PARTICIPATING SITE AGREEMENT

SMLOUVA O UCASTI CENTRA
KLINICKEHO HODNOCENI

This Participating Site Agreement (“Agreement”)
is by and between IQVIA RDS AG, Branch St-
Prex, located at Route de Pallatex 29, 1162 St-
Prex, Switzerland with a tax number CHE-
106.402.567, acting through its Legal

representative [N in her

capacity as a Director of Clinical Operations or

when applicable ||l in her capacity as a

Project Manager (“Company”) and

Tato smlouva o ucasti Centra klinického
hodnoceni (dale jen ,,Smlouva®) je uzavirana mezi
nasledujicimi  stranami: IQVIA RDS AG,
Branch St-Prex, se sidlem Route de Pallatex 29,
1162 St-Prex, Svycarsko, DIC: CHE-106.402.567

jednajici prostfednictvim jejiho pravniho zastupce
pani h ve své funkci feditelky
klinického provozu, ptipadné ||| ve své
funkei projektového manazera (,, Spole€nost ) a

Motol University Hospital, state contributory
organization (hereinafter referred to as
“Healthcare Provider™ or "Provider'), with an
address at V Uvalu 84, 150 06 Praha 5, Czech
Republic, ID: 00064203, tax number: CZ
00064203 represented by

-, based on a mandate.

Fakultni nemocnici v  Motole, statni
prispévkovou organizaci (,,Poskytovatel
zdravotnich sluZeb“ nebo ,,Poskytovatel“ ) se
sidlem V Uvalu 84, 150 06 Praha 5, Ceska
republika, ICO: 00064203, DIC: CZ 00064203,
zastoupené |
na zaklad¢ povéteni.

1. Conduct of the Study. Company is
managing the Non-interventional Study (“Study”)
entitled “Real-World Use of Novel Treatments
in Patients with Spinal Muscular Atrophy
(SMA): A Multi-Site Retrospective Chart
Review of Pediatric SMA Patients Outside of
the United States” and entering into this
Agreement on behalf of Novartis Gene
Therapies, Inc. (“Sponsor”). Healthcare
Provider will ensure that the Investigator and all
Study personnel will perform the Study in
accordance with the Study protocol number
COAV101A12402 (including any subsequent
amendments), attached hereto as Exhibit A
(“Protocol”) and incorporated herein by
reference. Healthcare Provider will ensure that all
data provided is accurate and complete and that
all CRFs submitted to the Company will be
complete and will accurately reflect the results of
the Study. Data Controller shall be defined as the
natural or legal person which alone or jointly with
others determines the purposes for and the means
of the processing of personal information (as
defined by local Data Protection Legislation). The
Sponsor shall be the data controller for personal
data processed in relation with the Study and this
Agreement, except that, if Company deals with

1. Provéadéni Klinického hodnoceni.
Spole¢nost provadi neintervenéni klinickou studii
(dale jen ,klinické hodnoceni) s nazvem
,»VyuZiti nové 1é¢by v realnych podminkach u
pacientii se spinalni svalovou atrofii (SMA):
multicentricka, retrospektivni analyza
zdravotni dokumentace pediatrickych pacienti
se SMA mimo Spojené staty americké“ a
uzavird tuto Smlouvu jménem spole€nosti
Novartis Gene Therapies, Inc. (,,Zadavatel®).
Poskytovatel zdravotnich sluzeb  zajisti, aby
Zkousejici l1ékat a veskery personal klinického
hodnoceni budou provadét Klinické hodnoceni v
souladu s protokolem Klinického hodnoceni ¢islo
COAV101A12402 (vCetné pfipadnych
nasledujicich dodatka), ktery je ke Smlouvé
ptilozen jako pfiloha A (,,Protokol*) a zahrnut do
smlouvy odkazem. Poskytovatel zdravotnich
sluzeb zajisti, aby veskeré poskytované tidaje byly
piesné a uplné a aby vSechny CRF piedlozené
Spolecnosti  byly uplné a piesné¢ odrazely
vysledky Klinického hodnoceni. Spravce udaju je
definovan jako fyzickd nebo pravnicka osoba,
ktera sama nebo spole¢né s jinymi stanovuje
ucely a prostfedky zpracovani osobnich tudaji
(podle definice v mistnich pravnich pfedpisech o
ochran¢ udaji). Spravcem téchto osobnich tdaji
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any personal data under this Agreement in the
manner of a data controller, Company shall be the
data controller of such personal data to the extent
of such dealings. The Healthcare Provider must
ensure that, as of the date of enrolment of each
individual participating as a study subject, it will
obtain from each such individual an authorisation
that meets the requirements of any applicable
privacy rule. Such authorisation shall permit (i) all
necessary uses of the individual’s “protected
health information” by the Healthcare Provider as
part of the clinical study and (ii) all disclosures of
such protected health information by the
Healthcare Provider to the Sponsor and its
authorised agents and the clinical study team and
other professionals involved in the Study for
purposes relating to the Study or other purposes
permitted by law. The Healthcare Provider shall
take all necessary steps:

zpracovavanych v souvislosti s  Klinickym
hodnocenim a touto Smlouvou bude Zadavatel;
bude-li vsak s jakymikoli osobnimi Udaji podle
této Smlouvy nakladat jako spravce udaji
Spole¢nost, bude v rozsahu, v jakém s nimi bude
nakladat, spravcem udaji ona. Poskytovatel
zdravotnich sluzeb  musi zajistit, aby ke dni
zatfazeni kazdé osoby, kterd se klinického
hodnoceni 1ucastni jako subjekt klinického
hodnoceni, bylo od dané osoby ziskano zmocnéni,
jez bude spliiovat pozadavky vSech platnych
pfedpisi o ochran€ osobnich udaji. Toto
zmocnéni umozni (i) veSkeré piipady, kdy je
nezbytné, aby Poskytovatel zdravotnich sluzeb v
ramci klinického hodnoceni pouzil ,,chranéné
zdravotni informace" dané osoby a (ii) veskeré
piipady, kdy Poskytovatel zdravotnich sluzeb
zpfistupniuje tyto chrdnéné zdravotni informace
Zadavateli ajeho povéfenym zastupcim a tymu
klinického hodnoceni a dalsim odbornikim
zapojenym do Klinického hodnoceni za ucelem
souvisejicim s Klinickym hodnocenim nebo za
jinym G¢elem umoznénym zakonem. Poskytovatel
zdravotnich sluzeb pifijme veSkera nezbytna
opatfeni, aby:

(a) to ensure that the technical and organisational
security measures specified in the protocol and
applicable laws and regulations are taken to
protect clinical study data against accidental or
unlawful destruction or accidental loss or damage,
alteration, unauthorised disclosure or access and
against all other unauthorised disclosure or access
and against all other unauthorised or unlawful
forms of processing; and

a) zajistilo  dodrzovani  technickych a
organizacnich opatieni stanovenych protokolem a
prislusnymi zakony a predpisy na ochranu téchto
udaji  proti nahodnému nebo nezakonnému
zniceni nebo nahodné ztraté nebo poskozeni,
pozménéni, neopravnénému poskytnuti nebo
zpfistupnéni a  proti  jakymkoliv ~ dalSim
neopravnénym nebo nezdkonnym zplsobim
zpracovani; a

(b) to ensure that Healthcare Provider’s own
employees, as well as any sub- contractors,
temporary employees or other third-parties or
vendors who have access to any confidential or
personally identifiable information relating to the
Study, receive appropriate privacy and security
training, which shall be updated periodically as
the laws and regulations evolve.

(b) zajistilo, ze vlastni zamé&stnanci Poskytovatele
zdravotnich  sluzeb, subdodavatelé, docasni
zaméstnanci nebo dalsi tieti strany ¢i dodavatelg,
ktefi maji pristup k jakymkoliv davémym
informacim nebo informacim, z nichz je mozné
zjistit totoznost, které souviseji s Klinickym
hodnocenim, absolvuji odpovidajici Skoleni v
oblasti ochrany a zabezpeceni osobnich udajt,
které bude pravideln¢ obnovovano podle toho, jak
se budou vyvijet zdkony a predpisy.
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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”).
Healthcare Provider also will maintain any
licenses, permits or registrations required to
perform the Study.

Smluvni strany budou dodrzovat veskeré platné
zakony a nafizeni tykajici se provadéni
Klinického  hodnoceni, napiiklad pfedpisy
upravujici  provadéni  klinického  vyzkumu,
ochranu osobnich udaja, uchovavani
dokumentace klinického hodnoceni, hlaseni
ptihod souvisejicich s bezpeénosti, informovani
0 finan¢nich vztazich, konflikt z4jmu, bezpecnost
pacienti nebo zasady zakazujici uplaceni
a korupci (dale jen ,Platné pravni ptedpisy®).
Poskytovatel zdravotnich sluzeb bude rovnéz
udrzovat v platnosti veskeré licence, povoleni

nebo registrace nutné Kk provadéni tohoto
Klinického hodnoceni.
2. Investigator. The Study will be conducted | 2. Zkousejici 1ékat. Klinické hodnoceni bude

at Healthcare Provider’s premises under the
direction of Investigator _

(“Investigator”). Healthcare
Provider acknowledges and agrees that the
Investigator will supervise and conduct the Study
according to separate agreement with Investigator
(“Investigator Agreement”), the Protocol, and
Applicable Law. Investigator is responsible for
the conduct of the Study at Healthcare Provider
and for supervising any individual or party to
whom the Investigator delegates Study-related
duties and functions. If the Investigator and
Healthcare Provider retain the services of any
individual or party to perform Study-related duties
and functions, the Healthcare Provider 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.
Investigator declares that his/her curriculum vitae
is accurate and acknowledges that Company has
legitimate interests to process personal data and
may store such information for future research
studies, and may share the curriculum vitae and
personal information with its affiliates, Sponsor,
Sponsor’s affiliates and regulatory agencies
worldwide, for the purpose of conducting this
Study. Healthcare Provider declares that it has
obtained the permission of Investigator and all
Study personnel to share their personal data for

provadéno v prostorach Poskytovatele

zdravotnich sluzeb pod vedenim Zkousejiciho
chare
(,,Zkousejici 1ékar*). Poskytovatel zdravotnich
sluZzeb bere na védomi a souhlasi s tim, Ze
Zkousejici 1ékar bude na Klinické hodnoceni
dohlizet  aprovadét jej  vsouladu  se
samostatnou smlouvou se ZkouSejicim lékafem
(,,Smlouva se Zkousejicim Ié¢katem*), Protokolem
a Platnymi pravnimi ptedpisy. Zkousejici 1ékaf je
odpovédny za provadéni Klinickeého hodnoceni u
Poskytovatele zdravotnich sluzeb a za dohled nad
vsemi fyzickymi ¢i pravnickymi osobami, kterym
svéii povinnosti a funkce v souvislosti s
Klinickym hodnocenim. Pokud Zkousejici 1ékar a
Poskytovatel zdravotnich sluzeb vyuzivaji k
plnéni povinnosti a funkci v souvislosti s
Klinickym hodnocenim sluzby jakékoli fyzické
nebo pravnické osoby, museji zajistit, aby tyto
fyzické nebo pravnické osoby byly k plnéni
prislusnych povinnosti a funkci souvisejicich s
Klinickym hodnocenim  zplisobilé, a zavest
postupy zajist'ujici integritu povinnosti a funkci
provadénych v  souvislosti s  Klinickym
hodnocenim  a veskerych  ziskanych  udaju.
Zkousejici 1ékar prohlasuje, ze jeho/jeji zivotopis
je pravdivy, a bere na védomi, Ze Spole¢nost ma
opravnény zajem na zpracovani osobnich udaji a
ze uvedené¢ udaje smi uklddat pro budouci
vyzkumné studie. Zivotopis a osobni udaje miize
Spole¢nost pro ucely provadéni tohoto Klinického
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purposes of this Study and possible future studies,
including sharing their data with Company,
Sponsor, and their agents, who may be located in
countries that do not offer an adequate level of
protection for such personal data, including the
United States.

hodnoceni sdilet se svymi ptidruzenymi subjekty,
Zadavatelem, jeho pfidruzenymi subjekty a
s kontrolnimi tfady po celém svété. Poskytovatel
zdravotnich sluzeb prohlasuje, ze od Zkousejiciho
Iékate aod vSech c¢leni persondlu klinického
hodnoceni ziskalo souhlas s poskytovanim jejich
osobnich udaji pro tucely tohoto Klinického
hodnoceni a pfipadnych budoucich klinickych
hodnoceni, v¢etné jejich poskytovani Spolecnosti
a Zadavateli ajejich zastupctm, ktefi se mohou
nachazet v zemich, jeZz neposkytuji odpovidajici
miru ochrany osobnich udaji, napiiklad ve
Spojenych statech.

3. Compensation.

3. Odmeéna.

A. Payment Terms. Company will pay
the Healthcare Provider in accordance with
Exhibit B for satisfactory completion of all Study-
related obligations hereunder. No costs or
expenses related to any medical treatment of
Study subjects (the “Subjects”) will be paid.
Healthcare Provider will not pay another
physician to refer Subjects to the Study.
Healthcare Provider 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
Healthcare Provider.

A. Platebni
Poskytovateli

podminky. Spole¢nost

zdravotnich  sluzeb
v souladu sPiilohou B odménu za Uspé$né
splnéni  vSech  zavazki  ztéto  Smlouvy
souvisejicich s Klinickym hodnocenim. Nebudou
hrazeny zaddné nédklady nebo vydaje souvisejici
s 1é¢bou subjektt klinického hodnoceni (dale jen
,subjekty klinického hodnoceni). Poskytovatel
zdravotnich sluzeb nebude vyplacet odménu
jinym lékafim za doporuCovani Subjekti do
Klinického hodnoceni. Poskytovatel zdravotnich
sluzeb bude dodrzovat veskeré platné zavazky
tykajici se zvefejiiovani informaci o odméné
podle pozadavki Zadavatele nebo instituci,
lékarskych vyborti ¢i jinych lékarskych nebo

vyplati

védeckych organizaci, jichz je Poskytovatel

zdravotnich sluzeb ¢lenem.
B. Anti-Corruption/Anti-Fraud. B. Ustanoveni  proti  korupci a
Healthcare Provider agrees that the compensation | podvodim. Poskytovatel zdravotnich sluzeb
provided (i) constitutes the fair market value and | a Zkousejici 1ékaf potvrzuji, ze poskytovana

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 Healthcare Provider’s
judgment with respect to the advice and care of
each Subject. Healthcare Provider agrees it will
not directly or indirectly pay, induce, or offer

odména (i) predstavuje redlnou trzni hodnotu
a pfiméfenou odménu za poskytované sluzby
sohledem na jejich zkuSenosti, (ii) nejedna se
0 pobidku Kk pfedepisovani, nakupu,
doporuCovani, uzivani, ptrednostnimu uvedeni
Vv I€ékopisu nebo vydeji Zadavatelovych ptipravki
nebo oodménu za vySe uvedené uUkony
v minulosti, Vv soucasnosti nebo v budoucnosti
a uvedenymi ukony neni nijak podminéna a nijak
na nich nezavisi a (iii) nebude mit zadny vliv na
usudek Poskytovatele zdravotnich sluzeb, pokud
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Items of Value for the purpose of (a) inducing
such 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 such 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.

jde okonzultace nebo 1écbu poskytované
Subjektim. Poskytovatel zdravotnich sluzeb se
zavazuje, ze nebude zadné fyzické ani pravnické
osobé pfimo ani nepiimo vypladcet odménu,
pobizet ji ani ji nabizet zadné Hodnotné plnéni
s cilem (a) pfimét ji konat nebo zdrzet se n&jakého
jednani v rozporu s jejich zakonnou povinnosti,
(b) zajistit si  neopravnénou vyhodu nebo
(c) pfimét takovou osobu, aby prostiednictvim
svého vlivu ve statnim ¢i spravnim organu nebo
Vv jejich ufadech a pobockéach ovlivnila néjaké
jednani ¢i rozhodnuti takového organu ¢i tradu.

4, Ethics Committee (“EC”) Approval. The
Company will obtain the necessary approvals (or
waivers of approval) from the applicable EC
before starting the Study, and Healthcare Provider
and Investigator will provide assistance to
Company.

4. Schvaleni etickou komisi (,, EK*). Pied
zahajenim Klinického hodnoceni ziska Spole¢nost
nezbytna schvaleni pfislusnou EK, resp.
potvrzeni, ze schvaleni neni tfeba, a Poskytovatel
zdravotnich sluzeb a Zkousejici 1€kaf ji poskytnou
soucinnost.

5. Informed Consent. Investigator will obtain
an informed consent form (“ICF”) from each
Subject prior to the Subject’s participation in the
Study. Company will ensure that the form ICF
was approved by the Sponsor and EC before use.

5. Informovany souhlas. Pied zahajenim
ucasti Subjektu v Klinickém hodnoceni ziska
ZkouSejici  lékat od  kazdého  Subjektu
informovany souhlas (dale jen ,,ICF*). Spole¢nost
zajisti, aby byl ICF pied pouzitim schvalen
Zadavatelem a EK.

6. Inspections/Audits of Healthcare Provider.
Company, Sponsor and their agents or affiliates
may visit Healthcare Provider during normal
business hours to monitor the Study and
compliance with this Agreement and the Protocol.
Healthcare Provider will be notified prior to any
such wvisit and will provide assistance and
cooperation. Such inspection or audit must be
agreed at least 3 days in advance and must not
interfere with the normal operation of the
Healthcare Provider. The auditor will maintain the
confidentiality of all records viewed. Healthcare
Provider 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.

6. Kontroly/audity Poskytovatele zdravotnich
sluzeb. Spole¢nost, Zadavatel a jejich zastupci
nebo pfidruzené subjekty mohou navstivit
Poskytovatele zdravotnich sluzeb v normalni
pracovni dobé za ucelem  monitorovani
Klinického hodnoceni a dodrzovani této Smlouvy
a Protokolu. Poskytovatel zdravotnich sluzeb
bude o takové navstévé informovano predem
aposkytne nezbytnou soucinnost. Takova
kontrola nebo audit musi byt domluven
minimélné¢ 3 dny pfedem a nesmi narusit bézny
chod Poskytovatele zdravotnich sluzeb. Auditor
bude zachovavat mlcenlivost ohledné¢ vSech
kontrolovanych zaznamu. Poskytovatel
zdravotnich sluzeb poskytne svoji soucinnost
rovnéz pii veSkerych auditech a kontrolach
provadénych kontrolnimi Gfady a bude Spole¢nost
neprodlen¢ informovat o pfipadnych dotazech,
korespondenci nebo komunikaci se statnimi nebo
kontrolnimi ufady ohledné tohoto Klinického
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hodnoceni.

7. Confidentiality. All materials, data, and
reports disclosed to, or collected or generated in
the conduct of the Study, as well as intellectual
property of Company and Sponsor, is confidential
information (“Confidential Information™) and is
the property of Company or Sponsor, as
applicable. All medical records and other source
documents maintained by Healthcare Provider
shall remain the property of Healthcare Provider.
Healthcare 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
Healthcare Provider; (ii) is disclosed to
Healthcare Provider by a third party not subject to
any obligation of confidentiality; (iii) must be
disclosed to EC; (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. Healthcare Provider
will notify Company immediately in the event of
a request for or disclosure of Confidential
Information not permitted by this paragraph.
Upon the termination or expiry of the Agreement,
the Healthcare Provider shall destroy or return to
the Company, as per the Company’s request, all
documents, samples and material containing or
relating to the Confidential information (with the
exception of patient records), except that the
Healthcare Provider may retain one copy in its
confidential files for record purposes only. Such
destruction shall be promptly confirmed in writing
by the Healthcare Provider to the Company.
Healthcare Provider shall retain the records,
reports and data relating to the clinical study for a
period of not less than 25 (twenty- five) years
from the completion of the Study unless Sponsor
provides written permission to dispose of them
earlier or notice requiring their longer retention.
The Sponsor shall inform the Healthcare Provider
no later than 6 months before the expiry of the

7. Diivérnost. Veskeré materialy, data a
zpravy  zptistupnéné,  shromazdéné  nebo
vytvofené v souvislosti s provadénim Klinického
hodnoceni, jakoZz i dusevni vlastnictvi Spole¢nosti
a Zadavatele, jsou divémé informace (dale
,Divémé informace™) a jsou vlastnictvim
Spolecnosti, respektive Zadavatele. Veskeré
zdravotni zdznamy a dalsi zdrojové dokumentace
vedené Poskytovatelem zdravotnich sluzeb
zustavaji vlastnictvim Poskytovatele zdravotnich
sluzeb. Poskytovatel zdravotnich sluzeb bude
Duvérné informace uchovavat jako davérné a
bude je sdélovat pouze svym zaméstnanctim, ktefi
se budou podilet na provadéni Klinického
hodnoceni a budou takové informace potrebovat
znat. Tento zavazek zachovavani mlcenlivosti
bude platit jeste¢ sedm (7) let po dokonceni
Klinického hodnoceni, av§ak nebude se vztahovat
na informace, které: (i) jsou nebo se stanou
vefejné dostupnymi bez zavinéni Poskytovatele
zdravotnich sluzeb, (ii) budou Poskytovateli
zdravotnich sluzeb sd€leny tfeti osobou, na niz se
nevztahuje zadny zavazek zachovévat
mlcenlivost, (iii) museji byt sdéleny EK; (iv)
mohou byt uvedeny v ICF nebo (v) jejichz sdéleni
vyZzaduji Platné pravni predpisy, napt. pro ucely
hlaseni informaci v zdjmu vetejného zdravi nebo
bezpe€nosti. Poskytovatel zdravotnich sluZzeb
bude Spole¢nost neprodlené informovat o zadosti
o sdéleni nebo o sdéleni DlUvérnych informaci,
kter¢ podle tohoto clanku neni dovoleno. V
navaznosti na ukonceni platnosti nebo vyprSeni
této Smlouvy Poskytovatel zdravotnich sluzeb
SpoleCnosti  vrati, ptipadn¢ dle pozadavku
Spole¢nosti  zlikviduje  veskeré dokumenty,
vzorky a materialy obsahujici nebo vztahujici se k
Davérnym informacim (s vyjimkou zdravotnich
zaznamu pacienti), pokud neni Poskytovateli
zdravotnich sluzeb umoznéno ponechat si jednu
kopii ve svych duvérnych slozkach pouze pro
ucely vedeni zaznamu. Poskytovatel zdravotnich
sluzeb tuto likvidaci Spole¢nosti neprodlené
pisemné potvrdi. Poskytovatel zdravotnich sluzeb
bude zaznamy, zpravy aldaje tykajici se
klinického hodnoceni uchovavat po dobu nejméné
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archiving period of how these records and
documents belonging to the Study will be
handled. If the Sponsor does not inform the
Healthcare Provider in time, it is deemed that the
Sponsor agrees with document shredding. If the
Sponsor requests an extension of the archiving
time with the Healthcare Provider, the Healthcare
Provider is entitled to charge a proportionate fee
to the Sponsor. Healthcare 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. Healthcare Provider shall notify
Company of any improper disclosures of personal
data immediately.

25 (dvaceti péti) let od dokonceni Klinického
hodnoceni, pokud Zadavatel nevyda pisemné
svoleni k jejich diivéjsi likvidaci nebo naopak
neoznami, ze pozaduje, aby byly uchovany déle.
Zadavatel bude informovat poskytovatele
zdravotnich sluzeb nejpozdéji 6 mésict pred
uplynutim doby archivace o tom, jakym
zpisobem bude s témito zdznamy a dokumenty
patiicimi ke klinickému hodnoceni nalozeno. V
piipad¢, ze zadavatel ve stanovené dobé
poskytovatele zdravotnich sluzeb informovat
nebude, ma se za to, Ze souhlasi se skartaci.
Pokud  Zadavatel  pozada  Poskytovatele
zdravotnich sluzeb o prodlouzeni doby archivace,
je Poskytovatel zdravotnich sluzeb opravnén
uctovat Zadavateli poplatek v pomérné vysi.
Poskytovatel zdravotnich sluzeb bude zpracovavat
osobni udaje podle potieby k plnéni zdvazkl z
této Smlouvy. Jejich zpracovani musi byt v
souladu s touto Smlouvou a veSkerymi platnymi
piedpisy a nafizenimi o ochran¢ soukromi a
osobnich udaji. Poskytovatel zdravotnich sluzeb
Spolecnost neprodlené¢ upozorni na piipadné
neopravnéné sdéleni osobnich tidajt.

8. Intellectual property. All data,
information, documents and inventions resulting
from or developed by the Healthcare Provider in
the performance of the clinical study shall be the
sole property of Sponsor and may be used and/or
transferred by Sponsor in its sole discretion. The
Healthcare Provider shall have no rights therein,
except where applicable, the Healthcare Provider
may be entitled to retain the non-commercial
moral rights to their inventions. The Healthcare
Provider shall be solely responsible for all
payments due to the Principal Investigator and/or
the Healthcare Provider’s employees and/or
collaborators according to the applicable law for
any inventions transferred to the Novartis study
Sponsor or its designee. This section shall survive
the expiry or termination of the Agreement.

8. DuSevni  vlastnictvi. Veskeré udaje,
informace, dokumenty a vynalezy vyplyvajici z
provadéni klinického hodnoceni nebo ziskané
Poskytovatelem zdravotnich sluzeb pii provadéni
Klinického  hodnoceni  budou  vyhradnim
vlastnictvim  Zadavatele a  mohou byt
Zadavatelem pouzivany a/nebo dale predavany
podle jeho vlastniho wuvazeni. Poskytovatel
zdravotnich sluzeb nebude mit v tomto ohledu
zadna prava, az na piipady, kdy muize mit
Poskytovatel zdravotnich sluzeb narok ponechat
si nekomer¢ni moralni prava na své eventualni
vynalezy. Poskytovatel zdravotnich sluzeb ponese
vyhradni odpovédnost za vSechny platby, které
podle platné legislativy nalezeji Hlavnimu
zkousejicimu 1ékafi a/nebo zaméstnanciim a/nebo
spolupracovnikim Poskytovatele zdravotnich
sluzeb za veskeré vynalezy postupované
Zadavateli klinického hodnoceni, spole¢nosti
Novartis, nebo jim povétené osobé. Tento ¢lanek
zlstane v platnosti i po vyprSeni ¢i ukonceni
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platnosti této Smlouvy.

9. Publications. 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, Healthcare
Provider 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. The Sponsor, through the
Company or its designee, shall have the right to
require amendments to any such proposed
presentation or publication on reasonable grounds
including without limitation:

9. Zvetejnovani. Nejpozdéji Sedesat (60) dni
pied predanim nebo pfedlozenim rukopisu ci
jinych materidld  tykajicich se Klinického
hodnoceni vydavateli, hodnotiteli nebo jiné
externi osobé& poskytne Poskytovatel zdravotnich
sluzeb Spolecnosti a Zadavateli kopii vSech
takovych  materidld  aumozni  Spolecnosti
a Zadavateli, aby je ve lhité Ctyficeti péti (45) dnti
posoudili a vyjadtili se k nim. Zadavatel bude mit
prostfednictvim Spolecnosti nebo jim povéfené
osoby v opodstatnénych pfipadech pravo
pozadovat upravy veskerych takovych prezentaci
nebo publikaci, naptiklad z nasledujicich divodu:

(a) to ensure the accuracy of the presentation or
publication;

a) aby zajistil pfesnost prezentace nebo publikace;

(b) to ensure that proprietary information is not
inadvertently divulged,;

b) aby zabranil neamyslnému prozrazeni
chranénych informaci;

(c) to enable intellectual property rights to be
secured,

¢) aby umoznil zabezpeceni prav na duSevni
vlastnictvi;

(d) to enable relevant supplementary information
to be provided.

d) aby umoznil poskytnuti relevantnich
doplnyjicich informaci.

The Healthcare Provider / Investigator shall be
required to comply with any request to amend or
delete any statement in a proposed publication,
provided such request is based on any one of (a)
to (d) above.

Poskytovatel zdravotnich sluzeb / Zkousejici 1€kat
budou povinni dodrzet v§echny pozadavky na
upravu nebo vypusténi jakychkoli udaja v
navrhované publikaci, pokud bude takovy
pozadavek zalozen na nékterém z vyse uvedenych
bodu (a) az (d).

Parties agree that Sponsor is entitled to delay the
publication for up to four (4) months since the
later of (i) the date or the receipt by Sponsor of
the proposed publication or (ii) the date when all
relevant data of the Study are made available to
Sponsor, to enable a patent application to be
prepared and filed, whichever is later. If
requested, Healthcare Provider will remove any
Confidential Information (excluding  Study
results) before submitting or presenting the
manuscript. If the Study is a multi-centre study,
the first publication of data shall be based on
consolidated data from all centres analysed
according to the Protocol, unless otherwise agreed
in writing by all the Principal Investigators
involved in the study and by Sponsor. Authorship
of any publications relating to the Study shall be

Strany se dohodly, ze Zadavatel je opravnén
pozadovat pozdrzeni jakékoli navrhované
publikace az o ctyii (4) mésice od (i) doruceni
navrhovane publikace Zadavateli nebo (ii) data,
kdy budou Zadavateli zptistupnény vSechny
pfislusné udaje z Klinického hodnoceni, aby mél
moznost pfipravit a podat patentovou prihlasku,
podle toho, co nastane pozdéji. Na zadost odstrani
Poskytovatel zdravotnich sluzeb pfed predanim
nebo predlozenim rukopisu ptipadné Divérné
informace (s vyjimkou vysledkii Klinického
hodnoceni).  Je-li Klinického  hodnoceni
multicentrickou studii, bude prvni publikace dat
vychazet z konsolidovanych dat ze vSech center
analyzovanych podle Protokolu, pokud nebude
v8emi Hlavnimi zkouSejicimi 1ékati zapojenymi
do klinického hodnoceni a Zadavatelem pisemné
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determined by agreement with Sponsor. Neither
party may use the other party’s name, nor
Sponsor’s name, in connection with any
advertising, publication or promotion without the
other party’s, or Sponsor’s, prior written
permission. This section shall survive the expiry
or termination of the Agreement.

dohodnuto jinak. Autorstvi veskerych publikaci
tykajicich se  Klinického hodnoceni bude
stanoveno dohodou se Zadavatelem. Bez
pfedchoziho pisemného souhlasu druhé strany
nebo Zadavatele nejsou  Smluvni  strany
opravnény pouzivat jméno druhé strany ani
Zadavatele pro ucely reklamy, publikace nebo
propagace. Tento ¢lanek ziistane v platnosti i po
vyprseni ¢i ukonceni platnosti této Smlouvy.

10. Term and Termination. This Agreement
will become effective on the date of the last
signature below (“Effective Date”) and will
continue until completion or termination of the
Study. Company may terminate this Agreement
immediately upon written notice to Healthcare
Provider on the basis of any safety and/or efficacy
concerns or if Sponsor cancels the Study at its
sole discretion. Company may terminate this
Agreement without cause upon seven (7) days
written notice to Healthcare Provider, after prior
consultation with Sponsor. The Healthcare
Provider may also terminate this Agreement upon
30 (thirty) days written notice on the basis of any
reasonable safety and/or efficacy concerns, by
providing the Company with written notice.
Either party may terminate this Agreement for
material breach, upon thirty (30) days written
notice to the other party. Any violation of the
good clinical practices, the Applicable Anti-
Corruption Legislation, or data protection
provisions under the Applicable Laws shall be
deemed to be a material breach of this Agreement.
In case of termination under this Section 9,
Company shall pay the Healthcare Provider for all
activities performed in accordance with this
Agreement, and reasonable non-cancelable costs
incurred until the effective date of such
termination and the Healthcare Provider shall
refund to Company any excess payments with
respect to activities not performed or completed
until the effective date of termination. The
estimated duration of the Study is from Q2 2022
to Q4 2022. Estimated number of subjects to be
enrolled by the Healthcare Provider in the Study
is | subjects. The estimated total remuneration
for the Healthcare Provider, determined on a basis
of [ enrolled patients, will be in a total amount

10. Doba trvani a ukondeni platnosti smlouvy.
Tato Smlouva nabude ucinnosti k datu posledniho
podpisu nize (,,Datum ucinnosti*) a potrva az do
dokonceni nebo ukonceni Klinického hodnoceni.
Spole¢nost muze tuto Smlouvu ukonlit s
okamzitou platnosti pisemnym oznamenim
Poskytovateli zdravotnich sluzeb na zakladé obav
0 bezpecnost a/nebo ucinnost, nebo pokud
Zadavatel podle vlastniho uvazeni Klinické
hodnoceni zrusi. Spolecnost mize tuto Smlouvu
vypoveédét bez udani divodu zaslanim pisemné
vypovédi Poskytovateli zdravotnich sluzeb s
vypovédni lhitou sedmi (7) dnt. Také
Poskytovatel zdravotnich sluzeb muze tuto
Smlouvu  ukon¢it na zdkladé¢ jakychkoli
odiivodnénych obav o bezpec¢nost a/nebo ucinnost
zaslanim  pisemné  vypoveédi  Spole¢nosti
s vypovédni lhatou 30 (tficeti) dnd. V piipadé
zéavazného poruseni mohou Smluvni strany tuto
Smlouvu vypovédét zaslanim pisemné vypovédi
druhé smluvni stran¢ s vypovédni lhutou tficeti
(30) dnd. Jakékoli porusSeni spravné klinicke
praxe, Piislusné protikorupéni legislativy nebo
ustanoveni na ochranu osobnich udaji dle
Platnych zakonti a piedpisi bude povazovano za
hrubé poruseni této Smlouvy. V piipadé ukonceni
Smlouvy podle tohoto ¢lanku 9 uhradi Spole¢nost
Poskytovateli zdravotnich sluzeb veskeré ukony
provedené v souladu s touto Smlouvou a
pfiméfené nezrusSitelné vydaje az do data
ucinnosti  vypovézeni Smlouvy. Poskytovatel
zdravotnich sluzeb vrati Spole¢nosti ptipadné
platby za tkony, které do data u¢innosti vypovédi
nebyly provedeny nebo dokonceny. Odhadovana
doba trvani Studie je od 2. ctvrtleti 2022 do 4.
Ctvrtleti  2022.  Podle odhadu ma byt
Poskytovatelem zdravotnich sluzeb zafazeno do
Studie [ subjekti. Odhadovana celkova odména
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of 155,150.00 CZK.

Poskytovateli zdravotnich sluzeb stanovena na
zaklade - zafazenych pacienti piedstavuje
celkovou ¢astku 155 150,00 K¢.

11. Debarment. Healthcare 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
debarment,  disqualification or  suspension
proceedings been commenced. During the term of
this Agreement, Healthcare 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. If at any time after the execution of the
clinical study agreement, the Healthcare Provider
or Investigator becomes aware that any person
involved with the clinical study is debarred, or is
in the process of being debarred, the Healthcare
Provider or Investigator will notify the Company
immediately Investigator represents that he/she is
in good standing under all applicable medical
associations.

11.  Z&kaz ¢&innosti. Poskytovatel zdravotnich
sluzeb prohlasuje, Ze ZkousSejici 1ékat ani kdokoli
z jeho spolupracovnikli a pracovnikl, kteii se
podileji na provadéni Klinického hodnoceni,
nebyli zbaveni pfislusného opravnéni ani
prohlaseni  nezpuasobilymi anebylo  jim
americkym ufadem FDA nebo jinym kontrolnim
ufadem pozastaveno opravnéni k vykonu ¢innosti.

Po dobu platnosti této Smlouvy nebude
Poskytovatel zdravotnich sluzeb pro ucely
poskytovani sluzeb v Klinickém hodnoceni

zaméstnavat ani jinak vyuzivat osoby zbavené
pfisluSného opravnéni ¢i prohlasené
nezpusobilymi, nebo jimz bylo pozastaveno
opravnéni k vykonu ¢innosti tak, jak je to popsano
vtomto ¢lanku. V piipadé, ze se Poskytovatel
zdravotnich sluzeb nebo Zkousejici 1¢katr kdykoli
po uzavieni této Smlouvy dozvédi, ze jakakoli
osoba zapojena do klinického hodnoceni je
zbavena piislusného opravnéni nebo je v fizeni,
kter¢ ke =zbaveni oprdvnéni vede, vyrozumi
Poskytovatel zdravotnich sluzeb nebo Zkousejici
Iékat neprodlené¢ Spolecnost. Zkousejici lékar
prohlaSuje, Ze nebyl vyloucen z pfislusné 1ékarské
komory ani mu nebyla pozastavena ¢innost nebo
registrace.

12, Independent  Contractors.  Healthcare
Provider 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. Healthcare Provider will not have
authority to make agreements with third parties
that purport to bind Company or Sponsor.

12. Nezavisli dodavatele. Poskytovatel
zdravotnich sluzeb bude jednat jako nezavisly
smluvni partner anebude povazovano za
spolecnika, prostfednika, zameéstnance nebo
zastupce Spole¢nosti nebo Zadavatele. Spolecnost
ani Zadavatel za né€ nebudou odvadét zadné dané,

piispévky ani pojisténi souvisejici
S pracovnépravnim  pomérem.  Poskytovatel
zdravotnich sluzeb nebude mit opravnéni k

uzavirani smluv se tfetimi osobami, jez by

Spolecnost nebo  Zadavatele k  nécemu
zavazovaly.
13.  Transparency. Healthcare Provider | 13.  Transparentnost. Poskytovatel zdravotnich

acknowledges that the Sponsor or the Company,
as applicable, may disclose the terms of this

sluzeb bere na védomi, ze Zadavatel, respektive
Spolecnost jsou opravnéni sdélovat podminky této
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Agreement, and/or the total compensation (fees
and expenses) payable or paid in accordance with
this Agreement, as required by Applicable Law.
The Healthcare Provider agrees to reasonably
cooperate with the Sponsor or Company, as
applicable, in providing required information to
comply with disclosure requirements associated
with this Agreement.

Smlouvy a/nebo vysi celkové odmeény (poplatkii a
vydaji) splatné nebo vyplacené podle této
Smlouvy tak, jak to vyzaduji Platné pravni
predpisy. Poskytovatel zdravotnich sluzeb se
zavazuje poskytnout Zadavateli nebo ptipadné
Spolec¢nosti pfiméfenou soucinnost poskytnutim
nezbytnych informaci k dodrzeni poZzadavki na
zvetejnéni informaci o této Smlouvé.

14.  Third Party Beneficiary. Healthcare
Provider expressly agrees that Sponsor is a third-
party beneficiary to the Agreement and may
enforce its rights under the Agreement. Each party
to this Agreement acknowledges that except for
the Sponsor, there are no third- party beneficiaries
with any rights to enforce any of the provisions of
this Agreement. In the event that Sponsor is not
able to do so for any reason, the Healthcare
Provider agrees that Company may have the
benefit of Sponsor’s rights hereunder (including
without limitation those rights concerning
confidentiality and intellectual property) and may
transfer such rights and benefits to Sponsor.

14.  ObmySlena tieti strana. Poskytovatel
zdravotnich sluzeb vyslovné souhlasi s tim, Ze
Zadavatel je obmySlenou tieti stranou této
Smlouvy a muZe uplatiiovat sva prava ze
Smlouvy. Smluvni strany berou na védomi, Ze
krom¢ Zadavatele neexistuji zadné dalsi
obmyslené tieti strany s jakymkoli pravem
vymahat plnéni jakychkoli ustanoveni této
Smlouvy. V pfipadé, Ze Zadavatel tak nebude z
jakéhokoliv divodu moci ucinit, souhlasi
Poskytovatel zdravotnich sluzeb, ze prava
Zadavatele vyplyvajici z této Smlouvy (vCetné
prav tykajicich se divérnosti a duSevniho
vlastnictvi) mize vyuzit Spole¢nost a ze muze
tato prava a vyhody pfevést na Zadavatele.

15. Miscellaneous. 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 will be interpreted and enforced under
the laws of Czech Republic. This Agreement will
be binding upon the parties and their successors
and assigns. Healthcare Provider will not assign
or transfer any rights or obligations under this
Agreement without the written consent of
Company. Upon Sponsor’s request, Company
may assign this Agreement to Sponsor or to a
third party, provided, that Healthcare Provider
will be given prompt notice of such assignment.
Sections 6 through 10, and 13-15 shall survive

15. Razné. Tato Smlouva tvofi uplnou
smlouvu mezi smluvnimi stranami a nahrazuje
veskeré jiné pisemné a ustni dohody souvisejici
s klinickym hodnocenim. Zadné dodatky nebo
zmény této Smlouvy nebudou platné, pokud
nebudou dojednany pisemnou formou vSemi
smluvnimi stranami. Nevymahani podminek této
Smlouvy nebude znamenat zfeknuti se danych
podminek. Pokud néktera ¢ast této Smlouvy bude
shleddna za nevymahatelnou, bude upravena
V pfipustném rozsahu a zbytek této Smlouvy
zustane v platnosti. Tato Smlouva bude vykladana
a vymahana v souladu s pravnim fadem Ceské
republiky. Tato smlouva bude zavazna pro
smluvni strany a jejich nastupce nebo nabyvatele.
Poskytovatel zdravotnich sluzeb nesmi postupovat
nebo prevadet sva prava a zdvazky z této Smlouvy
bez pisemného souhlasu Spole¢nosti. Na zadost
Zadavatele mulze Spolecnost postoupit tuto
Smlouvu Zadavateli nebo tieti strané¢ pod
podminkou, ze o tom bude Poskytovatel
zdravotnich sluzeb neprodlené informovano.
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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.

Clanky 6 az 10 a 13 az 15 zistavaji v platnosti i
po vyprSeni nebo ukonCeni platnosti této
Smlouvy. Smluvni strany pfijimaji a potvrzuji, Ze
pokud je Kkuzavieni této Smlouvy pouzit
elektronicky podpis, bude povazovan za pravné
zavazny ekvivalent vlastnoru¢niho podpisu. Této
Smlouvé a jejim piipadnym dodatkim nebo
upravam nelze upfit pravni uc¢inek, vymahatelnost
nebo pfipustnost jako dikazu v soudnim fizeni
pouze proto, ze je v elektronické podob¢, nebo
proto, Ze pfi jejim vzniku byl pouzit elektronicky
podpis ¢i elektronicky zaznam.

16. Prevailing language. This Agreement is
drawn up in English and in Czech language
versions. In case of any dispute, Czech language
version shall prevail.

16. Rozhodnd jazykova verze. Tato smlouva
je vyhotovena v anglickém a ¢eském jazyce. V
piipad¢ jakychkoli rozpori bude rozhodujici
ceska verze.

17. Publication in accordance with Act no.

17. Uvefeijnéni v souladu se zdkonem ¢&. 340/2015

340/2015 Coll. on Agreements Register.

The contracting parties agree to the publication of
the Agreement by the Healthcare Provider in
order to fulfill the obligations imposed on it by
valid and effective legislation, in particular Act
No. 340/2015 Coll., On the Agreements Register,
as amended, and instructions and decisions of the
Ministry of Health of Czech Republic. The
Agreement will not disclose personal data of
individuals, which are not publicly available in
the public register, confidential information under
this Agreement and trade secrets that the parties
agree in accordance with the provisions of § 504
of the Civil Code as follows: protocol and study
design, detailed budget, number of evaluated
subjects, duration of the study. For the purpose of
publishing this Agreement within the meaning of
this paragraph, the Company shall provide the
Healthcare Provider with a revised version of the
Agreement in a machine-readable format (ideally
in .pdf).

The publication of the Agreement in the
Agreements Register will be performed by the
Healthcare Provider, and the Sponsor will be
informed about the publication through the
Company by designating the following email
address: as the email
address to which a notification of publication in

Sb., o registru smluv.

Smluvni strany souhlasi s uvetejnénim Smlouvy
Poskytovatelem zdravotnich sluzeb za ucelem
splnéni povinnosti uloZenych mu platnou a
ucinnou pravni Upravou, a to zejména zakonem ¢.
340/2015 Sb., o registru smluv, ve znéni
pozdgjsich  ptedpisi, a dale pokyny a
rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky. Ve smlouvé nebudou zvefejnény
osobni udaje fyzickych osob, které nejsou veiejné
dostupné ve vefejném rejstitku, duvérné
informace dle této smlouvy a dale pak obchodni
tajemstvi, které si smluvni strany sjednavajici ve
smyslu ustanoveni § 504 obcanského zakoniku
takto: (doporuceni: protokol a design studie,
detailni rozpocet, pocet subjekti hodnoceni, délka
trvani studie. Za uc¢elem uveiejnéni této smlouvy
ve smyslu tohoto odstavce poskytne Spolecnost
Poskytovateli zdravotnich sluzeb revidovanou
verzi smlouvy ve strojové Ccitelném formatu
(idedlné v .pdf)

Uvetejnéni smlouvy v registru smluv provede
Poskytovatel zdravotnich sluzeb, a o uvefejnéni
bude Zzadavatele informovat prostiednictvim

Spole¢nosti tak, ze uvede e-mailovou adresu
B o cmaiovo
adresu, na kterou ma byt zaslano oznameni o
uveiejnéni Smlouvy v registru smluv.
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the Agreements register shall be sent.

The other Contracting Party acknowledges that
the Healthcare Provider, as a state contributory
organization, is obliged to provide information at
the request of a third party pursuant to Act No.
106/1999 Coll., On Free Access to Information, as
amended. The effective date of the Agreement is
the date of its publication in the Agreements
Register.

Druhda smluvni strana bere na védomi, Ze
poskytovatel zdravotnich sluzeb jakozto statni
pfispévkova organizace, je povinna na dotaz tfeti
osoby poskytnout informace podle zakona ¢.
106/1999 Sb., o svobodném piistupu k
informacim, ve znéni pozd¢jsich predpist. Datum
nabyti Uc¢innosti Smlouvy je datum jejiho
zvetejnéni v registru smluv.

[SIGNATURE PAGE TO FOLLOW NEXT.]

[NASLEDUJE STRANA S PODPISY]
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IN WITNESS WHEREOF, the parties have
executed this Agreement by their duly authorized
representatives as of the date set forth below.

NA DUKAZ TOHO byla tato Smlouva
podepsana k nize uvedenému datu fadné opravnénymi
zastupci smluvnich stran.

IQVIA RDS AG, Branch St-Prex

IQVIA RDS AG, Branch St-Prex

Signature / Podpis:

Print Name / Jméno tiskacim pismem:

Title / Funkce:

Date / Datum:

HEALTHCARE PROVIDER

| POSKYTOVATEL ZDRAVOTNICH SLUZEB

Signature / Podpis:

Print Name / Jméno tiskacim pismem: || GGG

Title / Funkce: based on a mandate/na zakladé povéteni

Date / Datum:

Read and Acknowledged:

Pieletl(a) a potvrdil(a):

INVESTIGATOR

I, the undersigned [N
confirm that | have duly acquainted myself with the
Agreement and the relevant documentation for the
non-interventional study and | agree to comply with
the obligations arising therefrom. | further undertake
not to disclose information relating to the non-
interventional study in question without the prior
written consent of the Sponsor, to maintain the
confidentiality of all information provided, to keep it
confidential and to refrain from any use of such
information and results other than for the purposes of
this non-interventional study. | agree that the Sponsor
(and possibly the Company) will collect, use, process
and disclose my personal information, including my
name, qualifications and experience in clinical trials or
non-interventional studies, my financial information
relating, inter alia, to the remuneration received and
financial compensation and other personal data for
administrative purposes in connection with this non-
interventional study, or to provide to the ethics
committees and government agencies and | undertake
to secure this consent from other members of the study
team.

ZKOUSEJICI LEKAR

Nize podepsana [N SN
potvrzuji, ze jsem se fadné seznamil se smlouvou a
pfislusnou dokumentaci k neintervencéni studii a
zavazuji se dodrzovat zavazky z nich vyplyvajicich.
Dale se zavazuji nezvetejnovat informace tykajici se
pfedmétné neintervenéni studie bez ptedchoziho
pisemného souhlasu Zadavatele, zachovavat
mlcenlivost o vSech poskytnutych informacich,
povazovat tyto za divémé a zdrzet se jakéhokoliv
jiného uziti téchto informaci a vysledki nez pro ucely
této neintervencni studie. Souhlasim, ze Zadavatel (a
popt. 1 Spolecnost) bude/budou shromazdovat,
pouzivat, zpracovavat a zvetejiiovat m¢ osobni udaje,
veetn¢ jména, kvalifikace a zkuSenosti v klinickém
hodnoceni ¢i pfi provadéni neintervenénich studii, mé
finan¢ni udaje vztahujici se mimo jiné k obdrZené
odméné a finan¢ni nahrad¢ a dalsi osobni udaje k
administrativnim Gcelim v souvislosti s touto
neintervencni  studii, popt. k poskytnuti etickym
komisim a statnim Ufadiim a zavazuji se zajistit tento
souhlas i od ostatnich ¢lent studijniho tymu.

Signature / Podpis:

Print Name / Jméno tiskacim pismem: || EGTGTGTcNEINIINN
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EXHIBIT A PRILOHA A

PROTOCOL PROTOKOL

[To be attached.] [Bude ptilozen.]
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EXHIBITB

PRILOHA B

BUDGET & PAYMENT SCHEDULE

ROZPOCET A ROZPIS PLATEB

ProTOCOL NUMBER: COAV101A12402

ProTOKOL ¢.: COAV101A12402

A. PAYEE DETAILS:

The parties agree that the payee designated below
is the proper payee for this agreement, and

That payments under this agreement will be made
only to the following payee (“payee) and will not
violate any rules or policies of the healthcare
provider, will not violate applicable national,
state, or local laws or regulations.

A. UDAJE O PRIJEMCI PLATEB:

Smluvni strany se dohodly, Ze pfijemce plateb
uvedeny nize je fadnym piijemcem plateb podle
této Smlouvy aze platby podle této Smlouvy
budou provadény pouze tomuto piijemci plateb
(dale jen ,,Pfijemce plateb*) a nebudou v rozporu
Spravidly nebo smérnicemi Poskytovatele
zdravotnich sluzeb ani s pfislusnymi narodnimi,
statnimi nebo mistnimi zadkony a predpisy.

Contract
Payee
Payee Name
(Must match
name in the
contract)

Payee Address

Payee E-mail

| B

VAT/Tax ID
(Tax ID must
exactly match
the payee
name
indicated
above, or tax
exempt when
applicable)
Banking Information:
Bank Name

Bank Street

Bank City

Bank State/Province
Bank Postal Code
Bank Country
Receiving Account
Currency

IBAN

Swift Code (8 or 11
Characters)

Prijemce plateb ze Smlouv
Jméno/nazev
Prijemce plateb
(musi odpovidat
jménu/néazvu ve
smlouve)

Adresa Prijemce
plateb

E-mail Pfijemce
plateb

DIC

(Danoveé
identifikacni ¢islo
musi odpovidat
jménu vyse
uvedeného
piijemce plateb;
pfipadné uved'te, Ze
neni platcem DPH)

Bankovni spojeni:
Nazev banky
Ulice

Mésto

Stat/kraj

PSC

Zem¢

M¢éna uctu

IBAN

il
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If the contracted Payment Currency does not
match your bank account, you may need to
provide an Intermediary Bank. Please contact
your Financial institution for details. If an
Intermediary bank is required, please provide
Bank Name, Account Number if applicable and
SWIFT Code of Intermediary Bank along with
all other required Wire instructions

Contact Information
Name of recipient
sending invoices to
COMPANY

Phone number &
Email

Language Preference
Name of payment
recipient to receive
payment notification
and details

Phone number &
Email

Language Preference

ok

The Parties acknowledge that the designated
Payee is authorized to receive all of the payments
for the services performed under this Agreement.

In case of changes in the Payee’s address or bank
account number, Healthcare Provider is obliged to
inform COMPANY in writing by sending an
email to The
parties agree that in case of changes in address
which do not involve a change of Payee, tax
numbers, or tax-exempt status, no further
amendments are required.

Payment to Investigator is determined by a
separate agreement between Investigator and
Company, which may involve different payment
amounts and different payment intervals than the
payments made by COMPANY to the Payee.

SWIFT kod (8
nebo 11 znak)

Pokud dohodnuta ména platby neodpovida
meéné vaseho bankovniho uctu, je mozné, ze
budete muset uvést jesté zprostredkovatelskou
banku. Podrobnosti Vam sdéli vase finan¢ni
instituce. Bude-li nutné pouzivat
zprostiedkovatelskou banku, uved’te spoleéné
s ostatnimi tidaji pro bankovni pfevod také jeji
nézev a ptipadné jeji ¢islo tiétu a kdd SWIFT.

Kontaktni udaje
Nazev piijemce
zasilajiciho faktury
Spolecnosti
Telefonni Cislo a e-
mail

Preferovany jazyk
Jméno/nazev
Piijemce plateb,
kterému maji byt
zasilana oznameni
a Udaje o platbach
Telefonni ¢islo a e-
mail

Preferovany jazyk

Strany timto berou na védomi, Ze uvedeny
Piijemce plateb je opravnén pfijimat veskeré
platby za sluzby poskytované na zakladé této
Smiouvy.

Piipadnou zménu adresy nebo bankovniho spojeni
Prijemce plateb je Poskytovatel zdravotnich
sluzeb povinno ozndmit Spolecnosti pisemné e-
mailem na

Smluvni strany se dohodly, Zze nebude nutno
uzavirat zadny dalsi dodatek ke Smlouvé, jestlize
se zmeéna bude tykat pouze adresy, avSak nezméni
se samotny Pfijemce plateb, dafiova identifikacni
¢isla nebo status neplatce dané z ptidané hodnoty.

Platba  Zkousejicimu 1ékati bude stanovena
samostatnou smlouvou mezi Zkousejicim l¢katem
a spolecnosti, ktera mize obsahovat jiné castky
a jineé platebni intervaly nez u plateb vyplacenych
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B. Payment Term

C. Payment Dispute

D. Invoices

Payments will be issued by COMPANY based on
Visit Budget, payment frequency and payment
terms as described above. Payments will be made
only upon receipt of corresponding invoices,
including back-up documentation, in the specified
currency, as described below. Invoices will be
payable within 30 days from the date of receipt by

Spolecnosti Piijemci plateb.

B. Platebni podmink

C. Spory ohledné plateb

D. Faktury

Platby budou provadény Spole¢nosti na zaklade
rozpo¢tu navstév, Cetnosti plateb a platebnich
podminek, jak je popsano vyse. Platby budou
provadény pouze na zakladé piisluSnych faktur
vcetné podkladi k nim, v dohodnuté méné a nize
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COMPANY of the invoice,
applicable back-up documentation.
Invoices for any additional payments to those
stated in this agreement (i.e., additional
reimbursements) must also be sent to COMPANY
and approved by sponsor. All invoices shall be
raised in the following manner:

including any

Invoices to be billed to:

IQVIA RDS AG, Branch St-Prex
Route de Pallatex 29,

1162 St-Prex, Switzerland

VAT CHE-106.402.567

Invoices including back-up to
be sent to:

Emailed invoices and backup are preferred. In the
event of invoices in hard copy need to be
sent, please send to the following address:

Att: IQVIA Clinical Trial Payments

37 The Point

North Wharf Road

Paddington

London, W2 1AF

United Kingdom

The following information should
be included on the invoice:
o Complete INVESTIGATOR name,
address and phone number
o Invoice Date
o Invoice Number
o Payee Name (must match Payee
indicated in CTA)
o Payment Amount
o Complete description of services
rendered
o Study Number:
o Sponsor Name
o Invoices should be printed on
Healthcare Provider/Healthcare
Provider letterhead

uvedenym zptisobem. Faktury budou splatné do
30dni od data doruceni faktury Spolecnosti
vcetné piislusnych podkladi k faktufe.

Faktury za ptipadné dalsi platby neuvedené v této
Smlouvé  (napi. ndhrady nad  stanovenou
maximalni ¢astku) museji byt rovnéz zasildny
Spole¢nosti, ale navic je musi schvalit také
Zadavatel. Faktury budou vystavovany takto:

Faktury budou vystavovany na:
IQVIA RDS AG, Branch St-Prex
Route de Pallatex 29

1162 St-Prex, Svycarsko

DIC: CHE-106.402.567

Faktury v¢etné podklada k nim budou
posilany e-mailem na:

Preferujeme zasilani faktur a podklada k nim e-
mailem. V pfipadé, Ze je tfeba zasilat faktury
Vv tisténé podob¢, posilejte je na nasledujici
adresu:

Pro: IQVIA Clinical Trial Payments

37 The Point

North Wharf Road

Paddington

Londyn, W2 1AF

Spojené kralovstvi

Faktura musi obsahovat tyto naleZitosti:
o Jméno ZKOUSEJICIHO,
adresa a telefonni ¢islo
o Datum vystaveni faktury

jeho

o Cislo faktury

o Jméno piijemce plateb (musi byt
shodné s Pfijemcem plateb
uvedenymv CTA)

o Castka platby

o Podrobny popis  poskytnutych
sluzeb

o Cislo klinického hodnocenti:

o Zadavatel

o Faktury museji byt vytiStény na
hlavickovém papire mista
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All invoice and payment related inquiries shall be
addressed directly to Clinical Trial Payments at

E. EC/IRB/IEC fees

EC/IRB/IEC costs will be reimbursed on a pass-
through basis upon receipt of a formal invoice
issued by the EC/IRB/IEC and are not included in
the attached Budget. Payment will be made
directly to the EC/IRB/IEC. Any subsequent re-
submissions or renewals, upon approval by
COMPANY and Sponsor, will

be reimbursed upon receipt of appropriate

documentation.

provadeéni klinického
hodnoceni/Poskytovatele
zdravotnich sluzeb.

Veskeré dotazy tykajici se faktur a plateb posilejte
ptimo Spole¢nosti, odd. Clinical Trial Payments,
e-mail:

E. Poplatky etickym komisim

Poplatky etickym komisim budou proplaceny
prefakturaci po obdrzeni faktury vystavené
etickou komisi a nejsou zahrnuty do ptilozeného
Rozpoctu. Platby budou hrazeny piimo etické
komisi.  Castky za dodate¢na podani nebo
prodlouZeni souhlasného stanoviska se souhlasem
Spole¢nosti a Zadavatele budou

hrazeny po ptedloZeni ptislusnych dokladi.
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. Budgettable
The Budget is as follows:

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

I. Rozpoctova tabulka
Rozpocet je nasledujici:

ZADNE JINE ZADOSTI O FINANCNI
PROSTREDKY NEBUDOU SCHVALOVANY

R
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