucdsti takového
hldseni musi byt také posouzeni pfFicinné

souvislosti. O jakémkoliv jiném poskozeni zdravi
Subjektu nebo jakémkoliv zdvainém poruseni
Protokolu nebo spravné klinické praxe musi
Poskytovatel a ZkousSejici informovat Zadavatele a
Spole¢nost bez zbyte¢ného odkladu.

If, during the course of the Study at the Site, any
Subject experiences adverse events, Site and
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 to Sponsor and Company
without undue delay.

7. Kontroly/audity u Poskytovatele.

7. Inspections/Audits of Site.

Spole¢nost, Zadavatel a jejich zdstupci nebo
pridruzené spole¢nosti mohou v béziné pracovni
dobé navstivit zdravotnické zatizeni Poskytovatele
za Ucelem monitorovani Studie a dodrZovani této
Smlouvy a Protokolu. Poskytovatel bude pred
kazdou takovou navstévou informovdno a
poskytne soucinnost a spolupraci. Auditor
zachova duivérnost vsech prohlizenych zaznamd.
Poskytovatel bude rovnéz spolupracovat pfi vsech
regulacnich auditech nebo kontrolach a
neprodlené ozndmi Spolecnosti jakékoli dotazy,
korespondenci nebo sdéleni jakéhokoli spravniho
nebo regulacniho orgdnu, tykajici se Studie.

Company, Sponsor and their agents or affiliates
may visit Site during normal business hours to
monitor the Study and compliance with this
Agreement and the Protocol. Site will be notified
prior to any such visit and will provide assistance
and cooperation. The auditor will maintain the
confidentiality of all records viewed. Site also will
cooperate with all regulatory audits or inspections
and will notify Company promptly after receiving
any inquiries, correspondence, or communications
to or from any governmental or regulatory
authority relating to the Study.

8. Davérnost.

8. Confidentiality.

Veskeré materialy, Udaje a zpravy vytvorené pfi
provadéni Studie, jakoZ i duSevni vlastnictvi
Zadavatele, pfipadné Spolecnosti jsou dlvérnymi
informacemi ("DGvérné informace") a jsou
majetkem Zadavatele, ptipadné Spolecnosti.
Veskerd zdravotnickd dokumentace a dalsi
zdrojové dokumenty vedené Poskytovatelem
zUstavaji majetkem Poskytovatele. Poskytovatel
bude zachovavat dlvérnost Davérnych informaci
a sdéli je pouze svym zaméstnancim, ktefi se
podileji na provadéni Studie, a to pouze v rozsahu,
ktery je nezbytny k vykonu jejich ¢innosti. Tato

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 Site shall
remain the property of Site. Site 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

XXX, CONFIDENTIAL
ALMIRALL s.r.0. Study No. CzATCH-2023




povinnost mlcenlivosti bude trvat do uplynuti
doby sedmi (7) let od dokonceni Studie, avsak
nebude se vztahovat na informace, které: (i) jsou
nebo se stanou verejné dostupné bez zavinéni
Poskytovatele; (ii) jsou sdéleny Poskytovateli tieti
stranou, kterd nema 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
hlaseni informaci o vefejném zdravi/bezpecénosti.
V prfipadé Zadosti o poskytnuti Duavérnych
informaci nebo zverejnéni Dlvérnych informaci,
které neni povoleno timto odstavcem, bude
Poskytovatel neprodlené informovat Spolecnost.
Poskytovatel bude zpracovdvat osobni udaje v
rozsahu nezbytném pro plnéni povinnosti podle
této Smlouvy, pficemz toto zpracovani musi byt v
souladu s touto Smlouvou a vsemi platnymi
zdkony a predpisy na ochranu soukromi a
osobnich  Udajl. Poskytovatel je povinen
neprodlené informovat Spolecnost o jakémkoli
nespravném zverejnéni osobnich udaju.

(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
Site; (ii) is disclosed to Site 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. Site will notify
Company immediately in the event of a request for
or disclosure of Confidential Information not
permitted by this paragraph. Site 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. Site shall notify Company of any
improper disclosures of personal data immediately.

9. Publikace.

9. Publications.

Nejméné Sedesat (60) dnU pred predloZenim
nebo prezentaci rukopisu nebo jiného materialu
tykajiciho se Studie vydavateli, recenzentovi nebo
jiné externi osobé poskytne Poskytovatel
Spolecnosti a Zadavateli kopii vsech takovych
materiald a poskytne Spole¢nosti a Zadavateli
Ctyficet pét (45) dnl na jejich prezkoumani a
vyjadreni se. Bude-li o to pozadano, Poskytovatel
odstrani veskeré DGvérné informace (s vyjimkou
vysledkld  Studie) pfed predloZzenim nebo
prezentaci rukopisu. Zadnd ze stran nesmi pouzit
jméno druhé strany v souvislosti s jakoukoli
reklamou, publikaci nebo propagaci bez
pfedchoziho pisemného souhlasu druhé strany.

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, Site 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, Site
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 promotion without the
other party’s prior written permission.

10. Termin a ukonceni.

10. Term and Termination.

Tato Smlouva nabyvd ucinnosti dnem jejiho
uverejnéni v Registru smluv podle zdkona ¢.
340/2015 Sb., o registru smluv ("Datum
ucinnosti") a trva aZz do provedeni nebo ukonceni
Studie. Zadavatel mUzZe tuto Smlouvu okamZité
ukonc¢it na zakladé pisemného oznameni
zaslaného Poskytovateli, pokud Zadavatel Studii
zrusi. Zadavatel mlze tuto Smlouvu vypovédét

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.
Company may terminate this Agreement
immediately upon written notice to Site if Sponsor
cancels the Study. Company may terminate this
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bez udani divodu na zdkladé pisemné vypovédi
zaslané Poskytovateli s vypovédni dobou sedmi
(7) dnd. Kterdkoli strana muUZe tuto Smlouvu
vypovédét z divodu jejiho podstatného poruseni,
a to na zékladé pisemné vypovédi dorucené druhé
strané stficeti (30) denni vypovédni dobou. V
pfipadé ukoncéeni Smlouvy podle tohoto ¢lanku 9
zaplati ZadavatelPoskytovateli vesSkeré c¢innosti
provedené v souladu s touto Smlouvou a
pfimérené naklady na zavazky, které neni moiné
zrusit, wvzniklé do data ucinnosti takového
ukonéeni a Poskytovatel vrati Zadavateli veskeré
preplatky s ohledem na ¢innosti, které nebyly
provedeny nebo dokonéeny do data ucinnosti
ukonceni.

Poskytovatel a Zadavatel mohou také ukondit tuto
Smlouvu dorucenim pisemné vypovédi bez
vypovédni doby druhé Strané, pokud Zkousejici
odstoupi od této Smlouvy nebo ukondi svij
pracovnépravni vztah s Poskytovatelem, a Strany
se ani do 30 dnl nedohodnou na odpovidajici
nahradé.

Agreement without cause upon seven (7) days
written notice to Site. Either party may terminate
this Agreement for material breach, upon thirty
(30) days written notice to the other party. In case
of termination under this Section 9, Company shall
pay the Site for all activities performed in
accordance with this Agreement, and reasonable
non-cancelable costs incurred until the effective
date of such termination and the Site shall refund
to Company any excess payments with respect to
activities not performed or completed until the
effective date of termination.

Site and Sponsor may also terminate this
Agreement upon delivery of a written notice to the
other Party if the Investigator withdraws from this
Agreement or terminates its employment
relationship with Site, and the Parties fail to agree
on appropriate substitute within 30 days.

11. Vylouceni.

11. Debarment.

Poskytovatel prohlasuje, Zze Zkousejici ani jeho
zaméstnanci a pracovnici podilejici se na Studii
nebyli nikdy vylouceni, ani jim nebyla nikdy
ukoncena nebo pozastavena cinnost ze strany
amerického Ufadu pro kontrolu potravin a lékd
(FDA) nebo jinym regula¢nim organem, ani proti
nim nebylo zahdjeno fizeni o vylouéeni, ukonéeni
nebo pozastaveni ¢innosti. Po dobu platnosti této
Smlouvy nebude Poskytovatel zaméstndvat ani
jinak zapojovat do provadéni Studie Zadnou
osobu, ktera byla vyloucena, ¢i ji byla ukonéena
nebo pozastavena ¢innost, jak je popsano v tomto
¢lanku. Zkousejici prohlasuje, Ze je bezdhonny ve
smyslu vyZzadovaném relevantnimi lékafskymi
asociacemi.

Site 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 debarment,
disqualification or suspension proceedings been
commenced. During the term of this Agreement,
Site 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 je nezavislym dodavatelem a nebude
povaZovano za partnera, agenta, zaméstnance ani
zastupce Spolec¢nosti nebo Zadavatele a
Spolecnost ani Zadavatel nebudou odpovidat za
fadné placeni dani, davek nebo pojisténi, které je
Poskytovatel jako zaméstnavatel povinen platit.
Poskytovatel neni opravnén uzavirat dohody s

Site is an independent contractor 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.
Site will not have authority to make agreements
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tretimi stranami, které by zavazovaly Spole¢nost
nebo Zadavatele.

with third parties that purport to bind Company or
Sponsor.

13. Transparentnost.

13. Transparency.

Zkousejici a Poskytovatel berou na védomi, ze
Zadavatel, pripadné Spolecnost, mlze zverejnit
podminky této Smlouvy a/nebo celkovou odménu
(poplatky a vydaje) splatnou nebo vyplacenou v
souladu s touto Smlouvou, jak to vyZaduji Platné
pravni predpisy. Poskytovatel a Zkousejici souhlasi
s tim, Ze budou pfimérené spolupracovat se
Zadavatelem nebo pfipadné se Spolecnosti pfi
poskytovani pozadovanych informaci, aby spinili
pozadavky na zverejnéni informaci souvisejicich s
touto Smlouvou.

Investigator and Site 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 Site and Investigator agree to
reasonably cooperate with the Sponsor or
Company, as applicable, in providing required
information to comply with  disclosure
requirements associated with this Agreement.

14. Odpovédnost za Gjmu

14. Liability

Strany se zavazuji si navzajem nahradit Ujmu
(v€éetné ujmy nemajetkové) vzniklou z diivodu (i)
nedbalostniho nebo Umysiného protipravniho
jednani ¢ opomenuti a/nebo (ii) poruseni
kterékoli z povinnosti pfijatych na zakladé této
Smlouvy kteroukoli z nich, nebo kterymkoli ze
zaméstnancl Strany nebo smluvnich partnerq,
jichZ poutiji pro ucely plnéni této Smlouvy.

The Parties undertake to indemnify each other
against loss (including non-pecuniary loss) arising
out of (i) any negligent or willful wrongful act or
omission and/or (ii) breach of any of the obligations
undertaken under this Agreement by either of them
or by any of the Party's employees or contractors
whom they use for the purpose of performing this
Agreement.

15. Razné.

15. Miscellaneous.

Tato Smlouva predstavuje Uplnou dohodu mezi
Stranami a nahrazuje vSechny ostatni pisemné a
Ustni dohody tykajici se Studie. Zddné dodatky
nebo zmény této Smlouvy nebudou platné, pokud
nebudou pisemné odsouhlaseny vSemi Stranami.
Nevymahani jakéhokoli zavazku z této Smlouvy
nepredstavuje vzdani se takového zavazku i do
budoucna. Pokud bude néktera ¢ast této Smlouvy
shledana nevymahatelnou, bude Stranami podle
moZnosti upravena a zbytek této Smlouvy zlstane
v platnosti. Tato Smlouva se fidi prdvem zemé, ve
které ma Poskytovatel své sidlo (Ceskd republika).
Smluvni strany berou na védomi a souhlasi, Ze
projednani a rozhodovani pfipadnych sport, které
nebudou vyfeseny smirem, bude feSeno s pomoci
pfislusnych soudd v Ceské republice.

Tato Smlouva je zdvaznd pro Strany a jejich
nastupce a postupniky. Poskytovatel nepostoupi
ani neprevede na treti osobu Zadna prava nebo
povinnosti vyplyvajici z této Smlouvy bez

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
possible, and the rest of this Agreement will remain
in effect. This Agreement is governed by the laws
of the country in which Site is located (Czech
Republic). The Parties acknowledge and agree that
any disputes that are not resolved amicably shall be
determined by the competent courts in the Czech
Republic. This Agreement will be binding upon the
Parties and their successors and assigns. Site will
not assign or transfer any rights or obligations
under this Agreement without the written consent
of Sponsor. Sponsor may assign this Agreement to
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pisemného souhlasu Zadavatele. Zadavatel mlze
postoupit tuto Smlouvu na tfeti osobu za
predpokladu, Ze Poskytovatel bude o takovém
postoupeni neprodlené informovéno. Clanky 6 a?
9 a 12-14 zlstavaji ucinné i po uplynuti doby
platnosti nebo po ukonceni této Smlouvy. Strany
souhlasi a potvrzuji, Ze pokud je k uzavreni této

Smlouvy pouzit elektronicky podpis, bude
povazovdn za pravné zdvazny ekvivalent
vlastnorucniho podpisu/podpisu mokrym

inkoustem. Této Smlouvé a jakymkoli jejim
dodatklm nebo zméndm nelze upfit pravni
ucinky, vymahatelnost nebo pfipustnost jako
dlkazu v soudnim fizeni pouze proto, Ze je v
elektronické podobé nebo Ze pfi jejim uzavieni byl
pouzit elektronicky podpis nebo elektronicky
zdznam. Tato Smlouva je uzaviena v Ceské a
anglické jazykové verzi. V pripadé jakychkoli
nesrovnalosti mezi jazykovymi verzemi je
rozhodujici Ceské znéni.

Strany berou na védomi, Ze nedojde kiniciacni
navstévé do okamziku uverejnéni konecného
dokumentu v registru smluv.

a third party, provided, that Site will be given
prompt notice of such assignment. Sections 6
through 9, and 12-14 shall survive expiration or
termination of this Agreement. The parties accept
and confirm that, if an electronic signature is used
for the execution of this Agreement, it will be
considered as the legal binding equivalent of a
handwritten/wet ink signature. This Agreement,
and any amendment or modification thereto, may
not be denied legal effect, enforceability, or
admissibility as evidence in legal proceedings solely
because it is in electronic form, or because an
electronic signature or electronic record was used
in its formation. This Agreement is concluded in
Czech and English language versions. In case of any
discrepancies between the language versions, the
Czech version shall prevail.

The Parties acknowledge that there will be no
initiation visit until the final document is published
in the Register of Contracts.

16. Registr smluv

16. Register of Contracts

Strany se dohodly, Ze povinnost uverejnit
Smlouvu podle zdkona ¢. 340/2015 Sb.,, o
zvldstnich  podminkach Gcinnosti  nékterych
smluv, 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
Udajd uvedenych v § 5 odst. 8 zdkona o registru
smluv, které nepodléhaji uverfejnéni, jakoZ i
osobnich Udajd. Za timto Ucelem Poskytovatel
pfipravi a dohodne se Zadavatelem a Spole¢nosti
upravené znéni Smlouvy s vyloucenim téchto
udajll (zejména PRILOHA A a B a osobnich udaj).
Poskytovatel vyZzaduje prfed podpisem Smlouvy
zaslat odsouhlasenou finalni verzi Smlouvy ve
strojové Citelném formatu s podbarvenym
textem, ktery Zadavatel povaZuje za obchodni
tajemstvi. Poskytovatel je povinen ziskat souhlas
Zadavatele pred tim, nez bude konecnou verzi
Smlouvy ddle ménit nad ramec podbarveného
textu ze strany Zadavatele.

Poskytovatel splni povinnost uverejnéni a
dohodne se Zadavatelem a Spolecnosti na verzi

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 Site 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, Site shall prepare and agree with Sponsor
and Company on amended version of the
Agreement with exclusion of these data (especially,
Exhibits A and B and personal data). Before signing
the Agreement, Site requires that the agreed final
version of the Agreement be sent in a machine-
readable format with underlined text that Sponsor
considers to be a trade secret. Site shall obtain the
consent of Sponsor before making further changes
to the final version of the Agreement beyond
Sponsor's underlined text. Site shall fulfil the
obligation of disclosure and agreement with
Sponsor and Company on the version of the
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Smlouvy, kterd ma byt uvefejnéna, do 14 dn(ll od
uzavieni Smlouvy a neprodlené preda Spole¢nosti
potvrzeni spravce Registru smluv v souladu s § 5
odst. 2 zdkona ¢. 340/2015 Sh. zakona o registru
smluv. Nesplni-li Poskytovatel své povinnosti vcas,
jsou Zadavatel a Spole¢nost opravnéni poskytnout
elektronickou kopii této Smlouvy a pfislusna
metadata (po odstranéni informaci a oznaceni
metadat vyloucenych ze zverejnéni) spravci
Registru smluv.

Agreement to be disclosed within 14 days from
conclusion of the Agreement and shall immediately
provide Company with confirmation of the
administrator of the Register of Contracts in
accordance with Section 5 para. 4 of the Contract
Register Act. If the obligations of Site 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 metadata
excluded from publication) to the administrator of
the Register of Contracts.

Podpisova stranka:

Signature page:

NA DUKAZ CEHOZ Strany podepsaly tuto Smlouvu
svymi fadné zmocnénymi zastupci k nize
uvedenému datu.

IN WITNESS WHEREOF, the Parties have executed
this Agreement by their duly authorized
representatives as of the date set forth below.

Almirall (Sponsor/ Zadavatel)
represented on the basis of PoA by /
zastoupend na zakladé plné moci
CW-Research & Management GmbH

Signature: /Podpis: XXX

Print Name: / Jméno tiskacim
pismem: XXX

Date: /Datum: 6. 12. 2023
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Site:/ Poskytovatel:

Signature:/Podpis: XXX

Print Name:/ Jméno tiskacim pismem:
XXX

Date:/Datum: 14. 12. 2023

INVESTIGATOR/
ZKOUSEJICi

Signature:/Podpis: XXX

Print Name:/ Jméno XXX

tiskacim pismem:

Date:/Datum: 14. 12. 2023




