Bipartite Institution Contract — Czech Republic
US Templates/ OUS CRO LOA

On the day and month stipulated below,

CRO: ICON Clinical Research Lid

Address: South County Business Park,

Leopardstown, Dublin 18, Ireland
Represented by:

Tax identification number: |IE 8201978

(herginafter referred to as “CRO")
and

Urazova nemocnice v Brné

With its registered office in Ponavka 6, Brno

662 50, Czech Republic

Represented by: Ing. Karlem Dolezalem,

Managing Director

(hereinafter referred to as “Institution”)

hereby make this

AGREEMENT

in conformity with Section 269, paragraph 2,
Act no. 513/1991 Coll., Commercial Code as

amended.

The purpose of the agreement is the clinical
study entitled “The Effect of Dulaglutide on
Maijor Cardiovascular Events in Patients with

Type 2 Diabetes: Researching
Cardiovascular Events with a Weekly

INcretin in Diabetes (REWIND)" (hereinafter

referred to as “Study” or “Clinical Trial")

sponsored by Lilty Research Laboratories, a

division of £li Lilly and Company with its
registered office in Indianapolis, indiana

46285, United States of America (hereinafter

referred to as “Lilly” and/or “Sponsor”),
according to protocol H9X-MC-GBD

{Protocol), which is incorporated herein by
reference {attachment number). The Study
will be conducted at Urazova nemocnice v

Brné, Ponavka 6, Brno 662 50,

ch republic (siie) by principal investigator
{hereinafter

reterred to as “Invesugalor }.

The 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 CRO and the
Investigator.
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LLCON

Dne a mésice uvedenghonibif of Excellence

CRO: ICON Clinical Research Lid
se sidlem: South County Business Park,
Leopardstown, Dublin 18, Ireland

DIC: |E 8201978R
(dale jen ,CRO")

a

Urazova nemocnice v Brné
se sidlem Ponavka 6, Brno
662 50, Ceska republika

zastoupena Ing. Karlem Dolezalem,
feditelem
(dale jen “zdravotnické zafizeni™)
uzaviraji tuto

Smiouvu

v souladu s ustanovenim § 269 odst. 2
zakona &. 513/1991 Sb., Obchodniho
zakoniku, ve znéni pozdéjsich piredpistl.

Pfedmétem smlouvy je klinické hodnoceni
nazvané “"Vliv dulaglutidu na zavainé
kardiovaskularni pfihody u pacient(t s
diabetem 2. typu: Zkoumani
kardiovaskulamich piihod u diabetu pfi
podavani inkretinu jednou za tyden
(REWIND)" (dale jen jako ,studie” nebo
Lklinické hodnoceni*) zadavatele spolecnosti
Lilly Research Laboratories, Eli Lilly and
Company se sidlem Indianapolis, Indiana
46285, United States of America (ddle jen
LLilly* nebo ,zadavatel"), podle protokolu
H9X-MC-GBDJ (dale jen jako ,protokol®),
pfitemz protokol tvofi nedilnou souéést této
smlouvy (pfiloha Cislo). Studie bude
provedena na Urazova nemocnice v Brng,
Ponavka 6, Brno 662 50
Ceska Republika dale jen “fesitelské
centrum”. v &ele s hlavnim zkousejicim
{dale jen
,Zkousejici®).
Zkousejici je zaméstnancem zdravotnického
zafizeni, které timto udéluje ve své
pusobnosti zaméstnavatele dle ust. § 304
odst. 1) zak. ¢. 262/2006 Sb. zakoniku
prace, svuj vyslovny souhlas s Uéasti
zkousejiciho na klinickém hodnoceni dle této
smlouvy za odmeénu sjednanou
v samostatné smlouvé mezi CRO a
zkousejicim.
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@i

(ii)

You acknowledge that {CON also has an
agreemert i [
regarding the performance ol services in

connection with the Study.

The Sponsor has engaged the contractual
research organization 1CON Clinicai
Research Lid (hereinalter referred to as the
“CRO") to provide services of inter alia,
monitoring and organization of the Study,
inciuding negotiation of research contracts
with participating sites and Investigator in
connection with the Study. The engagement
ol CRO in the form of a Deiegation Letter
forms Exhibit 2 of this Agreement.

This agreement (“Agreement”) sets forth the
obligations applicable to performance of this
Study and rights and obligations ol the
contractual parties.

INSTITUTION OBLIGATIONS

institution assume the following obligations
in executing this Agreement:

Conduct of the Study

institution shall ensure that investigator wiil
personally conduct and supervise the Study
in the Institution.

Institution agree to comply with the loliowing:

ail conditions specified in the Protocoi and
Protocol amendments and/or addenda;
Good Clinicai Practice Guidelines; the
approval of the Ethical Review Board
("ERB"); and the State institute for Drug
Control and ail other applicable national,
state and local laws, regulations and
standards that constitute a component ol the
generally binding legal regulations of the
Czech Republic, namely Act No. 378/2007
Coll.,, on Drugs as amended, Act No,
20/1966 Coil., an Care on the Peopie's
Health as amended and Reguiation No.
226/2008 Coll., as amended that stipulates
Good Clinical Practice and more detailed
conditions for Clinical Trials, as wel! as all
national laws, European directives an
regulations regarding 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 impiemented in nationa! laws by Act
No. 101/2000 Coll., on Protection of
Personal Data, as amended;

Timto berete na védomi, Ze ICON ma
uzavienou smiouvu s*
qtykaitm se pineni sluzeb
S

ouvisgjicich s 1outo studii

V souvisiosti se studii zadavatel povéril
smiuvni vyzkumnou arganizaci ICON
Clinical Research Ltd (dale jen ,CRO") mimo
finé monitorovanim a organizaci klinického
hodnoceni, véetné vyjednani a uzavieni
smiouvy o provadéni klinického hodnoceni

s Ucastnicimi se zkousSejicimi centry a
zkousejicim. Zpinomocnéni CRO ve formé
Delegation Letter tvori pfilohu &. 2 této
smilouvy.

Ugelem této smiouvy je stanovit podminky
k provedeni studie a vymezit prava a
povinnosti smiuvnich stran pro pribéh a
zZpracovani studie.

Zavazky zkousejiciho

Zdravotnicke zafizeni pfijimaji ndsiedujici
zavazky vyplyvajici z této smiouvy:

Provadéni studie

institution shall ensure that Investigator will
personally conduct and supervise the Study
in the Institution.

zdravotnické zafizeni bude pinit véechny
podminky stanovené v protokolu a jeho
dodatcich a/nebo dopifcich, platné smérmice
o Spravne klinické praxi nebo jiné celostatni
platné smérnice, podminky specifikované v
souhlasu ptisiusné etické komise a Statniho
ustavu pro kontrolu ié¢iv a véechny dalsi
platné zédkony a normy, které jsou souéasti
obecné zavaznych pravnich predpist CR a
to zejména zakon &. 378/2007 Sb. o
Iécivech, ve znéni pozdéjSich pfedpisu,
zakon &. 20/1966 Sb., o péci o zdravi lidu,
ve znéni pozdéjsich pfedpisl a vyhlasky &.
226/2008 Sb. ve znéni pozdéjsich predpis(,
kterou se stanovi Spravna klinicka praxe a
blizsi podminky klinického hodnoceni
I&€ivych piipravkd, jakoz i veskerou narodni
legisiativu, evropska nafizeni a pfedpisy
chiedné ochrany udajil (zejména Nafizeni
Evropského pariamentu a Rady €. 95/46/ES
ze dne 24. fijna 1995 o ochrané osob pfi
zpracovani osobnich udaijl a o volném
pohybu takovych Gdajl tak, jak byly
implementovany na narodni drovni zdkonem
¢. 101/2000 Sb., o ochrané osobnich udajl,
v platném znéni, véetné pfipadnych oprav;
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(i)

(iv)

v)

(vi)

(vii}

(wiii)

(ix)

Institution shall ensure that Investigator, as
well as all of Investigator's and Institution’s
associates, colleagues and employees of
the Institution involved in the conduct of the
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 information in the
investigator's brochure for the compound
Dulaglutide provided to Investigator by CRO,
including the potential risks and side effects
of the Study drug;

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

Institution undertakes not to commence
enrollment of subjects in the Clinical Trial
until (i) CRO or Sponsor inform Institution in
writing that all consents, permissions and
documents necessary to conduct the Clinical
Trial have been obtained, and (ii)
Investigator signs the Protocol, undertaking
to fulfili all obligations specified therein.
Institution shall not allow a subject to be
enrolled simultaneously in this Study and
another clinical trial without the CRO's
advance written permission;

Institution shall not conduct research based
on this Agreement, conduct the 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 the
Clinical Trial. To obtain an informed consent,
the Institution shall use the document which
has been reviewed and approved by the
CRO;

Institution agrees that CRO, 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 the Study) and those
procedures, facilities or Study records of
Investigator and any contractor, agent or site
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L.CON

zdravotnické zafizeni zaiisti.wtgf Excellence

zavazkdm porozumé| a aby |e prevzal
rovnéz zkousejici, jakoz i vsichni jeho
spolupracovnici, kolegové a zaméstnanci
zdravotnického zafizeni podilejici se na
provadéni studie ve zdravotnickém zafizeni;

zdravotnické zafizeni zajisti, aby byl za pédi
o pacienty a za dalsi pfislusné aspekty této
studie zodpovédny pouze zkousejici nebo
jeho spolupracovnik s opravnénim
vykonavat lékafskou praxi;

zdravotnické zafizeni prohlasuje, Ze
zkousejici byl fadné seznamen se viemi
informacemi uvedenymi v Souboru informaci
pro zkousejiciho pro pfipravek Dulaglutide,
které mu CRO poskytl, véetn& moznych rizik
a vedlejsich uéinkd lé¢iva hodnoceného ve
studii;

zdravotnickeé zafizeni neposkytne zadnou
odménu jinému lékafi za doporucené
pacienty;

zdravotnické zafizeni se zavazuije, Ze
nezahaji zafazovani subjektl do klinického
hodnoceni, dokud (i) CRO nebo zadavatel
pisemné& nevyrozuml zdravotnicke zafizeni o
tom, ze byly ziskany veskere souhlasy,
povoleni a dokumentace nezbytné pro
provadéni Kinického hodnoceni, a (it)
zkousejici nepodepise protokol, ¢imz se
zavéaze plnit vSechny povinnosti v ném
uvedené. Zdravotnické zaifzeni nepfipusti
zafazeni subjektu do této studie a sougasné
da jiné klinické studie bez predchoziho
pisemnégho souhlasu CRO;

zdravotnické zafizeni nebude provadét
vyzkum na zakladé této smlouvy, provadét
klinické hodnoceni a ani podavat Zddnému
subjektu Zadny studijni 1k nebo latku (nebo
popfipadé placebao), dokud piislusny subjekt
pisemné nepotvrdi, Ze obdrze!, prostudoval
si a sauhlasi s ud&lenim informovaného
souhlasu s klinickym hodnocenim. Pro
ziskani informovaného souhlasu bude pouzit
pouze dokument o informovanem souhlasu,
ktery byl posouzen a schvalen CRO;

zdravotnicke zafizeni bere na védomi, Ze
CRO nebo Lilly, jim jmenovany zastupce
nebo mistni ¢i zahraniéni organ statniho
dohledu, muZe podrobit kontrole postupy
zdravotnického zafizeni a zkousejiciho,
zkontrolovat vybaveni a zaznamy tykajici se
studie {véetné souvisejicich lékarskych
zaznamd vSech pacientl ve studii) a dale
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that is used in conducting the Study.
Institution shall provide CRO with immediate
notice of any governmenta! or reguiatory
review, audit or inspection of your {acility or
processes related to the Study. CRO and
Lilly shall be given the opportunity to provide
assistance to Institution in responding to any
such review, audit or inspection. Information
obtained from such inspections may be
shared with Lilly, CRO and Lilly-designated
representatives. In the event that there is a
lack of compliance with this Agreement, Lilly
or CRO is entitled to secure compliance or
discontinue shipments of Study drug and
end Investigator's and/or institution's
participation in the Study.

B Clinical Trial Materials and Record
Retention
Institution undertakes to ensure that the
Drugs furnished for the Study will be used
solely under the Protocol and may not be
used for any other purposes. institution shall
lollow CRO’s instructions related to
disposition of clinical trial materials.
Institution shali be responsible for
compliance with all laws and regulations
applicable to any liquidation permitted by
Sponsor and/or CRO in writing or disposition
of clinical trial materials at the site. The
Institution undertakes to retain all Study
records for fifteen (15) years after
completion or termination of the Study.

C Confidentiality and Non-Use

Ali information provided by Lilly, CRO or
other Liliy-designated representatives, or
generated by Investigator or Institution in
connection with the Study, will be kept in
conlidence by the institution and not used
lor any purpose not expressiy provided for in
this Agreement for at least five (5) years
after the termination or conclusion of the
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, the patient or local
regulatory agencies. To the extent
disclosure is requested by any other person
or entity, institution shall promptly notify Lilly
or CRO and shall not discliose any
information without Lilly's prior written
consent. If such disclosure is sought by a

postupy, vybaveni nebo zaznamy tykajici se
studie, které jsou provadény jakymkoliv
poskytovatelem, zastupcem nebo zafizenim,
kterych zdravotnické zafizeni nebo
zkousejici vyuziva pfi provadéni studie.
Zdravotnicke zatizeni neprodiené pfeda
CRO oznameni o jakékoliv kontrolie, auditu
¢i inspekci jejich instituce nebo procesi
tykajicich se Studie ze strany statu &i organu
stétniho dozoru. Lilly a CRO bude dana
pfilezitost poskytnout zdravotnickému
zatizeni pomoc pii odpovédi na jakoukoliv
takovou kontrolu, audit &i inspekci.
Informace ziskané pfi takovychto kontroidach
budete sdilet spole¢né zadavatelem Lilly,
CRO a se zastupci jmenovanymi
zadavatelem. V pfipadé nedodrzeni
podminek této smiouvy, bude zadavatel
nebo CRO opravnén zajistit spinéni téchto
pozadavk( nebo prerusit dodavky lédiva pro
studii a u¢ast zdravotnického zafizeni a
zkousejiciho ve studii ukongit.

PouzZivani hodnoceného léciva a
uchovavani ziznami

Zdravotnické zafizeni se zavazuje, ze zajisti,
aby léky doddvané pro studii byly pouzivane
vyluéné podie protokolu a nebyly pouzivané
pro zadné jiné ucely. Zdravotnické zafizeni
bude postupovat podle instrukci CRO,
tykajicich se zachazeni s léky ve studii.
Zdravotnické zafizeni zajisti, Ze likvidace
povolena pisemné Lilly a/nebe CRO nebo
vydavani Ié€iv ve studii bude probihat ve
zdravotnickém zafizeni v souladu se véemi
pfislusnymi zakony a pfedpisy. Zdravotnicke
zafizeni se zavazuje viechny zaznamy o
studii uchovavat po dobu 15-ti let od jejiho
dokonéeni nebo zastaveni.

Uchovavani davérnych informaci a jejich 8
Zdravotnické zafizeni se zavazuje
uchovavat viechny informace poskytnuté
Lilly, CRO ¢&i jinym zastupcem zadavatele
nebo ziskané v souvisiosti se studii jako
divérne a nepouzit je k zadnému Uéelu,
ktery neni stanoven touto smlouvou, ato
nejmené po dobu 5-ti fet od ukonéeni nebo
zastaveni studie, pokud jim zadavatel
neudéli p'semny souhlas nebo neni-li podle
zakona nebo jiného pfedpisu vyzadovano
zpfistupnéni konkrétni informace etické
komisi, pacientovi nebo organu statniho
dozoru. Jestlize je zpfistupnéni pozadovano
jakoukoli jinou lyzickou &i pravnickou
osobou, zdravotnické zafizeni to neprodiené
oznami zadavateli nebo CRO a nezpfistupni
zadnou informaci bez pfedchoziho
pisemného svoleni zadavatele. Jestlize treti
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(ii)

iii)

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
shall Institution be obligated to defy any law,
regulation or judicial or governmental order.
Investigator shall be responsible for ensuring
that Investigator or Institution’s employees,
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 ar necessary for
approval of this Study.

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 Institution prior to disclosure
by Lilly, CRO or becomes known from an
independent source or third party under no
obligation to Lilly, CRO 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 Institution or
Institution's personnel who have not had
access to confidential information provided
by Lilly or CRO.

Data and Publications

The Institution accepts that data generated
in connection with the Study, excluding
patient medical records not recorded as
case report forms, shall be the sole property
of Lilly and shall be subject to the obligations
of Confidentiality and Non-Use set forth
above in Article 1.3. Notwithstanding the
obligations of 1.3 set forth above, Institution

strana usiluje o takové zpfism

narokovanim zakonného préx%)l;}ﬂggl of Excellence

zdravotnické zafizeni pfiméfené
spolupracovat se zadavatelem v pfipadé, Ze
si zadavatel pfeje podniknout pravni kroky

k napadnuti takovéha naroku nebo
zpfistupnénf; avSak s tim, Ze zdravotnicke
zafizeni nebude v Zadném pfipadé povinno
porusit zakon, pfedpis nebo soudni & viadni
prikaz. Zdravotnické zafizeni je odpovédno
za zajisténi toho, Ze zkousejici i vSichni
zameéstnanci, smluvni strany a zastupci
zdravotnického zafizeni budou vézani
zachovavanim duvérného charakteru
informaci a jejich nepouzitim ve stejném
smyslu. Podminky pro uchovavani
divérnych informaci a jejich nepouziti zde
stanovené budou nadiazeny jakymkoliv
pfedchozim podminkam pro davérny
charakter a nepouzivani informaci, které
byly stranami dfive odsouhlaseny v
souvislosti s touto studii anebo hodnocenym
lécivem. Podminky této smiouvy budou
rovnéZ povaZovany za dilvérné a mohou byt
zpiistupnény pouze v rozsahu
pozadovaném zéakonem nebo v rozsahu
nutném pro ziskani souhlasu s provadénim
studie ve zdravotnickém zafizeni.

Shora uvedené zdvazky na nezpfistupnéni a
nepouzivani udajt se nevztahuji na
informace, které:

jsou nebo se stanou vefejin& znamymi jinym
zpusobem nez &innosti & opomenutim
zdravotnického zafizeni nebo zkousejiciho,

byly znamy zdravotnickému zafizeni jiz
predtim, neZ byly zpfistupnény ze strany
CRO, zadavatele, nebo dalsi treti stranou
bez jakehokoliv zadvazku na zachovavani
divérného charakteru takovych informaci
vi&i CRO nebo zadavateli nebo vici
jakékoliv tfeti strané, jak to |ze prokazat
pfedchozi pisemnou dokumentaci nebo

byly ziskdny nezavislou &innosti
zdravotnického zafizeni, které neméalo
pfistup k diavérnym informacim poskytnutym
ze strany CRO nebo zadavatele, jak to
prokazuje pisemna dokumentace.

Udaje a publikovani
Zdravotnické zafizeni bere na védomi, Ze

udaje vzniklé ze studie, s vyjimkou
zdravotnickych zaznamu, které nebyly
pfepsany do zdznamu subjektl hodnoceni,
budou vyluénym vlastnictvim zadavatele a
budou podléhat zavazku o zachovavani
divémeého charakteru informaci a jejich
nepouziti, jak je stanoveno v bodé /(C)
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wili be free to publish and present the results
of the Study subject to the foliowing
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
indianapoiis, indiana, USA. At the expiration
of such thirty (30) day period, 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
liling of a patent application ciaiming an
invention or a trademark registration
application, institution shail either (1) delay
such publication or presentation for an
additional sixty (60} days or untii the
loregoing action(s) have been taken,
whichever shali first occur; or (2) if institution
is unwilling to delay the publication or
presentation, institution wili remove Irom the
pubiication or presentation the inlormation
which Lilly has specified it reasonably
believes would jeopardize its inteliectual
property interests. Under certain
circumstances, a shorter review period may
be granted in writing by Lilly. Institution wil
assist Lilly in obtaining reprints of
investigator's or institution's pubiication(s)
resuiting from the Study.

Inventions

I during the course of the Study or within
one year after termination of this Agreement,
institution conceive or actually reduce to
practice what investigator or institution
believe to be a new invention (including,
without limitation, new uses, processes,
formulations, therapeutic combinations or
methods) occurring as a resuit of the
performance of the Study covered by this
Agreement or involving the Study drug(s) or
its simpie derivatives (e.g. sa'ts, so/vates,
conformers, sterecisomers, 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 the
Sponsor.

shora, avéak s tim, ze zdravotnické zafizeni
ma moznost zvefejfiovat a prezentovat
vysledky studie pii spinéni nasledujicich
podminek: Zadavatel obdrzi kopii jakékoliv
navrhované publikace nebo prezentace k
posouzeni a k vyjadieni 30 dnil pfed
takovou prezentac! nebo odevzdanim k
publikovani. Lhita tficeti (30) dni zaéne
bézet od doruéeni navrhovanych publikaci &i
prezentaci Lilly Indianapolis, Indiana, USA.
Po uplynuti této ihdty 30-ti dni je mozno
pistoupit k prezentaci nebo k publikovani.
Jestiize véak zadavatel zdravotnickemu
zafizeni mezitim pisemné sdéli, Ze je
opravnéné presvédéen, Ze pied takovym
zvefejnénim nebo prezentaci je nucen uinit
kroky na ochranu svych zajmi na poli
dusevniho viastnictvi, jako napiiklad podani
patentové pfihiasky, kterou vznasi narok na
vynalez nebo napfiklad podani zadosti o
registraci ochranné znamky, zavazuje se
zdravotnicke zatizeni bud (1) pozdrzet
zvefejnéni nebo prezentaci o dalich 60 dni
nebo do doby dokud nebudou podniknuta
vy$e uvedend opatieni podle toho co
nastane diive nebo (2) pokud nebude
zdravotnické zafizeni ochotno zvefejnéni
pozdrzet, zavazuje se zdravotnické zafizeni
z publikace nebo prezentace odstranit ty
informace, které zadavatel uréi a ¢ nichz
bude opravnéné pfesvédden, ze by
poskedily jeho zdjmy na poli ochrany jeho
dugevniho vlastnictvi. Zadavatel mize
pisemné stanovit k pfezkoumani a vyjadieni
i krati ¢asové cbdobi. Zdravotnicke zafizeni
se zavazuje napomahat zadavateli k ziskani
vytiskl publikace zkousejiciho nebo
zdravotnického zafizeni vzeslych ze studie.

Vynalezy

Jestlize v pribéhu studie nebo v dobé do
jednoho roku po ukonéeni platnosti této
smlouvy zdravotnicke zafizeni zformuluje
nebo uplatni v praxi skute¢nost, ktera je
vysledkem provadéni studie, jeZ je
pfedmétem této smlouvy, o kieré se
domniva, Ze jde o novy vynalez (véetné
novych zplsobd uzivani, iekovych forem,
terapeutickych kombinaci, zplsobu |é¢by)
nebo ktera zahrnuje 1&€€ivo(a) ve studii nebo
jeho jednoduché derivaly (napfiklad soli,
solvaty, konformery, stereoizomery,
racemické smési, amorini formy, krystalické
formy, krystalové struktury, metabolity, pro-
lé€iva, volné kyseliny, chelaty, komplexni
slouéeniny, syntetické meziprodukty,
isotopové nebo radioaktivné znaéené
ekvivalenty nebo jejich smesi), zavazuje se
o tom neprodieng inlormovat zadavatele.
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Novy vynalez nebo zplsob m

vylugnym vlastnictvim zadavg ol of Excellence

The new invention or use shall be the sole
property of and shall be assigned to Lilly by
Institution under the terms and conditions

set out below.

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 (“Intellectual Property Rights") with
respect to results of the 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
the Intellectual Property Rights (“Intellectual
Property"), disclosed or otherwise provided
by Lilly to Institution, its personnel and/or
Investigator hereunder. All Intellectual
Property Rights are governed by laws of the
jurisdiction of their origin.

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

Should, based on applicable laws and
regulations, any Intellectua! Property Rights
to Inventions accrue to Institution, its
personnel, including Investigator and/or
Institution as the employer of Investigator or
any member of the personnel exercising
proprietary copyright of such person 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

zdravotnicke zafizeni se zavazuje mu je
postoupit dle podminek stanovenych nize.

Neni-li v této smiouvé vyslovné uvedeno
jinak, zadavatel si ponechava veskera
prava, kterd jsou udélena &i uznana na
zakladé jakékoliv legislativy tykajici se
patentl, autorskych prav, ochrannych
znamek nebo pramyslovych vzord a
jakychkoliv jinych zakoni vztahujicich se na
dusevni a primyslové viastnictvi, at' jiz
registrované ¢i nikoliv, a to véetné prav k
jakémukoliv vyuZiti vySe uvedeného (dale
jen ,Prava z dudevniho vlastnictvi®), ve
vztahu k vysledkiim klinického hodnoceni,
hodnocenému pfipravku, divérnym
informacim a protokolu i k éemukoliv od nich
odvozenému nebo k jejich vylepseni &i uziti,
jakoz i k jakémukoliv dalsimu dilu, objevu,
vyndlezu (patentovatelnému &i nikoliv),
ochranné znamce, primyslovému vzoru
nebo jakékoliv jiné zalezZitosti zpusobilé k
tomu, aby pozivala jakoukoliv ochranu na
zakladé Prav z dusevniho viastnictvi (dale
ien ,DuSevni vlastnictvi®), sdé&lené &i jinak
poskytnuté spoleénosti Lilly zdravotnickému
zafizeni, jeho persondlu anebo zkousejicimu
na zakladé této smlouvy. Veskera Prava z
dusevniho vlastnictvi se Fidi zakony
jurisdikce, ve které takové pravo vzniklo.

Prava z dusevniho vlastnictvi k jakémukoliv
Dusevnimu vlastnictvi objevenému &i
vytvofenému zkousejicim anebo persondlem
zdravotnického zafizeni, at jiz samostatné
nebo spoleéné se tieti stranou, v ramci
plnéni této smlouvy, véetné Dusevniho
viastnictvi tykajiciho se hodnoceného
pfipravku, klinického hodnoceni, protokolu,
vysledkll zaznamenanych bé&hem klinického
hodnoceni anebo jakychkoliv udajd,
informaci &i vysledk( dosazenych
samostatnou nebo spole¢nou praci stran na
klinickém hodnoceni (ddle jen ,Vynalezy"),
budou povazovana za vyhradni a
nezcizitelné viastnictvi spoleénosti Eli Lilly.

Pokud by na zakladé pfislusnych zakonu a
predpist pfipadla Prava z duSevniho
viastnictvi k Vynalezim zdravotnickému
zafizeni, jeho personalu, vcetné
zkousejiciho anebo zdravotnickému zafizeni
jako zaméstnavateli zkousejiciho nebo
nékterého ¢lena personalu vykonavajicimu
majetkova autorska prava takové osoby
jakoZto autora, pFevadi timto zdravotnické
zafizeni veSkera pfevoditelna Prava z
dusevniho vlastnictvi k jakymkoliv
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(i)

(ii)

works of authorship) to Lilly. in the event that
the character of the Intellectual Property
Rights makes it impossible to transfer all or
any ol these rights in the above manner,
Institution hereby grants an explicit,
exclusive, irrevocable and royalty-iree
license to Liily for use and, to the extent
permitted by applicabie 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 immediateiy inform Liliy of any
Inventions in writing and shall provide Liliy
with information and assistance as may be
reasonably required by Lilly for exercise of
its rights hereunder. Should any mandatory
provisions of appiicable 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
lor 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 and taking into account the
established practice common in the industry
in such matters.

Publicity

Consistent with the obligations of set forth
above in Article 1.3, Institution agrees to the
following:

Solicitation of patients.

Lilly and ERB must approve, in writing, the
text of any communication soliciting patients
lor the Study belore placement, inciuding,
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 the Study or the Study drug(s)
before the statements are released.

Page 8 of 21

Vyndlezum (zejména pravo zdravotnického
zafizeni vykonavat majetkova prava k
autorskym dilim) na spoleénost Lilly, V
pfipadé, ze charakter Prav z dusevniho
viastnictvi znemozruje vSechna &i néktera
tato prava vySe uvedenym zpiisobem
pfevést, udéluje timto zdravotnické zafizeni
spolecnosti Lilly vysiovnou, vyhradnl,
necdvolateinou a bezplatnou licenci na uziti
a v rozsahu povoleném pfislusnymi zakony
vykon jakychkoliv Prav z duSevniho
viastnictvi k Vynalezdm. Bez ohledu na vyse
uvedené timto zdravotnické zafizeni
souhiasi s tim, Ze spole€naost Lilly ma pravo
udélit sublicenci nebo pfevést licenci
udélenou ji die tohoto €ianku na tfeti stranu.
Zdravotnickeé zafizeni bude spoleénost Lilly
neprodlené pisemné informovat o
jakychkoliv Vynalezech a poskytne i
informace a souéinnost, kterou mize
spolecnost Lilly dOvodné pozadovat k
vykonu svych prav die této smlouvy. Pro
piipad, Ze by zavazna ustanoveni
piislusnych zakon( dané jurisdikce
opravitovala zdravotnické zafizeni, jeho
persondl anebo zkousejicine pozadovat
kompenzaci za poskytnuti licence anebo za
jakékoliv komeréni vyuziti takovych
Vynalezt spoleénosti Lilly, se strany
dohodnou na obchodné piiméfené vysi
kompenzace, a to na zékladé pfispéni kazdé
strany ke vzniku daného Vyndilezu a s
ohledem na zavedené postupy, které jsou v
danem odvétvi v takovych zalezZitostech
bézné.

V souladu s poZadavky na zachovavani
duvérného charakteru inlormaci a jejich
nepouziti, jak je stanoveno v bodé 1.3 vyse,
zdravotnicke zarizeni souhlasi

s nasledujicim;

Ziskavani pacientq.

Zadavatel a eticka komise musi pied
zveiejnénim pisemné schvalit text viech
sdéleni, vybizejicich pacienty k uéasti ve
studii. Tyka se to napfikiad (nikoliv pouze)
inzeratl uvedenych v novinach a v rozhlase,
v pfimych postovnich zasiikach, na Internetu
a vinformacnich letacich. Takovd'inzerce
musi byt v souladu s pfisiusnymi zdkony a
smérnicemi.

Tiskova prohiaseni.

Zadavatel musi pisemné schvalit tiskova
prohlaseni zdravotnického zafizeni nebo
zkousejiciho, tykajici se studie nebo
piipravku hodnoceného ve studii a to
piedtim, nei jsou tato prohiaseni vydana ke
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(i)

(iv)

Inquiries from media and financial
analysts.

During and after the Study Institution may
receive inquiries from reporters or financial
analysts. Institution agree to confer with
Lilly's Research Physician or Medical
Director at EL) LILLY CR, s.r.0., PobfeZni
394/12, Praha 8, 180 00 (tel. 234 664 111)
or Lilly's Corporate Communications
Department in the United States at (001-
317-276-3402) before responding to such
inquiries.

Use of name.

Neither CRO nor Institution will not use the
name or names of another party, Lilly or
either party’s employees in any advertising
or sales promotional material or in any
publication without prior written permission;
provided, however, Institution agree to the
use of their name in Study publications and
communications, including clinical trial web
sites and Study newsletters and Institution
shall ensure that the names of other persons
participating in the Study which are
employed in Institution or have similar
relationship to Institution may also be used
in these materials.

Debarment Certification

Institution agrees that neither Institution nor
anyone from its employees including
Investigator 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 Institution will not
use or involve any persen or arganization 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 involve in connection with the Study
should become debarred or disqualified
during the course of the Study, Institution
agrees to promptly notify Lilly in writing.

Site Personne! Data

CRO and Lilly may collect personal
information from Investigator and Institution
personne! including but not limited to names,
titles and business contact information (“Site
Personnel Data™) to fulfill purposes of the

zveignéni,

Dotazy sdélovacich prostifedki a
financnich analytiki.

V pribéhu studie a po jejim ukonéeni maze
byt zdravotnické zafizeni dotazovano ze
strany reportér nebo finanénich analytiku.
Zadavatel pozaduije, aby se zdravotnické
zarfizeni poradilo s jim uréenym lékafem pro
klinicky vyzkum zadavatele nebo s
vedoucim lékafského oddéleni zadavatele
v ELI LILLY CR, s.r.0., PobfeZni 394/12,
Praha 8, 180 00 (tel. 234 664 111) nebo
Lilly's Corporate Communications
Department in the United States (tel. 001-
317-277-3402) a to jesté pfed tim, nez
budou na takove dotazy odpovidat.

Pouzivani jména.

Zdravotnickeé zafizeni a CRO se zavazuji
nepouzivat jméno ani jména smiuvnich
stran, zadavatele nebo jejich zaméstnancii v
zadném reklamnim nebo prodejnim
propagaénim materidlu ani v Zadneé jiné
publikaci bez piredchoziho pisemného
svoleni zadavatele, avSak s tim, e
zdravotnické zafizeni souhlasi, ze jeho
iméno miiZe byt pouzito v publikacich nebo
sdélenich o studii, véetné webovych stranek
o studii a zajisti, aby v téchto materidlech
mohla byt pouZita i jména ostatnich osob
podilejicich se na studii, které jsou

v zaméstnaneckém nebo obdobném vztahu
ke zdravotnickému zafizeni. .

Osvédéeni o zpusobilosti

Zdravotnické zafizeni prohlasuje, ze
zdravotnické zafizeni ani nikdo z jeho
personalu véetné zkousejiciho neni a nikdy
nebyl vylouden z uéasti na klinickém
vyzkumu organem statniho dozoru Ceské
republiky, Spojenych statt americkych nebo
jakymkoliv jinym zahraniénim organem, a Ze
zdravotnické zafizeni nebude davat néjakou
funkei zadne tyzicke ani pravnické osobé v
souvislosti s provadénim studie, ktera byla
vyloucena z u€asti na klinickem vyzkumu
nékterym regula¢nim ufadem. Pokud
jakakoliv osoba podilejici se na této studii
bude vylouéena nebo se stane pfedmétem
wyluCovaciho fizeni v prub&hu teto studie,
zdravotnickeé zafizeni o tom neprodleng
pisemné uvédomi zadavatele.

Udaje o pracovnicich fesitelského centra
CRO a Lilly mohou shromazdovat osobni

udaje o zkousejicich a pracovnicich
zdravotnického zafizeni, zejména informace
¢ jmenech, funkcich a pracovnich
kontaktech (dale jen ,udaje o pracovnicich
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(ii)

(i)
(iv}

Study and other business activities of Lilly,
including:

Assessment of qualifications to conduct the
Study;

Quality controi and Study management; and
Disclosures to iRBs or federal or foreign
regulatory authorities in connection with their
performance of review or oversight
responsibilities for the Study.

Site Personnel Data may, subject to consent
of the personnei, also be aggregated with
data from other CRO and/or Lilly and
evaluated for business decisions including
those involving future research. CRO and/or
Liliy may store or process such Site
Personnel Data in the U.S. or other
countries at CRO, Lilly or Lilly-associated
{acilities, as long as a business need or legal
obligation exists.

Investigator and Institution personnel may
have access to Site Personnei Data about
themselves that CRO or Lilly has coliected
and may have corrections made to Site
Personnel Data about themselves that is
inaccurate.

institution may contact CRO or Lilly with
inquiries regarding Lilly's coilection or use of
Site Personnel Data.

CRO SUPPORT

CRO 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 Brugs and Sec. 15 ol Decree No.
226/2008 Coili., on Good Clinical Practice, as
amended. CRO shalli submit reports on the
course of the Clinical Trial to relevant bodies
every 12 months during the entire course o
the Clinical Trial pursuant to Sec. 58 (8) of
the Act on Drugs.

CRO through coordination with Lilly will
provide Institution with Study drug(s). In
addition, following receipt of funds from Lilly,
CRO will provide financial support for the
Study as foliows:

fesitelského centra®) pro dosazeni cild
studie a daisi cbchodni aktivity Lilly, véetné:

b) hodnoceni kvalifikace k provadéni studie;

c) kontroly kvality a fizeni studie; a

d) zpfistupnéni udaju etickym komisim nebo
federalnim ¢&i zahraniénim organim statniho
dozoru v souvislosti s pinénim kontrolnich &i
dozorovych povinnosti téchto organ( v ramci
studie.

Udaje o pracovnicich fesitelského centra
mohou byt se souhlasem pracovnikl rovnéz
kombinovany s udaji z finych zdroji CRO
a/nebo Lilly a vyhodnocovany pro uéely
obchodnich rozhodnuti véetné rozhodnuti
tykajicich se budouciho vyzkumu. CRO
a/nebo Lilly mohou ukladat nebo
zpracovavat Udaje o pracovnicich
fesitelského centra v USA nebo v jinych
Zzemich, a to v zafizenich CRO, zadavatele
nebo zafizenich se zadavatelem spojenych
po dobu existence obchodnich potfeb nebo
pravnich zavazk(.

Zkousejici a pracovnici zdravotnického
zafizeni budou mit pfistup ke svym ddajom,
které CRO nebo zadavatel shromazdili a
mohou nechat provest opravy ve

svych udajich, pokud jsou v nich
nepfesnosti.

Zdravotnické zafizeni se mize obratit na
CRO nebo Lilly s dotazy ohledné
shromazdovani &i vyuzivani udajd o
pracovnicich fesiteiského centra
zadavatelem,

Zavazky CRO

CRO bude informovat Statni tstav pro
kontrolu [éciv a etické komise pro
multicentricka hodnoceni o zahajeni
klinického hodnoceni nejpozdéji 60 dnl po
jeho skuteéneém zahajeni v souladu s ust. §
55 odst. 8 z&dkona o léivech, a § 15
vyhlasky &. 226/2008 Sb., o spravné kiinicke
praxi, v platném znéni. CRO bude
pfedkiadat pribézné zpravy o prisbéhu
klinického hodnoceni pfislusnym organum, a
to kazdych 12 mésicl po celou dobu trvani
klinického hodnoceni, v souladu s ust. § 58
odst. B zakona o é¢ivech.

CRO, ve spolupraci se zadavatelem, se
zavazuje poskytnout zdravotnickému
zarfizeni lécivo pro studii. Dale se CRO, po
obdrzeni finanénich prostfedkl od
zadavatele, zavazuje poskytnout finanéni
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A Payee
Payment in connection with the Study will be
made to the name and address listed below:
Urazova nemocnice v Brné
Ponavka 6, 662 50 Brno, Ceska republika

Company Registration Number: 00209813
KB Brno-venkov, a.s.,
19-8669700267/0100

SWIFT CODE: KOMBCZPPXXX

IBAN: CZ6401000000198669700267

SORT_CODE: 219453

B Payment Schedule
In connection with the Study the Institution

will be paid in accordance with the terms set
forth in the budget ("Budget”), attached
hereto as Exhibit 1. namely in the maximum
amount ofMper single patient
who comp! eria for enrolliment.
For those amounts designated for patient
services, Institution will receive payment
only for data received based on the actual
number of visits and procedures perdormed
in accordance with agreed upon procedure
fees outlined in the Budget. Such
compensation is limited to payment fo
‘who are enrolled in the Study
unless CRO has given Institution written
approval to enroll additiona! patients or
extend the enrollment period. In the event
that such approval is granted, Institution will

be paid in accordance with the fees set forth
in the Budget for the additional patients.

The payment will be made in Czech crowns.
The VAT rate is governed by enforceable
laws at the time of invoice issuance.

To be eligible for payment, the procedures
must be performed in full compliance with
the Protocol and this Agreement, and the
data submitted must be complete and
correct. For data to be complete and correct,
each patient must have signed an ERB-
approved consent document, and all
procedures designated in the Protocol must
be carried out on a “best efforts” basis;
omissions must be satisfactorily explained. 1t
is expected that for all items required under
the Protocol for which CRO has agreed to
provide compensation, CRO will be the sole
source of compensation. Institution will not
seek payment from any third party payer,

odménu za studii, a to néslem

zpusobem: A Symbol of Excellence

Prijlemce piatby
Platba se uskuteéni ve prospéch:

Urazova nemocnice v Brné
Ponavka 6, 662 50 Brno, Ceska republika

ICO: 00209813

Bankovni spojeni: KB Brno-venkov, a.s.,
€.uctu: 19-8669700267/0100

SWIFT CODE: KOMBCZPPXXX

IBAN: CZ6401000000198669700267

v.s. 219453

Harmonogram piateb
V souvislosti se studii bude zdravotnickému

zaflzeni vyplacena odména dle rozpodétu
pfipojeného k této smiouvé jako pfiloha é&. 1
{dale jen jako “rozpodet™), a to v maximalni
v?éiMza jednoho pacienta, ktery
spin itéria pro zafazeni. Z Castky
ur&ené pro sluby souvisejici s pacienty
obdrZi zdravotnicke zafizeni platbu pouze za
skute€ny pocet provedenych navstév a

procedur, a to ve shodé s adsouhlasenymi
poplatky za uskuteénéné procedury tak, jak

jsou uvedeny v rozpottu. T : e
omezuje pouze na platbu z
ktefi budou zafazeni do studie pokug GHU

neda pisemny souhlas se zafazenim dalsich
pacientl nebo s prodlouzenim obdobi pro
zafazovani. V pfipadé, Ze je tento souhlas
udélen, obdrzi zdravotnické zafizeni platbu
za dalsi pacienty ve vysi stanovené

v ,Rozpodtu”,

Platba bude provedena v K&. Sazba DPH se
fidi platnymi zdkony v dobé vystaveni
faktury.

Pro ziskani narok( na odménu musi byt
viechny postupy provadény plné v souladu
s protokolem a touto smlouvou a piedlozeng
udaje musi byt apiné a spravné. Aby Udaje
byly Upiné a spravné, kazdy pacient musi
podepsat dokument o informovaném
souhlasu schvaleny etickou komisi a
viechny postupy vyzadované protokolem
musi byt provadény s vynaloZenim
“nejvétdiho mozného usili®, pficemz
opomenuti musi byt uspokojivé vysvétiena.
Odekava se, ze u viech polozek
pozadovanych podle protokolu, jeZ se CRO
zavaza! hradit, bude CRO vyhradnim
zdrojem této Uhrady. Zdravotnické zafizeni
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(i)

(ii)

whether public or private, for any costs
covered by payments made by CRO under
this Agreement.

Payments for the Study will be disbursed on
the basis of budgeted and received data
provided that:

the final payment will be made when all
patients at the site have completed the
Study and all available data and electronic
case report forms have been received and
accepted by CRO; and

matters in dispute shall be payable upon
mutual resolution of such dispute

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

In addition, if CRO requests the attendance
of representatives of Institution, Investigator
or other persons at a Study startup meeting
or other meeting necessary to provide
information regarding the Study or Study
drug, CRO shall reimburse Institution for
reasonable and necessary travel, lodging
and boarding expenses incurred to attend
such meeting(s) that have been specifically
approved in advance by CRO. CRO shall
make such reimbursements within thirty (30)
days of receiving acceptable detailed
documentation of such expenses, provided
that CRO receives such documentation
within sixty (60) days of the date that the
expenses were incurred.

Subiject Injury Reimbursement

CRO declares that Lilly has obtained a
contractual liability insurance for injury
covering the Investigator and Sponsor for
the entire period of the study which also
guarantees indemnity in the case of

nebude pozadovat platbu od kterékoliv tieti
strany, at' jiz z vefejnych & soukromych
zdroju, k dhradé ndkladd pokrytych platbami
CRO na zékladé této smiouvy.

Platby za studii budou vyplaceny na zakiadé
rozpoétu a chdrzenych udaji s tim, ze:

zavéredna platba bude provedena tehdy, az
v8ichni pacienti dokonéi studii a vSechny
dostupné ddaje a elektronicke formulafe pro
zaznamy subjektd budou pfijaty a schvaleny
CRO,

zaleZitosti, které jsou pfedmétem sporu,
budou uhrazeny po vzajemném vyfeseni
takoveho sporu.

Ve chvili, kdy budou udaje zdravotnickeho
zafizeni pfezkoumavany pfi planovane
navstévé Lilly, CRO nebo jiného zastupce
uréeného zadavatelem na mist&, zavazuje
se zdravotnické zafizeni mit vechny
dostupné Gdaje ziskané az do pfedesiého
dne kompletni a pfipraveng ke zhodnoceni.
Pokud budou nékteré (daje chybét a
nebudou dodateéné poskytnuty
zdravotnickym zafizenim do deseti (10) dnt
po navitévé zastupce CRO, CRO si
vyhrazuje pravo odmitnout platbu za tyto
chybéjici udaje.

V piipadé, Zze CRO bude vyzadovat
pfitomnost zastupcl zdravotnického
zafizeni, zkou$ejiciho nebo dalSich osob na
zahajovacl informaéni schlizce o studii nebo
na jiném setkani nezbytném pro poskytnuti
informaci, které se tykaji studie nebo
hodnocenéha Ié€iva, uhradi CRO
zdravotnickému zafizeni pfiméfené a
nezbytné penézité vydaje spojené s
cestovnimi a ubytovacimi naklfady (véetné
stravného) nutnymi k zajisténi tcasti
zastupcl zdravotnického zafizeni,
zkousejiciho nebo dalsich oscb na téchto
schiizkach, po predchozim schvdleni CRO.
CRO poskytne tuto pené&zni nahradu v
prubéhu tficeti (30) dni od obdrzeni
pfifatelné podrobné dokumentace o téchio
vydaiich za pfedpokladu, ze CRO tuto
dokumentaci obdrzi do Sedesati (60} dnu od
data, kdy byly vydaje utinény.

Nahrada ujmy zpusobené subjektu

CRO prohlasuje, Ze zadavatel v souladu s
ust. § 52 odst. 3, pism. {) zak. ¢. 378/2007
Sb. o lédivech, v platném znéni, zajistii na
celou dobu provadéni klinického hodnoceni
smluvni pojisténi odpovédnosti za Skodu pro
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zkousejiciho a zadavatele, jem

prostfednictvim je zajisténo i Qga iExcellence

subject’s death or in the case of subject’s
injury of health arising out of making the

4

>

(i

{ii)

Clinica! Trial in compliance with provisions of
Section 52 (3) {f) of Act No. 378/2007 Coll.,
on Drugs, as amended. Certificate of
Insurance is mentioned in the Exhibit 3
hereof.

Lilly agrees to reimburse Institution for the
following additional costs:

all reasonable and customary costs incurred
by Institution with the diagnosis of an
adverse event invelving the Study drug or a
Protocol procedure incurred by Institution
and Investigator and his/her personnel; and

all reasonable and customary costs incurred
for treatment of physical injury to the subject
if Lilly determines after consulting with
Investigator that the adverse event was
reasonably related to administration of the
Study 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
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 ol the
Protocol and all recommendations jurnished
by Lilly and CRO for the use and
administration ol any drug or device used in
the Study.

Lilly shall have the option of paying the
additional costs directly to the Institution.

Limit of Patient Entry or Enroliment and
Study Termination

CRO reserves the right to limit entry or
enroliment of additional patients in the Study
at any time. This may occur in a competitive-
enroliment Study because sufficient patients
have been entered by other investigators to

v pfipad& smrti subjektu hodnoceni nebo
v pfipadé Skody vznikié na zdravi subjektu
hodnaceni v disledku provadéni studie.
Osvedéeni o pojisténi je uvedeno v pfiloze
€. 3 téeto smlouvy.

CRO, po obdrzenl finanénich prostfedk( od
zadavatele, se zavazuje uhradit
zdravotnickému zaiizeni nasledujici dalsi
vzniklé naklady:

vSechny pfiméfené a obvyklé niklady
souvisejici s diagndzou nezadouci pfihody
tykajici se hodnoceného Jéciva a postupl
obsazenych v protokolu vzniklé
zdravotnickému zafizeni ,

viechny pfiméfené a cbvyklé naklady
vynaloZené na lécbu subjektu, pokud Lilly po
konzultaci se zkousejicim rozhodne, Ze
neZadouci piihoda souvisela s podanim
hodnoceného 1ééiva nebo s postupem poadie
protokolu, aviak za piedpokladu, ze:

A) tyto néklady nejsou pokryty Zadnym
zdravotnim ani nemocniénim pojisténim
subjektu, ani jinym statnim programem
zahrnujicim toto pojistné kryti,

B) neZadouci pfihodu nelze pfipsat na vrub
zanedbani nebo nespravného poéinani ze
strany zkousejiciho nebo zdravotnického
zafizeni nebo ze strany jejich zastupct &i
zaméstnancu,

C} nezadouci piihodu nelze pfipsat na vrub
zadného jineho doprovodného cnemocnéni,
at' jiz bylo pfedtim diagnostikovano & nikoliv,

D} hodnocené légivo/zdravotnicky
prostfedek bylo podano/pouzit podle
protokolu a postupy prfedepsané protokolem
byly provddény ve shodé s protokolem a dle
v8ech pokynui poskytnutych CRO a Lilly.

Lilly muze uhradit dodateéné naklady pfimo
zdravotnickému zafizeni.

Omezeni vstupu nebo zaifazeni pacientd
do studie a ukonéeni studie

CRO si vyhrazuje pravo kdykoli omezit vstup
nebo zafazeni dalsich pacienti do studie.
Toto mlZe nastat ve studii se soutézni
formou zafazeni pacientl z divodu, Ze jini
zkousejici jiz zaradili poéet pacientd
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complete the needs of the Study. CRO also
reserves the right to terminate Investigator's,
institution's or any patient's participation in
the Study or the Study itself at any time for
any reason. 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
CRO, which breach is not cured by CRO as
applicable within ninety (90) days following
receipt from institution of written notice
thereof; (i) if the investigator becomes
unavailable due to death or disability and
CRO, Liily, Institution and/or investigator are
unable to agree upon an acceptable
replacement; or {jii} if the autherization and
approval to perform the Study is withdrawn
by any local regulatory authority, any United
States regulatory authority or by the ERB.

in the event Investigator’s or Institution’s
participation in the Study or the Study itself
is terminated, Institution agrees to return all
Study drug(s) to Sponsor through CRO or
dispose of them in accordance with
instructions to be provided by CRO and
reguiatory requirements. In the event the
Study is terminated, Institution undertakes to
enable Sponsor and CRO access to the site
and documentation for the 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 the Study as required under
the Protocol and contemplated in the
Budget. Il the Advance or other paymenis
exceed the amount owed lor work performed
under the Protocoi, Institution agrees to
return the excess balance to CRO.

11l INDEMNIFICATION

A In connection with the performance by
Institution and Institution's staff, officers,
agents and employees, including
Investigator (“indemnitees”) of the Study and
always only based on a final decision of a
competent authority, Lilly agrees to
indemnify, defend and hold harmiess the
Indemnitees from and against loss, damage,
cost and expense of claims and suits

dostateény ke splnéni potfeb studie. CRO si
také vyhrazuje pravo kdykoli a z jakéhokoli
davodu ukonéit uéast zdravotnického
zafizeni nebo zkousejiciho nebo ucast
jakéhokoliv pacienta ve studii nebo studii
samotnou. Tuto smlouvu mizZe zdravotnické
zafizeni ukonéit pisemnou vypovédi se
Ih(itou tficeti (30) dnii v pfipadé, Ze (i) doslo
k poruseni dllezitého ustanoveni této
smiouvy ze strany CRO, pfitemz toto
porudeni CRO neodstrani do devadesati
(90) dnli po doru¢eni pisemného aznameni
ze strany zdravotnického zafizeni o takovém
poruseni; (i} pokud zkousejici nebude
zplsobily Géastnit se studie pro dmrti &i
pracovni neschopnost a CRO, zadavatel a
zdravotnické zafizeni se nebudou moci
dohodnout na pfijatelné nahradé nebo (iii)
pokud mistni organ statniho dozoru, organ
dozoru Spojenych stath americkych nebo -
eticka komise odejmou opravnéni a souhlas i}
s provadénim studie.

V pfipadé, Ze aéast zdravotnického zafizeni
nebo zkousejiciho ve studii nebo studie
sama bude ukonéena, souhlasi zdravotnické
zafizeni s tim, Ze Iéky pro studii vrati
zadavateli prostfednictvim CRO nebo s nimi
nalozi v souladu s pokyny CRO a v souladu
se zakonnymi pozadavky. V pfipadé
ukonéeni studie se zdravotnické zafizeni
zavazuje umoznit zadavateli a CRO pfistup
do fesitelského centra a k dokumentaci ke
studii tak, aby fesitelské centrum mchio byt
fadné uzavieno a vyhodnoceno.

V piipadé ukonéeni studie budou provedeny

platby za veskerou praci, kiera byla

provedena az do data ukonéeni. Tyto platby

budou omezeny na piiméfene a nezrusitelné Py
naklady zdravotnického zafizeni vznikié v L
souvislosti se studii, jak je pozadovéno

podie protokoiu a jak se s nimi podita v

rozpoétu, Pokud platby pfesahnou &astku,

ktera zdravotnickému zatizeni piislusi za

praci vykonanou podie protokolu, souhiasi
zdravotnické zafizeni, Ze pieplatek vrati

CRO.

Odpovédnost za $kodu a odSkodnéni

V souvislosti s ¢innostmi vyzadovanymi
podie protokolu provedenymi zdravotnickym
zafizenim a jeho personalem, véetné
zkousejiciho, administrativnimi pracovniky,
zastupci a zaméstnanci (dale jen jako
*odékodnéné osoby"), a vidy pouze na
zdakladé koneéného rozhodnuti
kompetentniho organu, souhlasi zadavatel s
tim, Zze odskodni, bude hajit a uchrani
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(i)

't

(ii)

(iil)

(iv)

v)

(including reasonable attorneys’ fees)
resulting Jrom an injury to a patient
(especially claim on injury compensation and
making it more dilficult to make a living)
seeking damages alleged to have been
directly caused or contributed to by any
substance or procedure administered in
accordance with the Protocol, including the
cost and expense of handling such claims
and defending such suits; provided,
however,

that Indemnitees have adhered to and
complied with al! applicable national, state
and local regulations (including, without
limitation, obtaining informed consents and
ERB approvals), the specifications of the
Protocol and all recommendations furnished
by CRO and Lilly for the use and
administration of any drug or device
described in the Protocol;

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

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

that Lilly retains the right to defend the
lawsuit in any manner it deems appropriate
and in manner which does not damage the
interests of the Institution, 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
Lilty shall not admit fault on {ndemnitees’
behalf without Indemnitees’ advance written
permission.

Lilly's obligation of indemnification shall not
extend to any loss, damage or expense
arising from (i) failure by the Indemnitee to
comply with this Agreement, Protacol or any
other written instruction delivered by CRO or
Sponsor or on their behalf or with applicable
laws and regulations, or {ii) negligence,
willful malfeasance, unlawiful act, omission
or malpractice by the Indemnitees, it being
understood that the administration of any
substance in accordance with the Protocol
shall not constitute negligence, willful
malleasance or unlawful act or malpractice
for purposes of this Agreement.

odskodnéné osoby pfed a vam

nakladim a vydajim plynoucx'%?ﬁnést%l? Excellence

soudnich procesi (v&etné pfimefenyc
nékladii na pravni zastoupeni), vzniklych z
titulu $kody zplscbené pacientovi
domahajicimu se odskodn&ni za ztratu
(zejména naroku na bolestné a ztizeni
spoletenského uplatnéni}, ktera mu byla
Udajné& pfimo zplsobena latkou podavanou
podle protokolu nebo postupem
vyzadovanym v protokolu nebo k ni takova
latka ¢i postup prispély, véetné nakladu a
vydajl na vyfizovani takovych Zalob a na
obhajobu v takovych procesech, avsak za
piedpoldadu, Ze:

odskodnéné osoby dodrzovaly a vyhovély
viem pfisludnym narodnim, statnim a
mistnim pi‘edpisim (zejména ziskani
informovanych souhlast a schvaleni etickou
komisi), poZadavkim protokolu a véem
doporuéenim poskytnutym ze strany CRO a
zadavatele ohledné podévani a pouziti
jakéhokoliv 1éku nebo prostfedku uvedeného
v protokolu,

zadavate! bude neprodlené informovan o
jakékoliv takové Zalobé nebo fizeni,

odskodn&né osoby budou piné
spolupracovat pfi vySetfovani a obhajobé u
jakekoli takové zaloby nebo fizeni,

zadavatel si ponecha pravo vést obhajobu
pfi soudnim sporu jakymkoli zplsobem,
ktery povazuje za vhodny a ktery
neposkozuje zajmy zdravotnického zafizeni,
véetné prava najmout si pravniho poradce
dle vlastniho vybéru,

zadavatel bude mit vyhradni pravo narok éi
spor narovnat, avSak s tim, Ze zadavatel
neuzna chybu odskodnénych osob, pokud
mu k tomu oddkodnéna osoba neudéli
pifedchozi pisemny souhlas.

Povinnost zadavatele poskytnout
odskodnéni se nevztahuje na jakoukoli
ztratu, skodu nebo naklad vznikly z (i)
nedodrzeni teéto smiouvy, protokolu nebo
jakehokoliv jiného pisemného pokynu
doru¢eného CRO nebo zadavatelem &i jejich
jménem nebo platnych zakont a pfedpisl ze
strany odskodnované asoby nebo {ii)
nedbalosti, umyslného protipravniho
jednani, nezdkonného ukonu, opominuti
nebo ze zanedbani povinné péce ze strany
odskadnénych osob, piicemz je dohodnuto,
Ze pro Ucely této smiouvy se podavani
jakeékoliv latky v souladu s protokolem
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Y

Vi

SURVIVORSHIP CLAUSE

The obligations under the sections | and iil
shall survive the expiration, termination or
cancellation of this Agreement.

INDEPENDENT CONTRACTOR

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

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 relations arising out ol this Agreement
are governed by the generally binding legal
regulations of the Czech Republic. Legal
relationships not expressly requlated are
governed by the appropriate provisions of
Commercial Code. Parties to the Agreement
undertake to assist each other in processing
of the trial and possible disputes and
discrepancies ol view concerning the
procedure and method of works should be
solved by behavior usuai 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 stipuiated above.

Notwithstanding other provisions regarding
termination of this Agreement as provided
for hereinabove, CRO reserves the right to
terminate this Agreement by written notice
delivered to the Institution 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 with valid laws, rules and Good
Clinical Practice.

nepovazuje za nedbalost, dmysing
protipravni jednani, nezakonny ukon nebo
zanedbani povinné pece.

Klauzule o pretrvani nékterych
ustanoveni

Povinnosti podie &lanku i. a &lanku (.
pfetrvdvaji i po uplynuti, ukondeni nebo
vypovéazeni této smiouvy.

Nezavisly poskytovatel

Zdravotnické zafizeni i CRO budou jednat
jako nezavislé smluvni strany, nikoli jako
zastupce, partner nebo jako zaméstnanec
druhé strany. Zdravotnické zafizeni ani CRO
nebudou mit Zzadnou pravomoc uzavirat

s tfetimi stranami smiouvy, kieré by byly
zavazné pro druhou stranu.

Zavéreéna ustanoveni

Tato smlouva pfedstavuje upinou dohodu
mezi stranami a nahrazuje veskera {ind
ujedn&ni mezi stranami, vyslovna nebo
konkludentni, tykajici se pfedmétu této
smiouvy. Smiuvni strany se dohodly, ze
pravni vztahy a poméry vzniklé z této
smiouvy se fidi ocbecné zdvaznymi pravnimi
predpisy Ceské republiky. Pravni poméry
touto smlouvou vyslovné neupravené se fidi
piislusnymi ustanovenimi obchodniho
zakoniku. Smiuvni strany se zavazuji pfi
zpracovani studie si vzajemné pomahat a
piipadné spory a rozdilnost nazorl na
postup a zplsob praci fesit jednanim
obvyklym u smiuvnich stran. K projednani a
rozhodavani pfipadnych spor, kieré
nebudou pfekonany spolupraci podie vyse
uvedeného, jsou pfisiusné soudni organy
Ceské republiky.

Bez ohledu na dalsi ustanoveni o ukonéeni
této smlouvy uvedend vyse v této smiouve si
CRO vyhrazuje pravo ukondit tuto smlouvu
pisemnym oznamenim doru¢enym
zdravotnickému zafizeni a Géinnym
okamzikem doruéeni z divodl
medicinskych, z divodu nezbytnosti
zajisténi bezpedénosti pacientd, v souvislosti
s opatienimi statnich organu regulujicich
oblast 1&€iv nebo z dalSich divod, za
podminky, Ze se tak stane v souladu

s platnymi zdkony, nafizenimi a Spravnou
klinickou praxi.
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The Agreement may be terminated,
amended or extended only after a mutual

Smilouva mlze byt ukonéenam

prodiouzena pouze po vzajemRgHeBPHRE xcellence

agreement by a written amendment signed
by both parties to the Agreement. The
Agreement becomes effective on the date of
its signing by all parties to the Agreement,

Parties to this Agreement confirm that
remaining organizational and financial
details which are not regulated by this
Agreement related to conducting a Clinical
Tria! will be regulated by the separate
contract between CRO and Investigator.

This Agreement has been translated intc 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 English language version
shall prevail. The Agreement is made in two
copies in Czech language. Each party to the
Agreement will receive one copy.

You acknowledge that the Sponsor has
engaged the CRO to manage the Study.
CRO has performed no independent
research or analysis regarding the salety or
elficacy of the Study drug, materials or
treatment procedures that are to be
administered pursuant to the Study and
therefore CRO makes no warranties,
expressed or implied concerning the Study
drug, materials, treatment procedures,
results to be obtained in administering the
Study drug, or the Study drug’s fitness for
any particular purpose.

All parties hereto expressly acknowledge
and agree that the Sponsor Lilly sha!l be a
third party bengliciary of this Agreement and
shall be entitled to enforce the provisions
hereof by all remedies available at law or in
equity.

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:

Il to CRO:
If you have any questions, please contact
ICON Clini rch Lithuania

onstitucijos avenue, Vilnius
LT-09308, Lithuania
Fax: +370 52 487756

pisemnym dodatkem podepsanym obéma
smluvnimi stranami. Smiouva nabyva
uéinnosti dnem podpisu obé&ma smluvnimi
stranami.

Smiuvni strany timto prohlasuji, Ze ostatni
organizaéni a finanéni detaily neupravené
touto smlouvou souvisejici s provadénim
studie budou upraveny v samostatné
smlouvé mezi CRO a zkousejicim.

Originalni anglicka verze Smlouvy byla
pielozena do ¢eského jazyka.V pfipadé
jakychkoli rozporll mezi teskou a anglickou
verzi smlouvy ma pfednost Seska verze.
Tato Smlouva je vyhotovena v poétu dvou
vyhotaveni v Seském jazyce. Kazda smiuvni
Strana obdrzi po jednom.

Timto berete na védomi, Zze Zadavatel
smiuvné zavazal CRO k provedeni
Klinického hodnoceni. CRO neuskuteénilo
zadny nezavisly vyzkum nebo analyzu
tykajici se Studifniho léku, materiali nebo
ledebnych postupl, které maji byt
uskute€nény dle Klinického hodnoceni, a
proto CRO neposkytuje zadné vyslovné i
skryté zaruky tykajici se Studijniho léku,
materiall, 1ééebnych postupu a vysledki,
které mohou byt ziskany v souvislosti

s podavanim Studijniho léku nebo vhodnosti
Studiiniho |éku pro jakykoliv konkrétnl ugel.

Vsechny smiuvni strany timto potvrzuji a
souhlasi s tim, Ze Zadavatel Lilly bude
pifjemcem opravnéni a pfipadnych poZitkl
od tietich stran s ohledem na tuto Smiouvu
a bude povéfen uplatnénim uvedenych
ustanoveni za pouziti vSech opravnych
prostfedkl dostupnych podle zakona.

Oznameni dle této Smlouvy budou utinéna
pisemné a budou povaZovéna za fadna,
pokud budou doruéena osobné&, odesléna
doporugenou postou s doruéenkou, expresni
kuryrni sluzbou nebo faxem na nize
uvedené adresy:

Pokud budou adresovana CRO
V pfipade otazek prosim kontaktuijte,
ICON Clinical Research Lithuania

7 Konstitucijos avenue, Vilnius
LT-09308, Lithuania
Fax: +370 52 487756

Page 17 of 21

0219/0453 < #319> < Urazova nemocnice v Brné > Version 2 <06FEB2014> FINAL

Zapsana v obchodnim rejstfiku vedeném Mésiskym soudem v Praze oddil C, vioZzka 130386



Bipartite Institution Contract — Czech Republic
US Templates/ OUS CRO LOA

Tel.: +370 52 487755
If to the Institution/investigator:

Urazova nemocnice v Brné

Ponavka 6, Brno 662 50, Czech Republic
Attention: ing. Karel Dolezal, director
FAX: +420 545 211 082
Telephone: +420 545 538 666

if to Lilly Sponsor:
Attention of:
Manager
Indianapolis, IN46285, United States of
America

Fax 001-317-277-0861

Tel. 001-317-433-5897

linical Trial

Parties to this Agreement confirm that it was
agreed no under disadvantageous terms
that they read it before execution and agree
herewith and in witness of their agreement
with its wording they attach their signatures
hereto.

CRQ: ICON Clinical Research Lid

{2-MAR - 2014

DCaLﬂ_LDa.Ium;‘K

Date / Datum:

]

Tel.: +370 52 487755

Pokud budou adresovana Zdravotnickemu
zafizeni/Zkousejicimu

Urazova nemocnice v Brmé

Ponavka 6, Brno 662 50, Ceska republika
K rukam: ing. Karel Dolezal, feditel

Fax: +420545 211082

Tel.: +420 545 538 666

Pokud budou adresovana Zadavateli Lilly

mlinicai Trial Manager
ndianapolis, 285, United States of
America

Fax 001-317-277-0861
Tel. 001-317-433-5897

Smiuvni Strany stvrzuji, Ze Smlouva nebyla
uzaviena za nevyhodnych podminek, Ze si ji
pied podpisem precetly, souhlasi s ni a na
dikaz souhlasu s jejim zn&nim nize pfipojuji
sve podpisy.

AGREED AND ACCEPTED:
Urazova nemocnice v Brné / Institution / Zdravotnické zafizeni:

r“-\-':

ing. Karel Dolezat/  “ 4

Director of Urazova nemocnice v Brné

(Signature of Authorized Official)
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Bipartite Institution Contract — Czech Republic

US Templates/ OUS CRO LOA

A Symbol of Excellence

Exhibit 1: Budget Pfiloha 1: Rozpocet
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Bipartite Institution Contract — Czech Republic
US Templates/ OUS CRO LOA
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Bipartite Institution Contract - Czech Republic
US Templates/ OUS CRO LOA

Exhibit 2: Delegation Letter / Pfiloha 2: Pind

moc A Symbol of Excellence
Exhibit 3: Insurance/ Pfiloha 3: Pojisténi

Exhibit 4: Protocol/ Priicha 4: Protokol

@
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wwwi.lilly.com ;

Eli Lilly and Compary

Lilty Corporate Center
Indianapoalis, Indiana 446285
US.A,

Phone 317 276 2000

&
@)

LETTER OF DELEGATION
TO WHOM IT MAY CONCERN

Protocol Number and Title: HIX-MC-GBDJ(a) (REWIND): “The Effect of Dutaglutide
on Major Cardiovascular Events in Patients with Type 2 Diabetes: Researching
Cardiovascular Events with a Weekly INcretin in Diabetes (REWIND)" {"the Study")

Eli Lily and Company, with its place of business at Lilly Corporate Center, Indianapolis,
46285 Indiana, USA (also referred to as the “Sponsor") hereby delegates to ICON Clinical
Research Limited, organized and existing under the laws of the Republic of Ireland,
located at South County Business Park, Leopardstown, Dublin 18 Dublin Ireland and its
affiliated company ICON Clinical Research s.r.o., V Parku 2335/20, Praha 4 - Chodov,
148 00, Czech Republic, registered in the Commercial Register at the Municipal Court in
Prague, Section C, Insert 130386, with a company registration number of 28171586 the
following sponsor activities with regards to the Study:

 To perform submissions and contacts with Regulatory Authority and Ethics
Committees all documents required for the conduct of the above mentioned Study;

+ To obtain the necessary approvals from regulatory Authorities and Ethics
Committees responsible for the control of the conduct of the above mentioned
Study, including but not limited to the signing of any and all documents and
contracts as may be necessary or required by local rules, laws and regulations;

* To monitor and coordinate the hospitals, investigators and other parties as required
for the conduct of the above mentioned Study:

* To negotiate, sign and deliver contracts/agreements with hospitals, investigators
and other parties as required for the conduct of the above mentioned Study;

* To be responsible for the import of Clinical trial materials and Study drug(s) in
accordance with relevant Custom procedures:

» To be responsible for the export of biological material in accordance with relevant
Custom procedures; and

* To be responsible for Study drug(s) return back to the sender in accordance with
Custom procedures or destroying drugs in accordance with loca! requirements.

Answers That Matter,



SECRETARY OF STATE
STATE OF INDIANA

Secretary of State

APOSTILLE
(Conventions de la Haye du 5 Octobre 1961)
Country: United States of America
This public document has been signed by Catherin R. Gioscio
acting in the capacity of notary public in & for Morgan County ( )
and bears the seal/stamp of notary public in & for the State of Indiana

e Dy

CERTIFIED ..
at Indianapolis, Indiana
this Twenty-First day of October, 2011.
by the Secretary of State of Indiana
No. A2011-1021100500
Seal/Stamp: 10. Signature:

© ® N o w

Charles P. White
Indiana Secretary of State

Effective May 1, 2003 ail apostilles from the indiana Secretary of State will have an electronically printed seal
This document was revised May 1, 2011.



This Letter of Delegation shall be effective from the date executed by me and r :
duration of the above trial unless revoked earlier in writing by Eli Lilly and Compan

Sponsor's name Q\Jj
Signature
(Sig ) ,r*’ n C é A nd Co—

ﬁcll |C‘1'L0U \)0\'\:-\ Kru.cqtf - S,/. }Qc/%go\/
Date, {name and title of the signing person)

UNITED STATES OF AMERICA ) S
STATE OF INDIANA ) “'5 €
COUNTY OF MARION )

Subscribed and swomn to before me, a Notary Public in and for said County and Staté, this | <1 day of
Qakeheg., . 2011,

' NAME: Cadnetimy 2, Grioscie

!

Couniy: mDp%O-('\ Q_Qm\ns’

My Commission Expires: WL\ AR Q_‘O\‘-‘










































































































































































