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SERVICES AGREEMENT

Entered into in conformity with Section 1746,
paragraph 2, Act No. 89/2012 Caoll., Civil Co

de as amended, as of the day of the last contracting
party signature in between

Institut klinické a experimentalni mediciny

With registered office at: Videriskd 1958/9

140 21 Praha 4 Czech Republic

Company registration #: 00023001
Tax ID # (EU VAT #): CZ00023001

Governmental allowance organization, Foundation
Charter ref. No. 17268-11/2012 dated 29 May 2012

represented by:
MUDr. Ale$ Herman, Ph.D., director

(hereinafter as the ,Provider®)
and

Eli Lilly and Company Limited

With registered office at: Lilly House, Priestley
Road, Basingstoke, Hampshire, RG24 9NL, UK

Tax identification number: GB 232 703 787
(hereinafter referred to as “Lilly” and/or “Sponsor”)

(The Provider and the Sponsor are hereinafter
referred to collectively as the ,Parties® and/or
individually as ,Party*).

PREAMBLE

The Sponsor, Thomayerova nemaocnice,
governmental allowance organization established
by MoH Czech Republic, company ID No.
00064190 (hereinafter referred to as “Institution”)
and xxx (hereinafter referred to as “Investigator”)
entered into Agreement which purpose is to perform

the Clinical Trial entitled NG

I (hereinafter as ,Study®) according to the
protocol xxx (hereinafter referred to as ,Protocol”).
The Study will be performed by the Investigator in
the premises of the Institution.

The Study is sponsored by Eli Lilly and Company,

SMLOUVA O POSKYTNUTI SLUZEB

uzaviena ve smyslu ustanoveni §1746 odst. 2
zakona €. 89/2012 Sb., Obc¢ansky zakonik, ve
znéni pozdéjSich pfedpisti, ke dni podpisu
posledni ze smluvnich stran mezi nize
uvedenymi smluvnimi stranami:

Institut klinické a experimentalni mediciny

Se sidlem: Videriska 1958/9
140 21 Praha 4, Ceska republika

IC: 00023001
DIC: CZ00023001

Statni pfispévkova organizace, zfizovaci listina
€.j. 17268-11/2012 ze dne 29. 5. 2012 v platném
znéni

Zastoupena:

MUDr. AleSem Hermanem, Ph.D., feditelem

(dale jen ,Poskytovatel®)
a

Eli Lilly and Company Limited

se sidlem: Lilly House, Priestley Road,
Basingstoke, Hampshire, RG24 9NL, Spojené
kralovstvi

DIC: GB 232 703 787
(déle jen ,Lilly* a/-nebo ,Zadavatel®)

(Poskytovatel a Zadavatel spolecné dale jen
,Smluvni strany” a/-nebo samostatné jen
,Smluvni strana”)

PREAMBULE

Zadavatel, spole¢nost Thomayerova nemocnice,
statni pfispévkova organizace zfizena
Ministerstvem zdravotnictvi Ceské republiky, IC:
00064190 (dale jen ,zdravotnické zafizeni") a
xxx (dale jen ,hlavni zkousSejici“) uzavieli za
UCelem provedeni Kklinické studie nazvané:

Bl (dale jen ,studie®), podle protokolu xxx
(dale jen ,protokol), smlouvu o provedeni vySe
uvedené studie hlavnim zkousejicim v prostorach
zdravotnického zafizeni.

Zadavatelem studie je spole¢nost Eli Lilly and
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with its registered office at Lilly Corporate Center,
Indianapolis, IN46285, United States, which is
represented in the European Union and it'e
Member States by Eli Lilly and Company
Limited, with its registered office at Lilly House,
Priestley Road, Basingstoke, Hampshire RG24
9NL and with its R&D and Regional Operations
offices at Erl Wood Manor, Sunninghill Road,
Windlesham, Surrey, GU206PH, United Kingdom of
Great Britain and Northern Ireland.

The Investigator will be performing Study at below
department of the Institution:

(hereinafter referred to as “site”).

This purpose of this agreement (hereinafter referred
to as “Agreement’) is to set forth the rights and
obligations of the Provider and the Sponsor.

The Provider shall render services as per this
Agreement at below department of the Provider:

Under command of its head : xxx
(hereinafter as ,RIP*)

The Provider's services according to this
Agreement will be conducted and supervised by the
head xxx and delegated employees of relevant
department of the Institution, respectively, whose
names shall be stipulated on the Study
Delegations Log as part of the Investiagtor Site
File at the site.

By signing this Agreement the Parties assume the
following obligations:

1. Provider undertakes to provide the following
services relating to Study pursuant to the terms of
this Agreement and Protocol (hereinafter referred to
as “services”):

e Bone scintigraphy according to Study Protocol

Company, se sidlem Lilly Corporate Center,
Indianapolis, IN46285, Spojené staty americké,
ktera je na Uzemi ¢lenskych stati Evropské
unie zastoupena spoleénosti Eli Lilly and
Company Limited se sidlem Lilly House,
Priestley Road, Basingstoke, Hampshire RG24
9NL a provozovnou na adrese Erl Wood Manor,
Sunninghill Road,  Windlesham, Surrey,
GU206PH, Spojené kralovstvi Velké Britanie a
Severniho Irska.

Hlavni  zkouSejici  bude  studii  provadét
na prislusném oddéleni zdravotnického zarizeni,
kterym je:

J

(déale jen ,studijni centrum®).

Ugelem této smlouvy (dale jen ,smlouva’) je

stanoveni  smluvnich prdv a  povinnosti
Poskytovatele a Zadavatele.
Poskytovatel bude sluzby pozadované

Zadavatelem dle této smlouvy poskytovat na
pfislusném oddéleni Poskytovatele, kterym je:

Pod vedenim prednosty: Xxx
(dale jen ,RIP®).

Sluzby Poskytovatele, vymezené touto
smlouvou, budou provadény pod vedenim
prednosty xxx, resp. povéfenych zaméstnancl
pFislusného oddéleni Poskytovatele, ktefi budou
jmenovité na seznamu osob podilejicich se na
studii, tzv. ,Study Delegations Log" jenz je
soucasti studijni dokumentace ve studijnim
centru.

Smiuvni strany se podpisem této smlouvy
zavazuji k pInéni téchto povinnosti:

1.Poskytovatel se zavazuje poskytovat v
souvislosti se studii nasledujici sluzby v souladu
s podminkami této smlouvy a protokolem (dale
jen ,sluzby®):

e Kostni scintigrafie dle protokolu studie na
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based on the request from study investigators of
the Institution

2. Provider and its employees involved in rendering
services related to the Study to the extent set-out by
this Agreement agree to comply with all respective
laws or standards that may be applicable to the
services rendered and/or their work performed in
regards to the study, including the conditions
specified in Protocol and Protocol amendments
and/or addenda and further including Regulation
No. 226/2008 Coll., on Good Clinical Practice and
more detailed conditions for Clinical Trials,
Regulation No. 84/2008 Coll., on Good Pharmacy
Practice and more detailed conditions of handling of
medicinal products in the pharmacies, healthcare
institutions and other providers and institutions
dispensing medicinal products, as amended, and all
other applicable laws, regulations and standards
related to the Providers and it's relevant
employees” activities. Provider also agrees that it
will not use sub-sites or satellite sites in the conduct
of Study unless Lilly has given prior written approval
for the use of the sub-sites and satellite sites.

3. In carrying out their responsibilities under this
Agreement, Parties agree to comply without reserve
with all valid anti-bribery laws in the Czech
Republic. 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 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

zakladé zadosti
zdravotnického zafizeni

zkouSejicich ze

2. Poskytovatel a jeho zaméstnanci, ktefi se
podileji na poskytovani sluzeb v souvislosti
s provadénim studie vrozsahu stanoveném
touto smlouvou, budou jednat v souladu
s pfislusSnymi pravnimi pfedpisy a normami,
které se vztahuji k poskytovanym sluzbam a/-
nebo vykonu jejich prace v souvislosti se studii,
mimo jiné s podminkami stanovenymi
v protokolu a dodatcich a doplficich protokolu,
a dale s vyhlaSkou &. 226/2008 Sb., o spravné
klinické praxi a blizSich podminkach klinického
hodnoceni IéCivych pfipravkl, vyhlaskou ¢&.
84/2008 Sb., o spravné I|ékarenské praxi,
bliz8ich podminkach zachazeni s IéCivy v
Iékarnach, zdravotnickych zafizenich a u
dalSich provozovateld a zafizeni vydavajicich
|éCivé  pripravky, ve znéni pozdéjsich
predpist véemi  dalSimi  platnymi  pravnimi
predpisy, nafizenimi a normami, jez se vztahuji
k ¢innosti Poskytovatele a jeho dotéenych
zameéstnancu. Poskytovatel souhlasi stim, ze
pfi provadéni studie nebude vyuzivat dilCi
pracovisté¢ ani satelitni pracovisté, pokud
k takovému  uzivani  diléich  a satelitnich
pracovist neda Lilly predem svij pisemny
souhlas.

3. P pInéni svych zavazkd vyplyvajicich z této
smlouvy smluvni strany bez vyhrad souhlasi s
tim, Ze budou dodrzovat vesSkeré pfislusné
protikorupéni zakony platné v Ceské republice.
Pri dodrzovani pfislusnych protikorup&nich
pravnich ptedpisti Ceské republiky bude zajistén
soulad se zakonem Spojenych statd o
zahrani€nich  korupCnich  praktikach (Foreign
Corrupt Practices Act, FCPA), ve znéni zmén
adoplnéni, ktery obecné& zakazuje pFimo
i nepfimo nabizet, slibovat, platit nebo davat
cokoliv cenného jakymkoliv statnim Gfednikiim
za ucelem zachovani nebo udrzeni obchodnich
nebo jakychkoliv neopravnénych vyhod.

Pro ucely tohoto bodu znamena pojem ,statni
Ufednik“ jakéhokoliv ufednika, funkcionare,
zastupce ¢i zaméstnance, véetné |ékarl, ktefi
jsou zameéstnanci ministerstev, agentur nebo
instituci  (v€etné statem vlastnénych nebo
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controlled commercial enterprise), or any official of
a public international organization or political party
or candidate for political office. Additionally, if any of
Provider's owners, directors, employees, agents,
and consultants are government officials, Provider
agrees that Lilly's and/or Lilly's representative’s
payment of them in connection with this Agreement
is not intended to influence any decision that any
individual may make to their benefit in their capacity
as a government official.

Provider further represents that none of it's owners,
directors, employees, agents, or consultants will
directly or indirectly offer to pay, promise to pay or
give money and/or anything of value to any
government official for 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 his official capacity; (i)
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 his influence with the government or
instrumentality thereof to affect or influence any act
or decision of the government or such
instrumentality with respect to any activities
undertaken relating to this Agreement.

Additionally, Provider will make reasonable efforts
to comply with requests for information, including
answering questionnaires and narrowly tailored
audit inquiries, to enable Lilly and/or Lilly’s
representative to ensure compliance with applicable
anti-bribery laws. Provider agrees that any payment
from Lilly and/or Lilly’s representative to Provider in
connection with/related to the services to be
provided under this Agreement is not intended to
influence any decision Provider may make
regarding the dispense of Lilly medicines or to
otherwise influence any pending or future Lilly
business.

4. Provider agrees that Lilly, Lilly-designated
representatives and domestic or foreign regulatory
agencies may inspect its procedures, facilities and
Study records (including portions of other pertinent
records for all patients in Study) used in conducting
Study. Information obtained from such inspections

ovladanych komerénich podnikl) mimo USA,
nebo jakéhokoliv ufednika vefejné mezinarodni
organizace i politické strany nebo kandidata na
politicky ufad. V pfipadech, kdy je kterykoliv z
majitelt, Fediteld, zaméstnancli, zastupcl a
konzultantl Poskytovatele statnim Ufednikem,
Poskytovatel souhlasi s tim, ze platby, které od
spole¢nosti Lilly a/nebo zastupce jmenovaného
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 dfednika v jejich
prospéch.

Poskytovatel dale prohladuje, Ze Z2Zadny
z majiteld, Feditell, zaméstnancli, zastupci Ci
konzultantll Poskytovatele nebude pfimo &i
nepfimo nabizet penize, slibovat penize ani
davat penize nebo cokoliv cenného zadnému
statnimu dfednikovi s cilem (i) ovlivnit pInéni
nebo neplnéni nebo prodleni v pinéni jakéhokoliv
Ukonu  souvisejiciho s jeho  pracovnimi
povinnostmi  a/nebo rozhodnuti  pfisluSného
statniho Ufednika v jeho uUfedni pravomoci, (ii)
pfimét statniho ufednika, aby jednal nebo
nejednal vrozporu se svymi zakonnymi
povinnostmi, (iii) zajistit pfimo nebo nepfimo
jakoukoliv neopravnénou vyhodu za Uu&elem
Ukonu, ktery je v rozporu s jeho pracovnimi
povinnostmi, (iv) pfimét statniho ufednika, aby
vyuzil svUj vliv ve vladé nebo instituci a ovlivnil
jednani nebo rozhodnuti vlady nebo instituce
v souvislosti s €innosti provadénou v rdmci této
smlouvy.

Poskytovatel dale projevi pfiméfenou snahu o
splnéni  informaénich  pozadavku, vcetné
odpovédi na dotazniky a pfesné formulované
auditni otazky, scilem umoznit Lilly a/nebo
zastupci  spolecnosti  Lilly dodrzet platné
protikorupéni  pravni pFedpisy. Poskytovatel
souhlasi s tim, ze platba, kterou obdrzi od Lilly
a/nebo od zéastupce spolecnosti Lilly v souvislosti
se sluzbami poskytovanymi podle této smlouvy,
neni ur€ena k ovlivnéni pfipadného rozhodnuti,
které by Poskytovatel mohl pfijmout, pokud se
jedna o vydej Iékl spolecnosti Lilly, ¢i ovlivnéni
souc¢asnych nebo budoucich zakazek
spole¢nosti Lilly.

4. Poskytovatel bere na védomi, Ze spole€nost
Lilly, zastupci jmenovani spolecnosti Lilly
amistni &i zahrani¢ni organy statniho dohledu
mohou podrobit kontrole jeho postupy, vybaveni
a zaznamy tykajici se studie (vC€etné relevantnich
zaznamu vSech pacientd ve studii), které jsou ve
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may be shared with Lilly and Lilly-designated
representatives. Provider shall provide Lilly with the
results of any such review, audit or inspection.
Should any subject authorized by Lilly perform an
inspection at Provider in accordance with this
provision, Lilly will ensure that these subjects will
follow the relevant internal law of the Provider and
the commands of his leading personnel. These
inspections will be communicated to the Provider in
advance so that they can be held in mutual
cooperationof the Provider and Lilly.

5. All Pharmacy records related to Study must be
retained for fifteen (15) years after completion or
termination of Study provided, however, that in the
unlikely event that ICH or FDA record retention
requirements, (i.e., two (2) years after the date of
marketing application approval by FDA for Study
drug(s) indication investigated, or if an application is
not approved, two (2) years after the FDA is notified
by Lilly of discontinuation of the IND) are longer
than fifteen (15) years, Lilly will notify Provider
regarding any additional length of time that records
must be retained to meet such requirements..

6. All information provided to Provider by Lilly, its
representatives or generated by Provider in
connection with Study will be kept in a confidential
manner and will not be used for any purpose not
contemplated by this Agreement for a minimum of
five (5) years after the termination or conclusion of
Study except to the extent that Lilly gives Provider
written permission or particular information is
required by laws or regulations to the Ethical
Review Board, a patient, local regulatory agencies,
or any other governing body or court of competent
jurisdiction or to anybody if requested by relevant
legislation. If disclosure is requested, Provider shall
promptly notify Lilly and shall not disclose any
information without Lilly’s prior written consent or
until Lilly informs Provider that it has exhausted
legal actions it may take to prevent or limit the
requested disclosure. Lilly shall provide such
consent and/or notification in a prompt and timely
manner to Provider. Provider shall ensure that its
respective employees, contractors and agents are
informed of and abide by these confidentiality terms.

studii pouzivany. Informace ziskané pfi téchto
kontrolach mohou byt poskytnuty spolecnosti
Lilly, zastupcim jmenovanym spole¢nosti Lilly.
Poskytovatel pfeda vysledky téchto kontrol,
auditu &i inspekci spole¢nosti Lilly.

Bude-li jakykoliv subjekt zmocnény Lilly provadét
u Poskytovatele kontrolu v souladu s timto
ustanovenim, zavazuje se Lilly, Ze tyto subjekty
budou dodrzovat pfislusné vnitfni pFedpisy
Poskytovatele a pokyny jeho vedoucich
zaméstnancl. Zaroven budou tyto kontroly ze
strany Lilly vzdy pfedem oznameny Poskytovateli
tak, aby byly provedeny ve vzajemné spolupraci
Poskytovatele a Lilly.

5. VeSkeré zaznamy souvisejici se studii musi
byt uchovavany po dobu patnacti (15) let od
jejiho dokon&eni nebo zastaveni av8ak s tim, ze
v nepravdépodobném pfipadé, ze by ICH nebo
FDA pozadovaly IhlGtu pro uchovavani zaznamu
(ti. dva (2) roky od data rozhodnuti FDA o
registraci hodnoceného léCiva (IéCiv) pro
zkoumanou indikaci, nebo pokud zadost o
registraci nebyla schvalena, dva (2) roky od
okamziku, kdy spole€nost Lilly informovala FDA
o preruseni IND) delSi nez patnact (15) let, bude
spole¢nost Lilly informovat Poskytovatele o
jakékoliv dodate¢né ¢&asové |haté, po kterou
museji byt zaznamy uchovavany tak, aby byly
tyto poZadavky splnény.

6. Veskeré informace, které Poskytovateli
poskytne spolec¢nost Lilly Ci jeji zastupci nebo
které Poskytovatel ziska v souvislosti se studii,
budou zpracovavany jako davérné a po dobu
minimalné péti (5) let od dokonéeni nebo
zastaveni studie nebudou pouzivany k zadnym
ucelim, které nejsou stanoveny v této smlouvé,
pokud ovS8em spoleCnost Lilly Poskytovateli
neudéli pisemny souhlas nebo pokud z&kon &i
nafizeni nevyZaduje zpfistupnéni konkrétni
informace etické komisi, pacientovi, organim
statniho dohledu nebo jinym statnim organim ¢i
pfislusnym  souddm & komukoliv  jinému,
vyzaduji-li to pfisludné pravni predpisy. Je-li
vyzadovano zpfistupnéni informaci, Poskytovatel
to neprodlené oznami spolecnosti Lilly a
informace nepfeda bez pfedchoziho pisemného
souhlasu spole¢nosti Lilly nebo do doby, nez jej
spole€nost Lilly uvédomi otom, ze vyCerpala
veskeré dostupné pravni prostfedky, jimiz by bylo
mozné zvefejnéni téchto informaci pfedejit nebo
omezit jejich rozsah. SpoleCnost Lilly bude
Poskytovatele o svém souhlasu & vyCerpani
dostupnych pravnich prostfedkd informovat véas
a bez odkladu. Poskytovatel odpovida za to, Ze
jeji dotéeni zaméstnanci, smluvni partnefi
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If during the course of the Study or within one (1)
year after termination of this Agreement, Provider
conceives or actually reduces to practice what they
believe to be a new invention (including, without
limitation, new uses, processes, formulations,
therapeutic combinations or methods) occurring as
a direct result of the performance of the Study
covered by this Agreement and/or which
demonstrably could not possibly have occurred had
the Study not been performed, or involving the
Study drug(s), device(s) or simple derivatives of the
Study drug(s) (e.g. 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) (hereinafter referred to as
“Object of IP”), Provider shall promptly notify Lilly.
The new invention or use shall be the sole property
of and shall be assigned to Lilly.

Additionally, in the event any of the Provider and/or
it's staff is invited to be an author of a Lilly
publication or presentation during the course of or
after the conclusion of the Study covered by this
Agreement, they agree to hold all new information
(including data from other investigator sites for
multi-site studies) provided to them by Lilly or Lilly-
designated representatives, or generated by them 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.

7. The terms of this Agreement shall also be
considered confidential information which the
Parties may only disclose to the extent required by
law.

The Parties have state that this Agreement needs to
be published under Act No. 340/2015 Coll., on
Special Prerequisites for the Effectiveness of
Certain Contracts, the Publication of Those

i zastupci budou seznameni s témito pravidly pro
praci s divérnymi informacemi a budou se jimi
fidit.

Jestlize v prabéhu provadéni studie anebo
v obdobi jednoho (1) roku po ukonéeni této
smlouvy Poskytovatel zformuluje anebo uplatni
v praxi skuteCnost, vynalezne anebo vytvofi
jakékoli dilo anebo vynélez, ktery podiéha
ochrané autorskych, primyslovych anebo jinych
prav dusevniho vlastnictvi, které jsou pfimym
vysledkem uskute€fiovani studie, anebo které by
prokazatelné  nemohly byt  zformulované,
uplatnéné anebo vytvorené, pokud by se studie
neuskute¢nila (v€etné, nikoli vSak vylu¢né
novych zpusobl uzivani, postupl, lékovych
forem, terapeutickych kombinaci anebo zpUsobu
Ié€by), anebo ktery zahrnuje studijni I€k(léky)
anebo jeho jednoduché derivaty (napf., nikoli
v8ak vyluéné protilatkové fragmenty, analoga,
soli, solvaty, konformace, stereoizomery,
racemické smési, amorfni formy, krystalické
formy, krystalické struktury, metabolity, prolatky
(,prodrugs®), volné kyseliny, chelaty, komplexni
slou€eniny, syntetické meziprodukty, izotopické
anebo radiologicky znacené ekvivalenty anebo
smési vySe uvedenych) (dale jen jako ,pfedmét
dusevniho vlastnictvi“), zavazuje se Poskytovatel
o této skute€nosti okamzité informovat
zadavatele. Takovyto novy vynalez bude
vyhradnim vlastnictvim spolecnosti Lilly.

Dale v pfipadé, ze bude Poskytovatel anebo jeho
zameéstnanci v pribéhu studie upravené touto
smlouvou anebo po jejim ukonceni pozadani,
aby byli autorem publikace nebo prezentace
spole€nosti Lilly, souhlasi tito stim, Ze budou
zachovavat ml€enlivost ohledné jakychkoli
novych informaci (v€etné dat z dalSich studijnich
center vV ramci multicentrickych studii),
poskytnutych jim spole¢nosti Lilly anebo ji
povéfenymi zastupci anebo informaci jimi
vytvofenych v souvislosti s takovym autorstvim,
ato po dobu péti (5) let od oznameni nebo
pfipadné vytvofeni takovych informaci. Tento
zavazek zustava platnym i po uplynuti platnosti
této smlouvy, jejim zruSeni anebo ukonceni.

7. Za duvérné informace jsou povazovany rovnéz
podminky této smlouvy, aproto smi byt
smluvnimi  stranami  zvefejfilovany  pouze
v rozsahu, ktery vyZaduje zakon.

Smiluvni strany konstatuji, ze tato smlouva
podléha zvefejnéni dle zakona &. 340/2015 Sb.,
0 zvlastnich podminkach ucinnosti nékterych
smluv, uvefejhovani téchto smluv a o registru
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Contracts, and the Register of Contracts, Prior to
the publication of the Agreement, all provisions and
Exhibits of the Agreement identified as a trade
secret by the Parties (the fee information, the
Payment Schedule and the Study budget, the
Clinical Trial Protocol), as well as any data not to be
published under Act No. 340/2015 Coll., will be
removed (blacked out or removed in other manner)
from the Agreement, and the publication will be
carried out by the Provider. Prior to the signature of
the Agreement, the Sponsor will also provide the
Provider with a version of the Agreement modified
for the publication and will, upon sending an
electronic form or making the publication in another
manner, inform the Institution and the Investigator
about the act having been performed.

8. Data and intellectual property that is conceived or
generated as a direct result of Study shall be the
sole property of Lilly, and Provider shall have no
rights to such data or intellectual property.

9. Provider agrees that it is not and has not been
debarred or disqualified from participating in clinical
research by relevant regulatory authority or by any
other regulatory authority, and that it will not use or
involve any person or organization in connection
with this Study and Agreement that is or has been
debarred or disqualified by any regulatory authority
from participating in clinical research. In the event
that Provider or any person or organization it uses
or involves in connection with Study should become
debarred or disqualified during the course of Study,
Provider agrees to promptly notify Lilly in writing.

10. To the extent as necessary Lilly may collect in
accordance with Act No. 101/2000 Coll. on
personnel data, as amended (hereinafter as ,Act
No. 101/2000 Coll.) certain personal information
from Provider personnel directly participating in
rendering services as per this Agreement including
but not limited to names, titles and business contact
information (“Provider Personnel Data”) only with
their consent to fulfil business purposes, including:

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

(2) Assessment of concerned
qualifications to conduct Study;

personnel

(3) Quality control and Study management; and

(4) Disclosures to ERBs, Ethics Committee or

smluv. Pfed zvefejnénim smlouvy budou
veskera ustanoveni a pfilohy smlouvy oznacené
Smluvnimi stranami jako obchodni tajemstvi
(informace o odméné, platebni rozvrh, protokol
klinického hodnoceni) a Uudaje, které se
podle zakona ¢. 340/2015 Sb. nezvefejfiuji ze
smlouvy odstranény (zacernény ¢&i jinak
odstranény), pficemz  zvefejhiovani  bude
provedeno Poskytovatelem. Zadavatel pred
podpisem smlouvy poskytne Poskytovateli verzi
smlouvy upravenou ke zvefejnéni a po odeslani
elektronického formulafe & jiném zpusobu
zverejnéni bude informovat Zdravotnické zafizeni
a Zkousejiciho o provedeni ukonu.

8. Vedkera data a dudevni vlastnictvi, které jsou
ziskany nebo vytvofeny v pfimé souvislosti se
studii, jsou vyluénym majetkem spole¢nosti Lilly
a Poskytovatel nema k témto datdm ani k tomuto
duSevnimu vlastnictvi zadna prava.

9. Poskytovatel prohlasuje, Zze nebyl pfisluSnym
statnim organem ani zadnym jinym statnim
organem vyloucen z u€asti na klinickém vyzkumu
aze vsouvislosti stouto studii a smlouvou
nebude spolupracovat s Zzadnou osobou ani
organizaci, ktera byla jakymkoli statnim organem
vylou€ena zUuc€asti na klinickém vyzkumu.
V pfipadé, ze by vprdbéhu studie doSlo
k vylou€eni Poskytovatele nebo jakékoli osoby &i
organizace, s niz Poskytovatel v souvislosti se
studii  spolupracuje, zucasti na klinickém
vyzkumu, Poskytovatel otom bude neprodlené
pisemné informovat spole€nost Lilly.

10. Spolec¢nost Lilly mize v nezbytném rozsahu
shromazdovat jisté osobni Udaje, a to v souladu
se zakonem ¢. 101/2000 Sb., o osobnich
Gdajich, v platném znéni (dale téz jako ,zakon €.
101/2000 Sb."), o pracovnicich Poskytovatele,
pfimo se ucCastnicich poskytovani sluzeb dle této
smlouvy, zejména informace o jménech, funkcich
a pracovnich kontaktech (dale jen ,informace
o pracovnicich Poskytovatele®), pouze s jejich
souhlasem, a to za témito ucely:

(1) dodrzovani platnych zakonl a predpisl
ohledné mozného finanéniho stfetu zajma;

(2) hodnoceni kvalifikace dotéenych pracovniki k
provadéni studie;

(3) kontrola kvality a fizeni studie; a

(4) zpfistupnéni informaci etickym komisim nebo
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national or foreign regulatory authorities in
connection with their performance of review or
oversight responsibilities for Study.

Provider Personnel Data may, subject to written
consent of the personnel, also be aggregated with
data from other Lilly sources and evaluated for
business decisions including those involving future
research. Lilly may store or process such Provider
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, but only on condition
of protection level perservation in accordance with
the Act N0.101/2000 Coll. of this personnel data.

Provider agrees to obtain the written permission of
its personnel for the transfer and use of Provider
Personnel Data for the purposes described in this
section.

Provider personnel may have access to Site
Personnel Data about themselves that Lilly and/or
Lilly has collected and may have corrections made
to Provider Personnel Data about themselves that is
inaccurate.

Provider or it's personnel may contact Lilly with
inquiries regarding Lilly’'s collection or use of
Provider Personnel Data. Lilly agrees to comply with
all applicable laws and regulations regarding use of
Provider Personnel Data in accordance with this
section of the Agreement.

11. Neither Lilly nor Provider will use the name or
names of the other party or their employees in any
advertising or sales promotional material or in any
publication without prior written permission;
provided, however, that, Provider agrees to the use
of its name in Study publications and
communications, including clinical trial web sites
and Study newsletters and Lilly may disclose
Provider's name and the names of any employees,
the type of services performed by Pharmacy and/or
any concerned employee for Lilly under this
Agreement, the existence and terms of this
Agreement, and the amount of compensation Lilly
and/or Lilly’s representative paid in exchange for
Provider services, in order to comply with applicable
laws and regulations.

narodnim ¢&i zahraniénim organdm statniho
dozoru v souvislosti s plnénim kontrolnich ¢i
dozorovych povinnosti téchto organd v ramci
studie.

Informace o pracovnicich Poskytovatele mohou
byt s pisemnym souhlasem téchto pracovniki
slou¢eny s daty z jinych zdroja spole¢nosti Lilly
avyhodnocovany pro  u€ely  obchodnich
rozhodnuti, v€etné rozhodnuti tykajicich se jinych
vyzkumd. Lily  maze tyto informace
o0 pracovnicich Poskytovatele uchovéavat
a zpracovavat v USA nebo jinych zemich, a to
v zafizenich spole¢nosti Lilly nebo zafizenich s
ni spojenych po dobu existence obchodnich
potfeb nebo pravnich zavazkl, ale pouze pfi
zachovani urovné ochrany téchto osobnich udaju
v souladu se zakonem €. 101/2000 Sb.

Poskytovatel souhlasi s tim, ze ziskd od svych
pracovnik(i pisemny souhlas s pfedanim a
zpracovanim informaci o] pracovnicich
Poskytovatele pro ucely popsané v této ¢asti.

Pracovnici Poskytovatele budou mit pfistup ke
svym udajim, které spole¢nost Lilly shromazdi,
a budou si moci vyZadat provedeni oprav ve
svych udajich, pokud jsou v nich nepfesnosti.

Poskytovatel nebo jeho zaméstnanci se mohou
obratit na Lilly s dotazy ohledné shromazdovani
Ci uzivani jejich udajb. Lilly se zavazuje
dodrzovat veSkeré pfisluSné zakony a predpisy

ohledné uzivani udajd o  pracovnicich
Poskytovatele v souladu stimto ¢lankem
smiouvy.

11. Lilly ani Poskytovatel nebudou pouzivat
jméno druhé strany ani jména jejich
zaméstnancl, v jakychkoli reklamnich  &i
marketingovych materialech ani v zadnych jinych
publikacich  bez  pfedchoziho  pisemného
souhlasu. Plati v8ak, ze Poskytovatel souhlasi
s uvedenim svého jména v publikacich
a zpravach o studii, mimo jiné na internetovych
strankach studie avinformacnim bulletinu ke
studii a spole¢nost Lilly mize uvefejnit jméno
Poskytovatele a jeho dotéenych zaméstnancu a
typ sluZzeb pro spole€nost Lilly podle této
smlouvy, existenci a podminky této smlouvy
a vySi odmény, kterou spole€nost Lilly a/nebo
zastupce Lilly zaplatila za sluzby Poskytovatele,
za UCelem dodrzeni pfisluSnych zakon(
a pravnich predpisu.
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12. Lilly and/or Lilly’s representative will provide
financial support to the Provider in accordance
with the terms set forth in the budget (“Budget”)
attached hereto as Exhibit 1.

Payment for the services according to this
Agreement will be processed based on an
invoice issued by the Provider and made to the
name and bank account details of the
beneficiary listed in Exhibit 1.B — ,,Beneficiary
Bank Details Form*.

The financial support to Provider will be paid
providing that the actual patient enroliment will
proceed at the site and that the Provider, through
the above mentioned ], will be actively involved
and participating in Study.

The payment will be made in Czech crowns.

The VAT rate is governed by enforceable laws at
the time of invoice issuance.

Payment is payable within 30 days after Provider's
invoice receipt.

Provider is responsible for fulfilling their tax and
related obligations connected with acceptance of
the payment for services according to this
Agreement.

To be eligible for payment, the Provider must render
the services in full compliance with Protocol and this
Agreement, and the data submitted must be
complete and correct. For data to be complete and
correct, all services related to Provider must be
carried out duly; omissions must be satisfactorily
explained. It is expected that Lilly will be the sole
source of compensation to Pharmacy for Study.
Provider will not seek payment from any third party
payer, whether public or private, for any costs
covered by payments made by Lilly and/or Lilly’s
representative under this Agreement. Matters in
dispute shall be payable upon mutual resolution of
the dispute.

13. Lilly shall indemnify Provider, its staff, officers,
agents, representatives and employees
(“Indemnitees”) from and against any detriment,
damages, costs, and expenses of claims and suits
(including reasonable attorney fees) resulting from
injury to a patient alleged to have been directly
caused or contributed to by the Study provided,
however, that:

12. Lilly a/nebo zastupce Lilly poskytne
Poskytovateli finanéni podporu ve vysi dle
rozpoé€tu pripojeného k této smlouvé jako
priloha €. 1 (dale jen ,,rozpoéet”).

Platba za sluzby podle této smlouvy bude
zpracovana na zakladé faktury vystavené
Poskytovatelem a uskute¢ni se ve prospéch
pfijemce a jeho bankovniho spojeni
uvedeného v priloze 1.B - , FormulaF:
Bankovni detaily prijemce*“.

Finan¢ni podpora bude Poskytovateli uhrazena
za predpokladu, Ze nabér pacientd bude v
feSitelském  pracovisti  fakticky probihat a
Poskytovatel se, prostifednictvim vyse
uvedeného I, na studii aktivné zuc&astni.

Platba bude provedena v K&.

Sazba DPH se fidi plathnymi zakony v dobé
vystaveni faktury.

Platba bude splatna do 30 dnG od obdrzeni
faktury Poskytovatele.

Poskytovatel odpovidd za splnéni svych
dafiovych a odvodovych povinnosti spojenych
s pfijetim odmény za sluzby dle této smlouvy.

Poskytovatel ma narok na vyplaceni odmény
pouze vV pfipadé, ze jsou veskeré sluzby
provadény plné v souladu s protokolem a touto
smlouvou aze jsou vSechna odevzdana data
Uplnd a pfesna. Aby byla data Upln4 a pfesna,
vSechny sluzby Poskytovatele musi byt
realizovany fadné a pfipadna opomenuti musi
byt uspokojivé vysvétlena. Predpoklada se, Ze
jedinym zdrojem finanénich prostfedkt bude pro
Lilly. Poskytovatel nebude po zadné tfeti strané,
pozadovat platby za u€elem uhrady nakladd,
které jiz v souladu s touto smlouvou Lilly a/nebo
jejim zastupcem uhrazeny. Néklady, které jsou
pfedmétem sporu, budou uhrazeny po vyfeSeni
tohoto sporu.

13. Spole¢nost Lilly odSkodni Poskytovatele,
jeho personal, administrativni  pracovniky,
zastupce a zaméstnance (,0dSkodrovani) za
jakékoli ujmy, Skody, naklady a vydaje souvisejici
se zalobami asoudnimi  spory (vCetné
pfiméfenych nakladli na pravni zastoupeni),
které vzniknou v disledku poskozeni pacienta,
jez ma byt pfimo nebo do ur€ité miry spojeno se
studii, ovSem za pfedpokladu, Ze:
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a) that Indemnitees have adhered to and complied
with all valid regulations of the Czech Republic
related or relevant to the services rendered by the
Provider per this Agreement;

b) that Study’s drug(s) services were handled in
accordance with Protocol,

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

d) that Indemnitees cooperate in a reasonable
manner in the investigation and defense of any such
claim or suit;

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

f) that Lilly shall have the sole right to settle the
claim, provided, however, that Lilly shall not admit
fault on Indemnitees behalf without Indemnitees
advanced written permission.

Lilly’s obligation of indemnification shall not extend
to any detriment, damage or expense resulting from
the negligence, wilful ilegal act and/or malpractice
by Indemnitees.

14. The obligations under paragraphs 2, 3, 4, 5, 6,
7, 8, 9, 10, 11, 12 and 15 shall survive the
expiration, or termination of this Agreement.

15. Neither Provider nor Lilly shall have any
authority to make agreements with third parties that
are binding on the other party.

16. Lilly shall be entitled to authorize a Contract
Research Organization to perform certain Sponsor
obligations for this Study. Provider agrees to
cooperate  with any  Contract Research
Organizations, authorised by Lilly to perform
selected Sponsor’s duties, in performing this Study.

17. The Provider may not assign its rights and/or
delegate its obligations under this Agreement
without the prior written consent of Lilly’s
representative and Lilly, which consent shall not be
unreasonably withheld. Lilly’s representative shall
have the power to assign this Agreement to the
Sponsor without the Provider’s consent.

a) odSkodnovani dodrzeli veSkeré ucinné pravni
predpisy CR, vztahujici se ke sluzbam
poskytovanym Poskytovatelem dle této smlouvy
a/-nebo v souvislosti s pokytovanim téchto
sluzeb;

b) prace s hodnocenymi IéCivymi  pfipravky
probihala presné podle protokolu;

c) spoleCnost Lilly byla o pfipadné Zalobé Ci
soudni pfi informovana bez odkladu;

d) odSkodnovani pfiméfené spolupracuji na
vySetfovani a pfi obhajobé v souvislosti se
Zalobou ¢i soudnim sporem;

e) spole¢nost Lilly ma pravo vést obhajobu pfi
soudnim sporu zpusobem, ktery povazZuje za
vhodny, amimo jiné ma pravo najmout si
pravniho zastupce podle vlastniho uvazeni;

f) spole¢nost Lilly ma vyhradni pravo spor
urovnat, ov8em stim, Zze bez pfedchoziho
pisemného souhlasu odSkodfiovanych neuzna
pochybeni na jejich strané.

Povinnost spole¢nosti Lilly poskytnout
od8kodnéni se nevztahuje na zadné ujmy, Skody
ani vydaje vzniklé v dusledku nedbalosti,
umysiného anebo protipravniho jednani na
strané odSkodnovanych.

14. Povinnosti definované v odstavcich 2, 3, 4, 5,
6, 7, 8, 9, 10, 11, 12 a 15 zastavaji platné i po
vyprseni platnosti ¢ ukonceni této smlouvy.

15. Poskytovatel ani Lilly nejsou opravnéni
sjednavat se tfetimi stranami dohody, které by
znamenaly zavazek pro druhou stranu.

16. Spolec¢nost Lilly bude opravnéna povéfit
smluvni vyzkumnou organizaci, aby v souvislosti
stouto studii plnila vybrané  povinnosti
zadavatele. Poskytovatel se v takovém pfipade
zavazuje spolupracovat s jakoukoliv smluvni
vyzkumnou organizaci povéfenou spolecnosti
Lilly k plnéni vybranych povinnosti zadavatele v
souvislosti s touto studii.

17. Poskytovatel nesmi pfevést sva prava a/nebo
delegovat své povinnosti dle této smlouvy bez
pfedchoziho pisemného souhlasu zastupce
povéfeného spolecnosti Lilly a Lilly, pficemz
tento souhlas nebude bezdiivodné odepien.
Zastupce povéfeny spolecnosti Lilly bude mit
pravo postoupit tuto smlouvu na zadavatele bez
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18. 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:

If to the Provider or Il

souhlasu Poskytovatele.

18. Oznameni dle této smlouvy budou ucinéna
pisemné a budou povazZovana za fadna, pokud
budou doru€ena osobné&, odeslana doporucenou
postou s doruenkou, expresni kuryrni sluzbou
nebo faxem na nize uvedené adresy:

Pokud budou adresovana Poskytovateli

nebo N

Institut klinické a experimentalni mediciny
Videriska 1958/9
140 21 Praha 4, Czech Republic

Attn./k rukam:
MUDr. Ale$s Herman, Ph.D., feditel/director

Attn./k rukam: xxx

If to Lilly:

Pokud budou adresovéana Lilly:

I
]
Attention / K rukam: xxx
Tel.: xxx, Fax: xxx

19. By signing this Agreement, Provider represents
and warrants that it has the authority and ability to or
will otherwise contractually bind any individual or
entity who performs services for Provider 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.

20. Notwithstanding other provisions regarding
termination of this Agreement as provided for
hereinabove, Lilly reserves the right to terminate this
Agreement by written notice delivered to Provider
and taking effect upon delivery due to medical
reasons, due to necessity to assure patients’ safety,
in association with measures adopted by state
bodies regulating the area of drugs or due to other
reasons on condition that it happens in compliance

19. Podpisem této smlouvy Poskytovatel
prohlaSuje a zaruCuje, Ze ma opravnéni a
schopnosti nebo Ze jinak smluvné zavaze
jakoukoliv fyzickou osobu nebo subjekt, ktery pro
Poskytovatele zajiStuje sluzby v souvislosti se
studii podle této smlouvy, k dodrZzovani podminek
této smlouvy. Tato smlouva se stava pravné
zavaznou az okamzikem, kdy kazda strana obdrzi
od druhé strany vyhotoveni smlouvy podepsané
jejim opravnénym zastupcem. Zastupci stran
mohou podepsat samostatna identicka vyhotoveni
tohoto dokumentu, ktera spolecné tvofi jednu
smlouvu.

20. Bez ohledu na dalSi ustanoveni o ukon&eni
této smlouvy uvedend vyse v této smlouvé si Lilly
vyhrazuje pravo ukongit tuto smlouvu pisemnym
oznamenim doru€enym Poskytovateli a uéinnym
okamzikem doru€eni zdlvodd medicinskych,
zdlvodu nezbytnosti  zajisténi  bezpecénosti
pacientd, v souvislosti s opatfenimi statnich
organl regulujicich oblast léCiv nebo z dalSich
dlvodul, za podminky, ze se tak stane v souladu
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with valid laws, rules and Good Clinical Practice.

21. The Section 557 of Act. No. 89/2012 Coll., Civil
Code, is not applicable for interpretation of this
Agreement.

22. 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 relations 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 Act. No. 89/2012
Coll,, Civil Code, as amended. Parties to the
Agreement undertake to assist each other in
performance of this Agreement 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.

23. This Agreement is made in two copies in a
bilingual format in both Czech and English language
and each party to the Agreement will receive one
copy. In the event of discrepancies between the
Czech and the English language version of this
Agreement the Czech language version shall prevail.

s platnymi  zakony, nafizenimi a Spravnou
klinickou praxi.

21. Pri vykladu této smlouvy se ust. § 557 zakona
¢. 89/2012 Sb., ob¢ansky zakonik, nepouzije.

22. Tato smlouva pfedstavuje Uplnou dohodu
mezi stranami a nahrazuje ve3kera 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 zakona ¢. 89/2012 Sb.,
obdansky zakonik, v platném znéni. Smluvni
strany se zavazuji pfi naplhovani ucelu této
smlouvy si vzajemné pomahat a pfipadné spory a
rozdilnost nazor(l na postup a zpUsob praci fesit
jednanim obvyklym u smluvnich stran. K
projednani a rozhodovani pfipadnych spor(, které
nebudou prekonany spolupraci podle vySe
uvedeného, jsou pfisluné soudni organy Ceské
republiky.

23. Tato smlouva byla vyhotovena ve dvou
vyhotovenich v dvojjazyéném formatu v ¢eském a
anglickém jazyce a kazda smluvni strana obdrzi
po jednom vyhotoveni. V pfipadé rozpord mezi
Ceskou a anglickou verzi smlouvy ma pfednost
Ceska verze.

XXX CZ Site No. XXX 070ctober 2016 (Scintigraphy IKEM) FINAL
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Eli Lilly and Company Ltd. Institut klinické a experimentalni mediciny
(Sponsor / Zadavatel) (Provider / Poskytovatel)

Name (CAPITAL LETTERS), position, signature, date / MUDr. Ales Herman, Ph.D.

Jméno (hulkovym pismen), funkce, podpis, datum director / feditel

Date / Datum: _11.10.2016 Date / Datum; _ 26.10.2016
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