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On the day and month stipulated below,

Eli Lilly Cork Limited

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

Represented by: |GG

Tax identification number: IE 3508310BH
(hereinafter referred to as “Lilly”")
and

Fakultni nemocnice v Motole
With its Registered Office in: V Uvalu 84, 150
06 Praha 5, Ceska republika

ID No.: 00064203
Tax ID No.: CZ00064203

Represented by: |l based on
authorization

(hereinafter referred to as “Healthcare
Services Provider”, “Provider” and/or
“Institution”) hereby make this

AGREEMENT

in conformity with Section 1746, paragraph 2,
Act No. 89/2012 Coll., Civil Code as amended
(“Civil Code").

(1) The purpose of the agreement is the clinical
study entitled “A Multicenter, Randomized,
Open-label, Phase 3 Trial Comparing LOXO-
292 to Physicians Choice of Cabozantinib or
Vandetanib in Patients with Progressive,
Advanced, Kinase Inhibitor Naive, RET-
Mutant Medullary Thyroid Cancer
(LIBRETTO-531)" (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 and
Company Limited, with its registered office Eli
Lilly Cork Limited, with its registered office at
Island House, Eastgate Road, Eastgate
Business Park, Little Island, Cork, Ireland

according to the protocol J2G-MC-JZJB

Dne a mésice uvedeného nize

Eli Lilly Cork Limited

se sidlem: Island House
Eastgate Road
Eastgate Business Park
Little Island
Cork
Irsko

Zastoupena: [[IIIEGGEGGE

DIC: IE 3508310BH
(dale jen ,Lilly*)
a

Fakultni nemocnice v Motole
se sidlem: V Uvalu 84,
150 06 Praha 5, Ceska republika

ICO: 00064203
DIC: CZ00064203

zastoupena [l na zakladé povéreni

(dale jen ,poskytovatel zdravotnich sluzeb*
anebo ,poskytovatel*)
uzaviraji tuto

SMLOUVU

v souladu sustanovenim § 1746 odst. 2
zakona €. 89/2012 Sb., obCansky zakonik, ve
znéni pozdéjSich  predpisli  (,obEansky
zakonik").

Pfedmétem smlouvy je klinické hodnoceni
nazvané ,Multicentricka, randomizovana,
nezaslepena  klinicka  studie faze 3
porovnavajici LOX0O-292 s Cabozantinibem
nebo Vandetanibem dle vybéru lékare, u
pacient S progresivnim, pokrocilym
medularnim karcinomem S§titné Zlazy s mutaci
RET, dosud nelé¢enym inhibitorem kinaz
(LIBRETTO-531)“ (dale jen ,studie“ nebo
,Klinické hodnoceni“) zadavatele spole€nosti
Eli Lilly and Company, se sidlem Lilly
Corporate Center, Indianapolis, IN46285,
Spojené staty americké, kterd je v Evropskeé
unii zastoupena spole¢nosti Eli Lilly Cork
Limited se sidlem Island House, Eastgate
Road, Eastgate Business Park, Little Island,
Cork, Irsko

podle protokolu J2G-MC-JZJB (dale jen
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(hereinafter referred to as “Protocol”).

Study will be conducted at
2.LF UK a FN Motol

V Uvalu 84

150 06 Praha 5 - Motol

Czech Republic (hereinafter referred to as
“Site")

by principal investigator
(hereinafter

“Investigator”).

referred to as

Investigator is employed by Institution.
Institution hereby grants its explicit consent,
according to its rights of employer, according
to Section 304 (1) of Act No, 262/2006 Coll.,
the Labor Code, with participation of the
Investigator on the Clinical Trial as set forth in
this agreement (“Agreement”) for
remuneration negotiated in a separate
agreement between Lilly and the Investigator.

Estimated study timelines:

.protokol").

Studie bude provedena ve
2.LF UK a FN Motol

V Uvalu 84

150 06 Praha 5 - Motol

Ceska republika (dale jen feSitelské
centrum®),

v Gele s hlavnim zkousSejicim

BEEERE (dale jen ,zkousejici®).

ZkouSejici je zaméstnancem poskytovatele,
ktery timto udéluje ve své pusobnosti
zaméstnavatele dle ust. § 304 odst. 1 zak.
¢. 262/2006 Sb., zakoniku prace, svUj
vyslovny souhlas s uc&asti zkou$ejiciho na
klinickém hodnoceni dle této smlouvy (dale
jen ,smlouva“) za odménu sjednanou
v samostatné smlouvé mezi Lily a
zkouSejicim.

Odhad doby trvani studie:

Study initiation in CZ
(1st site)

Zahéjeni studie v CR
(iniciace 1. centra)

Treatment Period

Délka lé¢by subjektu
hodnoceni studijnim Iékem

Post-Treatment Follow-Up

Bezpecnostni sledovani
(po ukonéeni |éEebné faze)

Last-Patient-Enter-
Treatment/LPET

Zahajeni studijni 1éEby u
posledniho subjektu

Last-Patient-Last-
Visit/LPLV

Posledni studijni navstéva
posledniho subjektu

This Agreement sets forth the obligations
applicable to the performance of this Study
and the rights and obligations of the
contractual parties.

INSTITUTION OBLIGATIONS

Institution assume the following obligations in
executing this Agreement:

Conduct of Study

Institution shall ensure that Investigator will
personally conduct and supervise Study at
Institution. Institution agrees that it will not,
and will ensure that Investigator does 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, Institution
shall be responsible for ensuring that any
such site is aware that it is involved in Study
and consents to such participation;

Ugelem této smlouvy je stanovit zavazky

k provedeni studie a vymezit prdva a
povinnosti smluvnich stran.

ZAVAZKY POSKYTOVATELE

Poskytovatel pfijima nasledujici zavazky

vyplyvajici z této smlouvy:

Provadéni studie

Poskytovatel zajisti, Ze zkouSejici bude
osobné provadét a dohlizet na provadéni
studie u poskytovatele. Poskytovatel souhlasi
a zajisti, aby se i zkouSejici zavazal, Zze pfi
provadéni studie nebude vyuZivat podfizené
slozky pracovisté ani odlouena pracovisté,
pokud k takovému uzivani podfizenych slozek
pracovisté a odlou¢enych pracovist neda Lilly
svUj pisemny souhlas. Pokud bude zkouSejici
nebo spoluzkousSejici kteroukoliv ¢ast studie
provadét v jiném zafizeni nebo nemocnici,
nez je poskytovatel, budou zkouSejici
a poskytovatel odpovédni za zajisténi, aby
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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 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, Directive of the
European Parliament and Council No.
95/46/EC, dated 24 October 1995, on
protection of persons in processing of
personal data and on free circulation of such
data) as implemented in national laws by Act
No. 110/2019 Coll., on Processing of Personal
Data, as amended, and, as of 25 May 2018,
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);

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

Institution shall ensure that only Investigator
or Investigator’'s colleague, a qualified medical
doctor, will be responsible for patient care and
other appropriate aspects of this Study;

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

takové pracovisté bylo obeznameno s tim, Ze
se podili na studii, a dalo k takové Uc¢asti sv(j
souhlas;

poskytovatel se zavazuje dodrZovat
néasledujici: plnit vSechny podminky
stanovené v protokolu a jeho dodatcich
a/nebo doplncich, platnych smérnicich o
Spravné klinické praxi, v souhlasu etické
komise (dale jen ,eticka komise“) a podminky
stanovené Statnim Ustavem pro kontrolu IéCiv;
pfedpisy na ochranu udajd, a 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 predpisd,
zakon ¢. 372/2011 Sb., o zdravotnickych
sluzbach, a vyhlasku &. 226/2008 Sb., ve
znéni pozdéjSich predpisli, kterou se stanovi
Spravna Klinicka praxe a blizS§i podminky
klinického hodnoceni 1éCivych pfipravk(, jakoz
i veSkerou narodni legislativu, evropska
nafizeni a pfedpisy ohledné& ochrany osobnich
udaji  (zejména  Smérnici  Evropského
parlamentu a Rady €. 95/46/ES ze dne 24.
fijna 1995 o ochrané osob pfi zpracovani
osobnich Gdaji a o volném pohybu takovych
udaju tak, jak byly implementovéany na narodni
drovni zakonem ¢&. 110/2019 Sb., o
zpracovani osobnich udaju, v platném znéni,
a od 25. kvétna 2018, Nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich Gdaju a
o volném pohybu téchto udaju a o zruSeni
smérnice 95/46/ES (obecné nafizeni o
ochrané osobnich udaju);

poskytovatel zajisti, aby témto zavazkim
porozumél a aby je pfevzal rovnéz zkousejici,
jakoz i vSichni jeho spoluzkouSejici,
spolupracovnici, kolegové a zaméstnanci
poskytovatele podilejici se na provadéni
studie v feSitelském centru;

poskytovatel zajisti, aby byl za pé¢i o pacienty
a za dalsi pfislusné aspekty této studie
odpovédny pouze zkouSejici nebo jeho
spolupracovnik s opravnénim vykonavat
IékaFskou praxi;

poskytovatel prohlaSuje, ze zkouSejici byl
fadné seznamen se vSemi informacemi
uvedenymi v Souboru informaci pro
zkougejiciho pro pripravek [N «teré
mu Lilly poskytla, v€etné moznych rizik a
vedlejSich ug¢ink( 1é¢iva hodnoceného ve
studii;
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Institution agree not to pay fees to another
physician for the referral of patients;

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

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.

Institution 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.
To obtain an informed consent, the Institution
shall use the document that has been
reviewed and approved by Lilly and relevant
ethics committee;

Institution agrees 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) by prior notice (except
for any state authority) and those procedures,
facilities or Study records of Investigator and
any contractor, agent or site that is used in
conducting Study. Institution shall provide Lilly
immediate notice of any governmental or
regulatory review, audit or inspection of
Institution’s facility or processes related to
Study; the inspection initiated by Lilly must not
interfere with the Provider's operation. Lilly
shall be given the opportunity to provide
assistance to Institution in responding to any
such review, audit or inspection. When data

poskytovatel se zavazuje, Ze neposkytne
Zadnou odmeénu jinému lékafi za doporucené
pacienty;

poskytovatel se zavazuje, Ze nezahdji
zafazovani subjektl do klinického hodnoceni,
dokud (i) Lilly pisemné nevyrozumi
poskytovatele o tom, Ze byly ziskany veSkeré
souhlasy, povoleni a dokumentace nezbytné
pro provadéni klinického hodnoceni, a (ii)
zkouSejici nepodepiSe protokol, ¢&imz se
zavaze plnit vSechny povinnosti v ném
uvedené;

spole€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

bezprostiedniho bezpecénostniho rizika
hroziciho U€astnikim ve studii, nejsou
povazovany za poruSeni protokolu nebo

nedodrzeni podminek protokolu podle tohoto
ustanovent;

poskytovatel nebude provadét vyzkum na
zakladé této smlouvy, provadét klinické
hodnoceni, ani podavat zadnému subjektu
zadné hodnocené lé€ivo nebo latku (nebo
popfipadé placebo), dokud pfislusny subjekt
pisemné nepotvrdi, Ze obdrzel, prostudoval si
a souhlasi s udélenim informovaného
souhlasu s klinickym hodnocenim. Pro ziskani
informovaného souhlasu bude pouzit pouze
dokument informovaného souhlasu, ktery byl
posouzen a schvalen Lilly a pFisluSnou etickou
komisi;

poskytovatel bere na védomi, ze spole¢nost
Lilly, ji jmenovani zastupci nebo mistni &i
zahrani¢ni organ statniho dohledu mohou po
pfedchozim oznameni (vyjma kteréhokoli
organu statni moci) podrobit kontrole postupy,
vybaveni a zaznamy tykajici se studie (véetné
¢asti  dalSich  souvisejicich  |ékafskych
zaznamu vSech pacientd ve studii) a dale
postupy, vybaveni nebo zaznamy tykajici se
studie, které jsou provadény zkou$ejicim a
jakymkoliv poskytovatelem, z&stupcem nebo
zafizenim vyuzivanym pfi provadéni studie;
kontrola iniciovana spole€nosti Lilly nesmi
narusit chod Poskytovatele. Poskytovatel
neprodlené pfeda Lilly oznameni o jakékoliv
kontrole, auditu &i inspekci jeho instituce nebo
procesU tykajicich se Studie ze strany statu ¢i
organu statniho dozoru. Spole¢nosti Lilly bude
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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 Institution responsibilities under
this Agreement, Institution agrees to comply
with all applicable anti-bribery laws in the
Czech Republic, where Institution has the
principal place of business and where it
conducts activities under this Agreement.
Compliance with any 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
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 agrees that Lilly’s and/or Lilly-
designated representative’s payment of it 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
anything of value to any government official

umoznéno poskytnout poskytovateli pomoc pfi
odpovédich na jakoukoliv takovou kontrolu,
audit ¢&i inspekci. Pokud budou udaje
podrobeny planované kontrole na misté ze
strany Lilly nebo zastupce spole€nosti Lilly,
poskytovatel zajisti, aby mél zkouSejici k
dispozici veSkeré pfiméfené dostupné udaje
ziskané b&hem pfedchéazejiciho dne, Uplné a
pfipravené ke kontrole. Informace ziskané pfi
takovychto kontrolach, auditech ¢i inspekcich
budou sdileny se spole¢nosti Lilly nebo se
zastupci jmenovanymi spoleénosti Lilly. V
pfipadé nedodrzeni podminek této smlouvy
bude spole€nost Lilly opravnéna zajistit
splnéni téchto pozadavki nebo prerusit
dodavky léCiva pro studii a u¢ast zkousejiciho
a/nebo poskytovatele ve studii ukongit.

Pfi plnéni svych zavazku vyplyvajicich z této
smlouvy se poskytovatel zavazuje, Ze bude
dodrzovat veSkeré pfislusné protikorup€ni
zadkony v Ceské republice, kde ma
poskytovatel své hlavni misto podnikani a kde
vykonava svou c&innost podle této smlouvy.
Dodrzovani protikorupénich pravnich predpist
Ceské republiky by mélo zajistit soulad se
zakonem Spojenych statd o zahraninich

korup&nich  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
Ufednikiim za u€elem zachovani nebo udrzeni
obchodnich nebo jakychkoliv neopravnénych
vyhod. Pro ucely tohoto bodu znamena pojem
wstatni ufednik®  jakéhokoliv urednika,
funkcionare, zastupce ¢i zaméstnance, véetné
lékard, ktefi jsou zaméstnanci ministerstev,

agentur nebo instituci (v€etné statem
vlastnénych nebo ovladanych komercnich
podnikll) mimo USA, nebo jakéhokoliv

ufednika vefejné mezindrodni organizace i
politické strany nebo kandidata na politicky
Ufad. V pfipadech, kdy je zkouSejici, Feditel

poskytovatele nebo kterykoliv ze
zameéstnancli, zastupcl a  konzultantd
poskytovatele, v pfimé nebo nepfimé
souvislosti  stouto  smlouvou, statnim

ufednikem, poskytovatel souhlasi stim, Ze
platby, které od spoleCnosti 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 jeho
prospéch, nebo udrzet nebo ziskat zakazku.
Poskytovatel dale prohlasSuje, Ze zkouSejici

ani feditel poskytovatele ani zadny ze
zameéstnancli, zastupcl ¢&i  konzultantd
poskytovatele, v pfimé nebo nepfimé
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for the purposes of (i) influencing any act or
decision of such government official in its
official capacity; (ii) inducing such government
official to do or omit to do any act in violation
of the lawful duty of such official; (iii) securing
any improper advantage; or (iv) inducing such
government official to use 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 Lilly’'s and/or Lilly's
representative’s payment to it in connection
with the services to be provided under this
Agreement is not intended to influence any
decision the Institution may make regarding
the prescription of Lilly’s medicines or to
otherwise influence any pending or future Lilly
business.

Institution shall also ensure that Investigator
and each sub-investigator in Institution, 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 Institution
understands and shall ensure that Investigator
and each sub-investigator understands that
laws, regulations and Lilly’s policies may
require certain financial information be
submitted to regulatory authorities.

Institution agrees that if Institution collects 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,
Institution agrees to obtain separate informed
consent documents from clinical trial subjects
as well as distinct ERB approval for such
research, and to comply with all applicable
privacy laws related to such samples.

Institution shall allow the Lilly or their
representatives to carry out - during normal
working hours - the inspection, monitoring or
audit of work performed within the meaning of

souvislosti s touto smlouvou, nebude pfimo &i
nepfimo nabizet platby, slibovat platby ani
davat cokoliv cenného Z7&dnému statnimu
ufednikovi s cilem (i) ovlivnit Gkon 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
jakoukoliv neopravnénou vyhodu, (iv) pfimét
statniho ufednika, aby vyuzil svij vliv ve vladé
nebo instituci aovlivnil jednani nebo
rozhodnuti vlady nebo instituce v souvislosti
s €innosti provadénou v rdmci této smlouvy.
Poskytovatel projevi pfiméfenou snahu o
splnéni informacnich poZzadavku, vcetné
odpovédi na dotazniky a pfesné formulované
auditni otéazky, s cilem umoznit Lilly dodrzet
platné protikorup&ni  pravni  pfedpisy.
Poskytovatel souhlasi s tim, ze platba, kterou
poskytovatel obdrZi od Lilly a/nebo zastupce
spole¢nosti Lilly v souvislosti se sluzbami
poskytovanymi podle této smlouvy, neni
ur€ena kovlivnéni pfipadného rozhodnuti,
které by poskytovatel mohl pfijmout, pokud se
jedna o predepisovani 1€kt spole¢nosti Lilly, €i
ovlivnéni  sou€asnych nebo budoucich
zakazek spolec¢nosti Lilly.

Poskytovatel také zajisti, aby zkouSejici a
kazdy spoluzkouSejici u poskytovatele, v
jakékoli podfizené sloZce pracovisté a/nebo
na odlou¢eném pracovisti poskytli spole¢nosti
Lilly pfislusné finan¢ni informace pro ucely
dodrzeni v§ech pfislusnych zakonu a predpisu
a vnitfnich pfedpisG  spole¢nosti  Lilly,
a poskytovatel je srozumén a zajisti, aby i
zkouSejici a kazdy spoluzkouSejici byl
srozuméni s tim, Ze zakony, pfedpisy a vnitfni
pfedpisy spole€nosti Lilly mohou vyzadovat,
aby byly regulatornim organim predlozeny
vybrané finan&ni informace.

Poskytovatel souhlasi s tim, Ze pokud bude
od subjektd studie shromazdovat jakékoliv
biologické vzorky pro samostatny vyzkum,
budou takové vzorky shromazdovany pouze
pfed podanim hodnoceného IéCiva (léCiv) Ci
prostfedku (prostfedkl). Poskytovatel se dale
zavazuje ziskat od subjektd hodnoceni
samostatné informované souhlasy v pisemné
podobé a konkrétni souhlas etické komise s
takovym vyzkumem a dodrZzovat ve vztahu k
takovym vzorkim veskeré pravni pfedpisy na
ochranu osobnich Gdaju.

Poskytovatel zdravotnich sluzeb umozni Lilly
nebo jeho zastupclm, aby provedli kontrolu,
monitorovani nebo audit praci ve smyslu této
smlouvy u studijniho pracovist&, nebo v jinych
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this Agreement at the study site or in any
other premises stipulated by the Agreement
where or through which the Study (clinical
trial) is conducted. However, such inspection
or audit must be agreed on at least 3 days in
advance and must not interfere with normal
operation of the Institution.

Clinical Trial Materials and Record
Retention

Institution undertakes to ensure that the drugs
furnished for Study will be used solely under
Protocol and that they may not be used for
any other purposes. Institution shall follow
Lilly’s instructions related to the destruction or
disposition of Clinical Trial's materials.
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 to the site for
the purpose of conducting Study at Institution
according to applicable legal regulations, and
the arrangement of local destruction of used
and unused drug by the incineration facility at
FN Motol. Study Drugs intended for liquidation
will be transferred to the pharmacy by the site
staff after previous check and permission
given by a study monitor. Institution shall
guarantee and be liable for the proper
performance of all above mentioned activities
by a pharmacist. Institution shall be
responsible for compliance with all laws and
regulations applicable to any liquidation
permitted by Lilly in writing or disposition of
Clinical Trial’s materials at the site.

Lilly shall ensure the supply of investigational
medicinal products to the pharmacy of the
Institution where a pharmacist will take the
consignment over and check it (to the same
extent as other consignments - i.e. for
damage, whether any special transport

requirements were met, if everything is fine,
and the pharmacist shall confirm receipt of the
consignment). Lilly is obliged to notify the
authorized

pharmacist or
by e-mail to or
via IVRS or phone to
or of the time when the
consignment is supposed to be delivered to
the pharmacy no later than 3 business days
prior to such delivery. Lilly shall ensure
delivery of the consignment to the following
address:

Nemocniéni lékarna FN Motol

smluvné uréenych prostorach, v nichZz nebo s
jejichz pomoci se provadi studie (klinické
hodnoceni), a to vyhradné bé&hem bézné
pracovni doby. Takova kontrola nebo audit
vS8ak musi byt domluven minimalné 3 dny
pfedem a nesmi naruSit bézny chod
poskytovatele.

Materidly pouzivané pfi klinickém
hodnoceni a uchovavani zaznamu

Poskytovatel se zavazuje, Ze zajisti, aby
léCiva dodavana pro studii byla pouzivana
vyluéné podle protokolu a nebyla pouzivana
pro zadné jiné ucely. Poskytovatel bude
postupovat podle instrukci Lilly tykajicich se

likvidace nebo zachazeni s materidly
pouzivanymi  pfi  klinickém  hodnoceni.
Poskytovatel zajisti, Ze jednou z osob

realizujicich studii bude farmaceut, ktery bude
jako zaméstnanec poskytovatele odpovédny
za prevzeti a pfipadné za fadné skladovani a

vydani hodnoceného IéCiva na feSitelské
centrum pro ucely provadéni studie u
poskytovatele podle platnych  préavnich

predpist, a dale za pfedani pouzitych a
nepouzitych Iékd k likvidaci do spalovny FN
Motol. Léky uréené k likvidaci budou dodany
do lékarny personéalem feSitelského centra po
pfedchozi kontrole a odsouhlaseni monitorem.
Poskytovatel zaru€uje a ponese odpovédnost
za fadné plnéni v8ech vySe uvedenych
¢innosti takovym farmaceutem. Poskytovatel
zajisti, Zze likvidace povolena pisemné Lilly
nebo zachazeni s materialy pouzivanymi pfi
klinickém hodnoceni u poskytovatele budou
probihat v souladu se vSemi pfisluSsnymi
zakony a predpisy.

Lilly zajisti distribuci zasilky hodnocenych
léCivych pFipravkd do lékarny poskytovatele
zdravotnich sluzeb, kde je Iékarnik pfevezme
a zkontroluje (jako jiné z&silky - tzn. neni-li
posSkozena, v pfipadé zvlastnich pozadavki
na transport, byly-li tyto poZzadavky dodrzeny,
a pfijem zasilky potvrdi). Lilly je povinna
oznamit do 3 pracovnich dnli pfed dodanim,
kdy bude zasilka do |ékarny pfedana budto
emailem na nebo pfes
IVRS nebo telefonicky na nebo

Iékarnou povéfenym
farmaceutkam nebo
Lilly zajisti dodavku na adresu:

Nemocnicni Iékarna FN Motol
V Uvalu 84, 150 06 Praha 5
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V Uvalu 84, 150 06 Praha 5,
Czech Republic

and shall specify the name of the authorized
pharmacist on the package.

Institution will archive relevant Study Records
under adequate conditions that prevent
damage or destruction for fifteen (15) years
from completion of the Study ("archiving
time"). Lilly will inform the Institution at least 6
months prior the expiry of the archiving time
about how these Study Records and related
documents will further be handled. If Lilly does
not inform the Institution in time, it is deemed
that Lilly agrees with document shredding. If
Lilly requests an extension of the archiving
time with the Institution, the Institution is
entitled to charge a proportionate fee to Lilly.

The 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), Institution must notify Lilly.

Confidentiality and Non-Use

All information provided by Lilly or Lilly-
designated representatives, or generated by
Investigator or Institution in connection with
Study, will be kept in confidence by the
Institution 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 a 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,
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, 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

Ceska republika

a oznadi ji jménem odpovédného Iékarnika.

Poskytovatel bude archivovat pfislusné
zaznamy o  klinickém hodnoceni v
adekvatnich podminkach zamezujicich jejich
poskozeni nebo zni¢eni, a to po dobu patnacti
(15) let od ukongeni klinického hodnoceni
(dale jen ,doba archivace"). Lilly bud