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Eli Lilly Cork Limited

Address: Island House
Eastgate Road
Eastgate Business Park
Little Island
Co. Cork
Ireland

Tax identification number: IE3508310BH
(hereinafter referred to as “Lilly”)
And
Vojenska nemocnice Brno
With its Registered Office in: Zabrdovicka 3/3,
Zabrdovice (Brno-Zidenice), 615 00 Brno,
Czech Republic
Represented by: plk. MUDr. Martin Stracar,
Director
Tax identification number: CZ60555530

(hereinafter referred to as “Institution”)

And

I
With permanent residence at:
Date of Birth:
(hereinafter referred to as “Investigator”)
hereby make this
AGREEMENT
in conformity with Section 1746, paragraph 2,

Act No. 89/2012 Coll., Civil Code as amended
(“Civil Code”).

The purpose of the agreement is the clinical
study entitled “A Phase 3, Multicenter, Open-

Label, Long-Term Extension Study to Evaluate

the Long-Term Efficacy and Safety of
Mirikizumab in Patients with Crohn's Disease”
(hereinafter referred to as “Study” or “Clinical
Trial”) sponsored by Eli Lilly and Company,
with its registered office at Lilly Corporate
Center, Indianapolis, IN46285, United States,

which is represented in the European Union by

Eli Lilly Cork Limited, with its registered office
at Island House, Eastgate Road, Eastgate
Business Park, Little Island, Co. Cork, Ireland,
according to the protocol 1I6T-MC-AMAX
(Protocol). Study will be conducted at

Eli Lilly Cork Limited

Se sidlem: Island House
Eastgate Road
Eastgate Business Park
Little Island
Co. Cork
Ireland

DIC: IE3508310BH
(dale jen ,Lilly*)
a

Vojenska nemocnice Brno
se sidlem: Zabrdovicka 3/3,
Zabrdovice (Brno-Zidenice), 615 00 Brno,
Ceska republika
zastoupena plk. MUDr. Martinem Straarem,
feditelem

DIC: CZ60555530
(dale jen ,poskytovatel®)

A

I
Adresa zkouSejiciho:
Datum narozeni:
(dale jen ,zkousSejici)
uzaviraji tuto
SMLOUVU

v souladu s ustanovenim § 1746 odst. 2
zakona €. 89/2012 Sb., ob&ansky zakonik, ve
znéni pozdéjSich predpisu (,obéansky
zakonik®).

Pfedmé&tem smlouvy je klinické hodnoceni
nazvané ,Multicentrické, oteviené,
dlouhodobé prodlouzeni studie faze 3 k
vyhodnoceni dlouhodobé ucinnosti a
bezpecnosti Mirikizumabu u pacientt s
Crohnovou chorobou® (dale jen ,studie” nebo
,Klinické hodnoceni“) zadavatele, spole¢nosti
Eli Lilly and Company, se sidlem Lilly
Corporate Center, Indianapolis, IN46285,
Spojené staty americké, ktera je v Evropské
unii zastoupena spole¢nosti Eli Lilly Cork
Limited se sidlem Island House, Eastgate
Road, Eastgate Business Park, Little Island,
Co. Cork, Irsko (dale jen ,Lilly“ nebo
,zadavatel“), podle protokolu I6T-MC-AMAX
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Vojenska nemocnice Brno,

Zabrdovicka 3, 636 00 Brno, Czech Republic
(site) by principal investigator .

Study timelines:

(dale jen ,protokol®). Studie bude provedena
na Vojenske nemocnice Brno,
Zabrdovicka 3, 636 00 Brno, Ceska republika

(FeSitelské centrum), v €ele s hlavnim
zkousejicim

Doba trvani studie:

Study initiation in
CzR (1st site)

Zahajeni studie v CR
(iniciace 1. centra)

Last-Patient-Enter-
Treatment/LPET

Zarazovani subjektl
hodnoceni do

(zahajeni studijni 1é€by u
posledniho subjektu)

Treatment Period

Post-Treatment Follow-Up

Last-Patient-Last-
Visit/LPLV

I INVESTIGATOR AND INSTITUTION
OBLIGATIONS

Investigator and Institution assume the
following obligations in executing this
Agreement:

A Conduct of Study

(i) Investigator agrees to personally conduct and
supervise Study at Institution. Investigator and
Institution agree that they will not use sub-sites
or satellite sites in the conduct of Study unless
Lilly has given written approval for such use of
the sub-sites and satellite sites. If any portion
of Study is performed by Investigator or a sub-
investigator at a facility or hospital other than
Institution, Investigator and Institution shall be
responsible for ensuring that any such site is
aware that it is involved in Study and consents
to such participation;

(i) Investigator and Institution agree to comply
with the following: all conditions specified in
Protocol and Protocol amendments and/or
addenda; Good Clinical Practice Guidelines;
approval of the Ethical Review Board (“ERB”);
the State Institute for Drug Control; data
privacy laws and all other applicable national,
state and local laws, regulations and
standards that constitute a component of the
generally binding legal regulations of the
Czech Republic, namely Act No. 378/2007
Coll., on Drugs as amended, Act No. 372/2011
Coll., on Health Care Services and Regulation

Délka lécby subjektu
hodnoceni studijnim Iékem
Bezpecnostni sledovani
(po ukoné&eni Ié€ebné faze)
Posledni studijni navstéva
posledniho subjektu

ZAVAZKY ZKOUSEJICIHO A
POSKYTOVATELE

ZkouSejici a poskytovatel pfijimaji nasledujici
zavazky vyplyvajici z této smlouvy:

Provadéni studie

Zkousejici se zavazuje osobné provadét a
dohliZzet na provadéni studie u poskytovatele.
ZkouSejici a poskytovatel souhlasi s tim, Ze
pfi provadéni studie nebudou vyuZivat
spolupracujici pracovisté ani odlou¢ena
pracovisté, pokud k takovému uzivani
spolupracujicich pracovist a odlou¢enych
pracovist neda Lilly sv(j pisemny souhlas.
Pokud bude zkousSejici nebo spoluzkous$ejici
kteroukoliv ¢ast studie provadét v jiném
zarizeni nebo nemocnici, nez je poskytovatel,
budou zkousejici a poskytovatel odpovédni za
zajisténi, aby takové pracovisté bylo
obeznameno s tim, Ze se podili na studii,

a dalo k takové ucasti svuUj souhlas;

zkousejici a poskytovatel se zavazuji
dodrzovat nasledujici: vSechny podminky
stanovené v protokolu a jeho dodatcich
a/nebo doplncich, platnych smérnicich,

v souhlasu etické komise (dale jen ,eticka
komise®) a podminky stanovené Statnim
ustavem pro kontrolu I&Civ; pfedpisy na
ochranu udaju, vSechny dalSi platné narodni,
statni a mistni zakony, pfedpisy a normy,
které jsou soucasti obecné zavaznych
pravnich predpist Ceské republiky, a to
zejména zakon €. 378/2007 Sb., o léCivech, ve
znéni pozdéjsich predpisl, zakon €. 372/2011
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(iii)

(viii)

No. 226/2008 Coll., as amended that stipulate
Good Clinical Practice and more detailed
conditions for Clinical Trials, as well as all
national laws, European directives and
regulations regarding personal data protection
(including, without limitation, the Regulation
(EU) 2016/679 of the European Parliament
and of the Council of 27 April 2016 on the
protection of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation) and Act No. 110/2019 Coll., on
Personal Data Processing);

Investigator and Institution shall ensure that all
of Investigator’s and Institution’s sub-
investigators, associates, colleagues and
employees involved in the conduct of Study at
the Institution also understand and assume
these obligations;

Investigator shall ensure that a licensed
physician is an Investigator or sub-investigator
at the site and will be responsible for patient
care and other appropriate aspects of this
Study;

Investigator acknowledges that Investigator
has read and understands all the information
in the investigator’s brochure for the
compound mirikizumab provided to
Investigator by Lilly, including the potential
risks and side effects of Study’s drug;

Investigator and Institution agree not to pay
fees to another physician for the referral of
patients;

Institution and Investigator undertake not to
commence enroliment of subjects in Clinical
Trial until (i) Sponsor informs Investigator in
writing that all consents, permissions and
documents necessary to conduct t Clinical
Trial have been obtained, and (ii) Investigator
signs Protocol, undertaking to fulfill all the
obligations specified therein;

Institution or Investigator shall not conduct
research based on this Agreement, conduct
Clinical Trial or administer any study medicine
or substance (or placebo, as the case may be)
to any subject until the respective subject
confirms in writing that it received, read and
agrees to grant its informed consent with
Clinical Trial. Investigator agrees to only use
an informed consent document that has been
reviewed and approved by Lilly;

Sb., o zdravotnickych sluzbach, a vyhlasku ¢.
226/2008 Sb., ve znéni pozdéjSich predpisu,
kterou se stanovi Spravna klinicka praxe a
bliz8i podminky klinického hodnoceni 1é€ivych
pripravkl, jakoz i veSkerou narodni legislativu,
evropska nafizeni a predpisy ohledné ochrany
osobnich udajl (zejména Nafizeni
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu téchto
udaji a o zruSeni smérnice 95/46/ES (obecné
nafizeni o ochrané osobnich udaju) a zakon ¢.
110/2019 Sb., o zpracovani osobnich udaja);

zkousejici a poskytovatel zajisti, aby témto
zavazkum porozuméli a aby je pfevzali rovnéz
vSichni spoluzkousejici, spolupracovnici,
kolegové a zaméstnanci podilejici se na
provadéni studie u poskytovatele;

zkouSejici zajisti, aby zkouSejicim nebo
spoluzkou$ejicim u poskytovatele byl 1ékaf s
opravnénim vykonavat Iékaiskou praxi, ktery
bude odpovédny za pééi o pacienty a za dalSi
prislusné aspekty této studie;

zkousejici prohlasuje, ze si precCetl a
porozumeél vSem informacim uvedenym v
Souboru informaci pro zkousejiciho pro
pfipravek mirikizumab, které mu Lilly poskytla,
véetné moznych rizik a vedlejSich ucinku
Ié¢iva hodnoceného ve studii;

zkousejici a poskytovatel se zavazuiji, Zze
neposkytnou Zadnou odménu jinému lékafi za
doporucené pacienty;

poskytovatel a zkouSejici se zavazuiji, ze
nezahaji zafazovani subjektt do klinického
hodnoceni, dokud (i) zadavatel pisemné
nevyrozumi zkousejiciho o tom, Ze byly
ziskany veskeré souhlasy, povoleni a
dokumentace nezbytné pro provadéni
klinického hodnoceni, a (ii) zkouSejici
nepodepiSe protokol, €¢imz se zavaze plnit
v8echny povinnosti v ném uvedené;

poskytovatel ani zkousejici nebudou na
zakladé této smlouvy provadét klinické
hodnoceni, ani podavat Zzadnému subjektu
jakykoliv studijni €k nebo latku (nebo
popfipadé placebo), dokud pfislusny subjekt
pisemné nepotvrdi, Ze obdrzel, prostudoval si
a souhlasi s udélenim informovaného
souhlasu s klinickym hodnocenim. Zkousejici
bude pouzivat pouze dokument
informovaného souhlasu, ktery byl posouzen a
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(ix)

Investigator and Institution agree that Lilly, its
designated representatives and domestic or
foreign regulatory agencies may inspect the
procedures, facilities and Study records
(including portions of other pertinent records
for all patients in Study) and those procedures,
facilities or Study records of any contractor,
agent or site that is used in conducting Study.
Investigator and Institution shall provide Lilly
immediate notice of any governmental or
regulatory review, audit or inspection of their
facility or processes related to Study. Lilly shall
be given the opportunity to provide assistance
to Investigator and Institution in responding to
any such review, audit or inspection. When
data are reviewed by an on-site scheduled
visit of Lilly or a Lilly-designated
representative, Institution will ensure that
Investigator has all reasonably available data
obtained through the preceding day complete
and ready for evaluation. Information obtained
from such review, audit or inspections shall be
shared with Lilly and a Lilly-designated
representatives. In the event that there is a
lack of compliance with this Agreement, Lilly is
entitled to secure compliance or discontinue
shipments of Study’s drug and end
Investigator’s and/or Institution’s participation
in Study.

In carrying out their responsibilities under this
Agreement, Investigator and Institution agrees
to comply with all applicable anti-bribery laws
in the Czech Republic, where Investigator and
Institution have the principal place of business
and where they conduct activities under this
Agreement. Compliance with anti-bribery
statutes of the Czech Republic should ensure
compliance with the U.S. Foreign Corrupt
Practices Act (FCPA), as revised, which
generally prohibits the offer, promise, payment
or giving of anything of value either directly or
indirectly to any government official for the
purpose of obtaining or retaining business or
any improper advantage. For the 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

schvalen Lilly;

zkousejici a poskytovatel berou na védomi, Ze
spolecnost Lilly nebo ji jmenovani zastupci
nebo mistni ¢i zahrani¢ni organ statniho
dohledu mohou podrobit kontrole postupy,
vybaveni a zaznamy tykajici se studie (v€etné
Casti dalSich souvisejicich 1ékafskych
zaznamu vSech pacientll ve studii) a dale
postupy, vybaveni nebo zaznamy tykajici se
studie, které jsou provadény jakymkoliv
poskytovatelem, zastupcem nebo zafizenim
vyuzivanym pfi provadéni studie. Zkousejici a
poskytovatel neprodlené piedaji Lilly
oznameni o jakékoliv kontrole, auditu €i
inspekci jejich instituce nebo procesl
tykajicich se studie ze strany statu ¢i organu
statniho dozoru. Spolecnosti Lilly bude
umoznéno poskytnout zkouSejicimu a
poskytovateli pomoc pfi odpovédich pfi
kontrolach, auditech &i inspekcich. Pokud
budou udaje podrobeny planované kontrole na
misté ze strany Lilly nebo zastupce
spolecnosti Lilly, poskytovatel zajisti, aby mél
zkouSejici k dispozici veSkeré pfiméfené
dostupné udaje ziskané b&éhem
pfedchazejiciho dne, Uplné a pfipravené ke
kontrole. Informace ziskané pfi takovychto
kontrolach, auditech €i inspekcich budou
sdileny se spole¢nosti Lilly a se zastupci
jmenovanymi spolec¢nosti Lilly. V pfipadé
nedodrzeni podminek této smlouvy bude
spolecnost Lilly opravnéna zajistit splnéni
téchto pozadavkl nebo prerusit dodavky
hodnoceného IéCiva a u€ast poskytovatele a
zkousejiciho ve studii ukongit.

PFi pInéni svych zavazku vyplyvajicich z této
smlouvy souhlasi zkouSejici a poskytovatel s
tim, ze budou dodrzovat veskeré pfislusné
protikorup&ni zakony v Ceské republice, kde
maji zkouSejici a poskytovatel sva hlavni
mista podnikani a kde vykonavaji svou €innost
podle této smlouvy.

Dodrzovani protikorupénich pravnich predpist
Ceské republiky by mélo zajistit soulad se
zakonem Spojenych statl o zahrani¢nich
korup&nich praktikach (Foreign Corrupt
Practices Act, FCPA), ve znéni zmén

a doplnéni, ktery obecné zakazuje pfimo

i nepfimo nabizet, slibovat, platit nebo davat
cokoliv cenného jakymkoliv statnim tfednikim
za ucelem zachovani nebo udrzeni
obchodnich nebo jakychkoliv neopravnénych
vyhod. Pro ucely tohoto bodu znamena pojem
»Statni ufednik® jakéhokoliv Ufednika,
funkcionafre, zastupce &i zaméstnance, v€etné
lékaru, ktefi jsou zaméstnanci ministerstev,
agentur nebo instituci (véetné statem
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organization or political party or candidate for
political office. Additionally, if Investigator,
Institution’s director or any of Institution’s
employees, agents, and consultants, directly
or indirectly in connection with this Agreement,
are government officials, The Institution and
Investigator agree that Lilly’s and/or Lilly’s or
Lilly-designated representative’s payment of
them in connection with this Agreement is not
intended to influence any decision that any
individual may make in their capacity as a
government official or to retain or obtain
business. The Institution further represents
that neither Investigator nor Institution’s
director nor any of the Institution’s employees,
agents, or consultants, directly or indirectly in
connection with this Agreement, will directly or
indirectly offer to pay, promise to pay or give
money and/or anything of value to any
government official for the purposes of (i)
influencing the performance, the non-
performance and the delay in performance of
any act related to his work duties and/or any
decision of such government official in its
official capacity; (ii) influencing/inducing such
government official to do an act contrary to his
work duties or omit to do any act in violation of
the lawful duty of such official; (iii) securing
directly or indirectly any improper advantage
for the purpose of performing any act which is
contrary to his work duties; or (iv)
determining/inducing such government official
to use its 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.
Additionally, the 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. The
Institution agrees that any payment from Lilly
and/or Lilly’s representative to either the
Investigator and/or the Institution in connection
with/related to the services to be provided
under this Agreement is not intended to
influence any decision the Investigator and/or
the Institution may make regarding the
prescription of Lilly’'s medicines or to otherwise
influence any pending or future Lilly business.
Investigator and Institution shall also ensure
that each investigator and sub-investigator in
Institution, and any sub-site and/or satellite
site provides Lilly with the appropriate financial
information for compliance with all applicable
laws and regulations and Lilly policy, and
Investigator and Institution understand and

vlastnénych nebo ovladanych komerénich
podnikd) mimo USA, nebo jakéhokoliv
Ufednika vefejné mezinarodni organizace Ci
politické strany nebo kandidata na politicky
Urad. V pfipadech, kdy je zkousSejici, feditel
poskytovatele nebo kterykoliv ze
zaméstnancu, zastupcl a

konzultantl poskytovatele, v pfimé nebo
nepfimé souvislosti s touto smlouvou, statnim
Ufednikem, poskytovatel a zkouSejici souhlasi
s tim, Ze platby, které od spole¢nosti Lilly
a/nebo od zastupce spole€nosti Lilly obdrzi

v souvislosti s touto smlouvou, nemaji za cil
ovlivnit Zadné rozhodnuti, které by né&jaka
osoba mohla pfijmout z pozice statniho
Ufednika v jejich prospéch, nebo udrzet nebo
ziskat zakazku. Poskytovatel dale prohladuje,
Ze zkouSejici ani feditel poskytovatele ani
zadny ze zaméstnancl, zastupcu Ci
konzultantl poskytovatele, v pfimé nebo
nepfimé souvislosti s touto smlouvou, nebude
pfimo €i nepfimo nabizet penize, slibovat
penize ani davat penize nebo cokoliv cenného
zadnému statnimu ufednikovi s cilem (i)
ovlivnit pInéni nebo neplnéni nebo prodleni

v plnéni jakéhokoliv Ukonu souvisejiciho s
jeho pracovnimi povinnostmi a/nebo
rozhodnuti pfislusného statniho ufednika v
jeho ufedni pravomoci, (ii) pfimét statniho
Ufednika, aby jednal nebo nejednal v rozporu
se svymi zakonnymi povinnostmi, (iii) zajistit
pfimo nebo nepfimo jakoukoliv neopravnénou
vyhodu za ucelem ukonu, ktery je v rozporu s
jeho pracovnimi povinnostmi, (iv) pfimét
statniho ufednika, aby vyuzil svij vliv ve vladé
nebo instituci a ovlivnil jednani nebo
rozhodnuti vlady nebo instituce v souvislosti

s Cinnosti provadénou v ramci této smlouvy.
Poskytovatel dale projevi pfiméfenou snahu o
splnéni informacnich pozadavkd, véetné
odpovédi na dotazniky a pfesné formulované
auditni otazky, s cilem umoznit spole¢nosti
Lilly dodrzet platné protikorup&ni pravni
pfedpisy. Poskytovatel souhlasi s tim, ze
platba, kterou poskytovatel a/nebo zkousSejici
obdrzi od Lilly a/nebo zastupce spole¢nosti
Lilly v souvislosti se sluzbami poskytovanymi
podle této smlouvy, neni ur€ena k ovlivnéni
pfipadného rozhodnuti, které by poskytovatel
a/nebo zkousSejici mohli pfijmout, pokud se
jedna o predepisovani 1€kl spoleénosti Lilly, ¢i
ovlivnéni sou€asnych nebo budoucich
zakazek spolecnosti Lilly.

Zkousejici a poskytovatel takeé zajisti, aby
kazdy zkouSejici a spoluzkousejici u
poskytovatele, v jakékoli podfizené sloZce
pracovisté a/nebo na odlou¢eném pracovisti
poskytli spole¢nosti Lilly pFislusné finanéni
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shall ensure that each investigator and sub-
investigator understands that laws, regulations
and Lilly’s policies may require certain
financial information be submitted to regulatory
authorities.

Investigator and Institution agree that if
Investigator and/or Institution collect any
biological samples for independent research
from Study subjects, such samples will only be
collected prior to the administration of the
Study drug(s) or device(s). Additionally,
Investigator and Institution agree to obtain
separate informed consent documents, as well
as distinct ERB approval for such research,
and to comply with all applicable privacy laws
related to such samples.

B Clinical Trial Materials and Record
Retention

Institution and Investigator undertake to use
furnished the drugs for Study solely under
Protocol and that they may not be used for any
other purposes. Investigator and Institution
shall follow Lilly’s instructions related to the
destruction or disposition of Clinical Trial’s
materials. Investigator and Institution shall
ensure that a pharmacist, as an Institution
employee, will be a member of Study’s team
and will be responsible for the receipt and, the
case maybe, proper storage and dispensing of
Study’s drug for the purpose of conducting
Study at Institution according to applicable
legal regulations. Institution shall guarantee
and be liable for the proper performance of all
above mentioned activities by a pharmacist.
Investigator and Institution shall be
responsible for compliance with all laws and
regulations applicable to any liquidation of
Study’s drug permitted by Sponsor in writing
or disposition of Clinical Trial’s materials at the
site. Institution undertakes to retain all study
records for fifteen (15) years after completion
or termination of Study or the duration required
by the EU directive, provided, however, that in
the unlikely event that ICH or FDA record
retention requirements, (i.e., two (2) years
after the date of the marketing application
approval by FDA for Study’s drug(s) indication
being investigated, or if an application is not
approved, two (2) years after the FDA is
notified by Lilly of discontinuation of the IND)

informace pro U&ely dodrZzeni vSech
pFislusnych zakon( a pfedpist a vnitfnich
predpist spole¢nosti Lilly, a zkousSejici a
poskytovatel jsou srozuméni a zajisti, aby
kazdy spoluzkousSejici byl srozumén s tim, ze
zakony, pfedpisy a vnitini predpisy
spolec€nosti Lilly mohou vyZadovat, aby byly
regulatornim organtm predloZeny vybrané
finanéni informace.

ZkouSejici a poskytovatel souhlasi s tim, Ze
pokud bude zkou3ejici a/nebo poskytovatel od
subjektd studie shromazdovat jakékoliv
biologické vzorky pro samostatny vyzkum,
budou takové vzorky shromazdovany pouze
pred podanim hodnoceného IéCiva (I€Civ) Ci
prostfedku (prostfedki). ZkousSejici a
poskytovatel se dale zavazuji ziskat
samostatné informované souhlasy v pisemné
podobé a konkrétni souhlas etické komise s
takovym vyzkumem a dodrzovat ve vztahu k
takovym vzork(m veskeré pravni pfedpisy na
ochranu osobnich udaja.

Materialy pouzivané pfri klinickém
hodnoceni a uchovavani zaznamu

Poskytovatel a zkouSejici se zavazuji pouzivat
IéCiva dodavana pro studii vyluéné podle
protokolu a nepouzivat je pro zadné jiné ucely.
Poskytovatel a zkouSejici budou postupovat
podle instrukci Lilly tykajicich se jakéhokoliv
zni¢eni nebo zachazeni s materialy
pouzivanymi pfi klinickém hodnoceni.
Zkousejici a poskytovatel zajisti, Ze jednou

z osob realizujicich studii bude farmaceut,

a tento farmaceut bude odpovédny za prevzeti
a pfipadné za fadné skladovéani a vydavani
hodnoceného IéCiva pro ucely provadéni
studie u poskytovatele podle platnych
pravnich pfedpisu. Poskytovatel zarucuje

a ponese odpovédnost za fadné plnéni vSech
vySe uvedenych €innosti takovym
farmaceutem. Poskytovatel a zkouSejici
zajisti, Ze likvidace hodnoceného lé€iva
povolena pisemné zadavatelem nebo
zachazeni s materidly pouzZivanymi pfi
klinickém hodnoceni u poskytovatele, budou
probihat v souladu se vSemi pfislusnymi
zakony a predpisy. Poskytovatel se zavazuje
vSechny zdznamy o studii uchovavat po dobu
patnacti (15) let od jejiho dokon&eni nebo
zastaveni nebo podle pozadavkld smérnice
EU, avSak s tim, ze v nepravdépodobném
pfipadé, ze by ICH nebo FDA pozadovaly
Ih{tu pro uchovavani zaznam (tj. dva (2) roky
od data rozhodnuti FDA o registraci
hodnoceného léciva (IéCiv) pro zkoumanou
indikaci, nebo pokud Zzadost o registraci
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are longer than fifteen (15) years, Lilly will
notify Institution 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 essential
Study records.

If there is a change of responsibility/ownership
of Study records (ex. Investigator retires or
hospital closes), Investigator and Institution
must notify Lilly.

C Confidentiality and Non-Use

All information provided to Investigator or
Institution by Lilly or Lilly-designated
representatives, or generated by Investigator
or Institution in connection with Study, 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
termination or conclusion of Study, except to
the extent that Lilly gives Investigator or
Institution written permission or particular
information is required by laws or regulations
to be disclosed to the ERB, a patient or local
regulatory agencies. To the extent disclosure
is requested by any other person or entity,
Investigator 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 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 or Institution be obligated to defy
any law, regulation or judicial or governmental
order. Investigator and Institution shall be
responsible for ensuring that Investigator’s or
Institution’s 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.

nebyla schvalena, dva (2) roky od okamziku,
kdy spolecnost Lilly informovala FDA o
preruseni IND) delSi nez patnact (15) let, bude
spolec¢nost Lilly informovat poskytovatele o
jakékoliv dodatec¢né Casové Ihuté, po kterou
museji byt zaznamy uchovavany tak, aby byly
tyto pozadavky splnény. Poskytovatel a
zkouSejici souhlasi s tim, Ze vyvinou
maximalni usili, aby zabranili pfed€asné
destrukci dalezitych zaznamu o studii.

Jestlize nastane zména v odpovédnosti za
zaznamy o studii nebo jejich vlastnictvi (napf.
odchod zkouSejiciho do dichodu nebo
uzavreni poskytovatele), musi o tom
zkousejici a poskytovatel informovat Lilly.

Uchovavani duvérnych informaci a jejich

Poskytovatel a zkouSejici se zavazuiji
uchovavat vSechny informace poskytnuté Lilly
¢i jinymi zastupci jmenovanymi spole¢nosti
Lilly nebo vytvofené zkousSejicim nebo
poskytovatelem v souvislosti se studii jako
divérné a nepouzit je k zadnému ucelu, ktery
neni stanoven touto smlouvou, a to nejméné
po dobu péti (5) let od ukon¢eni nebo
dokoncéeni studie, pokud spolec¢nost Lilly
neudéli zkou$ejicimu nebo poskytovateli
pisemny souhlas nebo neni-li podle zakona
nebo jiného pfedpisu vyzadovano
zpfistupnéni konkrétni informace etické
komisi, pacientovi nebo mistnimu organu
statniho dozoru. Jestlize je zpfFistupnéni
pozadovano jakoukoliv jinou fyzickou i
pravnickou osobou, poskytovatel nebo
zkousejici to neprodlené oznami spolecnosti
Lilly a nezpfistupni zadnou informaci bez
pfedchoziho pisemného svoleni spole€nosti
Lilly. JestliZe tfeti strana usiluje o takové
zpfistupnéni narokovanim zakonného prava,
bude poskytovatel nebo zkousejici pfiméfené
spolupracovat se spole¢nosti Lilly v pfipadé,
Ze si spole¢nost Lilly pfeje podniknout pravni
kroky k napadnuti takového naroku nebo
zpfistupnéni; av8ak s tim, Ze poskytovatel ani
zkousejici nebudou v Zadném pfipadé povinni
porusit zakon, pfedpis nebo soudni ¢i vliadni
prikaz. ZkouSejici a poskytovatel jsou
odpoveédni za zajisténi toho, Ze jejich
zameéstnanci, spoluzkousejici, dodavatelé a
zastupci budou vazani zachovavanim
davérného charakteru informaci a jejich
nepouzitim ve stejném smyslu. Podminky pro
uchovavani ddvérnych informaci a jejich
nepouziti zde stanovené budou nadfazeny
jakymkoliv pfedchozim podminkam pro
ddvérny charakter a nepouzivani informaci,
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(ii)

(iii)

Additionally, in the event Investigator is invited
to be an author of a Lilly publication or
presentation during the course of or after the
conclusion of Study covered by this
Agreement, Investigator agrees that he will
hold all new information (including data from
other investigator sites for multi-site studies)
provided to him by Lilly or Lilly-designated
representatives, or generated by Investigator
in connection with such authorship, in
confidence for five (5) years from the date of
such disclosure or the generation of
information, as applicable. This obligation
survives the expiration, cancellation or
termination of this Agreement.

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

is or later becomes part of the public domain
other than through an act or omission of
Investigator or Institution;

was known by Investigator 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

is independently developed, as shown by
written documentation, by Investigator or
Institution or Investigator’s or Institution’s
personnel who did not have access to

confidential information provided by Lilly.

Data

Institution and Investigator accept that the data
generated in connection with Study, excluding
patient medical records not recorded as case
report forms, raw source data, original medical
records, “Source Documents” and “Source
Data” as defined in ICH guidelines, other
personal record and the Investigators personal
notes shall be the sole property of Lilly and
shall be subject to the obligations of
Confidentiality and Non-Use set forth above in

které byly stranami dfive sjednany v
souvislosti s touto studii. Podminky této
smlouvy budou rovnéz povazovany za
divérné a mohou byt zpfistupnény pouze v
rozsahu pozadovaném zakonem nebo v
rozsahu nutném pro ziskani souhlasu s
provadénim studie.

Pokud bude zkousSejici vyzvan, aby se stal
autorem publikace nebo prezentace
spole€nosti Lilly béhem doby trvani nebo po
uzavieni studie dle této smlouvy, zkouSejici se
zavazuje, Ze s veSkerymi novymi informacemi
(v€etné Udajl od jinych vyzkumnych pracovist
pro multicentrické studie), které mu poskytne
spolecnost Lilly nebo zastupci povéreni
spolecnosti Lilly nebo které zkousSejici vytvori
v souvislosti s takovym autorstvim, bude
nakladat jako s dGvérnymi po dobu péti (5) let
od data jejich sdéleni Ci pfipadné vytvoreni.
Tato povinnost zUstava v platnosti i po
uplynuti platnosti, zruSeni €i vypovézeni této
smlouvy.

Shora uvedené zavazky nezpfistupnéni a
nepouzivani udajil se nevztahuji na
informace, které:

jsou nebo se stanou vefejné znamymi jinym
zplsobem nez ¢innosti ¢i opomenutim
poskytovatele nebo zkousejiciho;

byly znamy poskytovateli nebo zkou$ejicimu
jiz pFedtim, neZ byly zpfistupnény ze strany
spole€nosti Lilly nebo jakymkoliv nezavislym
zdrojem nebo tfeti stranou bez jakéhokoliv
zavazku zachovavani davérného charakteru
takovych informaci vici spolecnosti Lilly nebo
jakékoliv treti strané, jak to Ize prokazat
predchozi pisemnou dokumentaci; nebo

byly ziskany nezavislou €innosti poskytovatele
nebo zkousejiciho &i jejich personalu, ktefi
nemeéli pfistup k divérnym informacim
poskytnutym ze strany spole€nosti Lilly, jak to
prokazuje pisemna dokumentace.

Udaje

Poskytovatel a zkouSejici berou na védomi, ze
udaje vzniklé ze studie, s vyjimkou lékafskych
zaznamu pacienta, které nebyly pfepsany do
zaznamU subjektt hodnoceni, nezpracované
zdrojové Udaje, puvodni lékafské zaznamy,
.Zdrojové dokumenty“ a ,Zdrojové udaje, jak
jsou definovany v ICH smérnicich, dalSi
osobni zadznamy a osobni poznamky
zkouSejiciho, budou vyluénym vlastnictvim
spolec¢nosti Lilly a budou podléhat zavazku
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Article I.C Notwithstanding the obligations of
I.C set forth above. Institution and/or
Investigator shall have the right to use the data
for their own internal non-commercial
educational, research, quality assurance,
and/or patient care purposes.

E Information Security

Institution and Investigator represent and
certify that they have documented information
security policies, standards and/or procedures
in place to protect the confidentiality and
integrity of confidential information, as well as
certain protected health information as that
term is defined under local privacy
laws.Institution and Investigator further
represent and certify 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, laptop computers, compact
discs, PDAs, thumb drives, backup tapes,
and/or zip drives, shall utilize encryption.

F Publications

Investigator and Institution will be free to
publish and present the results of Study
subject to the following conditions: Lilly will be
furnished with a copy of any proposed
publication or presentation for review and
comment thirty (30) days prior to such
presentation or submission for publication.
Such thirty (30) day period does not begin until
receipt of the proposed publication or
presentation at Lilly in Indianapolis, Indiana,
USA. At the expiration of such thirty (30) day
period, Investigator 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 Lilly reasonably
believes that prior to such publication or
presentation 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 or Institution shall either (1) delay
such publication or presentation for an
additional sixty (60) days or until the foregoing
action(s) have been taken, whichever shall

zachovavani divérného charakteru informaci
a jejich nepouziti, jak je stanoveno v bodé I.C
vyse. Poskytovatel a/nebo zkouSejici maji
pravo pouZzivat tyto udaje pro své vlastni
interni nekomeréni vzdélavaci ¢i vyzkumné
potfeby, pro ucely zajistovani kvality a/nebo
péce o pacienty.

Zabezpeceni informaci

Poskytovatel a zkouSejici prohlasuji a
potvrzuji, Ze maji zavedené a
zdokumentované predpisy, standardy a/nebo
postupy v oblasti zabezpeceni informaci za
ucelem ochrany divérnosti a integrity
davérnych informaci a vybranych chranénych
zdravotnich udaju, jak je tento pojem
definovan podle mistnich pravnich predpist
na ochranu osobnich Udaju. Poskytovatel a
zkousejici dale prohlasuji a potvrzuji, ze maji
zavedené postupy a/nebo procesy umoznujici
odhalovani hrozeb a slabych mist v jejich
informacnim systému (systémech) a Ze
odpovidajicim zplsobem proskoli své
pracovniky. Poskytovatel souhlasi s tim, Zze
veskeré osobni Udaje pfedavané nebo
uloZzené na jakémkoliv mobilnim zafizeni,
zejména chytrych telefonech, laptopech,
kompaktnich discich, zafizenich PDA, flash
discich, zaloznich paskach a/nebo zip
disketach, budou kédované.

Publikovani

Zkousejici a poskytovatel maji moznost
zvefejhovat a prezentovat vysledky studie pfi
splnéni nasledujicich podminek: Spole¢nost
Lilly obdrzi kopii jakékoliv navrhované
publikace nebo prezentace k posouzeni a k
vyjadreni tficet (30) dnli pfed takovou
prezentaci nebo odevzdanim k publikovani.
Lhuta tficeti (30) dnd zaéne bézZet od doruéeni
navrhovanych publikaci €i prezentaci Lilly v
Indianapolis, Indiana, USA. Po uplynuti této
Ihaty tficeti (30) dnd je mozno pfistoupit k
prezentaci nebo k publikovani. Jestlize v§ak
spole¢nost Lilly mezitim zkouSejicimu nebo
poskytovateli pisemné sdéli, Ze se diivodné
domniva, Ze pfed takovym zvefejnénim nebo
prezentaci musi u€init kroky na ochranu svych
zajmu na poli dusevniho vlastnictvi, jako je
napfiklad podani patentové pfihlasky, kterou
vznasi narok na vynalez, nebo podani zadosti
o registraci ochranné znamky, zavazuje se
zkousejici nebo poskytovatel zafizeni bud (1)
pozdrzet zvefejnéni nebo prezentaci o dalSich
Sedesat (60) dnl nebo do doby, dokud
nebudou podniknuta vy$e uvedena opatfeni,
podle toho, co nastane dfive, nebo (2) pokud
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first occur; or (2) if Investigator or Institution
are unwilling to delay the publication or
presentation, Investigator or Institution will
remove from the publication or presentation
the information which Lilly has specified it
reasonably believes would jeopardize its
intellectual property interests. Under certain
circumstances, a shorter review period may be
granted in writing by Lilly. Investigator or
Institution will assist Lilly in obtaining reprints
of Investigator’s or Institution’s publication(s)
resulting from Study.

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 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.

G Inventions

If during the course of t Study or within one
year after termination of this Agreement,
Investigator or Institution conceive or actually
reduce the practice of what Investigator or
Institution believe to be a new invention
(including, without limitation, new uses,
processes, formulations, therapeutic
combinations or methods) occurring as a
result of the performance of Study covered by
this Agreement or involving the Study’s
drug(s), device(s) or simple derivatives of
Study’s drug (for instance, but not limited to
antibody fragments, analogs, salts, solvates,
conformers, stereoisomers, racemic mixtures,
amorphous forms, crystal forms, crystal habits,
metabolites, prodrugs, free acids, chelates,
complexes, synthetic intermediates, isotopic or
radiolabeled equivalents or mixtures thereof),
Investigator or Institution shall promptly notify
Sponsor.

The new invention or use shall be the sole
property of Lilly. As such, Institution and
Investigator hereby assign the exclusive
ownership of any such Invention to Lilly.

nebudou zkou$ejici nebo poskytovatel ochotni
zvefejnéni pozdrzet, zavazuje se zkousejici
nebo poskytovatel z publikace nebo
prezentace odstranit ty informace, které
spolecnost Lilly uréi a o nichz se bude
divodné domnivat, ze by poskodily jeji zajmy
na poli ochrany jejiho dusevniho vlastnictvi.
Spolec¢nost Lilly mize za uréitych okolnosti
pisemné stanovit k pfezkoumani a vyjadfeni i
kratSi asové obdobi. ZkouSejici nebo
poskytovatel se zavazuji napomahat
spole¢nosti Lilly k ziskani vytisk publikace
zkousejiciho nebo poskytovatele vzesié ze
studie.

Bez ohledu na vySe uvedené budou védecké
zavéry a odborné posudky ohledné vysledkl
studie v jakékoliv publikaci, které predlozi
zkousejici, ur€eny vyhradné zkousejicim a
budou v souladu s pfedpisy a zasadami
stanovenymi Mezindrodnim vyborem
vydavatell Iékafskych odbornych ¢asopisl
(International Committee of Medical Journal
Editors) a dalSimi vyznamnymi Iékafskymi
Casopisy a nebudou podléhat cenzufe nebo
nepfiméfené kontrole &i odkladani publikovani
ze strany spolecnosti Lilly.

Vynalezy

Jestlize v priibéhu studie nebo v dobé do
jednoho roku po ukonceni platnosti této
smlouvy poskytovatel nebo zkouSejici
zformuluji nebo uplatni v praxi skute€nost,
ktera je vysledkem provadéni studie, jez je
pfedmétem této smlouvy, o které se
domnivaji, Ze jde o novy vynalez (v€etné
novych zplsobu uzivani, postupd, Iékovych
forem, terapeutickych kombinaci nebo
zpusobu léCby) nebo ktera zahrnuje I&€ivo
(IécCiva) ¢i prostfedek (prostredky)
hodnocenych ve studii nebo jednoduché
derivaty léCiva (léCiv) hodnoceného /
hodnocenych ve studii (napfiklad protilatkové
fragmenty, analogy, soli, solvaty, konformery,
stereoizomery, racemické smési, amorfni
formy, krystalické formy, krystalové struktury,
metabolity, pro-léCiva, volné kyseliny, chelaty,
komplexni slougeniny, syntetické
meziprodukty, izotopové nebo radioaktivné
znacené ekvivalenty nebo jejich smési),
zavazuji se o tom neprodlené informovat
zadavatele.

Novy vynalez nebo zpusob pouziti budou
vyluénym vlastnictvim spolecnosti Lilly.
Poskytovatel a zkouSejici tudiz timto postupuji
vyluéné vlastnictvi jakéhokoliv takového
vynalezu spolec¢nosti Lilly.
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Unless explicitly provided otherwise in this
Agreement, Sponsor retains all rights granted
or acknowledged on the basis of any
legislation relating to patents, copyright,
trademarks or industrial designs and any other
laws governing intellectual and industrial
property, whether or not registered, including
rights to any use of the above (hereinafter
referred to as “Intellectual Property Rights”)
with respect to results of Clinical Trial, the
tested compound, confidential information and
Protocol, and anything derived from them or
with respect to their improvement or use, as
well as to any other work, discovery, invention
(whether or not patentable), trademark,
industrial design or any other matter eligible
for any protection based on t Intellectual
Property Rights (hereinafter referred to as
“Intellectual Property”), disclosed or otherwise
provided by Lilly to Institution, its personnel
and/or Investigator hereunder. All Intellectual
Property rights are governed by the laws of the
jurisdiction of their origin.

The Intellectual Property rights to any
Intellectual Property discovered or created by
Investigator and/or personnel of Institution,
whether independently or together with a third
party, during the course of performance of this
Agreement, including Intellectual Property
relating to the tested compound, Clinical Trial
and the Protocol, results recorded during
Clinical Trial and/or any data, information or
results obtained as a result of independent
work or cooperation of the parties as part of
Clinical Trial (hereinafter referred as
“Inventions”) shall be deemed the exclusive
and vested property of Lilly.

Should, based on applicable laws and
regulations, any Intellectual Property Rights to
Inventions accrue to Institution, its personnel,
Investigator and/or Institution as the employer
of Investigator or any member of the personnel
exercising proprietary copyright of such
person/entity as an author, Institution hereby
transfers all transferrable Intellectual Property
rights to any Inventions (in particular, the right
of Institution to exercise proprietary rights to
works of authorship) to Lilly. In the event that
the character of the Intellectual Property rights
makes it impossible to transfer any or all of
these rights in the above manner, Institution
hereby grants an explicit, exclusive,

Neni-li v této smlouvé vyslovné uvedeno jinak,
zadavatel si ponechava veskera prava, ktera
jsou udélena ¢i uznana na zakladé jakékoliv
legislativy tykajici se patentud, autorskych prav,
ochrannych znamek nebo pramyslovych vzor(
a jakychkoliv jinych zakonu vztahujicich se na
dusevni a pramyslové vlastnictvi, at' jiz
registrované &i nikoliv, a to v&etné prav k
jakémukoliv vyuZiti vySe uvedeného (dale jen
sprava z dudevniho vlastnictvi“), ve vztahu k
vysledkdm klinického hodnoceni,
hodnocenému pfipravku, ddvérnym
informacim a protokolu i k éemukoliv od nich
odvozenému nebo k jejich vylepSeni &i uZiti,
jakoz i k jakémukoliv dalSimu dilu, objevu,
vynalezu (patentovatelnému ¢i nikoliv),
ochranné znamce, priimyslovému vzoru
a/nebo jakékoliv jiné zalezitosti zplasobilé k
tomu, aby pozivala jakoukoliv ochranu na
zakladé prav z dusevniho vlastnictvi (dale jen
»=duSevni viastnictvi“), sdélené &i jinak
poskytnuté spolecnosti Lilly poskytovateli,
jeho personalu a/nebo zkousejicimu na
zakladé této smlouvy. Veskera prava z
dudevniho vlastnictvi se fidi zakony jurisdikce,
ve které takové pravo vzniklo.

Prava z dusevniho vlastnictvi k jakémukoliv
dudevnimu vlastnictvi objevenému ¢i
vytvofenému zkousejicim a/nebo personalem
poskytovatele, at' jiz samostatné nebo
spolecné se tfeti stranou, v rdmci pInéni této
smlouvy, v€etné duSevniho vlastnictvi
tykajiciho se hodnoceného pfipravku,
klinického hodnoceni, protokolu, vysledki
zaznamenanych bé&hem klinického hodnoceni
a/nebo jakychkoliv udajd, informaci €i
vysledkl dosazenych samostatnou nebo
spole¢nou praci stran na klinickém hodnoceni
(dale jen ,vynalezy®), budou povazovana za
vyhradni a nezcizitelné vlastnictvi spole¢nosti
Lilly.

Pokud by na zakladé pfisluSnych zakonl a
predpist pfipadla prava z dusevniho
vlastnictvi k vynalezdm poskytovateli, jeho
personalu, zkouSejicimu a/nebo poskytovateli
jako zaméstnavateli zkou$ejiciho nebo
nékterého ¢lena personalu, vykonavajicimu
majetkova autorska prava takové osoby
jakozto autora, prevadi timto poskytovatel
veskera prevoditelna prava z dusevniho
vlastnictvi k jakymkoliv vynaleziim (zejména
pravo poskytovatele vykonavat majetkova
prava k autorskym dilim) na spole¢nost Lilly.
V pfipadé, ze charakter prav z duSevniho
vlastnictvi znemoZziuje vSechna &i néktera tato
prava vySe uvedenym zpusobem prevést,
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(i)

(ii)

(iif)

irrevocable and royalty-free license to Lilly for
use and, to the extent permitted by applicable
laws, exercise of any Intellectual Property
rights to Inventions. Notwithstanding the
above, Institution hereby agrees that Lilly has
the right to grant a sublicense or transfer the
license granted to it hereunder to a third party.
Institution shall immediately inform Lilly of any
Inventions in writing and shall provide Lilly with
information and assistance as may be
reasonably required by Lilly for exercise of its
rights hereunder. Should any mandatory
provisions of applicable laws of the given
jurisdiction provide for the right of Institution,
its personnel and/or Investigator to demand
compensation for granting a license and/or for
any commercial use of such Inventions by
Lilly, the parties shall agree upon a
commercially adequate amount of
compensation based on the contribution of
each party to the creation of the respective
Invention taking into account the established
practice common in the industry in such
matters.

Publicity

Consistent with the obligations of set forth
above in Article |.C, Investigator and Institution
agree to the following:

Solicitation of patients.

Lilly and ERB must approve, in writing, the text
of any communication soliciting patients for
Study before placement, including, but not
limited to, newspaper and radio
advertisements, direct mail pieces, internet
advertisements or communications, and
newsletters. Such communications must
comply with applicable laws and guidelines.

Press releases.

Lilly must approve, in writing, press statements
by Investigator or Institution regarding Study or
Study’s drug(s) before the statements are
released.

Inquiries from media and financial
analysts.

During and after Study, Investigator or
Institution may receive inquiries from reporters
or financial analysts. Investigator and
Institution agree to confer with Lilly’s Research
Physician or Medical Director at ELI LILLY CR,
s.r.o., Pobfezni 394/12, Prague 8, 180 00

() o Lilly's Corporate

udéluje timto poskytovatel spole€nosti Lilly
vyslovnou, vyhradni, neodvolatelnou a
bezplatnou licenci na uziti a v rozsahu
povoleném pfisludnymi zakony vykon
jakychkoliv prav z dusevniho vlastnictvi k
vynalezim. Bez ohledu na vySe uvedené
timto poskytovatel souhlasi s tim, ze
spolecnost Lilly ma pravo udélit sublicenci
nebo prevést licenci udélenou ji dle tohoto
¢lanku na tfeti stranu. Poskytovatel bude
spolecnost Lilly neprodlené pisemné
informovat o jakychkoliv vyndlezech a
poskytne ji informace a soucinnost, kterou
muZze spolecnost Lilly divodné pozadovat k
vykonu svych prav dle této smlouvy. Pro
pfipad, Ze by zavazna ustanoveni pfislusnych
zakon( dané jurisdikce opravriovala
poskytovatele, jeho personal a/nebo
zkousejiciho pozadovat kompenzaci za
poskytnuti licence a/nebo za jakékoliv
komeréni vyuziti takovych vynalezl
spolecnosti Lilly, se strany dohodnou na
obchodné pfiméfené vysi kompenzace, a to
na zakladeé pfispéni kazdé strany ke vzniku
daného vynalezu a s ohledem na zavedené
postupy, které jsou v daném odvétvi v
takovych zalezitostech bézné.

Zverejnovani

V souladu s pozadavky stanovenymi v ¢lanku
I.C vySe souhlasi zkouSejici a poskytovatel

s nasledujicim:

Ziskavani pacientu.

Spolec¢nost Lilly a eticka komise musi pfed
zvefejnénim pisemné schvalit text vdech
sdéleni vybizejicich pacienty k ucasti ve studii.
Tyka se to zejména inzeratd uvefejnénych v
novinach a v rozhlase, v pfimych postovnich
zasilkach, na internetu a v informacnich
letacich. Takova inzerce musi byt v souladu s
prislusnymi zakony a smérnicemi.

Tiskova prohlaseni.

Spolec¢nost Lilly musi pisemné schvalit tiskova
prohlaSeni poskytovatele nebo zkousejiciho
tykajici se studie nebo pfipravku
hodnoceného ve studii, a to pfedtim, nez jsou
tato prohlaseni vydana ke zvefejnéni.

Dotazy sdélovacich prostredkt a
finanénich analytikd.

V prubéhu studie a po jejim ukonéeni mohou
byt poskytovatel nebo zkousSejici dotazovani
ze strany reportér nebo finanénich analytik.
Zkousejici a poskytovatel souhlasi, Ze se
pfedtim, neZ budou na takové dotazy
odpovidat, poradi s Iékafem spole¢nosti Lilly
pro Kklinicky vyzkum nebo s vedoucim
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Communications Department in the United

States at (il to discuss such

inquiries before responding to them.

Use of name.

Neither Lilly nor Investigator and Institution will
use the name or names of other party or
another party’s 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 name in Study’s
publications and communications, including
clinical trial web sites and Study’s newsletters
and that Lilly may disclose their names,
business contact information, and the names
of any sub-investigators, types of services
performed by Institution and Investigator and
and/or any sub-investigator for Lilly under this
Agreement, existence and terms of this
Agreement, and amount of compensation paid
in exchange for Institution’s and Investigator’s
services or the services of any sub-
investigator, in order to comply with applicable
laws and regulations. Institution and
Investigator shall be responsible for ensuring
that their sub-investigators have consented to
these same terms of disclosure.

Identification of Trade Secret.

The Sponsor states that it considers the
subject number, description of the Study, the
fee information, the Payment Schedule and
the Study budget, the Investigator’s Brochure,
the Insurance Policy concerning clinical trial
insurance and the Clinical Trial Protocol to be
significant information as defined under the
statutory definition of a trade secret (Sec. 504
of Act No. 89/2012 Coll., Civil Code), because
general access to such information could have
material impact on the economic results and
the market position of the Sponsor. The
Institution and the Investigator confirm that
they also consider the information included in
the first sentence to be significant information
as defined under the statutory definition of a
trade secret (Sec. 504 of Act No. 89/2012
Coll., Civil Code) and undertake to maintain
this information confidential pursuant to this
Agreement.

Publication / Disclosure of the Letter of
Agreement.

lékarského oddéleni ELI LILLY CR, s.r.o.,
Pobfezni 394/12, Praha 8, 180 00
(). <bo s oddélenim komunikace
spolecnosti Lilly ve Spojenych statech
americkych ( ).

Pouzivani jména.

Lilly, zkousSejici a poskytovatel se zavazuji
nepouzivat jméno ani jména jiné smluvni
strany nebo jejich zaméstnancu v Zzadném
reklamnim nebo prodejnim propagacnim
materialu, ani v zadné jiné publikaci bez
pfedchoziho pisemného svoleni, avSak s tim,
Ze poskytovatel a zkou$ejici souhlasi, Ze jejich
nazev/jméno muze byt pouzito v publikacich
nebo sdélenich o studii, véetné webovych
stranek o klinickém hodnoceni a informacnich
bulletinu o studii, a Ze spole¢nost Lilly mize
uverejnit nazev poskytovatele, jméno
zkouSejiciho, jejich kontaktni obchodni udaje
a jména spoluzkousejicich, typ sluzeb
poskytovanych poskytovatelem, zkousSejicim
a/nebo jakymkoliv spoluzkou$ejicim pro
spolecnost Lilly podle této smlouvy, existenci
a podminky této smlouvy a vysi odmény,
kterou spole¢nost Lilly zaplatila za sluzby
poskytovatele a zkouSejiciho nebo za sluzby
kteréhokoliv spoluzkousejiciho, za uc¢elem
dodrzeni pfisluSnych zakon( a pravnich
predpisu. Poskytovatel a zkouSejici ponesou
odpovédnost za to, ze zajisti, aby jejich
spoluzkous$ejici souhlasili s t&émito
podminkami uverejfiovani informaci.

Oznaéeni obchodniho tajemstvi.

Zadavatel uvadi, ze informace o poctu
subjektd, o poplatcich, o odméné, o platebnim
rozvrhu a rozpodtu studie, o souboru informaci
pro zkousejiciho, o pojistné smlouvé o
pojisténi klinického hodnoceni a protokolu
klinického hodnoceni povazuje za informace
vyznamné ve smyslu zakonné definice
obchodniho tajemstvi (§ 504 zakona C¢.
89/2012 Sb., obcCansky zakonik), nebot
vSeobecny pfistup k témto informacim muze
mit podstatny dopad na ekonomické vysledky
a trzni postaveni Zadavatele. Poskytovatel a
ZkouSejici potvrzuji, ze i pro né jsou informace
podle véty prvni vyznamné ve smyslu
zakonné definice obchodniho tajemstvi (§ 504
zakona €. 89/2012 Sb., ob¢ansky zakonik) a
zavazuji se o téchto informacich zachovavat
micenlivost v souladu s touto Smlouvou.

Zvefejnéni smlouvy.

167-Mc-Amax_cz_3 || R

Page 13 of 30



Tripartite Contract — Interventional Study
OUS Lilly LoA Template — Czech Republic
Global Version: 02 2020

Affiliate Version: Jan 2020

The Parties have agreed to inform each other
of any need for publication in case the
Agreement needs to be published 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 under other legal
regulations, and to proceed in accordance with
this Agreement. Prior to the publication of the
Agreement, all provisions and Exhibits of the
Agreement identified as a trade secret by the
Parties, as well as any data not to be
published under Act No. 340/2015 Coll., will be
removed from the Agreement, and the
publication will be carried out by the Institution.

Prior to the signature of the full version of the
Agreement, the Sponsor will provide the
Institution with a version of the Agreement
modified for the publication in the Register of
Contracts according to Act No. 340/2015 Coll.
on Special Prerequisites for the Effectiveness
of Certain Contracts, the Publication of Those
Contracts, and the Register of Contracts.
Institution will publish the modified Agreement
version within 5 days of the signature by
Institution at the latest. In case Institution does
not publish the Agreeement within the above
period, the Sponsor is entitled to publish the
Agreement on their own behalf.

Debarment Certification

Investigator and Institution agree that
Investigator and Institution are not and have
not been debarred or disqualified from
participating in clinical research by the
Regulatory Body of the Czech Republic, any
United States regulatory authority or by any
other regulatory authority, and that Investigator
and Institution 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. In the event
that any person involved in Study should
become debarred or disqualified during the
course of Study, Investigator and Institution
agree to promptly notify Lilly in writing.

LILLY SUPPORT

Lilly shall inform the State Institute for Drug
Control and ethical committees for multi-center
studies on commencement of the Clinical Trial
within 60 days of its actual commencement
pursuant to Sec. 55 (8) of the Act on Drugs
and Sec. 15 of Decree No. 226/2008 Coll., on
Good Clinical Practice, as amended. Lilly shall

Smiluvni strany se dohodly, ze v pfipadé
nutnosti zvefejnéni Smlouvy dle zakona C¢.
340/2015 Sb., o zvlastnich podminkach
ucinnosti  nékterych  smluv, uvefejhovani
téchto smluv a o registru smluv, &i dle jinych
pravnich predpisi se budou vzdy pfedem
vzajemné informovat o nutnosti takového
zvefejnéni, a budou postupovat v souladu s
touto Smlouvou. Pfed zvefejnénim Smlouvy
budou veskera ustanoveni a pfilohy Smlouvy
oznaCené Smluvnimi stranami jako obchodni
tajemstvi a Udaje, které se podle zakona ¢&.
340/2015 Sb. nezvefejiiuji ze Smlouvy
odstranény (zacernény), pficemz zvefejfiovani
bude provedeno poskytovatelem.

Zadavatel se zavazuje, ze doda poskytovateli
modifikovanou verzi smlouvy uréenou ke
zvefejnéni v registru smluv, dle zakona ¢.
340/2015 Sb., o zvlaStnich podminkach

uCinnosti  nékterych  smluv, uvefejhiovani
téchto smluv a o registru smluv a to nejpozdéji
ke dni podpisu plné verze smlouvy.

Poskytovatel se zavazuje, ze modifikovanou
verzi smlouvy zvefejni nejpozdéji do 5-ti dnu
od podpisu  smlouvy  poskytovatelem.
Nezverejni-li poskytovatel smlouvu
v dohodnutém terminu, je zadavatel opravnén
smlouvu zvefejnit sam.

Osvédceni o zpuisobilosti

ZkouSejici a poskytovatel prohlasuji, Zze
nejsou a nikdy nebyli vylou€eni z u¢asti na
klinickém vyzkumu organem statniho dozoru
Ceské republiky, jakymkoliv organem statniho
dozoru Spojenych statd americkych nebo
jakymkoliv jinym regulatornim organem a ze
nebudou vyuzivat ani angazovat zadnou
fyzickou ani pravnickou osobu v souvislosti

s provadénim studie, ktera byla vylou¢ena

z ucasti na klinickém vyzkumu nékterym
regulatornim organem. Pokud bude kterakoliv
osoba podilejici se na této studii vylou€ena
nebo se stane pfedmétem vylu€ovaciho fizeni
v prabéhu této studie, zkouSejici nebo
poskytovatel o tom neprodlené pisemné
uvédomi spole¢nost Lilly.

PODPORA LILLY

Lilly bude informovat Statni ustav pro kontrolu
I&Civ a etické komise pro multicentricka
klinicka hodnoceni o zahajeni klinického
hodnoceni nejpozdéji 60 dnu po jeho
skute€ném zahajeni v souladu s ust. § 55
odst. 8 zadkona o |éCivech a § 15 vyhlasky ¢.
226/2008 Sb., o spravné klinické praxi, v
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submit reports on the course of the Clinical
Trial to relevant bodies every 12 months
during the entire course of Clinical Trial
pursuant to Sec. 58 (8) of the Act on Drugs.

Lilly will provide Investigator with Study
drug(s). In addition, Lilly or Lilly-designated
representative will provide financial support for
Study as follows:

A Payee
Payment in connection with Study will be

made to the Payee(s) stipulated in Exhibit 1.B
— Supplier Information Form.

B Payment Schedule
In connection with Study, Investigator and
Institution will be paid in accordance with the
terms set forth in the budget (“Budget”)
attached hereto as Exhibit 1. There will be no
payment for patients enrolled in Study, but not
complying with the enrollment criteria. For
those amounts designated for patient services,
Investigator and Institution will receive
payment only for data received based on the
actual number of visits and procedures
performed in accordance with the agreed upon
procedure fees outlined in Budget. Such
compensation is limited to payment for
of patients who are enrolled in
Study by , at the latest unless Lilly
has given Investigator or Institution written
approval to enroll additional patients or extend
the enroliment period. In the event that such
approval is granted, Investigator and Institution
will be paid in accordance with the fees set
forth in Budget for the additional patients.

Increases to invoiceable expenses shall only
be paid upon advance, written approval from
Lilly. Budgeted line item amounts represent

the maximum payable amounts unless such
advance, written approval is obtained.

Reasonable and customary costs incurred for
required unscheduled visits or for additional
Protocol-required procedures or Study
materials that are not related to diagnosis or
treatment of adverse events shall be paid by
Lilly in accordance with the invoiceable
process outlined above or, if applicable,
through an alternate invoiceable payment
process; provided that Lilly agrees to such
costs for the visit, procedure and/or Study
materials in advance.

platném znéni. Lilly bude pfedkladat pribézné
zpravy o prubéhu klinického hodnoceni
pFisluSnym organdm, a to kazdych 12 mésicu
po celou dobu trvani klinického hodnoceni, v
souladu s ust. § 58 odst. 8 zakona o léCivech.

Spolec¢nost Lilly se zavazuje poskytnout
zkouS$ejicimu hodnocené Ié€ivo (IéCiva). Dale
Lilly nebo zastupce povéreny spolecnosti Lilly
poskytne finanéni odménu za studii, a to
nasledujicim zplsobem:

Prijemce platby
Platba v souvislosti se studii se uskutec¢ni ve

prospéch pfijemct uvedenych v pfiloze 1.B —
.Formular: Informace o poskytovateli.”

Harmonogram plateb

V souvislosti se studii bude zkouSejicimu a
poskytovateli vyplacena odména dle rozpoctu
pfipojeného k této smlouvé jako pfiloha €. 1
(dale jen ,rozpocet®). Za pacienty, ktefi budou
do studie zafazeni, a nebudou splfiovat
kritéria pro zafazeni, nenalezi zkouSejicimu
ani poskytovateli Zadna platba. Z &astky
uréené pro sluzby souvisejici s pacienty
obdrzi zkouSejici a poskytovatel platbu pouze
za skute€ny pocet provedenych navstév a
procedur, a to ve shodé s odsouhlasenymi
poplatky za uskute¢néné procedury tak, jak
jsou uvedeny v rozpoctu. Takova odména se
omezuje pouze na platbu za

pacient(, ktefi budou zafazeni do studie
nejpozdsji do || pokud Lilly neda
zkouSejicimu nebo poskytovateli pisemny
souhlas se zafazenim dalSich pacientd nebo
s prodlouzenim obdobi pro zafazovani.

V pfipadé, Ze je tento souhlas udélen, obdrzi
zkousejici a poskytovatel platbu za dalSi
pacienty ve vySi stanovené v rozpoctu.

ZvysSené Castky za separatné fakturované
vydaje budou uhrazeny pouze na zakladé
predchoziho pisemného souhlasu Lilly. Pokud
nebyl poskytnut tento pfedchozi pisemny
souhlas, pfedstavuji Castky za fakturované
polozky uvedené v rozpo&tu maximalni
splatnou &astku.

Odlvodnéné a bézné naklady vzniklé v
souvislosti s nutnymi neplanovanymi
navstévami nebo provedenim dodateénych
procedur vyzadovanymi Protokolem nebo
vydanim material( pozadovanych studii, které
vSak nijak nesouviseji se zakladni diagn6zou
¢i 1éEbou nezadoucich ucinkud, budou Lilly
uhrazeny podle postupu uvedeného vyse
nebo pfipadné jinym alternativnim zplsobem
za predpokladu, Ze Lilly s takovymi naklady za
extra navstévu, procedury a/nebo materialy
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Payment will be made in Czech crowns. The
VAT rate is governed by enforceable laws at
the time of issuance of the invoice. Payment is
payable within 30 days after the invoice’s
delivery.

To be eligible for payment, all procedures
must be performed in full compliance with
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 ERB-approved consent
document, and all procedures designated in
Protocol must be carried out on a “best efforts”
basis; omissions must be satisfactorily
explained. Final payment will be made by Lilly
or Lilly’s representative to the payee when all
patients in Institution have completed Study
and upon final acceptance by Lilly and/or Lilly-
designated representative of all CRFs pages,
all data clarifications issued, the receipt and
approval of any outstanding regulatory
documents as required by Lilly and/or Lilly’s
representative, the return of all unused
supplies to Lilly, and upon satisfaction of all
other applicable conditions as set forth in this
Agreement. It is expected that for all items
required under Protocol for which Lilly has
agreed to provide compensation, Lilly will be
the sole source of compensation, whereas Lilly
may provide this payment by its designated
representative. Investigator or Institution will
not seek payment from any third party payer,
whether public or private, for any costs
covered by payments made by Lilly or
Lillydesignated representative under this
Agreement.

Payments for Study will be disbursed on the
basis of budgeted and received data.

When Investigator’s data is reviewed on an
on-site scheduled visit by Lilly or Lilly-
designated representative, Investigator will
have all reasonably available data obtained
through the preceding day complete and ready
for evaluation. Lilly reserves the right to refuse
payment for data not received by Lilly within
ten (10) days after the representative’s review.

In addition, if Lilly requests the attendance of
Investigator or other site study personnel at a

pozadovanych studii pfedem souhlasila.

Platba bude provedena v K¢&. Sazba DPH se
fidi zakony platnymi v dobé vystaveni faktury.
Platba bude splatna do 30 dnu od obdrzeni
faktury.

Pro ziskani naroku na odménu musi byt
vSechny postupy provadény plné v souladu s
protokolem a touto smlouvou a pfedlozené
udaje musi byt uplné a spravné. Aby byly
Udaje uplné a spravné, musi kazdy pacient
podepsat dokument o informovaném souhlasu
schvaleny etickou komisi a vd8echny postupy
vyzadované protokolem musi byt provadény s
vynalozenim ,maximalniho usili“, pfiéemz
opomenuti musi byt uspokojivé vysvétiena.
Lilly nebo zastupce spolecnosti Lilly provede
zavérec€nou platbu ve prospéch pfijemce
platby v okamziku, kdy vSichni pacienti u
poskytovatele dokon¢i studii, a po kone¢ném
pfijeti vSech formulafd CRF ze strany Lilly
a/nebo zastupcem spolecnosti Lilly, po
upfesnéni vSech Udajl, obdrzeni a schvaleni
jakychkoliv chybéjicich regulatornich
dokument( pozadovanych Lilly a/nebo
zastupcem spolecnosti Lilly, vraceni vSech
nespotfebovanych zasob spoleénosti Lilly

a splnéni veskerych dalSich pfislusnych
podminek stanovenych touto smlouvou.
Ocekava se, ze u vSech polozek
pozadovanych podle protokolu, jez se Lilly
zavazala hradit, bude Lilly vyhradnim zdrojem
této Uhrady s tim, Ze Lilly mlZe provést tuto
platbu prostfednictvim svého zastupce.
ZkouSejici nebo poskytovatel nebudou
poZadovat platbu od Zadné tfeti strany, at jiz
z vefejnych &i soukromych zdrojd, k uhradé
nakladu pokrytych platbami Lilly nebo
zastupcem spolecnosti Lilly na zakladé této
smlouvy.

Platby za studii budou vyplaceny na zakladé
rozpo¢tu a obdrzenych udaju.

Ve chvili, kdy budou udaje zkouSejiciho
pfezkoumavany pfi planované navstévé
zastupce spole¢nosti Lilly nebo zastupce
uréeného spole¢nosti Lilly na misté, zavazuje
se zkousSejici mit vSechny dostupné udaje
ziskané az do predeslého dne kompletni a
pfipravené ke zhodnoceni. Lilly si vyhrazuje
pravo odmitnout platbu za udaje, které
neobdrzi do deseti (10) dnd od pfezkoumani
zastupcem.

V pfipadé, Ze Lilly bude vyZadovat pfitomnost
hlavniho zkou$ejiciho nebo ostatnich ¢lent
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(i)

(ii)

Study startup meeting or other meeting
necessary to provide information regarding
Study or Study’s drug, Lilly or Lilly-designated
representative shall reimburse Investigator or
other site study personnel for reasonable and
necessary travel, lodging and boarding
expenses incurred to attend such meeting(s)
that have been specifically approved in
advance by Lilly. Lilly or Lilly-designated
representative shall make such
reimbursements within thirty (30) days of
receiving acceptable detailed documentation
of such expenses, provided that Lilly or Lilly-
designated representative receives such
documentation within sixty (60) days from the
date that the expenses were incurred.

The expected total value of this Agreement is:
5.000.000 CZK

Subject Injury Reimbursement

Lilly has obtained a contractual liability
insurance for injury covering Investigator and
Sponsor for the entire period of Study which
also guarantees indemnity in the case of a
subject’s death or in the case of a subject’s
harm to health arising out of making Clinical
Trial in compliance with the provisions of
Section 52 (3) (f) of Act No. 378/2007 Coll., on
Drugs, as amended.

Lilly agrees to reimburse Institution for the
following additional costs:

all reasonable and customary costs incurred
by Investigator or Institution and associated
with the diagnosis of an adverse event
involving Study’s drug or a Protocol procedure
incurred by Institution and Investigator and
study personnel; and

all adequate and customary costs reasonably
incurred in relation to health care of the
subject, if Lilly determines after consulting with
Investigator that the adverse event was
reasonably related to administration of Study’s
drug or Protocol; provided, however, that:

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

B) the adverse event is not attributable to the
negligence or misconduct of Investigator or
Institution or any Investigator or Institution

studijniho tymu na zahajovaci informacéni
schuzce o studii nebo na jiném setkani
nezbytném pro poskytnuti informaci, které se
tykaji studie nebo hodnoceného |é&iva, uhradi
Lilly nebo zastupce povéreny Lilly
zkousejicimu nebo ostatnim ¢lendim studijniho
tymu pfiméfené a nezbytné naklady na cestu,
ubytovani a stravu vynalozené k U¢asti na této
schlizce (schlizkach), které byly Lilly vyslovné
schvaleny pfedem. Lilly nebo jeji zastupce
poskytne tuto penézni nahradu v pribéhu
tficeti (30) dnli od obdrzZeni pfijatelné
podrobné dokumentace o téchto vydajich za
predpokladu, Ze Lilly nebo jeji zastupce tuto
dokumentaci obdrzi do Sedesati (60) dnu od
data, kdy byly vydaje vynalozeny.

Pfedpokladana hodnota finan¢niho pinéni dle
této Smlouvy ¢ini pfiblizné 5.000.000 K&.

Nahrada Ujmy zpusobené subjektu

Spole€nost Lilly v souladu s ust. § 52 odst. 3,
pism. f) zak. €. 378/2007 Sb., o IéCivech, ve
znéni pozdéjSich predpisu, zajistila na celou
dobu provadéni klinického hodnoceni smluvni
pojisténi odpovédnosti za Skodu pro
zkousejiciho a zadavatele, jehoz
prostfednictvim je zajisténo i odSkodnéni

v pfipadé smrti subjektu hodnoceni nebo

v pfipadé ubliZzeni na zdravi subjektu
hodnoceni v disledku provadéni studie.

Lilly se zavazuje uhradit poskytovateli
nasledujici dal8i vzniklé naklady:

vSechny pfiméfené a obvyklé naklady
souvisejici s diagnézou nezadouci pfihody
tykajici se hodnoceného Iéciva a postupl
obsazenych v protokolu, vzniklé poskytovateli,
zkousejicimu a studijnimu personalu; a

vS8echny pfiméfené a obvyklé ucelné
vynaloZené naklady spojené s péci o zdravi
subjektu, pokud spole€nost Lilly po konzultaci
se zkouSejicim rozhodne, Ze nezadouci
pfihoda souvisela s podanim hodnoceného
IéCiva nebo s postupem podle protokolu,
avSak za predpokladu, ze:

A) tyto naklady nejsou kryty zadnym
zdravotnim ani nemocni¢nim pojisténim
subjektu, ani jinym statnim programem
zahrnujicim toto pojistné kryti;

B) neZadouci pfihodu nelze pficitat zanedbani
nebo nespravnému pocinani ze strany
zkouSejiciho nebo poskytovatele nebo ze
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agents or employees;

C) the adverse event is not attributable to any
underlying illness, whether previously
diagnosed or not; and

D) Investigator and Institution have adhered to
and complied with the specifications of
Protocol and all recommendations furnished
by Lilly for the use and administration of any
drug or device used in Study, provided that
deviations from the Protocol and
recommendations resulting from an imminent
threat to the health or safety of a Subject that
do not cause the injury to the Subject will not
disqualify Institution and/or Investigator from
reimbursement under this provision.

Lilly shall have the option of paying the
additional costs directly to the provider of the
service, Investigator or to Institution.

To the extent that the informed consent form
provided to a subject in this Study states that
the subject shall be provided with any
treatment or compensation beyond what Lilly
has agreed to reimburse pursuant to this
Subject Injury Reimbursement provision,
Investigator and Institution agree that Lilly
shall have no obligation with respect to such
treatment or compensation.

D Limit of Patient Entry or Enrollment and
Study Termination

Lilly reserves the right to limit entry or
enroliment of additional patients in Study at
any time. This may occur in a competitive-
enroliment Study because sufficient patients
have been entered by other investigators to
complete the needs of Study. Lilly also
reserves the right to terminate Investigator’s,
Institution’s or any patient’s participation in
Study or Study itself at any time and for any
reason. Investigator or Institution may
terminate this Agreement upon thirty (30) days
written notice in the event (i) there is a breach
of a material provision of this Agreement by
Lilly, which breach is not cured by Lilly as
applicable within ninety (90) days following
receipt from Investigator or Institution of a
written notice thereof; (ii) if the Investigator
becomes unavailable due to death or disability
and Lilly, Institution and/or Investigator are
unable to agree upon an acceptable
replacement; or (iii) if the authorization and
approval to perform Study is withdrawn by any
local regulatory authority, any United States

strany jejich zastupcl ¢i zaméstnanc;

C) nezadouci pfihodu nelze pficitat zadnému
jinému doprovodnému onemocnéni, at' jiZ bylo
predtim diagnostikovano ¢i nikoliv;

D) zkouSejici a poskytovatel dodrzeli a splnili
specifikace uvedené v protokolu a veskera
doporuceni spole€nosti Lilly pro uzivani a
podavani jakéhokoliv 1é€iva nebo prostfedku
pouzivaného v ramci studie s tim, Ze odchylky
od protokolu a doporuceni s ohledem

na bezprostfedni ohroZeni zdravi nebo
bezpecnosti subjektu, které nezpusobi
subjektu Ujmu, nebudou poskytovateli a/nebo
zkousejicimu branit v ziskani uhrady podle
tohoto ustanoveni.

Lilly uhradi dodate¢né naklady pfimo
poskytovateli sluzeb, zkouSejicimu nebo
poskytovateli.

Pokud je ve formulafi informovaného souhlasu
pro pacienta v ramci této studie uvedeno, ze
pacientovi bude poskytnuto né&jaké oSetreni
nebo kompenzace nad ramec toho, co se
spolecnost Lilly zavazala uhradit podle tohoto
ustanoveni o nahradé ujmy zpUsobené
subjektu, souhlasi zkousSejici a poskytovatel s
tim, Ze spole¢nost Lilly nebude mit zadnou
povinnost ve vztahu k takovému o3etfeni nebo
kompenzaci.

Omezeni vstupu nebo zarazeni pacientti do
studie a ukonceni studie

Lilly si vyhrazuje pravo kdykoliv omezit vstup
nebo zafazeni dalSich pacientl do studie.
Toto mlze nastat ve studii se soutézni formou
zarazeni pacientl z divodu, Ze jini zkouSejici
jiz zaradili poCet pacient(i dostatecny ke
splnéni potfeb studie. Lilly si také vyhrazuje
pravo kdykoliv a z jakéhokoliv dGvodu ukondit
ucast poskytovatele nebo zkouSejiciho nebo
ucast jakéhokoliv pacienta ve studii nebo
studii samotnou. Tuto smlouvu miize
zkousejici nebo poskytovatel ukongit
pisemnou vypovédi se Ihltou tficeti (30) dnl
v pfipadé, Ze (i) doSlo k poruseni dllezitého
ustanoveni této smlouvy ze strany Lilly,
pficemz Lilly toto poruseni neodstrani do
devadesati (90) dnu po doruceni pisemného
oznameni ze strany poskytovatele o takovém
poruseni, (ii) pokud zkouS$ejici nebude
zpusobily ucastnit se studie pro umrti Ci
pracovni neschopnost a spole€nost Lilly a
poskytovatel se nebudou moci dohodnout na
pfijatelné nahradé nebo (iii) pokud jakykoliv
mistni organ statniho dozoru, jakykoliv organ
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©)

regulatory authority or by the ERB.

In the event Investigator’s or Institution’s
participation in Study or Study itself is
terminated, Investigator and Institution agree
to return all Study drug(s) to Sponsor or
dispose of them in accordance with
instructions to be provided by Lilly and
regulatory requirements. In the event the
Study is terminated, Institution and
Investigator undertake to enable Sponsor
access to the site and documentation for
Study so that the site could be duly closed and
evaluated.

In the event of termination, payments will be
made for all work that has been performed up
to the date of termination and shall be limited
to reasonable non-cancelable costs which
were incurred by Institution in connection with
Study as required under Protocol and
contemplated in Budget. If an Advance or
other payments exceed the amount owed for
work performed under Protocol, Institution
agrees to return the excess balance to Lilly or
Lilly-designated representative.

Data Privacy and Security

When processing personal data for purposes
of fulfilling an obligation under the Agreement,
Lilly is determining the purposes and means
for the processing of personal data, and acting
as the Data Controller. The Institution is
processing personal data as governed by the
Agreement. Institution shall maintain written
records of the processing of all personal data
and 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

Investigator and/or Institution shall promptly
notify Lilly in the event Investigator and/or
Institution breach the terms and/or obligations
contained in this Section or become aware of
such breach.

Lilly and Institution 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, including the appointment of a

dozoru Spojenych statli americkych nebo
eticka komise odejmou opravnéni a souhlas
s provadénim studie.

V pfipadé, ze ucast zkousejiciho nebo
poskytovatele ve studii nebo studie sama
bude ukoné&ena, souhlasi zkousejici a
poskytovatelz s tim, Ze vesSkeré hodnocené
IéCivo (IéCiva) vrati zadavateli nebo s nimi
nalozi v souladu s pokyny Lilly a v souladu se
zakonnymi pozadavky. V pfipadé ukonceni
studie se poskytovatel a zkouSejici zavazuji
umoznit zadavateli pfistup do feSitelského
centra a k dokumentaci ke studii tak, aby
feSitelské centrum mohlo byt fadné uzavieno
a vyhodnoceno.

V pfipadé ukonc&eni studie budou provedeny
platby za veskerou praci, ktera byla
provedena az do data ukonc&eni. Tyto platby
budou omezeny na pfiméfené a nezrusitelné
naklady poskytovatele vzniklé v souvislosti se
studii, jak je poZzadovano podle protokolu a jak
se s nimi pocita v rozpoCtu. Pokud zaloha
nebo jiné platby pfesahnou €astku, ktera
poskytovateli pfislusi za praci vykonanou
podle protokolu, souhlasi poskytovatel, ze
preplatek vrati Lilly nebo zastupci
jmenovanému spolec¢nosti Lilly.

Bezpecnost a ochrana osobnich udaji

PFi zpracovani osobnich udaji pro ucely
plnéni povinnosti z této smlouvy stanovi
spole¢nost Lilly, ktera jedna jako spravce
udaju, ucely a prostfedky takového
zpracovani osobnich udaji. Poskytovatel
zpracovava osobni udaje tak, jak je upraveno
touto smlouvou. Poskytovatel vede pisemné
zaznamy o zpracovani veskerych osobnich
udaji a na pozadani tyto pisemné zaznamy
neprodlené predlozi spole¢nosti Lilly a
souhlasi s tim, Ze spole¢nost Lilly je mGze
predlozit spravci udaju — treti strané (je-li to
relevantni) a pfisluSnym statnim a
regulatornim organam.

ZkouSejici a/nebo poskytovatel spole¢nost
Lilly neprodlené vyrozumi v pfipadé, Ze
zkousejici a/nebo poskytovatel porusi
podminky a/nebo povinnosti stanovené v
tomto ¢lanku nebo Ze se o takovém poruseni
dozvédi.

Spolec¢nost Lilly i poskytovatel budou
realizovat komplexni program ochrany a
bezpecénosti osobnich udaju, ktery je nastaven
tak, aby bylo zajist€no, Ze osobni udaje budou
zpracovavany vyhradné v souladu s
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data protection officer as required by
Applicable Law.

Lilly and Institution agree that, as between
them, Institution is best able to manage
requests from data subjects for access,
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, in accordance
with Applicable Law.

Data Protection Impact Assessment. The
Institution shall cooperate and assist Lilly with
respect to any data protection impact
fejassessments and/or prior consultations with
Government Authorities that may be required
in respect of processing carried out under the
Agreement.

Security Incidents.

(a) Notification of Security Incidents. The
Institution agrees to notify the Lilly
within thirty-six (36) hours of discovery
of a security incident and will
cooperate with reasonable Lilly
requests for information regarding
such security incident as necessary to
enable Lilly to determine and comply
with Lilly’s notification obligations
under Applicable Law.

(b) Institution agrees to indemnify Lilly for
all losses resulting from any security
incident due to negligence or willful
misconduct by Institution, its agents,
its affiliates, or any Processor retained
by Institution, including but not limited
to legal damages, government
penalties, and/or mitigation expenses.

Site Personnel Data

Lilly may collect personal information from
Investigator and Institution personnel including
but not limited to names, titles and business
contact information (“Site Personnel Data”)
and may provide that information to Lilly’s

podminkami této smlouvy, v&etné& jmenovani
povéfence pro ochranu osobnich Udaju, jak to
vyzZaduji pfislusné pravni predpisy.

Spolec¢nost Lilly a poskytovatel souhlasi s tim,
ze poskytovatel je z nich |épe vybaven k tomu,
aby vyfizoval Zadosti subjektl o pFistup,
opravu, predani, zablokovani nebo vymazani
osobnich udaji. Poskytovatel bere na védomi,
Ze pro zachovani integrity vysledku studie
muZze dojit k omezeni moznosti opravy,
zablokovani nebo vymazani osobnich udaj

v souladu s pfislusnymi pravnimi pfedpisy.

Posouzeni vlivu na ochranu osobnich tdaju.
Poskytovatel bude spolupracovat se
spolecnosti Lilly a poskytne ji soucinnost pfi
jakémkoliv posuzovani vlivu na ochranu
osobnich udaji a/nebo predchozich
konzultacich se statnimi organy, které mohou
byt nutné ve vztahu ke zpracovani udaju podle
této smlouvy.

Ptipady naruseni bezpecnosti.

(a) Oznameni pfipad( naruseni
bezpeclnosti. Poskytovatel se
zavazuje informovat spole¢nost Lilly
do tficeti Sesti (36) hodin od zjisténi
pfipadu naruseni bezpecénosti a
vyhovét divodnym zadostem
spolec€nosti Lilly o poskytnuti
informaci o takovém pfipadu naruseni
bezpeclnosti tak, jak to bude
zapotiebi, aby spole€nost Lilly mohla
urcit, jaké ma podle pfislusnych
pravnich predpist oznamovaci
povinnosti, a aby tyto povinnosti
mohla splnit.

(b) Poskytovatel se zavazuje, ze
spolecnost Lilly odSkodni za veskeré
ztraty vyplyvajici z jakéhokoliv pfipadu
naruseni bezpecnosti v disledku
nedbalosti nebo umysiného jednani
poskytovatele, jeho zastupcu,
spfiznénych osob &i jakéhokoliv
zpracovatele angaZovaného
poskytovatelem, coz zahrnuje
zejména zakonnou nahradu skody,
spravni pokuty a/nebo vydaje na
zmirnéni Skody.

Udaje o pracovnicich fesitelského centra

Lilly maze shromazdovat osobni udaje o
zkousejicim a pracovnicich poskytovatele,
zejména informace o jménech, funkcich a
pracovnich kontaktech (dale jen ,udaje o
pracovnicich fesitelského centra“), a mohou
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business partners and vendors working with
Lilly on matters related to the Study to fulfill
Lilly’s business purposes, including:

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

(2) Assessment of personnel
qualifications to conduct the Study;

(3) Quality control and Study
management; and

(4) Disclosures to ERBs, Ethics
Committees or national or foreign
regulatory authorities in connection
with their performance of review or
oversight responsibilities for the Study.

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 site personnel whose Site
Personal Data are processed for this specific
purpose may object to such processing by
contacting Lilly as specified below.

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,
provided that Lilly, in accordance with legal
regulations, ensures adequate level of
protection of Site Personal Data which is to be
transferred to countries outside of the EU that
do not provide for adequate level of personal
data protection according to European
Commission. Lilly will process and store Site
Personnel Data collected for the purposes
above as long as it is necessary, in any case
no longer than the time of duration of these
purposes..

Investigator and Institution personnel may
have access to Site Personnel Data about
themselves that Lilly has collected and may

tyto udaje poskytnout obchodnim partneriim a
dodavatelim spolecnosti Lilly, ktefi s ni
spolupracuji na zalezitostech tykajicich se
studie, a to pro dosazeni cilu studie a dalSi
obchodni aktivity spole¢nosti Lilly, véetné:

(1) dodrzovani platnych zakonu a
predpis ohledné mozného finanéniho
stfetu zajmu;

(2) posouzeni kvalifikace k provadéni
studie;

(3) kontroly kvality a fizeni studie; a

(4) zpfistupnéni udaju etickym komisim
nebo narodnim ¢&i zahrani€nim
organtm statniho dozoru v souvislosti
s plnénim kontrolnich i dozorovych
povinnosti téchto organl v ramci
studie.

Za ucelem uspokojeni opravnéného zajmu
spolec¢nosti Lilly na zlepSovani provadéni
vyzkumnych studii mohou byt udaje o
pracovnicich fesitelského centra rovnéz
kombinovany s udaiji z jinych zdroja
spolecnosti Lilly a vyhodnocovany pro Ucely
obchodnich rozhodnuti, v€etné rozhodnuti
tykajicich se budouciho vyzkumu.

Zkousejici a/nebo pracovnici centra, jejichz
Udaje o pracovnicich feSitelského centra jsou
zpracovavany za timto specifickym tcelem,
mohou proti takovému zpracovani uplatnit vuci
spoleénosti Lilly ndmitky

Spolec¢nost Lilly mize uchovavat nebo
zpracovavat udaje o pracovnicich feSitelského
centra v USA nebo v jinych zemich, ato v
zafizenich spole¢nosti Lilly nebo zafizenich s
ni propojenych po dobu existence obchodnich
potfeb nebo pravnich zavazkd spoleénosti
Lilly, a to za pfedpokladu, Ze spoleénost Lilly v
souladu s pravnimi pfedpisy zajisti adekvatni
uroven ochrany udajl pracovnikl centra, které
maji byt pfedany do zemi mimo EU, které
podle Evropské komise neposkytuji adekvatni
uroven ochrany osobnich udaju. Spole¢nost
Lilly bude udaje pracovnikl centra
shromazdéné za vysSe uvedenymi ucely
zpracovavat a uchovavat pouze po dobu
nezbytné nutnou, nejdéle po dobu trvani
téchto ucelu.

ZkouSejici a pracovnici poskytovatele budou
mit pFistup ke svym udajam, které byly
shromazdény spole¢nosti Lilly, a mohou
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(i)

have corrections made to Site Personnel Data
about themselves that is inaccurate.

Under certain circumstances, Investigator, and
Institution personnel have a right to require
restriction of processing of their Site Personnel
Data and erasure thereof, and also a right to
Site Personnel Data portability. The complaint
against Site Personnel Data processing by
Lilly may be lodged with the Office for
Personal Data Protection of the Czech
Republic.

By signing this Agreement, Lilly delegates to
Investigator and Institution, and Investigator
and Institution agree to obtain the
permission/fulfill notice requirements, per
applicable privacy laws, of their personnel for
Lilly’s collection, transfer and use of the Site
Personnel Data for the purposes described in
this section.

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.

INDEMNIFICATION AND INSURANCE

In connection with the performance by
Investigator, Institution and Institution’s staff,
officers, agents and employees
(“Indemnitees”) of Study and always only
based on a final decision of a competent
authority or extrajudicial settlement approved
in advance by Lilly, Lilly agrees to indemnify,
defend and hold harmless Indemnitees from
and against detriment, damage, cost and
expense of claims and suits (including
reasonable attorneys’ fees) resulting from a
detriment to a patient seeking compensation
for detriment alleged to have been directly
caused or contributed to by any substance or
procedure administered in accordance with
Protocol, including the cost and expense of
handling such claims and defending such
suits; provided, however,

that Indemnitees have adhered to and
complied with all applicable national, state and
local regulations (including, without limitation,

nechat provést opravy ve svych udajich,
pokud jsou v nich nepfesnosti.

Za urcitych okolnosti maji zkouSejici a
pracovnici poskytovatele pravo pozadovat
omezeni zpracovani téchto svych udaju a
jejich vymaz, a maji také pravo na
prenositelnost téchto svych udajl. Stiznost
proti zpracovani udaju pracovnikl centra
spoleénosti Lilly mdzZe byt podana k Ufadu pro
ochranu osobnich udaja Ceské republiky.

Spolec¢nost Lilly podpisem této smlouvy
zkousejiciho a poskytovatele povéfuje — a
zkousejici a poskytovatel souhlasi —, ze od
pracovniku feSitelského centra bud ziskaiji
svoleni se shromazdovanim, pfenosem a
pouzitim jejich udaju spole¢nosti Lilly pro
uCely popsané v této ¢asti nebo je o
uvedeném nalezité vyrozumi, a to v souladu
s platnymi pfedpisy.

ZkouSejici nebo pracovnici poskytovatele se
mohou obratit na spole¢nost Lilly s dotazy
ohledné shromazdovani ¢i vyuzivani udaji o
pracovnicich fesitelského centra spolecnosti
Lilly. Lilly se zavazuje dodrzovat veskeré
prislusné zakony a predpisy ohledné uzivani
osobnich udajli o pracovnicich fesitelského
centra ze strany spolecnosti Lilly.

ODSKODNENI A POJISTENI

V souvislosti s provadénim studie ze strany
zkousejiciho, poskytovatele a jeho personalu,
vedoucich pracovniku, zastupcu a
zaméstnancu (dale jen ,odSkodnéné osoby*) a
vzdy pouze na zakladé kone¢ného rozhodnuti
kompetentniho organu ¢i mimosoudniho
vyrovnani pfedem schvaleného spoleénosti
Lilly, souhlasi spole€nost Lilly s tim, Ze
odskodni, bude hajit a ochrani odSkodnéné
osoby pred a vici ujmé, Skodé, nakladim a
vydajiim plynoucim ze Zalob a soudnich
proces( (véetné pfiméfenych nakladd na
pravni zastoupeni) vzniklych z titulu ujmy
zpusobené pacientovi domahajicimu se
nahrady za ujmu, ktera mu byla udajné pfimo
zpusobena latkou podavanou podle protokolu
nebo postupem vyZzadovanym v protokolu
nebo k niz takova latka &i postup pfispély,
vCetné nakladl a vydaju na vyfizovani
takovych zalob a na obhajobu v takovych
procesech, avSak za predpokladu, Ze:

od8kodnéné osoby dodrZzovaly a vyhovély
vSem pfislusnym narodnim, statnim a mistnim
predpisim (zejména ziskani informovanych
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(ii)

(iif)

(iv)

obtaining informed consents and ERB
approvals), the specifications of Protocol and
all recommendations furnished by Lilly in the
form of a written amendment for the use and
administration of any drug or device described
in Protocol;

that Lilly is promptly notified of any such claim
or suit;

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

that Lilly shall have the right to coordinate with
Indemnitees defense of the lawsuit in any
manner it deems appropriate and in manner
which does not damage the interests of
Institution or Investigator, including the right to
retain counsel of its choice

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.

Lilly’s obligation of indemnification shall not
extend to any detriment, damage or expense
arising from (i) failure by Indemnitee to comply
with this Agreement, Protocol or any other
written instruction delivered by Sponsor or on
Sponsor’s behalf in the form of a written
amendment, or with applicable laws and
regulations, or (ii) negligence, willful
malfeasance, unlawful act, omission or
malpractice by Indemnitees, it being
understood that the administration of any
substance in accordance with Protocol shall
not constitute negligence, willful 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 ERB) 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.

Lilly warrants that it maintains a policy or

souhlasll a schvaleni etickou komisi),
pozadavkim protokolu a vSem doporuéenim
poskytnutym ze strany spolecnosti Lilly ve
formé pisemného dodatku ohledné podavani
a pouziti jakéhokoliv Ié€iva nebo prostfedku
uvedeného v protokolu;

spolecnost Lilly bude neprodlené informovana
o jakékoliv takové Zalobé nebo fizeni;

odSkodnéné osoby budou plné spolupracovat
pfi vySetfovani a obhajobé u jakékoliv takové
Zaloby nebo fizeni;

spole¢nost Lilly bude mit pravo koordinovat

s odSkodnénymi osobami obhajobu pfi
soudnim sporu jakymkoliv zplisobem, ktery
povazuje za vhodny a ktery neposkozuje
zajmy poskytovatele nebo zkouSejiciho,
v€etné prava najmout si pravniho poradce dle
vlastniho vybéru;

spolecnost Lilly bude mit vyhradni pravo
takovy narok ¢i spor narovnat, av8ak s tim, Ze
spole¢nost Lilly neuzna chybu odSkodnénych
osob, pokud ji k tomu odSkodnénéa osoba
neudéli pfedchozi pisemny souhlas.

Povinnost spolecnosti Lilly poskytnout
oddkodnéni se nevztahuje na jakoukoliv ujmu,
Skodu nebo naklad vznikly z (i) nedodrzeni
této smlouvy, protokolu nebo jakéhokoliv
jiného pisemného pokynu doru¢eného
zadavatelem ¢i jménem zadavatele ve formé
pisemného dodatku, nebo platnych zakonl a
predpisl ze strany odSkodnéné osoby nebo
(i) nedbalosti, umysIného protipravniho
jednani, nezakonného ukonu, opomenuti nebo
zanedbani povinné péce ze strany
odskodnénych osob, pficemz je dohodnuto, Ze
pro ucely této smlouvy se podavani jakékoliv
latky v souladu s protokolem nepovazuje za
nedbalost, umysIné protipravni jednani,
nezakonny ukon nebo zanedbani povinné
péce.

Spolec¢nost Lilly timto souhlasi s tim, ze
jakékoliv odchylky nebo nedodrzeni podminek
protokolu, které budou vzajemné pisemné
odsouhlaseny vSemi stranami studie (véetné
etické komise), nebo jakékoliv odchylky od
protokolu, které jsou nezbytné k odstranéni
bezprostfedniho bezpecénostniho rizika
hroziciho U¢astnikiim ve studii, nejsou
povazovany za poruseni protokolu nebo
nedodrzeni podminek protokolu podle tohoto
ustanoveni.

Spolec¢nost Lilly zaru€uje, Ze ma uzavienou
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program of insurance or self-insurance at
levels sufficient to support the obligations of
indemnification provided above. Upon written
request, Lilly will provide evidence of its
insurance, or if self-insured, its most recent
audited financial statement to Institution.

SURVIVORSHIP CLAUSE

The obligations under Sections
INVESTIGATOR AND INSTITUTION
OBLIGATIONS, PRIVACY DATA AND
SECURITY, SUBJECT INJURY
REIMBURSEMENT and INDEMNIFICATION
AND INSURANCE shall survive expiration,
termination or cancellation of this Agreement.

Investigator and/or Institution shall promptly
notify Lilly in the event Investigator and/or
Institution breach any of the terms and/or
obligations contained in this Agreement or
become aware of such breach.

ASSIGNMENT

Institution 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, to a contract research organization in
connection with the transfer of sponsor
obligations, or 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)

AMENDMENTS

This Agreement may be amended by an
instrument in writing signed by the parties to
this Agreement, pursuant to the terms of
Payment Schedule or as otherwise agreed by
the parties. Amendments may be required or
requested in order to document changes or
modifications to the Protocol, the Study
Budget and/or Institution or Investigator
information. 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

pojistnou smlouvu nebo pojistny program ¢i
samopoijidténi v dostacujici vysi tak, aby
pokryla zavazky odSkodnéni stanovené vyse.
Spolec¢nost Lilly na pisemnou zadost predlozi
poskytovateli doklad o svém poji§téni nebo v
pfipadé samopojisténi svoji posledni financni
zavérku ovéfenou auditorem.

KLAUZULE O PRETRVANI NEKTERYCH
USTANOVENI

Povinnosti podle élanki ZAVAZKY
ZKOUSEJICIHO A POSKYTOVATELE,
BEZPECNOST A OCHRANA OSOBNICH
UDAJU, NAHRADA UJMY ZPUSOBENE
SUBJEKTU A ODSKODNENI A POJISTENI
pretrvavaiji i po uplynuti, ukonéeni nebo
vypovézeni této smlouvy.

Zkousejici a/nebo poskytovatel budou
spolecnost Lilly neprodlené informovat

v pfipadé, Ze zkouSejici a/nebo poskytovatel
porusi kterékoliv z podminek a/nebo
povinnosti stanovenych v této smlouvé nebo
Ze se o takovém poruSeni dozvédi.

POSTOUPENI

Poskytovatel nesmi postoupit, pfevést ani
jinak delegovat zadnou ze svych povinnosti z
této smlouvy bez pfedchoziho pisemného
souhlasu spolecnosti Lilly v kazdém
jednotlivém pfipadé. Poskytovatel a zkouSejici
berou na védomi, Ze spole€nost Lilly bude mit
pravo tuto smlouvu postoupit kterékoliv ze
svych pfidruzenych osob, smluvni vyzkumné
organizaci v souvislosti s pfevodem povinnosti
zadavatele nebo v souvislosti s fuzi &i jinou
reorganizaci spolecnosti nebo jinak v
souvislosti s pfevodem veSkerého majetku
spolecnosti Lilly i jeho podstatné ¢asti, které
souviseji s hodnocenym IéCivem (léCivy) nebo
prostfedkem (prostiedky).

DODATKY

Tuto smlouvu je mozné ménit pisemnymi
dodatky podepsanymi stranami této smlouvy,
podle podminek harmonogramu plateb nebo
jinym zpUsobem sjednanym stranami.
Vyhotoveni dodatk(i mlze byt nutné nebo o
né&j maze byt pozadano z ddvodu
zdokumentovani zmén nebo Uprav protokolu,
rozpoctu studie a/nebo informaci o
poskytovateli €i zkouSejicim. Poskytovatel a
zkousejici vynalozi maximalni usili, aby
pfipadné dodatky k této smlouvé v dobré vife
a v€as zkontrolovali a pfipadné umoznili jejich
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Vil

facilitate the timely execution of said
amendments.

INDEPENDENT CONTRACTOR

Institution and Lilly will be acting as
independent contractors and not as an agent,
partner or employee of the other party. Neither
Institution, nor Lilly will have any authority to
make agreements with third parties that are
binding on the other party.

By signing this Agreement, Institution and
Investigator represent and warrant that they
have the authority and ability to or will
otherwise contractually bind any individual or
entity who performs services for Institution and
Investigator in connection with Study
hereunder to the terms and conditions of this
Agreement. This Agreement is legally binding
when, but not until, each party has received
from the other a counterpart of the Agreement
signed by the authorized representative. The
parties’ representatives may sign separate,
identical counterparts of this document; taken
together, they constitute one agreement.

FINAL PROVISIONS

This Agreement represents the entire
understanding between the parties and
supersedes all other agreements, express or
implied, between the parties concerning the
subject matter hereof. Parties to the
Agreement agree that the legal relationships
and relationships arising out of this Agreement
are governed by the generally binding legal
regulations of the Czech Republic. Legal
relationships not expressly regulated are
governed by the appropriate provisions of the
Civil Code. Parties to the Agreement
undertake to assist each other in processing of
the trial and possible disputes and
discrepancies of view concerning the
procedure and method of works should be
solved by behavior usual for contractual
parties. The court bodies of the Czech
Republic will have the appropriate jurisdiction
to negotiate and decide upon possible
disputes that will not be solved by co-operation
as stipulated above.

Notwithstanding other provisions regarding
termination of this Agreement as provided for

v&asny podpis.

NEZAVISLY POSKYTOVATEL

Poskytovatel i Lilly budou jednat jako
nezavislé smluvni strany, nikoliv jako
zastupce, partner nebo zaméstnanec druhé
strany. Poskytovatel ani Lilly nebudou mit
zadnou pravomoc uzavirat s tfetimi stranami
smlouvy, které by byly zavazné pro druhou
stranu.

Podpisem této smlouvy poskytovatel a
zkousejici prohlasuji a zaru€uji, Ze maji
opravnéni a zpusobilost smluvné zavazat,
nebo jinak smluvné zavazi, jakoukoliv fyzickou
osobu nebo subjekt, ktery poskytuje sluzby
pro poskytovatele a zkousejiciho v souvislosti
se studii podle této smlouvy a za podminek
touto smlouvou stanovenych. Tato smlouva se
stava pravné zavaznou az okamzikem, avSak
nikoliv do doby, kdy kazd4 smluvni strana
obdrzi od druhé smluvni strany vyhotoveni
smlouvy podepsané povéfenym zastupcem.
Zastupci smluvnich stran mohou podepsat
samostatna identicka vyhotoveni tohoto
dokumentu, ktera dohromady pfedstavuji
jednu smlouvu.

ZAVERECNA USTANOVENI

Tato smlouva predstavuje uplnou dohodu
mezi stranami a nahrazuje veskera jina
ujednani mezi stranami, vyslovna nebo
konkludentni, tykajici se pfedmétu této
smlouvy. Smluvni strany se dohodly, Ze pravni
vztahy a poméry vzniklé z této smlouvy se fidi
obecné zavaznymi pravnimi predpisy Ceské
republiky. Pravni poméry touto smlouvou
vyslovné neupravené se fidi pfisluSnymi
ustanovenimi ob&anského zakoniku. Smluvni
strany se zavazuji pfi zpracovani studie si
vzajemné pomahat a pfipadné spory a
rozdilnost nazord na postup a zplsob praci
fesit jednanim obvyklym u smluvnich stran. K
projednani a rozhodovani pfipadnych sporu,
které nebudou pfekonany spolupraci podle
vySe uvedeného, jsou pfislusné soudni organy
Ceské republiky.

Bez ohledu na dalSi ustanoveni o ukonéeni
této smlouvy uvedena vySe v této smlouve si
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hereinabove, Lilly reserves the right to
terminate this Agreement by a written notice
delivered to Institution and taking effect upon
delivery due to medical reasons, due to the
necessity to assure patients’ safety, in
association with measures adopted by state
bodies regulating the area of drugs or due to
other reasons on the condition that it happens
in compliance with valid laws, rules and Good
Clinical Practice.

This Agreement has been translated into a
bilingual format in both English and Czech. In
the event of inconsistency or discrepancy
between the English language version

and the Czech language version of this
Agreement, the Czech language version shall
prevail. The Agreement is made in three
copies. Each party to the Agreement will
receive one copy. The Agreement becomes
effective on the date of its signing by all parties
to the Agreement.

Section 557 of the Civil Code is not applicable
for interpretation of this Agreement.

Lilly shall be entitled to authorize a Contract
Research Organization to perform certain
Sponsor obligations for this Study. Investigator
and Institution agree to cooperate with any
Lilly-authorized Contract Research
Organizations in performing this Study.

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

Lilly vyhrazuje pravo ukonéit tuto smlouvu
pisemnym oznamenim doru¢enym
poskytovateli a u¢innym okamzikem doruceni
z dlivodd medicinskych, z diivodu nezbytnosti
zajisténi bezpecnosti pacientd, v souvislosti

s opatfenimi statnich organt regulujicich
oblast Ié€iv nebo z dalSich davodd, za
podminky, Ze se tak stane v souladu

s platnymi zakony, nafizenimi a Spravnou
klinickou praxi.

Tato smlouva byla pfeloZzena do
dvojjazy€ného formatu v anglickém a ¢eském
jazyce. V pfipadé jakychkoliv rozpor(i mezi
Ceskou a anglickou verzi smlouvy ma
prednost Ceska verze. Tato smlouva je
vyhotovena ve tfech vyhotovenich. Kazda
smluvni strana obdrzi po jednom vyhotoveni.
Smlouva nabyva uc&innosti dnem podpisu
vSemi smluvnimi stranami.

Pfi vykladu této smlouvy se ust. § 557
ob¢anského zakoniku nepouzije.

Spolec¢nost Lilly bude opravnéna povérit
smluvni vyzkumnou organizaci, aby

v souvislosti s touto studii plnila vybrané
povinnosti zadavatele. PFi plnéni této studie se
zkousejici a poskytovatel zavazuji
spolupracovat s jakoukoliv smluvni
vyzkumnou organizaci povéfenou spoleénosti
Lilly.

Oznameni dle této smlouvy budou ucinéna
pisemné a budou povazovana za fadna,
pokud budou doru¢ena osobné, odeslana
doporucenou postou s doruc¢enkou, expresni
kuryrni sluzbou nebo faxem na nize uvedené
adresy:
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Parties to this Agreement confirm that it was Smluvni strany stvrzuji, ze smlouva nebyla
agreed no under disadvantageous terms that uzaviena za nevyhodnych podminek, Ze si ji
they have read it before execution and agree pred podpisem precetly, souhlasi s ni a na
herewith, and in witness of their agreement ddkaz souhlasu s jejim znénim nize pfipojuji
with its wording they attach their signatures své podpisy.
hereto.

Lilly:

Date / Datum:

Investigator / Zkousejici:

Date / Datum:

Institution / Poskytovatel:

plk. MUDr. Martin Stracar
Director / feditel

Date / Datum:
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Exhibit 1: Budgets
A. Budget for Investigator

1) Payment will be made as of paragraphs II.A and

B hereof.

2) The fee per patient covers all necessary work
performed in the trial. No extra payments will be
made after the completion of the trial.

3) Payment scheme for individual visits per patient:

Priloha 1: Rozpocty
A. Rozpodet pro zkousejiciho

1) Platba bude provedena podle odstavce Il.A a B
této smlouvy.

2) Honoraf za jednoho pacienta pokryva veskerou
nutnou praci ve studii. Po ukon&eni studie nebudou
vyplaceny zadné dodateéné platby.

3) Schéma pro uhradu jednotlivych navstév na
jednoho pacienta:

In relation to study participation, the subject will
receive a financial reimbursement for transportation,
parking, meals, inconveniences and other items
outlined in patient information and informed consent
form approved by ethics committee. Financial
reimbursement will be dispensed to subject by

V souvislosti s UC€asti ve studii obdrzi subjekt jako
nahradu za vydaje spojené s dopravou, parkovanim,
stravovanim, nepohodlim a dalSimi polozkami
definovanymi v dokumentu informace pro pacienta a
informovaného souhlasu schvéleném etickou komisi
finanéni nahradu. Finanéni nahrada bude subjektu

Investigator via the Greenphire platform.

poukazana zkou$ejicim |ékafem prostfednictvim

platformy Greenphire.

Exhibit 1.B: Supplier Information Form (BDF

Priloha 1.B: Formulai — Bankovni spojeni pfijemce plateb

(SIF)

Enclosed: BDF of the following payment recipient(s):
Investigator
- Vojenska nemocnice Brno,

Institution

Sub-Investigator

Soucasti smlouvy je formulaf vyplnény od nize uvedeného
pFijemce (pfijemcl) plateb:

Zkousejici
- Vojenska nemocnice Brno,

Poskytovatel

Spoluzkousejici

Exhibit 1.E: Invoicing Details

Priloha 1.E: faktura€ni detaily

Invoices must be issued to (service recipient):

Eli Lilly Cork Limited
Island House

Eastgate Road
Eastgate Business Park
Little Island

Co. Cork

Ireland

VAT: IE3508310BH

Invoices must be sent electronically via email at

Kindly provide the following identificators into the
“subject line” of each message:

o Protocol number/code

o Investigator’s last name

o Site number

Faktury musi byt vystaveny na (pfijemce sluzby):

Eli Lilly Cork Limited
Island House

Eastgate Road
Eastgate Business Park
Little Island

Co. Cork

Irsko

VAT: IE3508310BH

Faktury musi byt odeslany elektronicky e-mailem na

V “pfedmétu” e-mailu, prosim, vzdy uvedte
o Protokol studie
o  Prijmeni zkousejici/ho
o Cislo centra
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Exhibit 2: Lilly Policies Regarding
Authorship of Publications

Lilly complies with the authorship standards
of the International Committee of Medical
Journal Editors’ “Uniform Requirements for
Manuscripts Submitted to Medical
Journals”. The Uniform Requirements state
that all persons designated as authors
should qualify for authorship, and all those
who qualify should have participated
sufficiently in the work to take public
responsibility for appropriate portions of the
content. One or more authors should take
responsibility for the integrity of the work as
a whole, from inception to published article.
Authorship credit should be based on (1)
substantial contributions to conception and
design, or acquisition of data, or analysis
and interpretation of data; (2) drafting the
article or revising it critically for important
intellectual content; and (3) final approval of
the version to be published. Authors should
meet conditions 1, 2 and 3.

Consistent with the traditional scientific
model in which authors do not receive
specific financial remuneration for fulfilling
authorship responsibilities, Lilly does not
pay for intellectual contributions or time
spent authoring either in the form of a fee
for services or an honorarium. Lilly
reimburses authors for reasonable out-of-
pocket expenses related to preparation or
presentation of a scientific publication if
done at Lilly’s request. All financial support
from Lilly for scientific publications and
presentations is fully disclosed to any
journal or congress.

Priloha 2: Zasady spoleé€nosti Lilly tykajici
se autorstvi publikaci

Spole¢nost Lilly dodrzuje autorské standardy
vyplyvajici z ,Jednotnych pozadavku na
rukopisy pfedkladané do |ékafskych odbornych
¢asopisU* (Uniform Requirements for
Manuscripts Submitted to Medical Journals),
které byly vypracovany Mezinarodnim vyborem
vydavatell lékarskych odbornych ¢&asopist
(International Committee of Medical Journal
Editors). Jednotné pozadavky stanovi, ze
vdechny osoby oznacené jako autofi musi mit
opravnéni k autorstvi a vS8ichni, ktefi maiji
opravnéni, musi mit dostateny podil na praci,
aby mohli pfijmout vefejnou odpovédnost za
prislusné ¢asti obsahu. Jeden nebo vice autort
musi pfijmout odpovédnost za integritu prace
jako celku, od poc€atku prace az po publikovany
Clanek. Autorsky kredit musi byt zalozen na (1)
vyznamném pfispéni ke koncepci a usporadani
nebo pofizeni dat nebo analyze a interpretaci
dat, (2) vypracovani konceptu c¢lanku nebo
kritickém zrevidovani jeho dllezitého
intelektualniho obsahu a (3) kone¢ném
schvéleni verze uréené k publikaci. Autofi musi
splfiovat podminky 1, 2 a 3.

V souladu s tradiénim védeckym modelem, ve
kterém autofi nedostavaji specifickou finanéni
odménu za plnéni autorskych povinnosti,
neplati spole€nost Lilly za intelektualni
pfispévek nebo za d&as straveny autorskou
¢innosti ani formou odmény za sluzbu i
honorafe. Spole¢nost Lilly hradi autordm
pfiméfené naklady souvisejici s pfipravou nebo
prezentaci védecké publikace, pokud byla
realizovana na zakladé poZadavku spoleénosti
Lilly. Jakakoli finan&ni podpora poskytnuta
spole¢nosti Lilly za védecké publikace a
prezentace je jakémukoli odbornému Casopisu
¢i kongresu v plném rozsahu zvefejnéna.

167-Mc-Amax_cz_3 || R

Page 29 of 30



Tripartite Contract — Interventional Study
OUS Lilly LoA Template — Czech Republic
Global Version: 02 2020

Affiliate Version: Jan 2020

Exhibit 3: Decision of approval of clinical
trial issued by State Institute for Drug
Control on August 25, 2020

Exhibit 4: Favourable opinion issued by
ethics committee for multi-centric clinical
trials on August 13, 2020

Exhibit 5: Favourable opinion issued by
local ethics committee on May 28, 2020

Exhibit 6: Contract of insurance, certificate
of insurance

Exhibit 7: Report from business register
dated September 8, 2019

Exhibit 8: Clinical trial protocol dated
December 13, 2019, Clinical trial protocol
addendum dated February 20, 2020

Exhibit 9: Pharmacy questionnaire

Exhibit 10: Local laboratory questionnaire

Piiloha 3: Rozhodnuti o povoleni klinického
hodnoceni vydané Statnim uastavem pro
kontrolu lé¢€iv dne 25. 8. 2020

Priloha 4: Souhlasné stanovisko vydané
multicentrickou etickou komisi dne 13. 8. 2020
Priloha 5: Souhlasné stanovisko vydané lokalni
etickou komisi dne 28. 5. 2020

Priloha 6: Pojistna smlouva, pojistny certifikat
Priloha 7: Vypis z obchodniho rejstfiku ze dne
8.9.2019

Priloha 8: Protokol klinického hodnoceni ze dne
13. 12. 2019, dopinék protokolu klinického
hodnoceni ze dne 20. 2. 2020

Priloha 9: Dotaznik Iékarny

Priloha 10: Dotaznik lokalni laboratore
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Budget

The below Budget Tempalte is completed where there are MULTIPLE PAYEES listed in the contract

STUDY BUDGET NOTES:

The start of the clinical trial is planned for - Patient recruitment is expected to be completed in - The study has competitive enrolment. A
minimum of [ ilij randomised patients and up to |Jli] randomised patients are planned for this site. The pro-rata payment will be made per
evaluable patient.

All payments will be made in currency CZK excl. VAT. Should any of the services performed by the Investigator and/or Institution in connection with this

Agreement be subjected to VAT, then the Investigator and/or Institution is entitled to charge VAT at the legally applicable rate.

Please confirm the Trial Alias 116 T-MC-AMAX
Please confirm the site number:
Eli Lilly Contracting Entity

PAYEE DETAILS (for Payee #1)

Payee Name:
Supplier Information Form completed and signed? iYes
Payee Type (select from the list)
Email Address for ALL payments/finance corresondence |

Note: All payments will be made according to local fiscal requirements. 70777
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PAYEE DETAILS (for Payee #2)

Payee Name: \Vojenska nemocniceBrno |
Supplier Information Form completed and signed? tYes §
Payee Type (select from the list) {Institution |

_——————r—————————————————————————————————.

Note: All payments will be made according to local fiscal requirements.

Email Address for ALL payments/finance corresondence

PAYEE DETAILS (for Payee #3)

Payee Name:

Supplier Information Form completed and signed?
Payee Type (select from the list) iSub Investigator
Email Address for ALL payments/finance corresondence _ ________________________________________
Note: All payments will be made according to local fiscal requirements. -7

iYes

Please select appropriate box: O Naive Site

Payment Split Details:

Worked wit

h Lilly

% of the total remuneration, and while total remuneration due to Sub-Investigator shall equal 10 % of the total remuneration.”
NOTE: If there are other payees please confirm their percentage split also

If there is no payment split and Payee #1 receives 100% remuneration please tick here:

If payment split is not confirmed in the contract ( & investigator will confirm the split prior to payment) please tick here:

The amount of the remuneration due to the Principal Investigator shall equal 70 % of the total remuneration for the performance of this Trial, while remuneration due to the Institution shall equal 20

Cost Per Patient

Visit no Payment code Total cost

Payee #1
Principal
Investigator

Payee #2
Institution

Payee #3
Sub-Investigator

Additional CRF based payments (Not Included in Cost per Patient):

Item name Payment code Total Cost

Payee #1
Principal
Investigator

Payee #2
Institution

Payee #3
Sub-Investigator

FI

Lilly will pay for screen failures that occur in accordance with the Protocol.

16T-MC-AMAX_CZ_INV/INS Budget_||| |
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Budget

Items paid by invoice:

Procedure name (and payment conditions)

Total Cost

Payee #1
Principal
Investigator

Payee #2
Institution

Payee #3
Sub-Investigator

Increases to invoiceable expenses shall only be paid upon advance, written approval from Lilly. Budgeted line item amounts represent the maximum payable amounts unless such advance, written approval is

Additional payments for the Institution/Investigators:

Payee #1 Payee #2 Payee #3
Item name Total Cost Principal Institution Sub-Investigator
Investigator
I [ [ I I
I [ [ [ [
I [ ] [ [ [
[ [ [ I [
I [ [ [ [
I [ [ [ [
I [ [ N I
I [ [ [ [
I [ [ [ [
| [ I N [
Patient Travel Reimbursement:
Item name Total Cost
[ | [
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Supplier Information Form (SIF)

Please type the details into each section below, sigh & then return to TCC_Finance_EMEA@)Iilly.com
and cc your Lilly TCC Associate

COUNTRY: Czech Republic

SITE NUMBER: i

PROTOCOL NUMBER / TRIAL ALIAS: I6T-MC-AMAX

PAYEE NAME: i

PAYEE DESCRIPTION (Tick one option): Institute Principal Inv Sub Inv Other (specify)
X

Registered Address

Street Address:

Region (County):
Town/City: gion ( v)

Country:
Postal Code:

Payments Contact Name: i

Payments Contact Telephone Number:

Cell Number (if applicable):

Payments contact E-mail address:

VAT/GST/TAX Registration Number:

Payments Remittance Advice (Lilly’s Payment Method is Electronic Wire/Bank Transfer)

Remittance Advice Contact Name:

Remittance Advice Email address:

Banking Details

Currency of payment (Note - bank account currency
must match the currency requested):

Bank Account Name:

Bank Account Number:

IBAN Number:

SWIFT/BIC Code:

Bank Name:

Bank Address:

SIGNATURE AND STAMP THAT COMMITS THE PAYEE:

Payee Signature & Date:

IF ANY OF THE ABOVE DETAILS CHANGE DURING THE TRIAL PLEASE REACH OUT TO TCC_Finance_EMEA@Iilly.com
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Supplier Information Form (SIF)

Please type the details into each section below, sign & then return to TCC_Finance_ EMEA@lilly.com
and cc your Lilly TCC Associate

COUNTRY: Czech Republic

SITE NUMBER: i

PROTOCOL NUMBER / TRIAL ALIAS: I6T-MC-AMAX

PAYEE NAME: Vojenska nemocnice Brno, p.o.

PAYEE DESCRIPTION (Tick one option): Institute Principal Inv Sub Inv Other (specify)
X

Registered Address
Street Address:
Region (County):
Town/City: gion { V)
Country:
Postal Code:

Payments Contact Name:

Payments Contact Telephone Number: Cell Number (if applicable):

Payments contact E-mail address:

VAT/GST/TAX Registration Number:

Payments Remittance Advice (Lilly’s Payment Method is Electronic Wire/Bank Transfer)

Remittance Advice Contact Name:

Remittance Advice Email address:

Banking Details

Currency of payment (Note - bank account currency  |CZK
must match the currency requested):

Bank Account Name:

Bank Account Number:

IBAN Number:

SWIFT/BIC Code:

Bank Name:

Bank Address:

SIGNATURE AND STAMP THAT COMMITS THE PAYEE:

Payee Signature & Date:

IE ANY OF THE ABOVE DETAILS CHANGE DURING THE TRIAL PLEASE REACH OUT TO TCC_Finance EMEA@lilly.com
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Supplier Information Form (SIF)

Please type the details into each section below, sigh & then return to TCC_Finance_EMEA@)Iilly.com
and cc your Lilly TCC Associate

COUNTRY: Czech Republic
SITE NUMBER: i
PROTOCOL NUMBER / TRIAL ALIAS: I6T-MC-AMAX
PAYEE NAME: i
PAYEE DESCRIPTION (Tick one option): Institute Principal Inv Sub Inv Other (specify)
X Sub-Investigator

Registered Address

Street Address:

Region (County):
Town/City: gion ( v)

Country:
Postal Code:

Payments Contact Name:

Payments Contact Telephone Number:

Cell Number (if applicable): -

Payments contact E-mail address:

VAT/GST/TAX Registration Number:

Payments Remittance Advice (Lilly’s Payment Method is Electronic Wire/Bank Transfer)

Remittance Advice Contact Name:

Remittance Advice Email address:

Banking Details

Currency of payment (Note - bank account currency
must match the currency requested):

Bank Account Name:

Bank Account Number:

IBAN Number:

SWIFT/BIC Code:

Bank Name:

Bank Address:

SIGNATURE AND STAMP THAT COMMITS THE PAYEE:

Payee Signature & Date:

IF ANY OF THE ABOVE DETAILS CHANGE DURING THE TRIAL PLEASE REACH OUT TO TCC_Finance_EMEA@Iilly.com
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