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CLINICAL TRIAL AGREEMENT SMLOUVA O PROVADENI’KLINICKEHO
HODNOCENI
This Clinical Trial Agreement (“Agreement”) is Tato smlouva o provadéni klinického hodnoceni (déle
entered into as of the date of the last signature hereto ~Smlouva*) se uzavird k datu pfipojeni posledniho
by and between: podpisu ke Smlouveé mezi témito stranami:

Eli Lilly Cork Limited, with registered office in Eli Lilly Cork Limited, se sidlem Island House,
Island House, Eastgate Road, Eastgate Business Eastgate Road, Eastgate Business Park, Little Island,
Park, Little Island, Cork, Ireland, VAT No. Cork, Irsko, DIC IE3508310BH, zastoupend
IE3508310BH represented by its authorized opravnénym zastupcem, (dale ,,Lilly*), a

signatory, (“Lilly”); and
|

Physician at III. internal gerontometabolical clinic, Lékar III. interni gerontometabolické kliniky Fakultni
University Hospital Hradec Kralove nemocnice Hradec Kralové (déle ,,Zkousejici*), a
(“Investigator”); and

Fakultni nemocnice Hradec Kralové Fakultni nemocnice Hradec Kralové

With its Registered Office in: Sokolskd 581 se sidlem: Sokolskd 581

500 05 Hradec Kréilové — Novy Hradec Kralové, 500 05 Hradec Kralové — Novy Hradec Krélové,
Czech Republic Cesk4 republika

Comp ID/ Tax ID: 00179906/ CZ00179906 IC/ DIC: 00179906/ CZ00179906

represented by its authorized signatory MUDrr. zastoupend opravnénym zdstupcem MUDr. AleSem
AleS Herman, Ph.D., Director Hermanem, Ph.D., feditelem, (déle ,,Poskytovatel*),
(“Institution”);

for the performance of the study entitled: za ucelem provadéni klinického hodnoceni s ndzvem:

(“Study’ ?),

(déle ,,Studie®),

Pc|
=
o
=+
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o
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EU CT ¢isto I EU CT ¢isto NG

(*“Protocol”) (dale ,,Protokol*)
which Protocol is incorporated herein by reference. ktery je odkazem na n¢j nedilnou soucésti této
Smlouvy.
PREAMBLE: UVODNI USTANOVENT:
WHEREAS Lilly appreciates the opportunity to Spolec¢nost Lilly ocenuje pfilezitost spolupracovat na
cooperate with the Institution and the Investigator Studii sePoskytovatelem a Zkousejicim.

in the Study.

WHEREAS the Study is sponsored by Eli Lilly Zadavatelem Studie je spolecnost Eli Lilly and
and Company (“Sponsor”) with registered office Company (dile ,Zadavatel”), se sidlem Lilly
in Lilly Corporate Center Indianapolis, Indiana Corporate Center Indianapolis, Indiana 46258, USA,
46258, USA, VAT No. 35-0470950; while the Eli danové identifikacni €. spolecnosti  35-0470950;
Lilly and Company is not a party to the Agreement, spole¢nost Eli Lilly and Company neni stranou
Eli Lilly Cork Limited shall be responsible for
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ensuring compliance with the Sponsor’s obligations
under this Agreement.

Smlouvy, za plnéni zavazki a povinnosti z této
Smlouvy odpovida spolec¢nost Eli Lilly Cork Limited.

WHEREAS Eli Lilly Cork Limited is authorised to
act as Eli Lilly and Company’s legal representative
in the FEuropean Union by the virtue of a
proxy/mandate.

Spolecnost Eli Lilly Cork Limited je opravnéna jednat
jako pravni zdstupce spolecnosti Eli Lilly and
Company v Evropské unii na zdkladé plné moci /
povéfeni.

WHEREAS the terms "Lilly" and "Sponsor" may
be used interchangeably in this document to refer to
either Eli Lilly Cork Limited, Eli Lilly and
Company, or both, depending on their respective
roles in the Study.

Vyrazy ,,spole¢nost Lilly* a ,,Zadavatel* mohou byt
vtomto  dokumentu  pouZivdny  zaménitelné
a oznacovat bud’ spolecnost Eli Lilly Cork Limited,
nebo spolecnost Eli Lilly and Company, nebo
piipadné obé spolecnosti podle jejich role ve Studii.

WHEREAS Eli Lilly Cork Limited, Institution,
and the Investigator also individually referred to as
“Party” and collectively as “Parties”.

Spole¢nost Eli Lilly Cork Limited, Poskytovatel
a Zkousejici jsou dale jednotlivé ozna¢ovani také jako
LStrana‘“ a spole¢né jako ,,Strany‘.

NOW, THEREFORE Parties agree to assume the
following obligations in executing this Agreement.

VZHLEDEM K VYSE UVEDENEMU se Strany
dohodly na uzavfeni této Smlouvy, kterou na sebe
berou nédsledujici zdvazky a povinnosti.

1. INVESTIGATOR AND INSTITUTION ZAVAZKY ZKOUSE,[iCIHO
OBLIGATIONS A POSKYTOVATELE

1.1. Conduct of the Study Provadéni Studie

1.1.1. | Compliance with Protocol, Laws, Regulations: Soulad s Protokolem, platnymi pravnimi predpisy

Investigator and Institution agree that Investigator
will personally conduct and/or supervise the Study
at Institution and any Lilly-approved sub-sites or
satellite sites (“Study Sites”), if applicable.
Investigator and Institution agree that Investigator
and Institution will not use sub-sites or satellite sites
in the conduct of the Study unless Lilly and/or
competent Ethical Committee (“EC’) has given
written approval for use of the sub-sites and satellite
sites.

a nafizenimi: Zkousejici a Poskytovatel se dohodli, Ze
Zkousejici bude Studii ve Zdravotnickém zafizen{ a na
vech dil¢ich nebo piidruZenych pracovistich
schvélenych spole¢nosti Lilly (dale ,,Mista provadéni
klinického hodnoceni) osobné provadét nebo bude
na jeji provadéni dohliZet. ZkousSejici a Poskytovatel
se zavazuji, Ze nebudou pfi provddéni Studie vyuZivat
dil¢i nebo pfidruZend pracovisté, pokud spolecnost
Lilly a/nebo piislusnd eticka komise (dile ,,EK*)
neposkytnou pisemny souhlas s vyuZivanim takovych
dil¢ich a pridruzenych pracovist.

Investigator and Institution agree and shall ensure
that all other personnel, employees, officers,
contractors and agents of Investigator (including
sub investigators) and Institution who are involved
into the Study (“Study Personnel”’) understand and
agree to comply with the following: (i) all
conditions, requirements, and written directions
specified by Lilly, (ii) the Protocol, and Protocol
amendments and/or addenda thereof; (iii) Good
Clinical Practice Guidelines; (iv) the approval of the
EC; (v) data privacy laws; (vi) all applicable
national, regional, and local laws, regulations, and
standards , in particular Act No. 378/2007 Coll., on
Pharmaceuticals, as amended, Regulation (EU) No.
536/2014 of the European Parliament and of the
Council of 16 April 2014 on clinical trials on
medicinal products for human use, Act No.
372/2011 Coll., on Health Services, and Decree No.

Zkousejici a Poskytovatel se zavazuji, Ze budou
dodrzovat: (i) veSkeré  podminky, pozadavky
apisemné pokyny stanovené spolecnosti Lilly,
(ii) Protokol ajeho dodatky a/nebo dopliky,
(iii) smérnice  pro  spravnou klinickou praxi,
(iv) souhlasnd stanoviska vydand etickou komisi,
(v) platné pravni ptedpisy o ochran¢ osobnich tdaju,
(vi) veskeré platné narodni, regiondlni a mistni pravni
pfedpisy, nafizeni anormy, zejména zdkon C¢.
378/2007 Sb., o léCivech, ve znéni pozdéjsich
predpist, nafizeni Evropského parlamentu a Rady
(EU) ¢. 536/2014 ze dne 16. dubna 2014 o klinickych
hodnocenich humdannich 1é¢ivych piipravki, zdkon ¢.
372/2011 Sb., o zdravotnich sluZbach, a vyhldska ¢.
463/2021 Sb., o bliz§ich podminkdch provadéni
klinického hodnoceni humannich 1é¢ivych pripravku,
jakoz i veSkerou narodni legislativu, evropska natizeni
a ptredpisy ohledné ochrany osobnich ddaji, jak byly
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463/2021 Coll., on detailed conditions for the
conduct of clinical trials of medicinal products for
human use, as well as all national legislation,
European regulations and directives concerning the
protection of personal data, as implemented at the
national level by Act No. 110/2019 Coll., on the
Processing 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 (GDPR); (vii) and the provisions of this
Agreement.

implementovany na ndrodni Urovni zdkonem .
110/2019 Sb., o zpracovani osobnich udajt, zejména
Nafizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané fyzickych
osob v souvislosti se zpracovanim osobnich ddaji a o
volném pohybu téchto udaji a o zruseni smérnice
95/46/ES (GDPR) (vii) austanoveni této Smlouvy,
a zajisti, aby se s nimi seznamili a dodrZovali je také
vSichni ostatni pracovnici, zameéstnanci, vedouci
pracovnici, smluvn{ dodavatelé a zastupci
Zkousejiciho (veetné spoluzkousejicich
a Poskytovatele podilejici se na Studii (dale ,,Clenové
studijniho tymu*).

Anti-Corruption: In carrying out Investigator and
Institution’s responsibilities under this Agreement,
Investigator and Institution agree to comply with all
applicable anti-bribery laws in the country where
Investigator and Institution have Institution’s
principal place of business and where Investigator
and Institution conduct activities under this
Agreement.  Additionally, Investigator  and
Institution understand and agree to comply with the
relevant anti-corruption laws, which generally
prohibits the offer, promise, payment, or giving of
anything of value, directly or indirectly, to any
government official for the purpose of obtaining or
retaining business or any improper advantage. For
purposes of this section, “government official”
means any official, officer, representative, or
employee of, including any doctor employed by,
any non-U.S. government department, agency, or
instrumentality (including any government-owned
or controlled commercial enterprise) or any official
of a public international organization or political
party or candidate for political office. Additionally,
if Investigator and Institution or any of Institution’s
owners, directors, employees, agents, and
consultants are government officials, Investigator
and Institution agree that Lilly’s payment of
Investigator and Institution in connection with this
Agreement is not intended to influence any decision
that any individual may make in their capacity as a
government official.

Protikorupéni  zdsady: Pii plnéni povinnosti
Zkousejictho a Poskytovatele ztéto Smlouvy se
Zkousejici a Poskytovatel zavazuji dodrZzovat v§echny
platné pravni predpisy zakazujici uplaceni v zemi, kde
maji své hlavni sidlo a kde vykondvaji ¢innosti podle
této Smlouvy. ZkouSejici a Poskytovatel rovnéz
chapou a zavazuji se dodrZovat protikorup¢ni pravni
predpisy v platném znéni, které obecné zakazuji
nabizet, slibovat, vyplacet nebo poskytovat piimo
nebo nepiimo jakékoli hodnotné plnéni tfednim
osobdm za ucelem ziskani nebo udrZeni si obchodni
zakdzky nebo jakékoli nepatficné vyhody. Pro ucely
této Cdsti znamend pojem ,,ifedni osoba“ jakéhokoli
ufednika, vedouciho pracovnika, zastupce nebo
zaméstnance, arovnéz jakéhokoli lékate, ktery je
zaméstnancem jakéhokoli statniho dfadu, ministerstva
nebo vykonného orgdnu jiné vlddy nez vlady USA
(vCetn¢ veskerych komercnich podnikli vlastnénych
nebo ovladdanych statem), nebo jakéhokoli pracovnika
vefejné mezindrodni organizace ¢i politické strany
nebo kandidata na politickou funkci. Pokud jsou
Zkousejici a Poskytovatel nebo nektery z vlastniki,
Clend statutdrnitho organu, zaméstnancl, zastupcul
nebo konzultanti Poskytovatele tfednimi osobami,
souhlasi Zkousejici a Poskytovatel s tim, Ze ¢astky
hrazené spole¢nosti Lilly ZkousSejicimu
a Poskytovateli v souvislosti s touto Smlouvou nemaji
za cil ovliviiovat rozhodnuti, kterd muze kdokoli ¢init
ve funkci tfedni osoby.

Investigator and Institution further represent that
neither Investigator and Institution nor any of
Institution’s owners, directors, employees, agents,
or consultants will directly or indirectly offer to pay,
promise to pay, or give anything of value to any
government official for purposes of (i) influencing
any act or decision of such government official in

Zkousejici a Poskytovatel dale prohlasuji, Ze oni sami
ani Zadny z vlastnikli, ¢len statutdrntho orgénu,
zamgéstnanct, zastupcu nebo konzultant
Poskytovatele nebudou piimo ani  nepiimo
poskytovat, nabizet nebo slibovat plnéni ufednim
osobdm se zdmérem (i) ovlivnit jedndni nebo
rozhodovani dfedni osoby vjeji ufedni funkci,
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his official capacity; (ii) inducing such government
official to do or omit to do any act in violation of
the lawful duty of such official; (iii) securing any
improper advantage; or (iv) inducing such
government official to use his influence with the
government or instrumentality thereof to affect or
influence any act or decision of the government or
such instrumentality with respect to any activities
undertaken relating to this Agreement.

(ii) pfimét uredni osobu, aby v rozporu s jeji zdkonnou
povinnosti ucinila, nebo naopak neucinila né&jaky
ukon, (iii) zajistit si jakoukoli nepatfi€nou vyhodu
nebo (iv) pfimét ufedni osobu, aby vyuzila svého vlivu
ve statni spravé nebo v nékterém z jejich organt
k ovlivnéni jakéhokoli tkonu nebo rozhodnuti stitni
spravy nebo jejtho orgdnu s ohledem na tkony
provadeéné v souvislosti s touto Smlouvou.

Additionally, Investigator and Institution will make
reasonable efforts to comply with requests for
information, including answering questionnaires
and narrowly tailored audit inquiries, to enable Lilly
to ensure compliance with applicable anti-bribery
laws.

Zkousejici a Poskytovatel budou také s vynaloZenim
pfiméfeného usili poskytovat poZadované informace
véetné vyplilovdni dotazniki a odpoviddni na
konkrétnéji zameéfené dotazy vramci auditl, aby
spole¢nost Lilly mohla dodrZzovat platné pravni
predpisy zakazujici uplaceni.

Investigator and Institution agree that Lilly’s
payment to Investigator and Institution in
connection with the services to be provided under
this Agreement is not intended to influence any
decision Investigator and Institution may make
regarding the prescription of Lilly medicines or to
otherwise influence any pending or future Lilly
business.

Zkousejici a Poskytovatel souhlasi s tim, Ze Castky
hrazené spolecnosti Lilly Zkousejicimu
a Poskytovateli v souvislosti se sluzbami
poskytovanymi na zdklad¢€ této Smlouvy nemaji za cil
ovlivnit rozhodovani ZkouSejictho a Poskytovatele
ohledné ptredepisovéni 1éCiv spolecnosti Lilly ani jinak
ovlivnit jakékoli probihajici nebo budouci obchodni
aktivity spole¢nosti Lilly.

Investigator and Institution understand and agree
the Eli Lilly Cork Limited is the recipient of the
services under this agreement.

Zkousejici a Poskytovatel jsou srozuméni s tim, Ze
piijemcem sluzeb z této Smlouvy je spolecnost Eli
Lilly Cork Limited, a souhlasi s tim.

1.1.3. | Export Control Regulations: Investigator and Piedpisy o kontrole vyvozu: Zkousejici
Institution agree to comply with all applicable trade a Poskytovatel se =zavazuji, Ze budou dodrZovat
sanctions and export control laws and regulations, veskeré platné zakony a pfedpisy o obchodnich
including, where applicable, the U.S. trade sankcich a o kontrole vyvozu, vcetné piipadnych
sanctions administered by the U.S. Treasury obchodnich sankci Spojenych stati americkych
Department's Office of Foreign Assets Control, the spravovanych Utadem pro kontrolu zahraniénich aktiv
U.S. Export Administration Regulations and Ministerstva financi Spojenych statti, predpist
European Union trade sanctions and export laws Spojenych  statd americkych o spravé vyvozu
(including without limitation Regulation (EU) a predpist  Evropské unie o obchodnich sankcich
2021/821, as amended). a vyvozu (napf. nafizeni (EU) 2021/821, v platném

znéni).

1.1.4. | Sanctions: Investigator and Institution represent Sankce: ZkouSejici  a Poskytovatel  prohlasuji

and warrants that neither Investigator, Institution
and, to the best of their knowledge, its directors,
executive officers, agents, shareholders, nor any
person having a controlling interest in Institution
are (i) a person targeted by trade or financial
sanctions under the laws and regulations of the
United Nations, the United States, the European
Union and its Member States, the United Kingdom
or any other jurisdiction that is relevant to the
execution of this Agreement; (ii) incorporated or
headquartered in, or organized under the laws of, a
territory subject to comprehensive U.S. sanctions
(each, a “Sanctioned Territory”) or (iii) directly or

a zaruCuji se, Ze oni sami a podle jejich nejlepsiho
védomi ani nikdo zc¢leni statutirniho organu,
vykonnych fidicich pracovnikll zastupct, akcionatrt
nebo podilnikit vlastnicich kontrolni podil ve
Zdravotnickém zafizeni (i) nejsou osobami, na které
se vztahuji obchodni nebo finan¢ni sankce podle
zakonu a pfedpisit Organizace spojenych narodu,
Spojenych statti americkych, Evropské unie a jejich
Clenskych stitt, Spojeného kralovstvi nebo jiné
jurisdikce relevantni pro plnéni této Smlouvy,
(i) nejsou osobami zaloZzenymi, majicimi sidlo
a organizovanymi podle zdkont izemi, které podléha
obecnym sankcim Spojenych statd americkych (ddle
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indirectly owned or controlled by such persons
(together “Restricted Person”).

Sankcionované izemi) nebo (iii) nejsou osobami
pifimo nebo nepiimo vlastnénymi nebo ovladanymi
takovymi osobami (ddle spole¢né ,,Sankciovana
osoba®).

Investigator and Institution further represent and
warrants that Investigator and Institution shall
notify Lilly in writing immediately if Investigator,
Institution or any of its directors, executive officers,
agents, shareholders, or any person having a
controlling interest in Institution becomes a
Restricted Person or if Institution becomes directly
or indirectly owned or controlled by one or more
Restricted Persons.

Zkousejici a Poskytovatel dale prohlasuji a zarucuji
se, Ze budou spolecnost Lilly neprodlené pisemné
informovat v piipad¢, Ze by se oni sami nebo piipadné
nektery z ¢lentl jejich statutarniho orgdnu, vykonny
tfidici pracovnik, zastupce, vlastnik podild nebo jind
osoba, kterd md vdrZzeni kontrolni podil ve
Zdravotnickém zafizeni, stali Sankciovanou osobou,
nebo pokud by se pfimym ¢i nepiimym vlastnikem
nebo ovlddajici osobou Poskytovatele stala n€kterd ze
Sankciovanych osob.

Financial Forms: Investigator and Institution shall
also ensure that the Investigator and each sub-
investigator at Institution’s Study Site(s) provides
Lilly with the appropriate financial information for
compliance with all applicable laws and regulations
and Lilly policies, and Investigator and Institution
understand and shall ensure that each sub-
investigator understands that laws, regulations, and
Lilly policy may require certain financial
information to be submitted to regulatory
authorities.

Finanéni formulédfe: Zkousejici a Poskytovatel také
zajisti, aby ZkousSejici akazdy spoluzkousejici
v Misté (Mistech) provddéni klinického hodnoceni ve
Zdravotnickém zafizeni poskytl spolecnosti Lilly
ptislusné financni informace nezbytné k dodrZeni
platnych zdkonii a predpisi a smérnic spolecnosti
Lilly. ZkousSejici a Poskytovatel jsou si védomi toho,
Ze zdkony, predpisy asmérnice spoleCnosti Lilly
mohou vyZadovat poskytnuti urcitych finan¢nich
informaci kontrolnim tdfadim, a zajisti, aby si toho
byli védomi také vSichni spoluzkousejici.

Licensing and Debarment: The International
Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use
(“ICH”) Guideline for Good Clinical Practice
(“GCP”) 4.3.1 requires that a licensed physician is
responsible for patient care. Investigator and
Institution agree that they are not and have not been
debarred or disqualified from participating in
clinical research by any United States regulatory
authority or by any other regulatory authority and
that they will not use or involve any person or
organization in connection with this Study that is or
has been debarred or disqualified by any regulatory
authority from participating in clinical research.

Kvalifikace azdkaz cinnosti: Smérnice spravné
klinické praxe (dile ,GCP“) 4.3.1 vydané
Mezindrodni radou pro harmonizaci technickych
pozadavkli na registraci 1é¢iv pro huménni pouziti
(dale ,ICH®) vyZzaduje, aby za pé¢i o pacienty
odpovidal kvalifikovany 1ékar. Zkousejici
a Poskytovatel prohlaSuji, Ze nejsou a nebyli
vylouceni nebo diskvalifikovani z dcasti v klinickém
vyzkumu zadnym kontrolnim ttadem Spojenych statd
americkych ani jinym kontrolnim udfadem aZe
v souvislosti s touto Studif nebudou vyuZzivat ani
nezapoji Zddnou osobu nebo organizaci, kterd je nebo
byla vyloucena nebo diskvalifikovdna kterymkoli
kontrolnim ufadem z icasti v klinickém vyzkumu.

In the event that Investigator and/or Institution or
any person or organization they use or involve in
connection with the Study should become debarred,
unlicensed, or disqualified during the course of the
Study, Investigator and/or Institution agree to
promptly notify Lilly in writing.

Pokud budou Zkousejici a/nebo Poskytovatel nebo
kterdkoli osoba nebo organizace, kterou v souvislosti
stouto Studii vyuZivaji nebo kterou zapojili,
vyloucena, zbavena opravnéni nebo diskvalifikovana
v prubéhu Studie, uvédomi o tom neprodlené pisemné
spole¢nost Lilly.

Referral Fees: Investigator and Institution agree not
to pay fees for the referral of patients.

Poplatky za doporuceni: ZkousSejici a Poskytovatel se
zavazuji, Ze nebudou vyplacet zadné poplatky za
doporucovani pacientil.

EC Approval and Informed Consent: Prior to
beginning the Study, Lilly shall obtain approval

Souhlasnd stanoviska EK a formuléf informovaného
souhlasu: Pfed zahdjenim Studie ziskd spolecnost
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from the EC for the Study and the informed consent
document.

Lilly souhlasné stanovisko EK ke Studii a k formulafi
informovaného souhlasu.

Investigator and Institution agree to only use an
informed consent document which has been
provided, by Lilly and approved by the EC.

Zkousejici a Poskytovatel se zavazuji, Ze budou
pouzivat pouze formuldf informovaného souhlasu
poskytnuty spolecnosti Lilly a schvileny EK.

Monitoring and Audit Access: Investigator and
Institution agree that Lilly and/or Lilly-designated
representatives, and domestic or foreign regulatory
agencies have the right to inspect procedures,
facilities, and Study records (including portions of
other pertinent records for all patients in the Study)
of Institution and Investigator, any contractor,
agent, or Study Site(s) used in conducting the
Study. Whenever possible, such inspections shall
occur during normal business hours and upon
reasonable advanced notice. Lilly and Lilly-
designated representatives shall__abide by all
applicable privacy laws and Institution’s privacy
regulations. Then the data are reviewed by Lilly or
a Lilly-designated representative, Investigator
and/or Institution shall have all reasonably available
data obtained through the preceding day complete
and ready for evaluation.

Pfistup pro monitorovdni a audit: ZkousSejici
a Poskytovatel souhlasi stim, Ze spole¢nost Lilly
a/nebo jeji povefeni zdstupci, jakoZ imistni &i
zahrani¢ni kontrolni ufady, maji opravnéni podrobit
kontrole postupy, prostory azdznamy tykajici se
Studie (v€etné casti dalsich relevantnich l1ékatskych
zdznami vSech pacientd ve Studii) ZkouSejiciho
a Poskytovatele, kteréhokoli smluvniho dodavatele,
zastupce nebo centra ¢i center Studie vyuZivanych pii
provadéni Studie. Bude-li to moZné, probéhnou
takové kontroly béhem beézné pracovni doby
as pfedbéZznym ozndmenim v piimeéfené 1huté.
Spolecnost Lilly ajeji povéfeni zastupci budou
dodrzovat vSechny platné pravni pfedpisy o ochrané
osobnich tdaji a smérnice Poskytovatele o ochrané
osobnich udaji. Pti kontrole ddajii spole¢nosti Lilly
nebo jejim poveéfenym zastupcem budou mit
Zkous$ejici a/nebo Poskytovatel zkompletované
a pripravené k posouzeni veskeré pfimétené dostupné
udaje ziskané béhem piredchazejiciho dne.

Investigator and/or Institution shall provide Lilly
with immediate notice of any governmental or
regulatory review, audit, or inspection of the facility
or processes related to the Study and shall provide
Lilly with the opportunity to assist Investigator
and/or Institution in responding to any such review,
audit, or inspection. Information obtained from
such reviews, audits, or inspections may be shared
with Lilly and Lilly-designated representatives.

Zkousejici a/nebo Poskytovatel neprodlené vyrozumi
spolecnost Lilly o jakékoli kontrole, auditu ¢i inspekci
jeho prostord nebo procest tykajicich se Studie ze
strany statnich nebo kontrolnich tdfaddi a umozni
spolecnosti Lilly poskytnout jim soucinnost pfi
takovych kontroldch, auditech nebo inspekcich.
Informace ziskané zté€chto kontrol, auditd nebo
inspekci mohou byt sdileny se spolecnosti Lilly
a jejimi povéfenymi zastupci.

1.1.10.

Adverse Event Reporting: Investigator and/or
Institution shall report all adverse events, serious
adverse drug reactions, serious unexpected adverse
drug reactions, and pregnancy events that
Investigator and/or Institution become aware of
during the Study to Lilly in accordance with the
reporting procedures specified in the Protocol.
Nothing herein nor in the Protocol limits
Investigator and/or Institution from reporting such
events to the EC or regulatory authorities in
accordance with applicable laws and regulations
and/or the requirements of such entities.

Hlaseni neZzddoucich ptihod: ZkouSejici a/nebo
Poskytovatel budou spolecnosti Lilly v souladu
s postupy hlaseni uvedenymi v Protokolu hlésit
veskeré nezddouci piihody, zdvazné nezaddouci G¢inky
1éCiv, zavazné neocekdvané nezadouci ucinky l€Civ
a piipady otéhotnéni, o nichz se Zkousejici a/nebo
Poskytovatel dozvédi béhem Studie. Tento dokument
ani Protokol nijak nebrdni ZkouSejicimu a/nebo
Poskytovateli, aby takové piihody hléasili EK nebo
kontrolnim tfadim v souladu s platnymi zdkony a
predpisy a/nebo pozadavky téchto subjekti.

1.1.11.

Safety Reporting: Lilly shall include a Study data
and safety monitoring plan in the Protocol or
separately which will be reviewed and approved by
EC. As such, Lilly shall keep Investigator informed
of new observations discovered by or reported to

Hl4Seni tykajici se bezpe€nosti: SpoleCnost Lilly
zahrne do protokolu nebo vypracuje samostatny plan
monitorovdni Studijnich ddaji a bezpecnosti, ktery
bude posouzen a schvalen EK. Spole¢nost Lilly proto
bude Zkousejiciho informovat o novych
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Lilly related to the Study drug(s), particularly with
respect to adverse events, safe use and information
that could affect the safety or medical care of
current or former subjects, influence the conduct of
the Study, or alter the EC’s approval. Such
information will be promptly provided to
Investigator and will be distributed to Investigator
in accordance with regulatory guidelines.
Institution and Investigator shall review safety
information provided by Lilly.

pozorovanich, kterd zjistila nebo kterd ji byla
nahldsena v souvislosti s Hodnocenym 1é¢ivym
piipravkem (1é¢ivymi piipravky), zejména pokud jde
o nezadouci ucinky, bezpe¢né pouzivani a informace,
které by mohly mit neptiznivy vliv na bezpecnost nebo
1éCbu stavajicich nebo byvalych subjektl, ovlivnit
provadéni Studie nebo zménit souhlasné stanovisko
EK. Tyto informace budou ZkouSejicimu
poskytovdny neprodlené¢ abudou mu pieddvéiny
v souladu s pokyny kontrolntho tfadu. Poskytovatel
a ZkouSejici budou vyhodnocovat bezpecnostni
informace od spole¢nosti Lilly.

1.1.12.

Confidential Information, and  Information

Duvérné  informace  azabezpeCeni  informaci:

Security: Institution and Investigator represent and
warrant that they have documented information
security policies, standards, and/or procedures in
place to protect the confidentiality and integrity of
including, but not limited to: Confidential
Information, defined herein, sensitive information,
or any other special classification of information
given protection under local privacy laws
(including its collection, use, storage, and
disclosure), in addition to Personal Data, defined
herein, and individually identifiable health
information (together “Protected Data”).

Poskytovatel a ZkouSejici prohlasuji a zarucuji se, Ze
maji pisemné zdsady, normy a/nebo postupy pro
zabezpeceni informaci, které chrani davérnost
aintegritu, mimo jiné: divérnych informaci zde
definovanych, citlivych informaci nebo informaci
s jakoukoli jinou specidlni klasifikaci podle mistnich
zakonll na ochranu divérnych informaci (véetné jejich
shromazd’ovani, pouzivani, uchovini a preddvani),
navic k osobnim ddajim zde definovanym, a rovnéz
osobn¢ identifikovatelnych zdravotnich informaci
(dale spole¢né ,,Chranéné udaje*).

Institution and Investigator further represent and
warrant that they have procedures and/or processes
for identifying threats and vulnerabilities to their
information system(s) and will train their personnel
accordingly. The Institution agrees that all Personal
Data transferred to or stored on any mobile device,
including but not limited to smart phones and laptop
computers, shall be protected by encryption.

Poskytovatel a ZkousSejici dale prohlasuji a zarucuji
se, Zze maji zavedené postupy pro identifikaci hrozeb
a zranitelnych mist ve svych informacnich systémech
aze prisluSnym zptsobem vyskoli sviij persondl.
Poskytovatel se zavazuje, Ze vSechny osobni tdaje
pfevedené na jakékoli mobilni zafizeni nebo v ném
uloZzené, coz mimo jiné zahrnuje chytré telefony
a notebooky, budou chranény Sifrovanim.

Investigator and/or Institution shall notify Lilly via
email at ||| || vithin 24 hours of
suspected or known security incidents that have
potential impact to Protected Data, Sponsor Data
(as defined below), Lilly’s payments to Institution
or Institution’s payment systems, or any other
confidential information provided or generated
under this Agreement. In addition, Institution shall
have a documented process to ensure compliance
with this notification requirement.

Zkousejici a/nebo Poskytovatel vyrozumi Zadavatele
e-mailem na ||| I do 24 hodin od doby,
kdy pojmou podezieni nebo se dozvédi
o bezpecnostnich incidentech, které maji potencidlni
dopad na Chranéné tdaje, Zadavatelovy tddaje (podle
definice niZe), platby spolecnosti Lilly Poskytovateli
nebo platebni systémy Poskytovatele nebo na jakékoli
jiné daveérné informace poskytnuté nebo vytvorené
podle této Smlouvy. Poskytovatel bude pouZivat
pisemné stanoveny postup pro zajisténi souladu
s timto poZadavkem na hldSeni.

1.1.13.

Breach: Investigator and/or Institution shall
promptly notify Lilly in writing in the event
Investigator or Institution or the Study Personnel
breach or become aware of any breach of any terms
and/or obligations contained in this Agreement
and/or any deviation of the approved Protocol

Poruseni Smlouvy: ZkousSejici a/nebo Poskytovatel
budou neprodlen¢ pisemné informovat spolecnosti
Lilly, pokud Zkousejici, Poskytovatel nebo Clenové
studijniho tymu porusi ustanoveni a/nebo povinnosti
obsazené v této Smlouvée a/nebo o piipadné odchylce
od schvédlené verze Protokolu nebo Natizeni
o klinickém hodnoceni nebo jiného platného piedpisu.

Page 7 of 40 / Strana 7 z 40




CZ 3-way INST INV CTA EL24.G01.C01.P00
Version: September 2024

CZ 3-way INST INV CTA EL24.G01.C01.P00
Verze: zati 2024

version or the Clinical Trial Regulation or any other
applicable regulation.

1.2. Clinical Trial Materials and Record Retention Materidly  klinického  hodnoceni a uchovdvani
zdznami

1.2.1. | Clinical Trial Materials: Clinical trial materials Materialy klinického hodnoceni: Materidly klinického
including Study drug(s) and/or consumables, hodnoceni, vcéetné¢ Hodnoceného pfipravku (¢i
provided for the Study will be used solely under the pripravkd) a/nebo spotfebnich materidlti, budou
Protocol and may not be used for any other pouziviany vyhradné podle Protokolu a nesméji se
purposes. pouzivat k Zddnym jinym tcelam.
Investigator and Institution shall follow Lilly’s Zkousejici a Poskytovatel budou postupovat podle
instructions related to disposition of clinical trial pokynd spolecnosti Lilly k nakladani s materidly
materials, at Lilly’s expense. Investigator and klinického hodnoceni, ato na ndklady spolecnosti
Institution shall be responsible for compliance with Lilly. ZkousSejici a Poskytovatel budou odpovidat za
all laws and regulations applicable to any soulad se vSemi zdkony a pfedpisy tykajicimi se
destruction or disposition of clinical trial materials likvidace materidl klinického hodnoceni nebo
at Study Site(s). zachdzeni snimi v Mist¢ ¢i Mistech provadéni

klinického hodnoceni.

Investigator and Institution shall ensure that a Zkousejici a Poskytovatel zajisti, aby Clenem
pharmacist, as an Institution employee, will be a studijniho tymu byl 1ékarnik, jenz je zaméstnancem
Study Personnel and will be responsible for the Poskytovatele. Lékarnik ponese odpovédnost za
receipt and, the case maybe, proper storage and ptijem a piipadné fddné uchovavani a vydej 1éCivych
dispensing of Study’s drug for the purpose of pfipravkd pro Studii pro ucely provadéni Studie ve
conducting Study at Institution according to Zdravotnickém  zafizeni v souladu s platnymi
applicable legal regulations. Institution shall pravnimi pfedpisy. Za fadny vykon vSech vySe
guarantee and be liable for the proper performance uvedenych cinnosti lékdrnikem ruc¢i a odpovida
of all above mentioned activities by a pharmacist. Poskytovatel.

1.2.2. | Record Retention: Lilly requires all Study records Uchovavani zdznamu: Spole¢nost Lilly vyZaduje

must be retained for twenty-five (25) years after
completion or termination of the Study, provided,
however, that in the unlikely event that, Reg. EU
536/2014, ICH or The United States Food and Drug
Administration  (“FDA”) record retention
requirements, are longer than twenty-five (25)
years, Lilly will notify Investigator and Institution
with sufficient notice regarding any additional
length of time that records must be retained to meet
such requirements. The Investigator and/or
Institution shall use their best efforts to prevent
premature destruction of Study records.

The Institution will perform paid archiving services
for the amount of || | Gz Ao invoice will
be issued for paid archiving after the contract is
signed.

Lilly shall notify Institution 6 months in advance of
the end of the paid archiving, that it insists on
further archiving and will cover the costs associated
therewith.

In the event that Lilly does not notify the request for
further archiving or does not pay the fee for further

uchovani vSech zdznamid ze Studie po dobu dvaceti
péti (25) let po dokonceni nebo ukonceni Studie, av§ak
s tim, Ze pokud nastane nepravdépodobna situace, kdy
Natizeni EU & 536/2014, ICH nebo americky Utad
pro kontrolu potravin aléciv (Food and Drug
Administration, dile ,,FDA*) stanovi pozadavky na
uchovani zdznamt po dobu delsi neZ dvacet pét let
(25), spolecnost Lilly s dostatecnym piedstihem
vyrozumi ZkouSejictho a Poskytovatel o pfipadném
delsim obdobi, po které budou muset byt zdznamy
uchovany ke splnéni takovych pozadavki. Zkousejici
a/nebo Poskytovatel vynaloZi své nejlepsi asili na to,
aby zabranili pfed¢asnému zni¢eni zdznamu ze Studie.
Poskytovatel provede po ukonceni Studie v centru
zpoplatnénou archivaci — [ GGGGc—_ N-
zpoplatnénou archivaci bude vystavena faktura po
podpisu smlouvy.

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

V ptipadé, Ze ve shora uvedené Ihuté zadavatel nesdéli
poZadavek na dalsi archivaci ¢i neuhradi poplatek na
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archiving within the above-mentioned period,
Institution is entitled to liquidate all archived Study
documents.

dalsi archivaci, je Poskytovatel opravnén k likvidaci
vSech archivovanych dokumentt Studie.

1.3. Data Udaje.

1.3.1. | All data generated in connection with the Study, Vsechny ddaje ziskané v souvislosti se Studii (ddle
(“Sponsor Data’’) shall be the sole property of Lilly ~Zadavatelovy udaje®) budou vyluénym
and shall be subject to the obligations of vlastnictvim spolecnosti Lilly abudou se na né
Confidentiality and Non-Use set forth herein. The vztahovat povinnosti stanovené v ¢asti Diavérnost
term Sponsor Data shall not include patient medical a zdkaz pouZiti. Pojem Zadavatelovy tdaje nebude
records, except to the extent they are recorded in zahrnovat zdravotni zdznamy pacientl, kromé té jejich
case report forms (“CRF(s)”’), raw source data, Casti, kterd se zaznamendva do zdznaml subjektl
“Source Documents” and “Source Data” as hodnoceni (déle ,,CRF*), nezpracovanych zdrojovych
defined in ICH guidelines, other personal records, udaji, ,,Zdrojové dokumentace” a,Zdrojovych
and the Investigator’s personal notes. ddaji“ podle definice smérnice ICH a jinych

osobnich zdznami a osobnich poznamek

Zkousejiciho.
Institution and/or Investigator shall have the right to Poskytovatel a/nebo ZkouSejici budou mit pravo
use Sponsor Data for their own internal non- pouzivat Zadavatelovy udaje ke svym vnitfnim
commercial  educational, research, quality nekomercnim vzdéladvacim a vyzkumnym tuceltim,
assurance, and/or patient care purposes, provided k zajisténi kvality a/nebo pro péc¢i o pacienty, avSak
that Institution and Investigator shall, for all such stim, Ze Poskytovatel a ZkouSejici pii veskerém
uses and for as long as they retain such Sponsor takovém pouZiti atak dlouho, dokud budou mit
Data, remain in compliance with their obligations Zadavatelovy tdaje v drZzeni, budou vzdy zachovévat
under this Agreement. soulad se svymi povinnostmi podle této Smlouvy.

1.3.2. | Investigator and/or Institution shall use their best Zkousejici a/nebo Poskytovatel vynalozi své nejlepsi
efforts to enter all data including Sponsor Data usili, aby zadali vSechny ddaje, vcetné
within five (5) business days, unless otherwise Zadavatelovych udajt, do péti (5) pracovnich dnt,
specified by the Lilly Study team, from the end of pokud Clenové studijniho tymu spolecnosti Lilly
the patient visit/cycle or receipt of the underlying nestanovi jinak, od ukonCeni pacientovych
data (e.g., local lab results) and to complete all data navstév/cyklu nebo obdrzeni podkladovych udaji
queries within five (5) business days of the request (napf. laboratornich vysledkil), a aby vytesili vSechny
date unless, Institution has a policy or procedure dotazy ohledné udaji do péti (5) pracovnich dnti od
that dictates a different timeframe for data entry, in data zadosti, pokud Poskytovatel nemé zdsady nebo
which case Institution and/or Investigator shall postup vyZzadujici jinou ¢asovou lhdtu pro zadavani
promptly inform Lilly. Notwithstanding the udajii. V takovém piipad€ o tom Poskytovatel a/nebo
foregoing, Lilly may request shortened timelines Zkousejici spolecnost Lilly neprodlené vyrozumi. Bez
based on Study needs, such as for interim analysis ohledu na vySe uvedené mulze spole¢nost Lilly
and database lock, and Institution and Investigator vyzadovat na zdkladé potieb Studie zkracené lhity,
will use their best efforts to meet such shortened napiiklad pro predbéZnou analyzu auzamceni
timelines. databdze, a Poskytovatel a ZkousSejici vynalozi své

nejlepsi dsili na dodrzeni takovych zkracenych lhiit.

1.3.3. | To the extent the Protocol requires Institution Protokol vyZaduje, aby Poskytovatel a/nebo

and/or Investigator’s use of electronic tools
belonging to a vendor contracted by Lilly (“third-
party technology’) solely for purposes related to
the Protocol. Lilly shall comply with its
responsibilities under applicable data laws
regarding the processing of coded and non-coded
Sponsor Data uploaded into the third- party
technology. Any coded and/or non-coded data used

Zkousejici pouzivali elektronické nastroje smluvniho
dodavatele spolecnosti Lilly (déle ,,technologie tieti
strany‘‘) vyhradné€ pro tcely souvisejici s Protokolem.
Pii zpracovani osobnich tudaji a studijnich dat
ukladanych do externich technologii plni spole¢nost
Lilly své povinnosti podle platnych zdkont o ochrané
osobnich udaji. Na veSkeré koédované a/nebo
nekdédované udaje, které budou Poskytovatel a/nebo
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or accessed by Institution and/or Investigator
outside of that which is required by the Protocol
shall fall under Institution and/or Investigator’s
legal responsibilities under applicable data laws.

Zkousejici pouzivat nebo ke kterym ziskaji pfistup
mimo rozsah vyzadovany Protokolem, se budou
vztahovat zdkonné povinnosti Poskytovatele sluZeb
podle platnych pravnich pfedpisti o ochrané osobnich
udaja.

1.4

Publications

Zverejnéni

1.4.1.

Notwithstanding the obligations of Confidentiality
and Non-Use set forth herein, Investigator and
Institution will be free to publish and present the
results of the Study subject to the following
conditions: Lilly Study team will be provided with
a copy of any proposed publication or presentation,
via trackable format, for review and comment thirty
(30) days prior to such presentation or submission
for publication.

Bez ohledu na zavazky Divérnosti a NepouZzivani
v této Smlouveé budou moci Zkousejici a Poskytovatel
zvefejniovat a prezentovat vysledky Studie za
nasledujicich podminek: Tricet (30)dnt pred
prezentaci nebo publikaci bude studijnimu tymu
spolec¢nosti Lilly predlozena k posouzeni
a pripominkovéani kopie navrhované publikace nebo
prezentace ve formdtu umoziujicim sledovéni zmén.

1.4.2.

At the expiration of such thirty (30) day period,
Investigator and/or Institution may proceed with the
presentation or submission for publication;
provided, however, that in the event Lilly has
notified Investigator or Institution in writing that the
Lilly reasonably believes that it must take action to
protect its intellectual property interests, such as the
filing of a patent application claiming an invention
or a trademark registration application, Investigator
and/or Institution shall either:

Po uplynuti této tficetidenni (30) lhiity budou moci
Zkousejici a/nebo Poskytovatel pfikrocit k prezentaci
nebo publikaci. Pokud ale spole¢nost Lilly
Zkousejicimu nebo Poskytovateli pisemné sdéli, Ze se
divodné¢ domnivd, Ze musi podniknout kroky
k ochrané¢ svych zdjmi v oblasti  dusSevniho
vlastnictvi, napf. poddnim patentové piihlasky
v pifipadé vyndlezu nebo pfihlasky k registraci
ochranné znidmky, museji Zkousejici a/nebo
Poskytovatel:

(a)

delay such publication or presentation for an
additional sixty (60) days or until the foregoing
action(s) have been taken, whichever shall first
occur; OR

odlozit zvefejnéni nebo prezentaci o dalSich Sedesat
(60) dnti nebo do doby, nez budou ucinény vyse
uvedené kroky, podle toho, co nastane diive, NEBO

(b)

if Investigator and/or Institution are unwilling to
delay the publication or presentation, Investigator
and/or Institution will remove from the publication
or presentation the information which Lilly has
specified it reasonably believes would jeopardize its
intellectual property interests.

pokud Zkousejici a/nebo Poskytovatel nebudou
ochotni publikaci nebo prezentaci odlozit, odstrani
Zkous$ejici  a/nebo  Poskytovatel  z publikace,
resp. z prezentace informace, u kterych spole¢nost
Lilly uvede, Ze se divodné¢ domniva, Ze by mohly
ohrozit jeji zdjmy v oblasti duSevniho vlastnictvi.

1.4.3.

If the Study is part of a multi-center Study,
Institution and Investigator shall delay publication
of their results of the Study until the results of the
multi-center Study are published or presented,
provided that if the results of the multi-center Study
are not published or presented within twenty four
(24) months of the termination, conclusion, or
abandonment of the Study by all sites, Institution
and Investigator may publish their results of the
Study without further delay subject to the terms
above.

Pokud je Studie soucasti multicentrické Studie, odlozi
Poskytovatel a Zkousejici zvefejnéni svych vysledki
Studie, dokud nebudou zvetejnény nebo prezentovany
vysledky multicentrické Studie, stim, Ze pokud
vysledky multicentrické Studie nebudou zvefejnény
nebo prezentovany do dvaceti Ctyf (24) mésicti od
ukonceni, uzavieni nebo zruseni Studie vSemi centry,
budou Poskytovatel a ZkousSejici moci zvetejnit své
vysledky Studie bez dalStho odkladu za vySe
uvedenych podminek.

1.4.4.

Notwithstanding  the  foregoing,  scientific
conclusions and professional judgments regarding
the results of a Study in any publication submitted
by Investigator shall be determined solely by
Investigator and will adhere to the policies and

Bez ohledu na vySe uvedené budou védecké zavéry
aodborné usudky tykajici se vysledki Studie
v jakékoli publikaci predloZené ZkouSejicim urceny
vyhradné ZkouSejicim abudou se fidit zdsadami
aprincipy  Mezindrodniho  vyboru  redaktorti
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principles of the International Committee of
Medical Journal Editors and other major medical
journals and will not be subject to censor or
unreasonable control or delay by Lilly.

I€kaiskych Casopist a jinych vyznamnych 1ékafskych
casopistl a nebudou podléhat cenzufe ani nepiiméiené
kontrole ¢i zdrZeni ze strany spole¢nosti Lilly.

1.5. Inventions Vynélezy

1.5.1. | In consideration of Lilly providing support for the Jako protiplnéni za podporu poskytovanou spolecnosti
Study, if during the course of the Study or within Lilly pro Studii plati, Ze pokud v pribé¢hu Studie nebo
one (1) year after termination of this Agreement, do jednoho (1) roku po ukonceni platnosti této
Investigator and/or Institution and/or, if applicable, Smlouvy Zkousejici a/nebo Poskytovatel nebo
Study Personnel, conceive or actually reduce to ptipadné Clenové studijniho tymu zformuluji nebo
practice what Investigator and/or Institution believe uplatni v praxi to, co je podle ndzoru Zkousejiciho
to be a new invention occurring as a result of the a/nebo Poskytovatele novym vyndlezem, ktery je
performance of the Study covered by this vysledkem provadéni Studie, jeZ je pfedmétem této
Agreement or involving the Study drug(s), Smlouvy, nebo co zahrnuje Hodnoceny piipravek (¢i
device(s), or simple derivatives of the Study ptipravky), prostiedek (prostiedky) nebo jednoduché
drug(s), (“Sponsor Invention”), Investigator derivaty piipravku (pifipravkd) (dédle ,,Zadavatelovy
and/or Institution shall promptly notify Lilly. vynalezy“), budou otom ZkouSejici a/nebo

Poskytovatel neprodlen¢ informovat spolecnost Lilly.

The Sponsor Invention shall be the sole property of Zadavateliv vynélez bude vyhradnim vlastnictvim
Lilly. As such, Institution and Investigator hereby spolecnosti Lilly. Poskytovatel a ZkousSejici proto
assign the exclusive ownership of any such Sponsor timto pfevad¢eji vyhradni vlastnictvi kazdého takového
Invention to Lilly. Zadavatelova vyndlezu na spolecnost Lilly.
Additionally, Investigator and/or Institution agree Zkousejici a/nebo Poskytovatel se také zavazuji, Ze se
that they will not attempt to reverse engineer the nebudou pokousSet Hodnoceny piipravek zpétné
Study drug. analyzovat.

1.6. Publicity Reklama
Consistent with the obligations of Confidentiality V souladu se zavazkem Duvérnosti a nepouzivani
and Non-Use set forth herein, Investigator and/or podle této Smlouvy se Zkousejici a/nebo Poskytovatel
Institution agree to the following: zavazuji k nésledujicimu:

1.6.1. | Recruitment of patients: Nébor pacienti:

1.6.1.1.| Recruitment of patients: Subject to the requirements Nébor pacientll: V souladu s poZadavky stanovenymi

set forth herein, Institution and Investigator may
independently prepare materials for the purpose of
recruiting patients to participate in the Study
(“Recruitment Materials”’). Recruitment Materials
may include, but are not limited to radio, television,
and internet advertisements; flyers; brochures;
social media postings; and verbal scripts. If
Institution or Investigator independently prepare
Recruitment Materials, prior to the use of such
Recruitment Materials, Institution and Investigator
must ensure that the Recruitment Materials:

(a) comply with all applicable laws and
guidelines described in Section 1.1.1. Compliance
with Protocol, Laws, Regulations; and

(b) are consistent with the objectives of the
Study, as described in the Protocol; and

(c) reference that the Study drug is
investigational and do not contain any promotional
claims about the benefits of the Study drug; and

v tomto dokumentu mohou Poskytovatel a ZkouSejici
nezdvisle vytvdfet materidly pro ucely ndboru
pacient kucasti ve Studii (dale ,,Naborové
materidly*). Takovymi Naborovymi materidly mohou
byt mj. rozhlasovd, televizni nebo internetova
reklama, letdky, brozury, piispévky na socidlnich
sitich nebo zvukové verze dokumentii. Pokud
Poskytovatel nebo ZkouSejici nezdvisle vytvoii
Néborové materidly, budou povinni pied jejich
pouZitim zajistit, aby Naborové materialy:

(a) byly v souladu se vSemi platnymi pravnimi
predpisy asmérnicemi uvedenymi v bod¢ 1.1.1
Soulad s Protokolem, Platnymi pravnimi piedpisy
a Narizenimi,

(b) byly vsouladu scili Studie popsanymi
v Protokolu,

(© obsahovaly upozornéni, ze Hodnoceny
piipravek je pfedmétem vyzkumu, a neobsahovaly
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(d) do not include any Confidential
Information, Lilly logo or brand elements, or the
name or compound number for the Study drug; and
(e do not state or suggest, directly or
indirectly, that the Study drug is safe or effective;
and

® are not coercive; and

(&) are approved in writing by the responsible
IRB before first use.

Lilly has the right, but not the obligation, to request
review of such Recruitment Materials, and
Institution and Investigator shall provide Lilly with
a copy of Recruitment Materials upon written
request. Institution and Investigator shall not use
any Recruitment Materials if Lilly informs
Institution or Investigator that such Recruitment
Materials should not be used, even if such materials
were approved by the IRB. In the event Lilly
provides Recruitment Materials to Investigator and
Institution for the Study, the Investigator and
Institution shall not revise or otherwise alter such
Recruitment Materials without Lilly’s prior written
consent.

7adna reklamni tvrzeni o prospé&$nosti Hodnoceného
ptipravku,

(d) neobsahovaly Zadné dtivérné informace, logo
nebo prvky znacky Lilly ani ndzev nebo Cislo
Hodnoceného piipravku,

(e) pfimo ani nepiimo neuvddély nebo
naznacovaly, Ze Hodnoceny ptipravek je bezpecny
nebo Gcinny,

® nepusobily jako natlak na pacienty,

(2) byly pted prvnim pouZitim pisemné schvéileny
piislusnou etickou komisi.

Spole€nost Lilly ma pravo, avSak nikoli povinnost
takové Naborové materidly posoudit a Poskytovatel
a ZkousSejici poskytnou spolecnosti Lilly na jeji
pisemnou zadost kopii Nédborovych materidll.
Poskytovatel — a ZkouSejici nesmé&ji = Naborové
materidly  pouzit, pokud  spolecnost  Lilly
Poskytovateli nebo ZkouSejicimu sdéli, Ze by
Néborové materidly pouzity byt nemély, a to ani
v ptipadé¢, Ze uz byly schvéleny etickou komisi. Pokud
budou Néborové materidly ke Studii ZkouSejicimu
a Poskytovateli poskytnuty spole¢nosti Lilly, nesméji
je Zkousejici ani Poskytovatel upravovat ani jinak
meénit bez predchoziho pisemného souhlasu
spole¢nosti Lilly.

1.6.2. | Press releases: Tiskova prohlaseni:
1.6.2.1.| Lilly must approve, in writing, press statements by Spolec¢nost Lilly musi pisemné schvalit tiskové zpravy
Investigator and/or Institution regarding the Study Zkousejictho a/nebo Poskytovatele tykajici se Studie
or the Study drug(s) before the statements are nebo Hodnoceného piipravku (pifipravki) jesté pied
released. jejich zvetejnénim.
1.6.3. | Inquiries from media and financial analysts: Dotazy ze strany médii a finan¢nich analytikii:
1.6.3.1.| Investigator and Institution may receive inquiries Zkousejici a Poskytovatel mohou dostdvat dotazy od
from reporters or financial analysts regarding Lilly, reportérii nebo financnich analytikii tykajici se
the Study, and/or Study Drug(s) or device(s). spolecnosti  Lilly, Studie a/nebo Hodnoceného
Investigator and Institution shall contact Lilly’s piipravku (pfipravkll) ¢i prostiedku (prostiedka).
Corporate Communications Department in the Zkousejici a Poskytovatel souhlasi s tim, Ze pted
United States at (001-317-276-3402) to discuss zodpovézenim téchto dotazii budou konzultovat
such inquiries before responding to them. odpovédi s komunika¢nim oddélenim spolecnosti
Lilly ve Spojenych stitech americkych, tel.
+1 317 276 3402.
1.6.4. | Use of name: Pouziti ndzvu/jména:
1.6.4.1.| Neither Lilly nor Investigator and Institution will Spolecnost  Lilly, ZkouSejici ani Poskytovatel

use the name or names of the other Party or their
employees in any advertising or sales promotional
material or in any publication without prior written
permission; provided, however, Investigator and
Institution agree to the use of their names in Study
publications and communications, including
clinical trial web sites and Study newsletters, and

nebudou pouZivat ndzev/jméno nebo nizvy/jména
druhé Strany nebo jejich zaméstnanct v Zadném
reklamnim nebo prodejnim propagacnim materiélu,
ani v zadné jiné publikaci bez predchoziho pisemného
svoleni, avSak stim, zZe Zkousejici a Poskytovatel
souhlasi, Ze jejich ndzev/jméno muZe byt pouZito
v publikacich nebo sdélenich o Studii, vcetné
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Lilly may disclose Investigator and Institution’s
name, business contact information, the names of
any sub-investigators, the type of services
performed by Investigator and Institution and/or
any sub-investigator under this Agreement, the
existence and terms of this Agreement, and the
amount of compensation Lilly paid in exchange for
Investigator and Institution’s services or the
services of any Study Personnel, in order to comply
with  financial transparency commitments.
Investigator and Institution shall be responsible for
ensuring that all Study Personnel have consented to
these same terms of disclosure.

webovych stranek klinického hodnocen{
a informacnich bulletini o Studii, a spolecnost Lilly
mize sdelit jméno/ndzev Zkousejiciho,
resp. Poskytovatele, jejich obchodni kontaktni tudaje,
jména spoluzkousSejicich, udaje o druhu sluzeb
poskytovanych ~ ZkouSejicim  aPoskytovatelem,
resp. spoluzkousejicimi podle této Smlouvy, existenci
a podminky této Smlouvy avySi odmény, kterou
spolecnost Lilly zaplatila za sluzby ZkouSejicitho
a Poskytovatele nebo sluzby Clend studijnfho tymu,
za ucelem dodrZeni svych zdvazki v oblasti finan¢ni
transparentnosti. ZkouSejici a Poskytovatel jsou
povinni zajistit, aby viichni Clenové studijniho tymu
vyjadrfili souhlas s témito ustanovenimi o predavani
udaja.

1.7. Contract Research Organization Involvement Ucast smluvni vyzkumné organizace

1.7.1. | Lilly may authorize a contract research organization Spolecnost Lilly miZe plnénim urcitych svych
(“CRO”) to perform certain sponsor obligations in zavazkil v souvislosti s touto Studii a/nebo Smlouvou
connection with this Study and/or Agreement. In povétit smluvni  vyzkumnou organizaci (dale
such event, the terms and conditions of this »CRO®). V takovém piipadé¢ plati podminky
Agreement shall also apply to CRO with regard to a ustanoveni této Smlouvy také pro CRO, co se tyce
the delegated sponsor obligations. If Lilly elects to téchto prevedenych zdvazkl Zadavatele. Pokud se
utilize a CRO in connection with this Study and/or spolecnost Lilly rozhodne vyuzit sluzeb CRO
this Agreement, Investigator and Institution shall v souvislosti s touto Studii a/nebo Smlouvou, budou
cooperate with such CRO in performing this Study. Zkousejici a Poskytovatel s CRO pfi provadéni Studie

spolupracovat.
1.8. Equipment Vybaveni
1.8.1. | If Lilly is providing Investigator and/or Institution Pokud spole¢nost Lilly poskytuje k pouZiti ve Studii

with leased or Lilly owned equipment
(“Equipment”) for use in this Study, such
Equipment shall be and remain the sole and
exclusive property of Lilly and/or the lessor.

ZkouSejicimu  a/nebo  Poskytovateli  pronajaté
vybaveni nebo vybaveni ve svém vlastnictvi (déle
»Vybaveni“), zlstane takové Vybaveni vyhradnim
vlastnictvim spolecnosti Lilly a/nebo pronajimatele.

Investigator and Institution shall comply with all
manuals and instructions from Lilly and/or the
lessor regarding the use, care, maintenance, and
return or disposition of the Equipment, such return
or disposition to be at Lilly’s expense.

Zkousejici a Poskytovatel budou jednat v souladu se
vSemi ndvody nebo pokyny od spoleCnosti Lilly
a/nebo pronajimatele, co se tyCe pouZivani, péce,
udrzby a vraceni nebo likvidace Vybaveni; takové
vraceni nebo likvidace bude na ndklady spolecnosti
Lilly.

The Equipment shall only be used for conducting
the Study and shall not be used for any other clinical
or commercial purposes.

Vybaveni bude pouZivano pouze k provadéni Studie
anikoli pro jakékoli jiné klinické nebo komeréni
ucely.

The Equipment shall remain in the same condition
as provided, ordinary wear and tear excepted.
Investigator and/or Institution shall be responsible
for any loss or damage (including but not limited to
maintenance, repair or replacement) to the
Equipment due to Investigator’s and/or Institution’s
negligence or mistreatment.

Vybaveni zlstane ve stejném stavu jako v dob¢, kdy
bylo doddno, s vyjimkou bézného opotiebeni.
Zkousejici a/nebo Poskytovatel odpovidaji za ztratu
nebo poskozeni Vybaveni v disledku nedbalosti nebo
Spatného zachdzeni ze strany Zkousejictho a/nebo
Poskytovatele (tato odpovédnost zahrnuje mj. idrzbu,
opravy nebo nahrazeni).

Additionally, the specific list of Equipment
provided by Lilly and/or the lessor will be detailed
in

Konkrétni  seznam  Vybaveni  poskytnutého
spole¢nosti Lilly a/nebo pronajimatelem bude popsan
v _Casti dokumentace poskytnuté spolecnosti Lilly
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documentation provided by Lilly and/or the lessor
when Equipment is handed over during the study set
up. Lilly undertakes not to provide the provider with
any equipment for the purposes of conducting the
Study unless a separate loan agreement has been
concluded.

a/nebo pronajimatelem pti pfeddni Vybaveni pfi
zahdjeni Studie. Spolecnost Lilly se zavazuje, Ze
nedodd poskytovateli zddné vybaveni pro ucely
provadéni Studie aniz by byla uzaviena separdtni
smlouva o vypijcce.

LILLY SUPPORT

PODPORA OD SPOLECNOSTI LILLY

Lilly will fulfil all reporting obligation related to the
study based on any applicable European, national,
state, and local laws, regulations, and standards.

Lilly undertakes to prepare progress reports on the
Study to the extent required by applicable
legislation and to submit such reports within the
time limits prescribed by law to the relevant Ethics
Committee of the State Institute for Drug Control
(SleL), to the Institution (by e-mail to

, and, as applicable, to
any other authorized entities.

Spolecnost Lilly bude plnit veskeré povinnosti tykajici
se podavani zprav ahlaSeni v souvislosti se Studif
vyplyvajici z platnych  evropskych, narodnich,
stitnich a mistnich zdkond, pfedpisi a norem.
Spole¢nost Lilly se zavazuje zpracovavat zpravy o
prubéhu Studie v rozsahu stanoveném pravnimi
pfedpisy a tyto v terminech stanovenych pravnimi
predpisy predkladat piislusné Etické komisi SUKL,

Poskytovateli (e-mailem na
I . i p. dalSim opravnénym
subjektim.

2.1.

Study Drug

Hodnoceny pripravek

2.1.1.

Lilly will provide Investigator and/or Institution
with Study drug(s) and/or device(s) as applicable to
the Study free of charge.

The Investigational Medicinal Product shall be
delivered to the hospital pharmacy, in properly
packaged containers designated for the
investigational medicinal product and labeled in
accordance with Article 66 of Regulation (EU) No.
536/2014 of the European Parliament and of the
Council on clinical trials on medicinal products for
human use. Deliveries of the investigational
medicinal product shall take place Monday through
Friday between 7:00 a.m. and 2:00 p.m. to Hospital
Pharmacy Building No. 20.

Hodnoceny pfipravek (ptipravky) a/nebo prostfedek
(prostiedky) souvisejici se Studii bude spolecnost
Lilly dodavat Zkousejicimu a/nebo Poskytovateli
zdarma. Hodnoceny piipravek bude doddvdn do
nemocni¢ni 1ékdrny, vZdy v fadné zabalenych obalech
uréenych pro hodnoceny 1écivy piipravek a oznaceny
v souladu s ¢l. 66 nafizeni Evropského parlamentu a
Rady ¢. 536/2014, o klinickych hodnocenich
humannich 1é¢ivych piipravki.

Dodavky hodnoceného 1é€ivého piipravku se budou
uskuteciiovat v Po-Pa od 7.00 h do 14.00 h do budovy
nemocnic¢ni 1ékarny ¢. 20.

2.2.

Payment

Platba

2.2.1.

Lilly will provide financial support for the Study as
detailed in the section below and Exhibit 1 -
Payment Terms of this Agreement.

Lilly hereby undertakes that, in connection with the
Study, it shall not enter into any other agreement
with any employee of the Institution.

Spolecnost Lilly bude poskytovat financni podporu
pro Studii podrobn¢ uvedenou v ndsledujicim oddilu
a v Priloze 1 — Platebni podminky k této Smlouvé.
Spolecnost Lilly se timto zavazuje, Ze v souvislosti se
Studii neuzaviou Zidnou jinou smlouvu s Zidnym
zaméstnancem poskytovatele.

2.3.

Meetings and Training

Schuzky a Skoleni

2.3.1.

In addition, if Lilly requests Investigator and/ or
study team attendance at an Investigator meeting or
other meeting necessary to provide Investigator
and/or Institution information regarding the Study
or Study drug. Lilly shall reimburse Institution
and/or Investigator and/or study team for
reasonable and necessary travel and lodging

Bude-li spolec¢nost Lilly poZadovat icast Zkousejiciho
a/nebo studijniho tymu na schiizce zkousSejicich nebo
na jiné schiizce, kterd bude nezbytnd k poskytnuti
informaci Zkousejicimu a/nebo Poskytovateli ohledné
Studie nebo Hodnoceného piipravku, uhradi
Poskytovateli a/nebo ZkouSejicimu a/nebo studijnimu
tymu pfiméfené a nezbytné cestovni vydaje a vydaje
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expenses (including meals) that are incurred to
attend such meeting(s) that have been specifically
approved in advance by Lilly. Lilly shall make such
reimbursements within forty-five (45) days of
receiving acceptable detailed documentation of
such expenses, provided that Lilly receives such
documentation within sixty (60) days of the date
that the expenses were incurred.

na ubytovani (vCetné stravy), které jim vzniknou
v souvislosti s ucasti na takovém setkdni (takovych
setkdnich) akteré museji byt predem vyslovné
schvileny spolecnosti Lilly. Spole¢nost Lilly uhradi
tyto castky do pétactyficeti (45) dnit od doruceni
akceptovatelnych podrobnych podkladii k takovym
vydajiim, pficemZz podklady museji byt spolecnosti
Lilly doruceny nejpozdéji do Sedesiti (60) dnti ode
dne, kdy vydaje vznikly.

24.

Subject Injury Reimbursement

Nahrada za zdravotni djmu subjektu hodnoceni

24.1.

Lilly agrees to reimburse Payee(s) for the following
costs:

Spolecnost Lilly se zavazuje uhradit Piijemci
(Piijemctim) plateb tyto naklady:

24.1.1.

All reasonable and customary costs incurred the
medically necessary diagnosis of an acute physical
injury to the Study subject if such injury involved
or may have involved the Study drug(s), device(s)
or a Protocol procedure; and

Veskeré pfimétené a obvyklé naklady vynaloZené na
Iékarsky nezbytnou diagnézu akutni fyzické ujmy
Subjektu studie, pokud takova djma souvisela nebo
mohla  souviset s Hodnocenym  piipravkem
(ptipravky), zdravotnickym prostfedkem (prosttedky)
nebo postupem podle Protokolu, a

24.1.2.

All reasonable and customary costs incurred for
medically necessary treatment of a physical injury
to the Study subject if such injury directly arose
from the administration of the Study drug(s), or
device(s) in accordance with the Protocol, or a
Protocol procedure performed in accordance with
the Protocol.

Veskeré ptimétené a obvyklé naklady vynaloZené na
lékatsky nezbytnou 1écbu fyzické djmy Subjektu
studie, pokud takova djma vznikla v pfimém disledku
podiani  Hodnoceného  pfipravku  (pfipravki),
pouzivani zdravotnického prostiedku (prostredki)
v souladu s Protokolem nebo postupu pozadovaného
Protokolem provedeného v souladu s Protokolem.

24.1.3.

Notwithstanding the foregoing, Lilly will only
reimburse Payee(s) for such diagnosis and/or
treatment costs if:

Bez ohledu na vySe uvedené uhradi spolecnost Lilly
Prijemci (Pfijemctiim) plateb ndklady na stanoveni
diagndzy, resp. na 1écbu pouze v piipadé, Ze:

(a)

such costs are not covered by the subject’s medical
or hospital insurance or other governmental
program providing such coverage;

tyto vydaje nekryje zdravotni nebo nemocnicni
pojisténi subjektu hodnoceni ani Zadny jiny statni
program uréeny na pokryti téchto vydaji;

(b)

such physical injury is not attributable to
Investigator and/or Institution or any of their
agents’ or employees’ negligence or misconduct;

fyzickou Udjmu nelze pficist nedbalosti nebo
nespravnému jednani na stran¢ Zkousejictho a/nebo
Poskytovatele ani nékterého jeho zdstupce nebo
zamestnance,

(©)

such costs are not attributable to the natural
progression of any underlying illness of the Study
subject, whether previously diagnosed or not;

ndklady nesouviseji s pfirozenou progresi zdkladniho
onemocnéni Subjektu studie bez ohledu na to, zda
bylo v minulosti diagnostikovano,

(d)

Investigator and Institution have complied with the
Protocol and all written instructions furnished by or
on behalf of Lilly, provided that deviations from the
Protocol necessary to protect the Study subject from
an imminent threat to the Study subject’s health or
safety, that do not cause the injury to the Study
subject will not disqualify Institution from
reimbursement under this provision: and;

Zkousejici a Poskytovatel dodrzeli Protokol a v§echny
pisemné pokyny poskytnuté spole¢nosti Lilly nebo
jejim  jménem, pficemZ odchylky od Protokolu
nezbytné  kochran¢  Subjektu  studie  pred
bezprostfednim ohroZenim jeho zdravi nebo jeho
bezpecnosti, které nezptisobily Subjektu studie djmu,
nezbavuji Poskytovatel naroku na thradu podle tohoto
ustanoveni a
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(e

such costs are not caused by a failure to obtain
proper informed consent or properly instruct the
Study subject

ndklady nejsou zplsobeny tim, Ze nebyl ziskan fadny
informovany souhlas nebo Subjekt studie nebyl fadné
poucen.

24.14.

To the extent that the informed consent form
provided to a Study subject states that the Study
subject shall be provided with any additional
treatment, reimbursement or compensation beyond
what Lilly has agreed to reimburse pursuant to this
Section 2.4., Investigator and Institution agree that
Lilly shall have no obligation under this Agreement
to reimburse Institution for costs arising from such
additional treatment or compensation. This Section
2.4. is not intended to and does not create any
contractual rights in Study subjects and only
establishes responsibilities with respect to the
parties hereto.

Pokud je ve formulédfi informovaného souhlasu
pfedlozeném Subjektu studie uvedeno, Ze Subjektu
studie bude poskytnuta piipadnd dalsi 1écba, dhrada
nebo odskodnéni nad rdmec toho, co se spole¢nost
Lilly zavazuje uhradit podle tohoto bodu 2.4, souhlasi
Zkousejici a Poskytovatel s tim, Ze spolecnost Lilly
neni podle této Smlouvy povinna Poskytovateli
nahradit ndklady vzniklé z takové dalsi 1écby nebo
odskodnéni. Tento bod 2.4 nemd za cil zakladat
a nezakldd4 Zddnd smluvni prava pro Subjekty studie
a pouze stanovi povinnosti stran této Smlouvy.

TERMINATION

UKONCENI PLATNOSTI

Lilly reserves the right to terminate Investigator,
Institution, or any patient’s participation in the
Study or the Study itself at any time for any reason.

Spole¢nost Lilly si vyhrazuje pravo kdykoli
a z jakéhokoli divodu ukoncit ucast Zkousejiciho,
Poskytovatele nebo jakéhokoli pacienta ve Studii nebo
ukoncit Studii jako takovou.

Investigator and/or Institution may terminate their
participation in the Study upon thirty (30) days
written notice in the event:

Zkousejici a/nebo Poskytovatel mohou svou ticast ve
Studii ukoncit s tficetidenni (30) pisemnou vypoveédni
lThitou v nasledujicich ptipadech:

(a)

there is a breach of a material provision of this
Agreement by Lilly, which breach is not cured by
Lilly within ninety (90) days following receipt from
Investigator and/or Institution of written notice
thereof;

dojde k poruseni dtlezitého ustanoveni této Smlouvy
spoleCnosti Lilly ata nezajisti ndpravu ve lhiteé
devadesati (90) dnti od obdrZeni pisemného ozndmeni{
oporuseni  Smlouvy  zaslaného  ZkouSejicim
a/neboPoskytovatelem,

(b)

if the Investigator becomes unavailable due to death
or disability and Institution and Lilly are unable to
agree upon an acceptable replacement; or

pokud piestane byt Zkousejici k dispozici z divodu
umrti nebo pracovni neschopnosti a Poskytovatel se se
spolecnosti Lilly nedohodne na pfijatelné nahrade,
nebo

(©)

if the authorization and approval to perform the
Study is withdrawn by any local regulatory
authority, any United States regulatory authority, or
by the EC.

pokud jakykoli mistni kontrolni ufad, jakykoli
kontrolni urad Spojenych stati americkych nebo
etickd komise odvola schvileni a povoleni provadét
Studii.

In the event Investigator and/or Institution’s
participation in the Study or the Study itself is
terminated, Investigator and/or Institution agree to
return, retain, or dispose of all Study drug(s) in
accordance with instructions provided by Lilly and
regulatory requirements.

V pfipad€ ukonceni ucasti Zkousejictho a/nebo
Poskytovatele na Studii nebo ukonceni Studie jako
takové se Zkousejici a/nebo Poskytovatel zavazuji
vrétit, uchovat nebo zlikvidovat v§echny Hodnocené
ptipravky podle pokynt spolecnosti Lilly a poZadavkil
kontrolnich tfadi.

Payments shall be made for all work that has been
performed up to the date of termination and shall be
limited to reasonable non-cancellable costs which
were incurred by Investigator and/or Institution in
connection with the Study as required under the
Protocol and contemplated in Exhibit 1 - Payment
Terms.

Budou uhrazeny platby za vSechnu préici vykonanou
az k datu tohoto ukonceni; ty budou omezeny na
uhradu nezruSitelnych ndkladd, které vznikly
Zkousejicimu a/nebo Poskytovateli v souvislosti se
Studii podle pozadavkl Protokolu a které jsou
pfedpokladané v Priloze 1 — Platebni podminky.
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TERM

DOBA PLATNOSTI

The term of this Agreement shall become valid on
the day of signature by all Parties and effective on
the day following its publication in the Register of
Contracts maintained by the Office of the
Government of the Czech Republic (“Effective
Date”) until the completion of the Study, which is
expected to occur approximately three (3) months
after database lock for the Study, but in no event
prior to completion of the Protocol and any
amendments thereto and completion of all data
queries, unless terminated earlier pursuant to the
termination clause of this Agreement.<

Tato Smlouva nabyva platnosti dnem podepsani vSemi
Stranami a d¢innosti nésledujicim dnem po jejim
uvefejnéni v registru smluv spravovaném
Ministerstvem vnitra Ceské republiky (déle ,,.Datum
ucinnosti) a zistava v platnosti do dokonéeni Studie,
k némuz by mélo dojit pfiblizné tfi (3) mésice po
uzamceni databdze Studie, avSak nikoli dfive neZ po
dokonceni Protokolu ajeho piipadnych zmén
a zodpovézeni vSech dotazi k idajum, pokud jeji
platnost nebude ukoncena diive podle ustanoveni
¢lanku o ukonceni platnosti této Smlouvy.

Lilly will provide the Institution with a version of
the Agreement modified for publication in the
Register of Contracts. The Institution will publish
the modified version within five (10) days of
signing. If the Institution does not publish the
Agreement within this period, Lilly is entitled to
publish the Agreement on its own behalf.

The Institution requires Lilly to provide a revised
and duly agreed final version of the Agreement in a
machine-readable format, with the text identified by
Lilly as constituting a Trade Secret highlighted
(redacted). The Institution shall obtain Lilly’s prior
consent before publishing any portion of the
redacted Agreement beyond the text highlighted by
Lilly.

The Parties acknowledge that no initiation visit and
no delivery of the Investigational Medicinal
Product shall take place until the final document has
been published in the Register of Contracts.

Estimated value of this Agreement — 3 000 000
CZK
Estimated duration of the Study — 2025-2031

Spolecnost Lilly poskytne Poskytovateli verzi
Smlouvy upravenou pro uvefejnéni v registru smluv.
Poskytovatel uvefejni upravenou verzi do deseti
(10) dnti od podpisu. Pokud Poskytovatel v této 1hiité
Smlouvu neuvetejni, je spolecnost Lilly opravnéna
uveftejnit Smlouvu sama. Poskytovatel vyZaduje zaslat
spolecnosti  Lilly  revidovanou a  pisemné
odsouhlasenou findlni verzi smlouvy ve strojove
Citelném formdatu s podbarvenym (redigovanym)
textem, ktery spolecnost Lilly povazuje za Obchodni
tajemstvi. Poskytovatel je povinen ziskat souhlas
spoleCnosti  Lilly pfed uvefejnénim redigované
smlouvy nad rdmec podbarveného textu ze strany
spole¢nosti Lilly.

.....

navstéve a doddvee hodnoceného 1é¢ivého piipravku do
okamZiku uveftejnéni konecného dokumentu v registru
smluv.

Predpokladana hodnota této Smlouvy — 3 000 000 K¢

Predpokladand doba trvani Studie — 2025-2031

CONFIDENTIALITY AND NON-USE

DUVERNOST A NEPOUZIVANI

Confidential Information in connection with the

Duveérné informace v souvislosti se Studii

Study

5.1.1.

All information provided to Investigator and/or
Institution by Lilly or Lilly-designated
representatives, or generated by Investigator and/or
Institution in connection with the Study
(“Confidential Information’), will be kept in
confidence and not used for any purpose not
expressly provided for in this Agreement for at least
five (5) years after the termination or conclusion of

Vsechny informace poskytnuté Zkousejicimu a/nebo
Poskytovateli spole¢nosti Lilly ¢i jejimi povéfenymi
zastupci nebo ziskané Zkousejicim
a/neboPoskytovatelem v souvislosti se Studii (déle
»Duvérné informace*‘) budou uchovany jako divérné
anebudou pouzity k Zddnému tucelu, ktery neni
vyslovné stanoven v této Smlouvé, a to nejméné po
dobu péti (5) let od ukonceni nebo dokonceni Studie,

Page 17 of 40 / Strana 17 z 40




CZ 3-way INST INV CTA EL24.G01.C01.P00
Version: September 2024

CZ 3-way INST INV CTA EL24.G01.C01.P00
Verze: zati 2024

the Study, except in accordance with the
Publications section of this Agreement, or to the
extent that Lilly gives Investigator and/or
Institution written permission or particular
information is required by laws or regulations to be
disclosed to the EC, the patient, or local regulatory
agencies.

s vyjimkou postupil v souladu s ¢4sti ,,Publikace‘ této
Smlouvy, nebo v rozsahu, v jakém spolecnost Lilly
udéli Zkousejicimu a/nebo Poskytovateli pisemny
souhlas, nebo piipadl, kdy je podle zdkonl nebo
jinych predpisi vyzadovdno pifeddni konkrétni
informace etické komisi, pacientovi nebo mistnimu
kontrolnimu ufadu.

To the extent disclosure is requested by any other
person or entity, Investigator and/or Institution shall
promptly notify Lilly and shall not disclose any
information without Lilly’s prior written consent. If
such disclosure is sought by a third party under a
claim of legal right, Investigator and/or Institution
will reasonably cooperate with Lilly in the event
Lilly wishes to take legal action to challenge such
claim or the disclosure; provided, however, in no
event shall Investigator and/or Institution be
obligated to defy any law, regulation, or judicial or
governmental order.

Pokud predani informaci poZaduje jakdkoli jina
fyzickd ¢i pravnickd osoba, ZkousSejici a/nebo
Poskytovatel to neprodlené ozndmi spolecnosti Lilly a
nepiedd Zadné informace bez pfedchoziho pisemného
svoleni spolecnosti Lilly. JestliZze o pfedani informaci
bude usilovat tfeti strana na zdkladé¢ uplatnéni
n¢jakého zdkonného priva, poskytnou ZkouSejici
a/nebo Poskytovatel spolecnosti Lilly pfiméfenou
soucinnost pro piipad, Ze spole¢nost Lilly bude chtit
podniknout pravni kroky k napadnuti takového naroku
nebo zptistupnéni, avSak s tim, Ze Zkousejici a/nebo
Poskytovatel nebudou v Zidném piipadé povinni
porusit zdkon, pfedpis nebo soudni ¢i tifedni nafizeni.

Investigator and Institution shall be responsible for
ensuring that their employees, sub-investigators,
contractors, and agents are obligated to these same
terms of confidentiality and non-use. The terms of
confidentiality and non-use set forth herein shall
supersede any prior terms of confidentiality and
non-use agreed to by the Parties in connection with
this Study. The terms of this Agreement shall also
be considered Confidential Information and may be
disclosed only to the extent required by law or
necessary for approval of this Study or as permitted
by Lilly in writing.

Zkousejici a Poskytovatel jsou povinni zajistit, aby
jejich  zaméstnanci,  spoluzkouSejici,  zdstupci
a smluvni dodavatelé byli vdzani stejnymi zavazky
zachovani davérnosti anepouzivani davérnych
informaci. Ustanoveni této Smlouvy o zachovani
davérnosti azdkazu pouZziti nahradi jakdkoli
predchozi ustanoveni o zachovéani diivérnosti a zdkazu
pouZziti, na nichZ se Strany v souvislosti s touto Studii
dohodly. Za Duvérné informace jsou povaZovana
i ustanoveni této Smlouvy, kterd tak mohou byt
sdélovédna pouze v pfipadé, Ze je to vyZadovano ze
zakona nebo je to nezbytné ke schvéleni Studie nebo
s tim spolecnost Lilly pisemné souhlasi.

The foregoing obligations of confidentiality and
non-use will not apply to information that:

Vyse uvedené zavazky zachovani diivérnosti a zakazu
pouZiti informaci se nevztahuji na informace, které:

(a)

is or later becomes part of the public domain other
than through breach of this Agreement by
Investigator or Institution; or

jsou nebo se pozd¢ji stanou vefejné zndmymi, anizZ by
se tak stalo poruSenim této Smlouvy ze strany
Poskytovatele nebo Zkousejiciho,

(b)

was known by Investigator and/or Institution prior
to disclosure by Lilly or becomes known from an
independent source or third party under no
obligation to Lilly or any other third party to keep
such information confidential, as can be shown by
prior written documentation; or

byly Zkousejicimu a/nebo Poskytovateli zndmy jiz
predtim, neZ jim byly pfedany spolecnosti Lilly, nebo
je ziskali z nezdvislého zdroje nebo od tfeti strany bez
jakéhokoli zavazku zachovavani divérnosti takovych
informaci vici spolecnosti Lilly nebo tfeti strang, jak
to lze prokdzat predchozi pisemnou dokumentaci,
nebo

(c)

is independently developed, as shown by written
documentation, by Investigator or Institution or
their personnel who have not had access to
Confidential Information provided by Lilly.

jsou nezavisle vytvoreny, jak lze dolozit pisemnou
dokumentaci, ZkouSejicim nebo  zaméstnanci
Poskytovatele, ktefi neméli piistup k ddvérnym
informacim spolecnosti Lilly.

Nothing herein shall restrict or prohibit disclosures
to other healthcare providers to the extent necessary

Nic v této Smlouvé neomezuje ani nezakazuje predani
informaci jinym poskytovatelim zdravotni péce
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to provide urgent patient care for any patient
participating in the Study. In the event the patient's
medical complaint is not of an urgent nature,
Investigator and Institution shall contact Lilly to
discuss what information, if any, may be disclosed
to another healthcare provider as it relates to the
diagnosis and/or treatment of the patient.

v rozsahu nezbytném k poskytnuti urgentni péce
kterémukoli pacientovi ucastnicimu se Studie. V
pfipadé, ze pacientiv zdravotni problém neni
urgentniho charakteru, Zkousejici a Poskytovatel se
spole¢nosti Lilly projednaji, jaké informace piipadné
Ize sdélit jinému poskytovateli zdravotni péce
v souvislosti s pacientovou diagnézou a/nebo 1é¢bou.

5.2.

Confidential Information for Sponsor Publication

Duvérné informace pro publikace Zadavatele

and Authorship

a autorskou ¢innost

5.2.1.

In the event Investigator is invited to be an author
of a Sponsor publication or presentation during the
course of or after the conclusion of the Study
covered by this Agreement, Investigator and
Institution shall hold all new Confidential
Information (including data from other investigator
sites for multi-site studies) provided to Investigator
or Institution by Lilly or Lilly-designated
representatives, or generated by Investigator or
Institution in connection with such authorship, in
confidence for five (5) years from the date of such
disclosure or the generation of Confidential
Information, as applicable.

Pokud bude ZkouSejicimu nabidnuta moZnost byt
autorem n&které publikace nebo prezentace
Zadavatele, at' jiz v pribéhu nebo po dokonceni
Studie, kterd je predmétem této Smlouvy, zachovaji
Zkousejici a Poskytovatel veskeré nové Divérné
informace (v€etné¢ udaji od jinych zkousSejicich
v pifipadé  multicentrickych  studii), které jim
spolecnost Lilly nebo jeji povéfeny zdstupce poskytne
nebo které sami vytvoii, v ditvérnosti po dobu péti (5)
let od data ptedani, resp. ziskdni takovych Ditvérnych
informaci.

5.3.

Trade Secret

Obchodni tajemstvi

Lilly considers the subject number, description of
the Study, the Payment Terms, the Budget, the
Investigator’s Brochure, the Insurance Policy
related to the Study, and the Protocol to be
significant information under the statutory
definition of a trade secrets (Sec. 504 of Act No.
89/2012 Coll., Civil Code) “Trade Secrets”.
General access to this information could materially
impact Lilly’s economic results and market
position. The Institution and the Investigator
confirm that they also consider the information
mentioned above as Trade Secrets and agree to
maintain its confidentiality in accordance with this
Agreement.

Spole¢nost Lilly povazuje pocet subjektli, popis
Studie, Platebni podminky, Rozpocet, Soubor
informaci pro zkouSejictho, Pojistnou smlouvu
tykajici se Studie aProtokol za konkurencné
vyznamné informace ve smyslu zdkonné definice
obchodniho tajemstvi (§ 504 zdkona ¢. 89/2012 Sb.,
obcansky zakonik) (dile ,,Obchodni tajemstvi®).
Obecny pfiistup k témto informacim by mohl mit
podstatny dopad na hospodaiské vysledky a postaveni
spole¢nosti Lilly na trhu. Poskytovatel a ZkousSejici
potvrzuji, Ze vyse uvedené informace rovnéZ povazuji
za obchodn{ tajemstvi a zavazuji se zachovévat jejich
davérnost v souladu s touto Smlouvou.

The Parties agree to notify each other of any
requirement to publish the Agreement under Act
No. 340/2015 Coll., on Special Prerequisites for the
Effectiveness of Certain Contracts, the Publication
of Those Contracts, and the Register of Contracts,
or any other applicable legal regulations, and to act
in accordance with this Agreement. Prior to
publication, all provisions and Exhibits identified
by the Parties as trade secrets, as well as any data
that should not be published under Act No.
340/2015 Coll.,, will be removed from the
Agreement. The Institution will carry out the
publication.

Strany se zavazuji vzijemné se informovat o piipadné
povinnosti  uvefejnit Smlouvu podle zdkona
¢. 340/2015 Sb., o zvlaStnich podminkich tcinnosti
nékterych smluv, uvefejilovani téchto smluv
a oregistru smluv, nebo jinych platnych pravnich
predpist, a postupovat v souladu s touto Smlouvou.
Pred uvefejnénim budou ze Smlouvy odstranéna
vSechna ustanoveni a Pfilohy, které Strany oznaci za
obchodni tajemstvi, ataké veSkeré udaje, které by
nemély byt uvefejnény podle zdkona €. 340/2015 Sb.
Uvetejnéni zajisti Poskytovatel.
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Prior to signing the full version of the Agreement,
Lilly will provide the Institution with a version of
the Agreement modified for publication in the
Register of Contracts in accordance with Act No.
340/2015 Coll. The Institution will publish the
modified version within ten (10) days of signing. If
the Institution does not publish the Agreement
within this period, Lilly is entitled to publish the
Agreement on its own behalf.

Pfed podepsdnim dtplného znéni této Smlouvy
poskytne spolec¢nost Lilly Poskytovateli verzi
Smlouvy upravenou pro uvefejnéni v registru smluv
v souladu se zdkonem ¢&. 340/2015 Sb. Poskytovatel
uvefejni upravenou verzi do deseti (10)dni od
podpisu. Pokud Poskytovatel v této lhité¢ Smlouvu
neuvetejni, je spolec¢nost Lilly oprdvnéna uvefejnit
Smlouvu sama.

DATA PRIVACY AND SECURITY

DUVERNOST A ZABEZPECENI UDAJU

For the purposes of this Agreement “Personal
Data”, “Personal Data Breach”, “Controller”, “Data
Subject”, “Supervisory Authority” and “Processor”
are defined as it is in Art. 4 of the General Data
Protection Regulation (EU) 2016/679 (“GDPR”).

Pro tcely této Smlouvy jsou pojmy ,,0sobni ddaje*,
»poruseni zabezpeceni osobnich udaju‘, ,.spravce®,
,dozorovy  dfad“ a,zpracovatel“ definoviny
v souladu s ¢lankem 4 obecného nafizeni o ochrané
osobnich ddaji (EU) €. 2016/679 (déle ,,GDPR").

When processing Personal Data for purposes of
fulfilling an obligation under the Protocol or as
otherwise arising under this Agreement, Eli Lilly
and Company is determining the purposes and
means for the processing of Personal Data and
therefore acting as data Controller. The Institution
and/or Investigator is processing this Personal Data
pursuant to the Protocol, this Agreement, applicable
law (including but not limited to GDPR), and any
other documented instructions from Lilly.
Institution and/or Investigator shall maintain
written records of the processing of all Personal
Data as required by GDPR Art. 30. Institution
and/or Investigator shall provide such written
record to Lilly promptly upon request and agrees
that such written record may be submitted by Lilly
to any third-party data controller (where applicable)
and to relevant government and regulatory
authorities.

Pti zpracovani osobnich udaji za tcelem plnéni
povinnosti podle Protokolu, nebo jak jinak vyplyva
z této Smlouvy, spole€nost Elli Lilly and Company
stanovi ucely a prostfedky zpracovani osobnich ddaji
a jedna proto jako Spravce udaju. Poskytovatel a/nebo
Zkousejici zpracovédvaji tyto osobni tudaje podle
Protokolu, této Smlouvy, platnych zdkond (vCetné
nafizeni GDPR) a ptipadnych dalSich
dokumentovanych pokynii od spole¢nosti Lilly.
Poskytovatel a/nebo ZkouSejici vedou pisemné
zdznamy o zpracovavani vSech Osobnich tidaji, jak to
vyZaduji ustanoveni ¢ldnku 30 nafizeni GDPR.
Poskytovatel a/nebo ZkouSejici na vyZzadani
neprodlené¢ predlozi tyto pisemné zaznamy
spole¢nosti Lilly a souhlasi stim, Ze tyto pisemné
zdznamy muze spoleCnost Lilly  poskytnout
jakémukoli spravci udaju tfeti strany (v piisluSnych
pfipadech) a pfisluSnym stitnim a kontrolnim
Uradim.

Investigator and/or Institution shall promptly notify
Lilly in the event Investigator and/or Institution
breach the terms and/or obligations contained in the
DATA PRIVACY AND SECURITY section or
become aware of such breach.

Zkousejici a/mebo Poskytovatel budou spolecnost
Lilly neprodlené informovat, jestlize se ZkousSejici
a/nebo Poskytovatel dopusti poruSeni podminek
a/nebo zdvazkd uvedenych v &lanku DUVERNOST
A ZABEZPECENI UDAJU nebo se o takovém
poruseni dozvédi.

Lilly and Institution and/or Investigator will each
maintain a comprehensive privacy and security
program designed to ensure that Personal Data will
only be processed in accordance with the terms of
this Agreement.

Spolecnost Lilly a Poskytovatel a/nebo ZkousSejici
budou kazdy jednotlivé udrZzovat uceleny program
ochrany divérnosti a zabezpeceni, aby zajistili, Ze
osobni udaje budou zpracovany vyhradné v souladu
s podminkami této Smlouvy.

Lilly and Institution and/or Investigator shall
appoint a data protection officer as required by
applicable law.

Spole¢nost Lilly a Poskytovatel a/nebo ZkousSejici
jmenuji povéfence pro ochranu osobnich udaji
v souladu s platnymi prdvnimi pfedpisy.

Lilly and Institution and/or Investigator agree that
the Institution and/or Investigator is best able to
manage requests from Data Subjects for access,

Spolecnost Lilly a Poskytovatel a/nebo Zkousejici se
dohodli, Ze bude nejvhodnéjsi, aby Zddosti Subjektti
udaju o piistup k Osobnim udajim, jejich zménu,
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amendment, transfer, blocking, or deletion of
Personal Data. Institution acknowledges that in
order to maintain the integrity of Study results, the
ability to amend, block, or delete Personal Data may
be limited, by applicable law.

pfevod, zablokovani, nebo vymazini vyfizovali
Poskytovatel a/nebo Zkousejici. Poskytovatel bere na
védomi, 7Ze v zdjmu zachovini integrity vysledkl
Studie mize byt moZnost ménit, omezovat nebo mazat
osobni idaje omezena v souladu s platnymi zdkony.

6.2

Data Protection Impact Assessment

Posouzeni vlivu na ochranu udaju

6.2.1.

The Institution and/or Investigator shall cooperate
and assist Lilly with respect to any data protection
impact assessments and/or prior consultations with
Supervisory Authority that may be required in
respect of processing carried out under this
Agreement.

Poskytovatel a/nebo Zkousejici budou spolupracovat
se spolecnosti Lilly a poskytovat ji soucinnost pii
posuzovani dopadu na ochranu osobnich udajti a/nebo
pfi pfedbéznych konzultacich s dozorovym ufadem,
které mohou byt vyZadovdny v souvislosti se
zpracovanim udajii provadénym podle této Smlouvy.

6.3.

Security Incidents

Bezpelénostni incidenty

6.3.1.

Notification of Suspected Personal Data Breach:

Ozndmeni o podezieni na poruSeni zabezpeceni
osobnich tdaju:

The Investigator and Institution agree to notify Lilly
within twenty-four (24) hours of discovery of a
suspected Personal Data Breach and will cooperate
with reasonable Lilly requests for information
regarding such suspected Personal Data Breach as
necessary to enable Lilly to determine and comply
with Lilly’s notification obligations under
applicable law.

Zkousejici a Poskytovatel se zavazuji vyrozumét
spolecnost Lilly o domnélém poruseni zabezpeceni
osobnich tdaji do dvaceti ¢tyi (24) hodin od jeho
zjisténi abudou spolupracovat pfi primérenych
Zadostech o informace ze strany spolecnosti Lilly
o tomto domnélém poruseni zabezpeceni osobnich
udaju tak, jak bude nezbytné, aby spolec¢nost Lilly
mohla stanovit a splnit své oznamovaci povinnosti
podle platnych zakont.

6.3.2.

Investigator and Institution agree to indemnify Lilly
for all losses resulting from any Personal Data
Breach due to negligence or wilful misconduct by
Investigator, Institution or any of its agents, its
affiliates, or any Processor retained by Institution,
Investigator including but not limited to legal
damages, government penalties, and/or mitigation
expenses.

Zkousejici a Poskytovatel se zavazuji, Ze spolenosti
Lilly nahradi veskerou Skodu, ktera ji vznikne v
disledku PoruSeni zabezpefeni osobnich tdaji
zpusobeného nedbalym jednanim nebo uUmyslnym
porusenim povinnosti ze strany ZkouSejictho,
Poskytovatele nebo jeho zastupcli, pridruZenych
spoleCnosti  nebo  Zpracovatell  povefenych
Poskytovatelem nebo Zkousejicim, vcetné ndhrady
Skody ze zdkona, pendle a pokut uloZenych statnimi
urady nebo pripadnych vydajii na zmirnéni nasledkd.

6.3.3.

Investigator and Institution shall process no more
than the minimum amount of Personal Data
necessary to perform the services under this
Agreement. Investigator and Institution shall ensure
that access to Personal Data is limited to those
personnel performing services in accordance with
the Agreement. Neither Investigator nor, Institution
nor any of its employees, agents, consultants or
assigns shall have any right to process Personal
Data for their own commercial benefit in any form,
including, without limitation, to create de-identified
or anonymized data.

Zkousejici a Poskytovatel nebudou zpracovavat vice
neZ minimalni mnoZstvi osobnich udaji nezbytné
k poskytovani sluzeb podle této Smlouvy. Zkousejici
a Poskytovatel zajisti, aby pfistup k osobnim tdajim
méli pouze pracovnici, ktefi poskytuji sluzby podle
této Smlouvy. ZkousSejici, Poskytovatel ani nikdo
zjeho zameéstnancl, zastupcli, konzultantii nebo
nabyvatell nebude mit Zaddné pravo zpracovavat
osobni tdaje pro svlij komercni prospéch, a to v zadné
podobg, napiiklad pro ucely vytvoreni
deidentifikovanych nebo anonymizovanych udajt.

6.3.4.

Investigator and Institution agrees to retain Personal
Data received from Lilly or created on behalf of
Lilly for only so long as necessary to conduct the
services under the Agreement or as may otherwise
be required under applicable law.

ZkouSejici a Poskytovatel se zavazuji uchovdivat
osobni udaje obdrZzené od spolecnosti Lilly nebo
vytvofené pro spolecnost Lilly pouze po dobu
nezbytnou pro poskytovani sluzeb podle této Smlouvy
nebo jinak vyZadovanou platnymi zdkony.
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6.4.

Cross Border Data Transfers

Pieshrani¢ni pfedavani udaju

6.4.1.

In the event Lilly requests Investigator and/or
Institution to transfer Personal Data across national
borders, and without prejudice to the Data Subject’s
rights, agrees to consult with Lilly to ensure the
lawful export of Personal Data, the terms of which
may be outlined in a separate agreement. Where
permitted by applicable law of the country from
which Personal Data is exported, possible
arrangements for the export of Personal Data may
include, without limitation:

Zadavatel je v Seznamu Ramce ochrany soukromi:
https://www.dataprivacyframework.gov/s/participant-
search, a tedy splfiuje podminky pro predavani
osobnich Gdajd do USA.

Pokud bude spolecnost Lilly od ZkousSejictho a/nebo
Poskytovatele vyzadovat pfeddvani osobnich tudaja
ptes statni hranice, aniZ by tim byla porusena prava
subjektii udajti, zavazuji se ZkouSejici a/nebo
Poskytovatel, ze takové pfredavani tdaji budou se
spolecnosti Lilly konzultovat, aby zajistili zdkonnost
vyvozu Osobnich udajt, jehoZ podminky mohou byt
stanoveny Vv samostatné smlouvé. Tam, kde to
dovoluji platné zdkony zemé, z niZ jsou osobni ddaje
vyvéZeny, mohou moZnd opatieni pro tcely exportu
osobnich tdaji zahrnovat naptiklad nasledujici:

(a)

Consent of the Data Subject/ trial participant, once
the Data Subject has been notified and informed of
potential risks pursuant to applicable law;

souhlas subjektu uddajii/ tcastnika klinického
hodnoceni v souladu s platnymi pravnimi piedpisy
poté, co je subjekt idajii sezndmen s moznymi riziky,

(b)

Applicable law in the importing country ensures an
adequate level of protection for the Personal Data,
as recognized by the laws of the exporting country;
and/or

platné pravni pfedpisy v zemi dovozu zajiStujici
adekvatni droveil ochrany osobnich ddaja, které jsou
uznévany zdkony zemé vyvozu, a/nebo

(c)

Contractual data protection clauses have been put in
place between Lilly and Investigator and Institution
and/or Third-party Technology where applicable,
that provide adequate protection.

smluvni dolozky na ochranu osobnich tdaji uzaviené
mezi spole¢nosti Lilly a Zkousejicim
aPoskytovatelem a/nebo  pfipadnym externim
poskytovatelem technologie poskytujici dostatecnou
ochranu.

(d)

Investigator and Institution agrees to comply with
any alternative lawful method of transfer as may be
required by Lilly.

Zkousejici a Poskytovatel se zavazuji postupovat
v souladu s pfipadnou alternativni zdkonnou metodou
predavani tidajti, bude-li spolecnosti Lilly jeji pouziti
vyZadovat.

(e)

Where the safeguards set out in items (a) through
(c) of paragraph 6.4.1 above are not available, that
Lilly may request Investigator and Institution to
transfer Personal Data pursuant to other
arrangements permitted under applicable law.

Jestlize ochrannd opatieni uvedend v bod¢ (a) aZ (c)
odstavce 6.4.1 vySe nejsou kdispozici, mulze
spoleCnost  Lilly pozadovat, aby Zkousejici
a Poskytovatel ptfeddvali osobni udaje v souladu
s jinymi opatfenimi, kterd platné pravni piedpisy
umoziuji.

6.5.

Site Personnel Data Notice

Sdéleni o ochrané osobnich 1idaju persondlu centra
klinického hodnoceni

6.5.1.

Lilly may, to the extent allowed by applicable laws,
collect personal information from Investigator,
Institution and Study Personnel including, but not
limited to, names, titles, and business contact
information, (“Site Personnel Data”) and may
provide that information to Lilly’s business partners
and vendors working with Lilly on matters related
to the Study to fulfill Lilly’s business purposes,
including:

Pokud to umoziuji platné pravni predpisy, muze
spole¢nost Lilly shromazd’ovat osobni informace od
Zkousejiciho, Poskytovatele a Clent studijniho tymu
Poskytovatele sluzeb, napiiklad jména, pracovni
funkce apracovni kontaktni tdaje (dile ,Udaje
persondlu centra“), amuZe tyto informace
poskytovat svym obchodnim partnerdm
a dodavatelim, ktefi s ni spolupracuji v zaleZitostech
tykajicich se Studie, pro tyto své obchodni tcely:

(a)

Compliance with laws and regulations regarding
possible financial conflicts of interest;

soulad se zdkony a pfedpisy, co se tye moZnych
finan¢nich stietd zajmu;
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(b)

Assessment of personnel qualifications to conduct
the Study;

posouzeni kvalifikace zaméstnancli pro provadéni
Studie,

©

Quality control and Study management; and

kontroly kvality a fizeni Studie a

(d)

Disclosures to EC or national or foreign regulatory
authorities in connection with their performance of
review or oversight responsibilities for the Study.

poskytovdni informaci EK nebo mistnim ¢i
zahraniénim  kontrolnim udfadim v souvislosti
s plnénim jejich povinnosti pfi posuzovani Studie
nebo dohliZeni na Studii.

6.5.2.

As part of Lilly’s legitimate interest in improving
the conduct of its research studies, Site Personnel
Data may also be aggregated with data from other
Lilly sources and evaluated for business decisions
including those involving future research.
Investigator and/or personnel whose Site Personnel
Data are processed for this specific purpose may
object to such processing by contacting Lilly at
I Lilly may store or process such
Site Personnel Data in the U.S. or other countries at
Lilly or Lilly-associated facilities, as long as a
business need or legal obligation exists.

V ramci opravnéného zdjmu spolecnosti Lilly na
zlepSovani provadeéni jejich vyzkumnych studif
mohou byt Udaje persondlu centra rovndz
kombinovany s ddaji z jinych zdroji spole¢nosti Lilly
a vyhodnocovany pro ucely obchodnich rozhodnuti,
véetné rozhodnuti tykajicich se budouciho vyzkumu.
Zkousejici a/nebo pracovnici, jejichz Udaje personalu
centra jsou zpracovdvdny za timto specifickym
ucelem, mohou proti takovému zpracovani vznést
ndmitky, ato tak, Ze kontaktuji spolecnost Lilly e-
mailem na ||| | | . Spolccnost Lilly miaze
tyto Udaje persondlu centra uchovdvat nebo
zpracovavat v USA nebo jinych zemich v zafizenich
spole¢nosti Lilly nebo zafizenich s ni propojenych po
dobu existence obchodnich potfeb nebo pravnich
zdvazki.

6.5.3.

Investigator and Institution personnel may have
access to Site Personnel Data about themselves that
Lilly has collected and may have corrections made
to Site Personnel Data about themselves that is
inaccurate. Investigator and Institution agree to
lawfully obtain the Site Personnel Data for transfer
and use for the purposes described in Site Personnel
Data Notice section.

Zkousejici a pracovnici Poskytovatele budou mit
piistup ke svym osobnim tdajum, které byly
shromdzdény spolecnosti Lilly, a mohou nechat
provést opravy ve svych osobnich ddajich, pokud jsou
v nich nepfesnosti. Zkousejici a Poskytovatel souhlasi
se zakonnym ziskavanim Osobnich tdaji pracovnikil
Mista provadéni klinického hodnoceni a s jejich
pfeddvanim a pouzivinim pro ucely popsané ve
Sdéleni o ochrané osobnich udajii personalu centra
klinického hodnoceni.

6.54.

Investigator and Institution may contact Lilly with
inquiries regarding Lilly’s collection or use of Site
Personnel Data. Lilly agrees to comply with all
applicable laws and regulations regarding Lilly’s
use of Site Personnel Data.

S dotazy ohledné shromazdovani nebo pouZivani
Osobnich udaja pracovnikii centra spole¢nosti Lilly se
Zkousejici a Poskytovatel mohou obracet na
spole¢nost Lilly. Spole¢nost Lilly se zavazuje jednat
v souladu se vSemi platnymi zdkony a ptedpisy, co se
tyée jejtho pouzivani Udaji persondlu centra.

INDEMNIFICATION AND INSURANCE

ODSKODNENI A POJISTENI.

7.1.

Indemnification

Odskodnéni

7.1.1.

In consideration of the performance of the Study by
Investigator, Institution and Study Personnel
(“Indemnitees”), Lilly agrees to indemnify,
defend, and hold harmless the Indemnitees from
and against loss, damage, cost, and expense of
claims and suits (including reasonable legal fees)
resulting from an injury (including death) to a
patient seeking damages alleged to have been
directly caused or contributed to by any substance

V souvislosti s provddénim Studie ze strany
Zkousejiciho, Poskytovatele a Cleni studijniho tymu
(dale ,,Odskodiiované osoby*) spolecnost Lilly
souhlasi stim, Ze odSkodni, bude h4jit a ochrani
Odskodiiované osoby vii¢i ujmé, Skodé€, ndkladim
avydajim plynoucim zndrokd a soudnich fizeni
(vCetné priméfenych ndkladl na pravni zastoupeni)
vzniklych v disledku djmy na zdravi (véetné smrti)
zptisobené pacientovi domdhajicimu se odSkodnéni,
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or procedure administered in accordance with the
Protocol, including the cost and expense of
handling such claims and defending such suits.

kteraZzto Ujma mu byla tdajné pifimo zplisobena
kteroukoli latkou poddvanou podle Protokolu nebo
postupem provddénym podle Protokolu vcetné
nakladd a vydajii na vyfizovani takovych narokt a na
obhajobu v takovych soudnich fizenich.

In order for Indemnification obligations to become
applicable, Indemnitees must have adhered to and
complied with all applicable federal, state, and local
regulations (including, without limitation, obtaining
informed consents and EC approvals), the
specifications of the Protocol, and all
recommendations furnished by Lilly for the use and
administration of any drug or device described in
the Protocol and Lilly must be promptly notified of
any such claim or suit.

Aby tyto zdvazky odskodnéni platily, je nezbytné, aby
Odskodiiované osoby dodrZely a splnily veSkeré
platné federalni, stitni a mistni piedpisy (mj. ziskaly
informované souhlasy a souhlasnd stanoviska EK),
specifikace v Protokolu a veSkerd doporuceni od
spole¢nosti Lilly pro pouziti a poddvani 1éciva nebo
prostfedku popsaného v Protokolu, a spolecnost Lilly
musi byt okaZdém takovém niroku nebo Zalobé
neprodlené informovana.

Upon notice that claims have been made or suits
have been filed and indemnification has been
requested by Indemnitees, Lilly requires that:

Po ozndmeni o vzneseni narokli nebo o podani ndvrhu
na soudni fizeni a o Zadosti Odskodiiovanych osob
o odskodnéni spole¢nost Lilly vyZaduje nésledujici:

(a)

that the Indemnitees cooperate fully in the
investigation and defence of any such claim or suit;

Odskodniované osoby museji plné spolupracovat na
proSetieni jakychkoli takovych ndrokd nebo fizeni
a na obran¢ proti nim,

(b)

that Lilly retains the right to defend the lawsuit in
any manner it deems appropriate, including the
right to retain counsel of its choice; and

spoleCnost Lilly si ponechd privo na obhajobu
v takovém soudnim fizeni zplUsobem, ktery bude
poklddat za vhodny, vCetné pradva najmout si pravniho
poradce podle vlastniho vybéru, a

(c)

that Lilly shall have the sole right to settle the claim
or suit; provided, however, that Lilly shall not admit
fault on Indemnitees’ behalf without Indemnitees’
advance written permission.

spoleCnost Lilly bude mit vyluéné pravo na
vyporddani takového ndroku ¢i narovnani v takovém
fizeni, avSak stim, Ze neuznid pochybeni
Odskodiniovanych  osob, pokud ji  ktomu
Odskodinované osoby neud¢€li piedchozi pisemny
souhlas.

In addition, Lilly’s obligation of indemnification
shall not extend to any loss, damage, or expense
arising from the negligence, wilful malfeasance, or
unlawful act or malpractice by the Indemnitees, it
being understood that the administration of any
substance in accordance with the Protocol shall not
constitute negligence, wilful malfeasance, or
unlawful act or malpractice for purposes of this
Agreement. Lilly hereby agrees that any deviations
from or failures to adhere to the terms of the
Protocol that are mutually agreed upon in writing
by all parties to the Study (including the EC) or any
deviations from the Protocol that are necessary to
eliminate an immediate safety hazard to the Study
participants are not considered violations of the
Protocol or failures to adhere to the terms of the
Protocol pursuant to this provision.

Povinnost spolecnosti Lilly poskytnout odskodnéni se
nevztahuje na ztratu, Skodu nebo naklad vznikly
v disledku nedbalosti, umyslného protipravniho
jednéni nebo nezdkonného jedndni nebo zanedbani
povinné péce ze strany OdSkodnovanych osob,
pficemZz se rozumi, Ze pro ucely této Smlouvy se
podavani jakékoli latky v souladu s Protokolem
nepovazuje za nedbalost, imyslné protipravni jednani
nebo zanedbani povinné péce. Spolecnost Lilly timto
souhlasi s tim, Ze ptipadné odchylky nebo nedodrZeni
podminek Protokolu, které budou vzdjemné pisemné
odsouhlaseny vSemi stranami zapojenymi do Studie
(vCetné etické komise), nebo jakékoli odchylky od
Protokolu, které jsou nezbytné k odvraceni
bezprostfedniho bezpecnostniho rizika hroziciho
ucastnikim Studie, nejsou povaZovidny za poruseni
Protokolu nebo nedodrzeni podminek Protokolu podle
tohoto ustanoveni.

7.2.

Insurance

Pojisténi

Page 24 of 40 / Strana 24 z 40




CZ 3-way INST INV CTA EL24.G01.C01.P00
Version: September 2024

CZ 3-way INST INV CTA EL24.G01.C01.P00
Verze: zaii 2024

7.2.1. | Lilly warrants that it maintains a policy or program Spolec¢nost Lilly zarucuje, Ze udrZuje pojisSténi nebo
of insurance at level sufficient to support the pojistny program na trovni dostacujici k podpofe vyse
obligations of indemnification provided above, in uvedenych zavazkl tykajicich se odskodnéni, a to
accordance with Section 58(2) of Act No. 378/2007 v souladu s § 58 odst. 2 zakona ¢. 378/2007 Sb. o
Coll., on Pharmaceuticals. Upon written request, 1éCivech. Na pisemnou Zadost poskytne spolecnost
Lilly will provide evidence of its insurance to Lilly ZkouSejicimu a/nebo Poskytovateli doklad
Investigator and/or Institution. Investigator and o pojisténi. ZkouSejici a Poskytovatel se zaruuji, Ze
Institution warrants that it maintains a policy or maji uzavieno pojiSténi nebo pojistny program
program of insurance at level sufficient to support s dostateCnym pojistnym krytim ke splnéni svych
its obligations under this Agreement. zavazkil podle této Smlouvy.

8. NOTICES OZNAMENI

8.1.1. | All notices required to be in writing under this Veskerd ozndmeni, kterd museji byt podle této
Agreement shall be delivered personally, Smlouvy pisemnd, se Strandm dorucuji osobné,
electronically (including but not limited to email), elektronicky (napt. e-mailem), kuryrni sluzbou nebo
by courier, or certified, postage prepaid mail to the doporucenou postou s piedplacenym poStovnym na
Parties at the addresses set forth (including email adresy uvedené v této Smlouvé (v€etné e-mailovych
addresses mentioned in this Agreement), or such adres uvedenych v této Smlouv¢) nebo na jiné adresy,
other addresses as the Parties may designate in které si Strany pisemné urci.
writing.

8.1.2. | The Parties agree that any notice deemed delivered Strany se dohodly, Ze jakékoli ozndmeni bude
(i) when received, if delivered personally or sent by pokladdno za dorucené, (i) jakmile je pfijato, pokud
a courier, or certified, postage prepaid mail (ii) if bylo doruceno osobn¢, kuryrni sluZzbou nebo
sent by electronically, 5 (five) business day after doporucenou postou s predplacenym poStovnym, (ii)
being sent (as recorded on the device from which pokud bylo odesldano elektronicky, 5 (pét) dnti po
the sender sent the email) unless the sender receives odeslani (podle zaznamu v zafizeni, ze kterého
an automated message that the email has not been odesilatel poslal e-mail), s vyjimkou pfipadl, kdy
delivered. odesilatel obdrZi automatickou zprdvu, Ze e-mail

nebyl dorucen.
If to Lilly: Pro spolecnost Lilly:
Eli Lilly Cork Limited Eli Lilly Cork Limited
Attention: Budget and Contract Centralised Team K rukdm: Budget and Contract Centralised Team
Address: Island House, Eastgate Road, Eastgate Adresa: Island House, Eastgate Road, Eastgate
Business Park, Business Park,
Little Island, Cork, Ireland Little Island, Cork, Irsko
Email: E-mail:
If to Investigator: Pro ZkouSejiciho:
@ ] @ ]
Email: [ E-mail: |
Telefon: | G
Phone: [N
If to Institution: Pro Poskytovatel:
Fakultni nemocnice Hradec Krélové Fakultni nemocnice Hradec Kréalové
]
0
|
9. SURVIVORSHIP CLAUSE DOLOZKA O PRETRVANI PLATNOSTI
9.1.1. | The  obligations under  the  sections Zavazky podle ¢lankii ZAVAZKY ZKOUSEJICIHO

INVESTIGATOR AND INSTITUTION
OBLIGATIONS, DATA PRIVACY AND

A POSKYTOVATELE, DUVERNOST
A ZABEZPECENI UDAJU, NAHRADA PRO
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SECURITY, SUBJECT INJURY
REIMBURSEMENT, CONFIDENTIALITY AND
NON-USE and INDEMNIFICATION AND
INSURANCE shall survive the expiration or
termination of this Agreement.

SUBJEKTY V PRIPADE UJMY NA ZDRAVI,
DUVERNOST A NEPOUZIVANI a ODSKODNEN{
A POJISTENI ztstdvaji v platnosti i po skonéeni nebo
ukonceni platnosti této Smlouvy.

10.

ASSIGNMENT

POSTOUPENI

10.1.1.

Institution and/or Investigator shall not assign,
transfer, or otherwise delegate any of its obligations
under this Agreement without Lilly’s prior written
consent in each instance. Institution and
Investigator acknowledge that Lilly will have the
right to assign this Agreement to any of its affiliates
or to a contract research organization in connection
with the transfer of sponsor obligations, in
connection with a merger or other corporate
reorganization, or otherwise in connection with the
transfer of all or substantially all of Lilly’s assets
that bear on the Study drug(s) or device(s).

Bez ptedchoziho pisemného souhlasu spole€nosti
Lilly nesméji Poskytovatel a/nebo Zkousejici
postupovat 7Zaddné své zdvazky ztéto Smlouvy,
pfevadét je ani je jinak delegovat. Poskytovatel
a Zkousejici berou na védomi, Ze Zadavatel bude mit
pravo tuto Smlouvu postoupit kterémukoli ze svych
ptidruzenych subjekti nebo smluvni vyzkumné
organizaci v souvislosti s pfevodem povinnosti
zadavatele, v souvislosti s fizi ¢i jinou reorganizaci
spole¢nosti nebo jinak v souvislosti s pfevodem
veSkerého majetku Zadavatele ¢i jeho podstatné C4sti,
které souviseji s Hodnocenym piipravkem (ptipravky)
nebo prostfedkem (prostiedky).

11.

AMENDMENTS

DODATKY

11.1.1.

The Parties agree that in the event that Payee details
are modified during the course of the Study, no
amendments to this Agreement shall be required,
provided that Payee follow the instruction agreed on
Exhibit 1 - Payment Terms.

Strany se dohodly, Ze pokud v prubéhu Studie dojde
ke zméné udaji o piijemci plateb, nebude zapotiebi
vyhotovit Zaddny dodatek k této Smlouvé, pokud bude
pfijemce  plateb postupovat podle pokyni
dohodnutych v Piiloze 1 — Platebni podminky.

11.1.2.

The Parties agree that changes in the protocol that
does not affect the Financial Arrangements, or this
Agreement can be communicated through email or
written correspondence.

Strany se dohodly, Ze zmény v Protokolu, které
neovliviiuji finanéni ujedndni nebo tuto Smlouvu, 1ze
sdélit e-mailem nebo pisemnou korespondenci.

11.1.3.

The Parties agree that all other changes require an
amendment signed by all the Parties.

Strany se dohodly, Ze veSkeré dal§i zmény budou
vyzadovat vypracovani dodatku podepsaného vSemi
Stranami.

11.1.4.

Institution and Investigator shall use their best
efforts to review any amendments to this
Agreement in good faith and in a timely manner
and, if applicable, to facilitate the timely execution
of said amendments without undue delay, including
providing or obtaining any requisite documentation
or approvals.

Poskytovatel a ZkouSejici vynalozi maximalni usili
k posouzeni veskerych dodatkli ktéto Smlouve
v dobré vife avcas av pfislusnych piipadech na
zajisténi vcasného podepsani takovych dodatkl bez
zbyte¢ného odkladu, véetné poskytnuti nebo ziskédni
veskeré piislusné dokumentace nebo schvéleni.

12.

INDEPENDENT CONTRACTOR

NEZAVISLOST SMLUVNICH PARTNERU

12.1.1.

Investigator and Institution are independent
contractors and not agents, partners, or employees
of Lilly. No Party has the authority to make
agreements with third parties that are binding on
any other Party in connection activities under this
Agreement.

ZkouSejici  a Poskytovatel  jsou  nezdvislymi
smluvnimi partnery, nikoli zastupci, partnery nebo
zaméstnanci spole¢nosti Lilly. Zadnd strana neni
opravnéna k uzavirani dohod se tfetimi stranami, které
by byly zavazujici pro kteroukoli jinou stranu,
v souvislosti s éinnostmi podle této Smlouvy.

13.

WAIVER

VZDANI SE PRAV
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13.1.1.

The waiver by any Party of a breach or violation of
any provision of this Agreement shall neither
operate as, nor be construed as, a waiver of any
subsequent breach of this Agreement.

Jakékoli vzdani se prava kteroukoli stranou
v souvislosti s poruSenim nebo  nedodrzenim
kteréhokoli ustanoveni této Smlouvy nebude piisobit
ani nebude vykldddno jako vzdani se prav
souvisejicich s jakymkoli dal$im porusenim této
Smlouvy.

14.

SEVERABILITY

ODDELITELNOST USTANOVENI

14.1.1.

In the event that any provision of this Agreement is
found invalid or unenforceable pursuant to judicial
decree or decision, that provision(s) is deemed
severed from this Agreement and the remainder of
this Agreement shall remain valid and enforceable
according to its terms.

Bude-li nékteré ustanoveni této Smlouvy shledano
neplatnym nebo nevymahatelnym na zakladé
soudniho usneseni nebo rozhodnuti, bude takové
ustanoveni povaZovdno za oddélené od Smlouvy
azbyvajici  ¢ast Smlouvy  zlstane  platnd
a vymahatelnd v souladu s jejimi ustanovenimi.

15.

BINDING EFFECT

ZAVAZNY UCINEK

15.1.1.

By signing this Agreement, Investigator and
Institution represent and warrant that they have the
authority and ability to or will otherwise
contractually bind any individual or entity who
performs services for Investigator and Institution in
connection with the Study hereunder to the terms
and conditions of this Agreement.

Podepsanim této Smlouvy Poskytovatel a Zkousejici
prohlasuji azarucuji se, Ze maji opravnéni
a zpusobilost smluvné zavézat, nebo jinak smluvné
zavazou, kteroukoli fyzickou nebo pravnickou osobu
poskytujici sluzby pro Poskytovatele sluzeb
v souvislosti se Studii kdodrZovdni ustanoveni
a podminek této Smlouvy.

15.1.2.

This Agreement together with its Exhibits
represents the entire understanding between the
Parties and supersedes all other agreements, express
or implied, between the Parties concerning the
subject matter hereof.

Tato Smlouva spolu s pfilohami ptedstavuje tplné
ujednani mezi Stranami a nahrazuje vSechny
ptedchozi dohody, vyslovné nebo piedpoklddané,
mezi Stranami tykajici se predmétu této Smlouvy.

15.1.3.

This Agreement has been thoughtfully considered
by the Parties and, consequently, shall not be
strictly construed against either Party. This
Agreement shall be governed by the laws of Czech
Republic. The Parties acknowledge and agree that
any disputes not resolved by mutual agreement shall
be subject to the jurisdiction of the competent court
in Hradec Kralové.

Strany tuto Smlouvu peclivé zvaZily a v disledku toho
nebude Smlouva striktné vykladédna proti kterékoli ze
Stran. Tato Smlouva se ¥di pravnim fadem Ceské
republiky. Strany berou na védomi a souhlasi, Ze
projednani a rozhodovéani piipadnych sport, které
nebudou vyfeSeny smirem, bude feSeno s pomoci
ptislusného soudu v Hradci Kréalové.

15.1.4.

In the event of a conflict between of the terms of
this Agreement and the Protocol, the Protocol shall
prevail with respect of matters of medical,
science/scientifical results and conduct of the
Study.

V ptipad€ rozporu mezi ustanovenimi této Smlouvy
austanovenimi  Protokolu = maji v lékatskych
zaleZitostech nebo ohledné¢ védeckych
zaleZzitosti/vysledkli a provadéni Studie prednost
ustanoveni Protokolu.

16.

PREVAILING LANGUAGE

ROZHODNA JAZYKOVA VERZE

16.1.1.

The Parties agree that this Agreement has been
reviewed in both language versions and they are
identical in all material aspects. In the event of any
discrepancy between the two-language version, the
Czech version shall prevail, provided that the
English version shall be sufficiently consulted to
determine the genuine intention of the Parties with
respect of the discrepancy.

Strany se dohodly, Ze tato Smlouva byla posouzena
v obou jazykovych verzich azZe tyto verze jsou ve
vSech dutlezitych aspektech identické. V piipadé
jakéhokoli rozporu mezi obéma jazykovymi verzemi
bude mit piednost Ceskd verze, stim, Ze bude
dostatecné pfihlizeno k anglické verzi, aby bylo
mozné urcit skutecny zamér Stran ohledné rozporu.
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IN WITNESS WHEREOF, the Parties have entered into
this Agreement under seal as of the Effective Date by their
duly authorized representatives.

Eli Lilly Cork Limited

CZ 3-way INST INV CTA EL24.G01.C01.P00
Verze: zaii 2024

NA DUKAZ TOHO Strany uzaviely tuto Smlouvu ke
Dni  uC¢innosti  prostfednictvim  svych  fadné
zmocnénych zastupcu.

Investigator / ZkouSejici:

Name / Jméno: _
Title / Tivu! |

7.11. 2025

Name / Jméno: |

11. 11. 2025

Date / Datum

Date / Datum

Fakultni nemocnice Hradec Kralové:

Name / Jméno: MUDr. Ale§ Herman, Ph.D.

Title / Titul: Director/ Reditel

11. 11. 2025

Date / Datum
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2.1.

2.2.

2.2.1.

2.2.2.

2.2.3.

2.24.

Exhibit A - Payment Terms

As consideration for performance under the terms of
this Agreement, Lilly shall provide financial support
for the Study in accordance with the Payment Terms
as set forth in this Exhibit A and on the amount set
forth in Exhibit B - Budget.

Payment in connection with the Study will be made
by Lilly via bank transfer to the Institution (‘“Payee")
to the bank account defined on the Supplier
Information Form(s) (“SIF”) attached below as
Appendix 1. The remuneration of the Investigator
and collaborating personnel shall be paid in
accordance with the Institution’s internal guidelines.

Eligibility for payment:
To be eligible for payment, each Payee shall:

Complete, sign and provide a SIF to Lilly not later
than the date of execution of the Agreement.
Provide verification of bank details to ensure security
and privacy of Payee data. Verification of bank
details may be provided in one of the following
forms:

Bank Statement — Recent statement clearly
displaying account number and account holder’s
name.

Bank verification letter — This letter should be
requested from the Payee’s bank and confirm
account number and account holder’s name.

Bank confirmation letter - This letter should be
requested from the Payee’s bank and attests to the
authenticity of the bank account confirming account
number and account holder’s name.

Online banking screenshot — A screenshot of the
Payee’s online banking portal, highlighting the
relevant account details including account number
and account holder’s name. However, this option
may result in a requirement for additional
verification due to the potential for manipulation of
digital images.

If Payee details are modified during the Study, the
Parties agree that no amendments to this Agreement
shall be required, provided that the Payee provides,
as soon as possible, a written notification with a
completed Bank Information Form (“BIF”’) attached
below as Appendix 2 and/or provides an updated SIF
and verification of bank details to the following e-
mail address| . The
Payee understands and acknowledges that in the

CZ 3-way INST INV CTA EL24.G01.C01.P00
Verze: zati 2024

Priloha A - Platebni podminky

Za smluvni plnéni v souladu spodminkami této
Smlouvy bude spolecnost Lilly poskytovat pro
Studii finan¢ni podporu podle platebnich podminek
uvedenych v této Pfiloze A arozpoctu uvedeného
v Priloze B.

Platby souvisejici se Studii bude spolecnost Lilly
hradit bankovnim pfevodem Poskytovateli (déle jen
Prijemce plateb*) na bankovni tcet uvedeny ve
formulari ¢i formulafich informaci dodavatele (dale
jen ,SIF“) pfipojeného niZe jako Doplné¢k 1.
Odména Zkousejicimu a spolupracujicim osobdm
bude vyplacena dle vnitini smérnice poskytovatele.

Zpusobilost k platbam:

Aby mohl Pfijemce platby tyto platby dostavat,
musi:

Vyplnit, podepsat a piedat SIF spolecnosti Lilly
nejpozdéji k datu podepsani Smlouvy.

Poskytnout ovéteni bankovniho spojeni k zajisténi
zabezpeCeni a soukromi tudaju Prijemce plateb.
Ovéteni bankovniho spojeni lze provést nékterym
Z téchto zptisobti:

Bankovni vypis — aktudlni vypis, na kterém je jasné
uvedeno ¢islo Uctu a jméno majitele Gctu.

Ovéteni od banky — o tento dopis je tfeba pozddat
banku piijemce a musi v ném byt potvrzeno ¢islo
uctu a jméno majitele uctu.

Potvrzeni od banky — o tento dopis je tieba pozadat
banku piijemce. Potvrzuje pravost bankovniho tétu
vcetné Cisla Gctu a jména majitele tctu.

Snimek obrazovky z internetového bankovnictvi —
Snimek  obrazovky  portdlu  internetového
bankovnictvi pfijemce se zvyraznénim piisluSnych
tdaju o Gctu véetné ¢isla Gctu a jména majitele Gctu.
Pouzit{ této moZnosti vSak miize vést k zadosti
o dodatec¢né oveteni vzhledem k moznosti falSovani
digitalnich snimkd.

Jestlize se tudaje Pfijemce plateb béhem Studie
zméni, smluvni strany se dohodly, Ze nebudou
zapotifebi Zadné dodatky k této Smlouvé, pokud
Piijemce plateb co nejdiive poskytne pisemné
ozndmeni s vyplnénym formuldfem Bankovni ddaje
(dale ,formular BIF*) pfiloZenym k této Smlouvé
jako jeji Ptiloha 2 a zaSle aktualizovany formular
SIF aovéfeni bankovniho spojeni na tuto e-
mailovou adresu:
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2.25.

2.2.6.

event of modification to their details, Lilly may
require additional confirmation from the Payee, such
as a phone conversation for clarification.

All procedures must be performed in full compliance
with the Protocol and this Agreement, and the data
submitted must be complete and correct. For data to
be complete and correct, each patient must have
signed an EC-approved consent document, and all
procedures designated in the Protocol must be
carried out on a “best efforts” basis. Omissions must
be satisfactorily explained.

If applicable, the required supporting documentation
(eg. logs, third party invoice, etc.) must be provided
with the invoice. Lilly reserves the right to request
supporting documentation for previously completed
payments at any time (i) during the term of and (ii)
following the expiration or termination of this
Agreement.

Limit of Patient Entry or Enrollment:

The Investigator will use reasonable best efforts to
include up to in the Study. Lilly
reserves the right to limit or increase patient
entry/enrollment at any time, subject to prior written
notice. In the event of a modification to the number
of patients, no amendments to this Agreement shall
be required. Lilly will provide a Written Approval
Notification (“WAN”) as an acknowledgment of the
modification, granting approval for further CRF-
based visit payments, additional CRF-based visit

payments, invoiceable items, and patient
reimbursement payments to the Payee.
Currency:

All fees mentioned in this Agreement are stated in
Czech Crown (CZK) currency.

VAT:

All fees mentioned in this Agreement are exclusive
of VAT. At the time of execution of this Agreement,
Eli Lilly Cork Limited, Cork, Ireland as recipient of
EU cross border services is obliged to account for
VAT on areverse charge basis (Directive 2008/8/ EC
amending  Council Directive  2006/112/EC).
Therefore, the invoice issued for fees mentioned in
this Agreement is to include 0% VAT. In case the
above VAT regulation is no longer valid, the VAT
taxation shall follow any laws valid and applicable at
the time of issuing the invoice.

Invoicing:

All invoices shall be issued to:

CZ 3-way INST INV CTA EL24.G01.C01.P00
Verze: zati 2024

Pfijemce plateb bere na védomi a potvrzuje, Ze
v pfipad¢ zmeny jeho tdajii miize spolecnost Lilly
poZadovat k upfesnéni dalsi potvrzend,
napf. telefonicky.

Vsechny tkony stanovené v Protokolu museji byt
provedeny pln€ v souladu s Protokolem a touto
Smlouvou a vSechny piedklddané ddaje byly tplné
a spravné. Aby byly udaje uplné a spravné, musi
kazdy pacient podepsat formuldf informovaného
souhlasu schvéleny EK a s vynaloZenim ,,nejlepSiho
usili“ museji byt provedeny vSechny postupy
vyZadované Protokolem. Pokud budou nékteré
postupy vynechdny, bude tfeba jejich vynechéni
uspokojive vysvétlit.

K faktute je tfeba piipadné pfiloZit pozadovanou
dokumentaci (napf. protokoly, fakturu tfeti strany
atd.). Spole¢nost Lilly si vyhrazuje prdvo poZadovat
podkladovou dokumentaci za jiz provedené platby
kdykoli (i) béhem trvéni a (ii) po uplynuti platnosti
nebo ukonceni této Smlouvy.

Omezeni zafazovani nebo naboru pacientu:
Zkousejici vynaloZi maximdln{ usili, aby do Studie
zatadil a7 Spolecnost Lilly si vyhrazuje
pravo na zaklad¢ predchoziho oznameni pocet
pacientli kdykoli omezit nebo zvysit. V piipadé
zmény poctu pacientll nebude nutné Smlouvu ménit.
Jako potvrzeni zmény zasle spolecnost Lilly pisemné
ozndmeni o schvileni (WAN), kterym vyjadii
souhlas s dal$simi platbami za navstévy na zdklade
CRF, platbami za dalsi navstévy na zdkladé CRF,
fakturovatelnymi polozkami a vyplacenim udhrad
Pfijemci plateb pro pacienty.

Ména:

Vsechny poplatky vtéto Smlouvé jsou v meéné
Cesk4 koruna (K¢).

DIC:

Z4dné poplatky v této Smlouvé nezahrnuji DPH.
V dobé uzavieni této Smlouvy je spole¢nost Eli Lilly
Cork Limited, Cork, Irsko, jako piijemce
preshranicnich sluzeb v EU povinna ti¢tovat DPH na
zakladé preneseni dafiové povinnosti (smérnice
2008/8/ES, kterou se méni smérnice Rady
2006/112/ES). Faktura vystavena za poplatky podle
této Smlouvy proto musi obsahovat sazbu DPH 0 %.
Pokud vySe zminény ptedpis o DPH jiz nebude
platny, bude se DPH fidit zdkonnymi piedpisy
platnymi a ptisluSnymi v dob¢ vystaveni faktury.
Fakturace:

Faktury museji byt vystaveny na:
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6.2.

7.2.

Eli Lilly Cork Limited

Island House, Eastgate Road, Eastgate Business
Park,

Little Island, Cork, Ireland

Tax/VAT NUMBER: IE3508310BH

All invoices shall be sent by email only to:

.  Plcasc include
Protocol alias || GG, ¢ Study Site

number “JJJ il and Purchase Order (“PO”)
number, communicated after the fully executed
contract is received by Lilly, in the subject line of the
email. Do not send invoices via regular mail.

In the event of any change to the billing address or
VAT identification number, Lilly shall promptly
notify the Institution:

Payment types and timelines:

SOW Payments:

During each fiscal quarter (January to March, April
to June, July to September, October to December)
Lilly will inform the Payee(s), via the dedicated
email address(s) stated on the SIF, of all CRF based
visits and Additional CRF based visits completed
during the previous fiscal quarter. Payment in respect
of such completed visits will be made within 6 weeks
after receipt of a valid invoice from the Payee(s) and
payment split, if applicable. The Parties agree that, in
the event that the invoicing documentation is to be
submitted in December, Lilly shall use its best efforts
to ensure that such documentation is sent no later
than 15 December of the current year.

Payments for commercially manufactured medicinal
products (CMMP) supplied from the pharmacy’s
stock to the Study at Lilly’s request shall be invoiced
on a monthly basis. The basis for invoicing to the
Finance and Analysis Department shall be the issue
slips from the Mediox pharmacy system, dated as of
the relevant date, reflecting the current price of the
CMMP under the applicable pricing regime, and
marked with the Protocol number, the name of the
Investigator, the patient number, and the patient visit
number.

Items paid by invoice:

CZ 3-way INST INV CTA EL24.G01.C01.P00
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Eli Lilly Cork Limited
Island House, Eastgate Road, Eastgate Business
Park,
Little Island, Cork, Irsko
IC/DIC: TE3508310BH
Faktury se zasilaji e-mailem na:
V tadku
predmétu e-mailu uvadgjte alias Protokolu ,JJJi}
B :islo Mista provadéni klinického
hodnoceni .| a ¢islo objednivky (PO). Tyto
udaje budou sdéleny spolecnosti Lilly poté, co
obdrzi pln€¢ podepsanou Smlouvu. Nezasilejte
faktury b&Znou postou.

pouze

Pokud dojde ke zméné fakturaéni adresy nebo DIC,
je spolecnost Lilly povinna neprodlené informovat
poskytovatele:

Typy plateb a lhaty:

Platby za navs$tévu na zdklad€ pracovnich vykazi:
Béhem kazdého fiskalniho Ctvrtleti (leden az biezen,

vvvvvv

zaSle spolecnost Lilly Piijemci plateb z vyhrazené e-
mailové adresy (e-mailovych adres) uvedené
(uvedenych) ve formulafi SIF piehled vSech ndvstév
na zdkladé¢ CRF a piipadnych dalSich navstév na
zdkladé CRF, které probéhly béhem piedchoziho
fiskdlntho ctvrtleti. Platba za tyto uskute¢néné
navstévy bude provedena do 6 tydnti po obdrZeni
platné faktury od Pifijemce (Pi{jemcti) plateb a
pfipadném rozdéleni platby. Strany se dohodly, Ze
pokud by byly podklady k fakturaci zasilany v
prosinci, vynaloZi Lilly veSkeré nejlepsi uasili, aby
byly zaslanynejpozdéji do 15. prosince bézného
roku.

Platby za hromadné vyrdbéné 1éCivé piipravky
(HVLP) poskytované ze zdsob Iékdrny na pozadani
spolecnosti Lilly do Studie, se budou fakturovat
jedenkrdt meési€né. Podkladem pro fakturaci na
Oddéleni financi a analyz budou vydejky z
Iékarenského systému Mediox, s aktudlnim datem, s
aktudlni cenou HVLP v platném cenovém reZimu,
oznacené ¢islem protokolu a jménem Zkousejiciho a
¢islem pacienta a ¢islem vizity pacienta.

Polozky hrazené na zakladé faktury:
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7.3.

10.

Payment for invoiceable items will be issued within
45 days from the receipt of a valid invoice. However,
the Payee acknowledges that Lilly will not accept or
pay any invoice dated earlier than the Effective Date
of this Agreement plus 10 (ten) business days.
Invoices dated prior to this timeframe will be
returned to the Payee for re-invoicing with a date that
falls after this period. Payment for invoiceable items
may be subject to limitations by Lilly or may require
its prior approval and/or supporting documentation
according to the item's description. Payment for
items with specific timeframes (e.g., yearly fees,
quarterly fees, etc.) (a) applies from the Effective
Date of this Agreement, rather than being based on
the calendar year; and (b) may be prorated if the full
timeframe has not been serviced by the Payee.

Clinical Trial Subject Reimbursements:

All clinical trial subject reimbursements will be
managed by a third-party vendor contracted by Lilly.
The Institution and/or the Principal Investigator will
be responsible for administrative tasks related to the
reimbursement only.

Final payment:
Final payment will be made by Lilly to the Payee

when all patients at the Study Site have completed
the Study and upon final acceptance by Lilly of all
CRFs pages, all data clarifications issued, the receipt
and approval of any outstanding regulatory
documents as required by Lilly, the return of all
unused supplies to Lilly, and upon satisfaction of all
other applicable conditions set forth in this
Agreement.

Payee shall use their best efforts to submit all Study
related payment requests to Lilly within six (6)
months of database lock. Payees understand that any
payment requests submitted more than six (6)
months after database lock may be denied by Lilly.

Exclusive Compensation Source:

It is expected that for all items required under the
Protocol for which Lilly has agreed to provide
compensation, Lilly will be the sole source of
compensation. Payee will not seek payment from any
third-party payor, whether public or private, for any
costs covered by payments made by Lilly under this
Agreement.

Excess Payment and Dispute Resolution:

CZ 3-way INST INV CTA EL24.G01.C01.P00
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Platba za fakturovatelné polozky bude provedena do
45 dnti od obdrzZeni platné faktury. Pi{jemce plateb
ale bere na védomi, Ze spolecnost Lilly nepfijme
ucinnosti této Smlouvy plus 10 (deset) pracovnich
dnt. Faktury datované pied timto datem budou
vraceny Pfijemci plateb na opravu s datem, které
spadd do obdobi po uvedeném datu. Platba za
fakturovatelné polozky miiZze podléhat omezenim ze
strany spolecnosti Lilly nebo mtze vyzadovat jeji
pfedchozi schvileni a/nebo podklady podle popisu
poloZzky. Platba za polozky se zvlaStni Casovou
Ihtitou (napft. ro¢ni poplatky, ctvrtletni poplatky atd.)
(a) se pocitd podle Data ucinnosti této Smlouvy,
nikoli za kalendaini rok, a (b) mize byt pomérné
prepocitdna, pokud Piijemce plateb neposkytoval
sluzby po celé dané obdobi.

N4éhrada vydaju subjektiim klinického hodnoceni:
Veskeré dhrady vydaji subjektim klinického
hodnoceni bude vypldcet externi dodavatel, se
kterym  spolecnost Lilly uzaviela smlouvu.
Poskytovatel a/nebo Hlavni zkouSejici budou
odpovédni pouze =za administrativni Ukony
souvisejici s thradou.

Zaveérecna platba:

Zavérecnou platba uhradi spole€nost Lilly Pi{jemci
plateb, jakmile vSichni pacienti v Misté provadéni
klinického hodnoceni dokonéi Studii, apo
kone¢ném pftijeti vSech stranek CRF spole¢nosti
Lilly, po vydani vSech objasnéni udajd, pfijeti
a schvdleni veskerych nevytizenych dokumentd pro
kontrolni dfady, jak to vyzaduje spolecnost Lilly,
vraceni veSkerého nevyuzitého materidlu spole¢nosti
Lilly apo splnéni vsSech dalSich pfislusnych
podminek stanovenych ve Smlouve.

Piijemce plateb vynalozi své nejlepsi tsili na zaslani
vSech Zadosti o platby souvisejici se Studii
spole¢nosti Lilly do Sesti (6) mésicii od uzamceni
databédze. Piijemce plateb si je védom, Ze jakékoli
Zadosti o platby zaslané pozdéji nez Sest (6) mésicl
od uzamceni databiaze muZe spolecnost Lilly
zamitnout.

Vyhradni zdroj dhrad:

Za veskeré sluzby pozadované podle Protokolu, za
néZ se spolecnost Lilly zavdzala poskytnout thradu,
bude provadét platby vyhradné spolecnost Lilly.
Pfijemce plateb nebude vyzadovat platbu od Zadné
treti strany, at’ jiz vefejné nebo soukromé, za jakékoli
vydaje kryté platbami od spolecnosti Lilly podle této
Smlouvy.

Preplatky a feSeni spori:
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If any payments exceed the amount owed for work
performed under the Protocol and/or this Agreement,
Payee shall return the excess balance to Lilly.
Matters in dispute shall be payable upon mutual
resolution of such dispute. Funds should be returned
to Lilly’s bank account

Lilly acknowledges that, in the event of late payment
of a properly issued invoice, the Institution is entitled
by law to statutory interest for late payment in
accordance with Section 1970 of Act No. 89/2012
Coll., the Civil Code, as amended.

CZ 3-way INST INV CTA EL24.G01.C01.P00
Verze: zati 2024

Pokud platby prevySi castku splatnou za praci
provedenou podle Protokolu a/nebo této Smlouvy,
Pii{jemce plateb bezodkladné vrati preplatek
spole¢nosti Lilly. Sporné platby budou splatné po
vyteSeni sporu dohodou. Finan¢ni prostiedky budou
vriceny na ucet spole¢nosti Lilly

<

Spolecnost Lilly bere na védomi, Ze pokud neuhradi
fadné vystavenou fakturu vcas, ma Poskytovatel ze
zakona narok na zakonné uroky z prodleni v souladu
s § 1970 zdkona €. 89/2012 Sb., obCansky zdkonik,
v platném znéni.
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Exhibit B — Budget Priloha B — Rozpocet
In connection with the Study, the Payee, will be paid Pt{jemce plateb bude v souvislosti se Studif dostdvat
in accordance with the terms set forth in Exhibit A - platby podle podminek stanovenych v Ptiloze A —
Payment Terms and on the amount listed in this Platebni podminky a v ¢4stkdch uvedenych v této
Exhibit B - Budget. Ptiloze B — Rozpocet.

Visit 1 / Navstéva 1
Visit 2 / Navstéva 2
Visit 3/ Navstéva 3
Visit 4 / Navstéva 4
Visit 5/ Navstéva 5

Visit 6 Telehealth/Optional Onsite / Navstéva 6
Telemedicina/volitelné prezencné

Visit 7 / Navstéva 7

Visit 8 Telehealth/Optional Onsite / Navstéva 8
Telemedicina/volitelné prezen¢né

Visit 9 / Navstéva 9

Visit 10 Telehealth/Optional Onsite / Navstéva 10
Telemedicina/volitelné prezencné

Visit 11 / Navstéva 11

Visit 12 Telehealth/Optional Onsite / Navstéva 12
Telemedicina/volitelné prezencné

Visit 13 / Navstéva 13

Visit 14 Telehealth/Optional Onsite / Navstéva 14
Telemedicina/volitelné prezen¢né

Visit 15/ Navstéva 15

Visit 16 Telehealth/Optional Onsite / Navstéva 16
Telemedicina/volitelné prezencné

Visit 17 / Navstéva 17

Visit 18 Telehealth/Optional Onsite / Navstéva 18
Telemedicina/volitelné prezencné

Visit 19 / Navstéva 19
Final Visit / Kone¢na navstéva
Total Cost Per Patient/ celkova édstka za pacienta [

I
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Visit 601 / Ndvstéva 601
Visit 2 PK Appendix / Navstéva 2 PK priloha

Visit 5 PK Appendix / Navstéva 5 PK priloha

EMVa Telehealth/Optional Onsite / EMVa
Telemedicina/volitelné prezen¢né

EMVb / EMVb
EMVc / EMVc

Screen Failure at Visit 1; payment / Selhani screeningu
pri Navstéveé 1; platba

Screen Failure at Visit 2; payment is in addition to V1 /
Selhani screeningu pri Navstévé 2; platba je navic k
Navstéveé 1

Screen Failure at Visit 2 PK Appendix; payment is in
addition to Visit 1 / Selhani screeningu pri Navstévé 2
PK priloha; platba je navic k Navstéve 1

Lilly will pay for screen failures that occur in accordance with the Protocol./ Lilly zaplati za selhani
skriningu, ke kterému dojde v souladu s Protokolem.

Items Paid by Invoice/ poloZzky placené samostatné na zakladé faktury

Procedure Name/ nazev vysetreni Total Cost/ celkem

Local Advertising Pass-Through Cost Based on Third-Party Receipts. / Mistni
inzerce - prefakturovany naklad na zakladé dokladt treti strany.

Reimbursement for EKBG Pre-Screening activities that occur during the enroliment
period for the trial. Payment is based on receipt of the completed Pre-screening Log
demonstrating work performed; price is per month / Uhrada za ukony v ramci
predvstupniho vysetfeni EKBG provadéné béhem obdobi zafazovani pacientt do
klinického hodnoceni. Platba je podminéna prijetim vyplnéného protokolu

0 predvstupnim vysetieni prokazujiciho provedenou praci; cena je za mésic
Repeat/additional blood draw if performed in accordance with the protocol /
Opakovany/dalsi odbér krve, pokud se provadi v souladu s protokolem
Repeat/additional specimen processing for central labs if performed in accordance
with the protocol; price includes prep and ship to Central Lab / Opakované/dalsi
Zpracovani vzorku na rozbory v centraini laboratofi, pokud se provadi v souladu

s protokolem; cena zahrnuje pripravu a odeslani do centralni laboratore

Repeat/additional Urine collection for central labs; price is per sample and includes
prep and ship to Central Lab / Opakované/dalsi ziskani vzorku moci pro centralni
laboratore; cena je za vzorek a zahrnuje pfipravu a odeslani do centraini laboratore
Repeat/additional Urine pregnancy test (Local Lab) / Opakovany/dalsi té hotensky
test z moci (mistni laborator)

Symptom-directed physical assessment at the discretion of the Pl (or qualified staff),
if performed in accordance with the protocol; price is per assessment.. (Excludes
cost of Vital signs collected during the exam, as the Vital signs are included in CPP
at the scheduled visits. If unscheduled, the vital sign collection can be invoiced
separately, if applicable.) / Fyzikalni vysetfeni zamérené na priznaky podle uvazeni
hlavniho zkousejiciho (nebo kvalifikovaného pracovnika), pokud se provadi

v souladu s protokolem, cena je za vySetfeni. (Nezahrnuje vydaje na zakladni
Zivotni funkce mérené behem vysetfeni, protoZe zakladni Zivotni funkce jsou
zahrnuty do CPP pri planovanych navstévéch. Pokud se méfeni zakladnich
Zivotnich funkci provadi neplanované, Ize ho pripadné fakturovat zviast.)
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Repeat/additional Vital signs if performed in accordance with the protocol /
Opakované/dalsi méreni zakladnich Zivotnich funkci, pokud se provadi v souladu

s protokolem

Repeat/additional ECG if performed in accordance with the protocol /
Opakovany/dalsi EKG, pokud se provadi v souladu s protokolem

Additional research staff Time & Effort for additional interim analyses (if required to
fulfill the need of regulatory interactions or publication purposes, as outlined in the
protocol); price is per patient / Dalsi ¢as a prace vyzkumnych pracovniki pri
provadéni dalsich predbéznych analyz (pokud jsou vyZadovany k uspokojeni
poZadavk( kontrolnich uradd nebo pro ucely publikace, jak je uvedeno v protokolu);
cena je za pacienta.

Repeat/additional IP dispense Muvalaplin (LY3473329)/Placebo every 4 weeks
between Visit 2 and Visit 5; if performed in accordance with the protocol /
Opakované/dalsi vydani muvalaplinu (LY3473329) / placeba jednou za 4 tydny mezi
2. a 5. navstévou, pokud se provadi v souladu s protokolem

Pharmacy fee for lipid lowering therapies if performed in accordance with protocol,
price is per patient per dispense. / Poplatek Iékarné za vydej Iéki na snizeni
koncentrace lipidu, pokud se provadi v souladu s protokolem; cena je za pacienta
a za vydej.

Unscheduled visit when performed in accordance with the protocol and reported in
the eDC system; price is per visit and includes research staff time and effort,
evaluation of Adverse Events, review of Concomitant Medications.ls not applicable
for the repeat/additional dispense of Muvalaplin (LY3473329)/Placebo every 4
weeks between Visit 2 and Visit 5/ Neplanovana ndvstéva, pokud se uskutecni

v souladu s protokolem a je nahlasena v systému eDC; cena je za navstévu

a zahrnuje ¢as a praci vyzkumnych pracovniki, vyhodnoceni nezadoucich pfihod
a kontrolu soubézné podavané lécby.Neplati pro opakované/dalsi vydani
muvalaplinu (LY3473329) / placeba jednou za 4 tydny mezi 2. a 5. navstévou

Vital status collection (Contact with participant's family, caregiver, pharmacist or
primary care physician, or medical record review) if performed in accordance with
the protocol; price is per collection / Ovéfeni Zivotniho stavu (kontakt s rodinou
ucastnika, opatrovatelem, Iékarnikem nebo lékafem primarni péce, pripadné
ovéreni ze zdravotnich zaznamu), pokud se provadi v souladu s protokolem; cena je
za ovéreni

Patient transfer fee (incoming) if performed in accordance with the protocol; price
includes consult, repeat informed consent, repeat review/confirmation of patient
eligibility, physical exam, vital signs, medical history, habits, height, weight, research
staff time and effort for review of transfer source documents./ Poplatek za prevedeni
pacienta (pfi prijmu), pokud se provadi v souladu s protokolem; cena zahrnuje
konzultaci, opakovany informovany souhlas, opakované posouzeni/potvrzeni
pacientovy zpusobilosti, fyzikalni vysetfeni, méfeni zakladnich Zivotnich funkci,
anamnézu, navyky, méfeni vysky, vaZeni, ¢as a praci vyzkumnych pracovniki pfi
posuzovani zdrojovych dokument( pro pfevedeni.

Patient transfer fee (outgoing) for the site transferring the patient to new site; price
includes site staff time and effort to complete transfer to new site (medical record
submission and consult with the other sites)/ Poplatek za prevedeni (odeslani)
pacienta centru, které pacienta prevadi do nového centra klinického hodnoceni;
cena zahrnuje as a praci personalu centra klinického hodnoceni pri pfevadéni
pacienta do nového centra (pfedani zdravotnich zaznamd a konzultace s dalsimi
centry).

Reimbursement of translator services for activities performed in accordance with the
protocol. Reimbursement of actual expenses based on proof of expense. Price
intentionally left blank./ Uhrada prekladatelskych sluZeb za cinnosti provadené

v souladu s protokolem. Uhrada skuteénych vydaji na zakladé doloZenych vydaja.
Cena je zamérné neuvedena.
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Local lab(s) not otherwise listed on this budget, if performed in accordance with the
protocol, sponsor approval required; reimbursement of actual expenses based on
third-party receipts; price intentionally left blank./ Ukony provadéné mistni laboratori
(laboratoremi), které nejsou uvedeny jinde v tomto rozpoétu, pokud jsou provadény
v souladu s protokolem; je vyZadovano schvaleni zadavatelem; uhrada skute¢nych
vydaju na zakladé dokladu od treti strany; cena zamérné neuvedena.

Reimbursement of locally-sourced medication(s) if used in accordance with the
protocol; requires third-party receipts, reimbursement of actual expenses. Price
intentionally left blank./ Uhrada lécivych pFipravki z mistnich zdrojd, pokud se
pouZivaji v souladu s protokolem; jsou poZadovany doklady od treti strany, uhrada
skute¢nych vydaji. Cena je zamérné neuvedena.

Additional Payments for Institution/ dalsi platby pro Zdravotnické zarizeni
ltem Name/ nazev polozky Total Cost/ celkem

Start-Up Fee - one time expense for the activities related to the initiation of the
Study (Start-Up phase). The fee shall be paid based on an invoice issued by the
Institution after the full execution of this Agreement.

Zahajovaci poplatek - jednorazovy poplatek za ukony souvisejici s aktivitami
potrebnymi pro zahajeni Studie. Tato cena je splatna na zakladé faktury vystavené
Zdravotnickym zarizenim po podpisu Smlouvy.

Administration Fee - one time expense for the activities related to the Agreement
preparation. The fee shall be paid based on an invoice issued by the Institution after
the full execution of this Agreement.

Administrativni poplatek za projednani smlouvy - jednorazovy poplatek za tkony
souvisejici s administrativou potfebnou pro pfipravu smlouvy. Tato cena je splatna
na zakladeé faktury vystavené Poskytovatelem po uzavieni této Smlouvy.

Archiving Fee - one time remuneration for the period of 25 years of archiving the
Study’s documentation. This payment shall be made upon receipt of the valid
invoice after full execution of the Agreement.

Archivaéni poplatek - Jednordzova odména za 25 let archivace studijni
dokumentace. Tato platba bude provedena po obdrZeni platné faktury od podpisu
Smiouvy.

Re-consenting Fee/ per ICF change - Lilly shall pay the Institution a re-Consent
fee/ per ICF change. The fee shall be paid based on an invoice issued by the
Institution

Poplatek za obnovu souhlasu/ za zménu ICF - Lilly zaplati poskytovateli poplatek
za obnovu souhlasu/ za zménu ICF. Poplatek je splatny na zakladé faktury
vystavené poskytovatelem.

SAE fee/per event - Lilly shall pay the Institution a SAE fee. The fee shall be paid
based on an invoice issued by the Institution.

Poplatek za zpracovani SAE/ cena za udalost - Lilly zaplati poskytovateli
jednorazovy poplatek za zpracovani SAE. Poplatek je splatny na zakladé faktury
vystavené poskytovatelem

Printing fee - price is per annum to cover all expenses, including but not limited to
supply, time, effort related to printing of all study documents, including but not
limited to Protocol, IB, ICFs or printing a copy of the Agreement for wet ink
signature, or printing any additional materials needed for the Study (e.g. scales). by
the Institution and/or Investigator; payable after signature of the Agreement and in
every calendar year afterwards until the close-out visit. Paid if the center does local
printing and uses the medical facility's local printer.Poplatek za tisk - cena je
stanovena za rok a pokryva veskeré naklady, mimo jiné na dodavky, ¢as, usili
spojené s tiskem vSech dokumentt studie, mimo jiné protokolu, IB ICF nebo tisk
kopie Smlouvy k podpisu, pfipadné tisk dalSich materialt nezbytnych pro Studii
(napr. skaly) Instituci a/nebo zkousejicim; plati se po podpisu dohody a poté kazdy
kalendarni rok aZ do zavérec¢né navstévy. Vyplaceno v pripadé, Ze centrum provadi
lokalini tisk a vyuziva lokalni tiskarny zdravotnického zarizeni.
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Amendment Fee - fee for any Lilly-initiated contract amendment, payable upon an
invoice from the Provider after full execution of the Amendment.

Polatek za uzavreni dodatku ke smlouvé - poplatek za uzavieni dodatku ke
Smlouvé iniciovany ze strany Lilly, splatny za zakladé faktury vydané
Poskytovatelem po podpisu Dodatku.

Pharmacy Start Up Fee - one time fee for the activities related to the initiation of
pharmacy within the Study. The fee shall be paid on an invoice issued by the
Institution after full execution of this Agreement.

Zahajovaci poplatek pro lékarnu -jednorazovy poplatek za tkony souvisejici s
iniciaci Iékarny v ramci Studie. Poplatek je splatny na zakladé faktury vydané
Poskytovatelem po podpisu Smlouvy.

Pharmacy Maintenance Fee - monthly fee for services undertaken by Pharmacy
related to receipt and transfer of the Study Drug to site for study visits. This fee shall
be paid based on an invoice issued by the Provider.

Spravni poplatek za sluzby lékarny - meési¢ni poplatek za ukony lékarny ve studii,
zejména prevzeti a transport hodnoceného IéCiva na hlavni centrum. Poplatek je
splatny na zakladé faktury vydané Poskytovatelem.

Pharmacy Close Out Fee - one time fee for the activities related to the close out
activities of pharmacy in the Study. The fee shall be paid on an invoice issued by the
Institution.

Ukoncovaci poplatek pro lékarnu -jednordzovy poplatek za ukony souvisejici s
ukoncenim ucéasti lékarny ve Studii. Poplatek je splatny na zakladé faktury vydané
Poskytovatelem.

Pharmacy Destruction Fee - fee for destruction, price per occurrence based on the
real expense up to the limited amount. Paid for the duration of the Study and upon
receipt of the valid invoice.

Pharmacy Poplatek za destrukci - cena je za likvidaci na zakladé skutecnych
vydaju do maximalni uvedené Eastky. Placeno po dobu trvani Studie a na zakladé
platné faktury.

Bank Transfer Fee - reimbursement of actual amount of the bank transfer fees
related to receipt of study-related payments. Payment will be processed upon
receipt of valid invoice. The invoice should be supported by a bank statement or the
charge note.

Poplatek za bankovni pfevod - uhrada skute¢né vyse poplatkt za bankovni
prevod souvisejici s prijmem plateb spojenych se Studii. Platba bude zpracovana po
obdrzeni platné faktury. Faktura by méla byt doloZena vypisem z tétu nebo
uctenkou.
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Appendix 1 — Supplier Information Form(s)

Provided separately

Appendix 2 — Bank Information Form

Provided separately

CZ 3-way INST INV CTA EL24.G01.C01.P00
Verze: zati 2024

Priloha 1 — Formular informaci dodavatele

Poskytuje se samostatné

Priloha 2 — Formulai Bankovni tdaje

Poskytuje se samostatné
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