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Quintiles Czech Republic, s.r.o.

With a business address at: Praha 5, Jinonice,
Radlicka 714/113a, 158 00, Czech Republic
Companies' Register ID Number: 247 68 651

Tax ldentification Number: CZ247 68 651
Represented by: Alasdair MacDonald,
Managing Director

(hereinafter referred to as “CRQO”)
and

Thomayerova hemocnhice
With a business address at: Videriska 800,
140 59 Praha 4 — Kr¢, Czech Republic
Companies' Register ID Number: 000 64 190
Tax Identification Number: CZ00064190
state contributory organization established by
the Ministry of Health of the Czech Republic,
full text of foundation deed No. MZDR 17268-
IV/2012, registered in Companies Registry by
Municipal Court in Prague, Section PR, inlet
1043
Represented by: doc. MUDr. Zdenék Benes
CSc., Director

(hereinafter referred to as “Institution”)

and

Date of Birth:
With a Residential Address at:

(hereinafter referred to as “Investigator”)
hereby make this
AGREEMENT

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

The purpose of the agreement is the clinical
study entitted “A Phase 2, Multicenter,
Randomized, Parallel-Arm, Placebo-
Controlled Study of LY3074828 in Subjects
with Active Crohn's Disease (SERENITY)”
(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
(hereinafter referred to as “Lilly” and/or
“Sponsor”), according to protocol 16T-MC-
AMAG (Protocol) The study will be conducted
at Interni oddéleni of Thomayerova

Page 1 of 26

Quintiles Czech Republic, s.r.o.
se sidlem: Praha 5, Jinonice, Radlicka
714/113a, 158 00, Ceska republika
ICO: 247 68 651
DIC: CZ247 68 651
zastoupena: Alasdairem MacDonaldem,
jednatelem

(déle jen ,CRO")
a

Thomayerova nemocnice
se sidlem: Videriska 800, 140 59 Praha 4 —
Kr&, Ceska republika
ICO: 000 64 190
DIC: CZ00064190
statni pfispévkova organizace zfizena
Ministerstvem zdravotnictvi CR, tplné
zneéni zfizovaci listiny ¢.j. MZDR 17268-
IV/2012, zapsana v obchodnim rejstfiku u
Méstského soudu v Praze, oddil Pr, vl.
1043
zastoupena: doc. MUDr. Zdefkem
BenesSem, CSc., Feditelem

(dale jen ,zdravotnické zafizeni)

a

narozen/a:
trvale bytem:

(dale jen ,zkousejici“)
timto uzaviraji tuto
SMLOUVU

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

Predmétem smlouvy je klinické hodnoceni
nazvané ,Multicentrické, randomizované,
placebem kontrolované klinické
hodnoceni faze 2 s paralelnimi
skupinami posuzujici pripravek
LY3074828 u pacientt s aktivni
Crohnovou nemoci (SERENITY)“ (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 Evropské unii
zastoupena spole¢nosti Eli Lilly and
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(i)

(ii)

nemocnice, Videnska 800 140 59 Praha 4 -
Kré, Czech Republic (site) by principal
investigator |G

The Sponsor has engaged the contractual
research organization Quintiles Czech
Republic, s.r.o. (hereinafter referred to as the
“‘CRO”) to provide services of inter alia,
monitoring and organization of the Study,
including negotiation of research contracts with
participating sites in connection with the Study.

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

INVESTIGATOR AND
OBLIGATIONS

INSTITUTION

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

Conduct of the Study

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

Investigator and Institution agree to comply with
the following: all conditions specified in the
Protocol and Protocol amendments and/or
addenda; Good Clinical Practice Guidelines;
the approval of the Ethical Review Board
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Company se sidlem Er Wood Manor,
Sunninghill Road, Windlesham, Surrey,
GU206PH, Spojené kralovstvi Velké
Britanie a Severniho Irska (dale jen
,Lilly“ nebo ,zadavatel®), podle protokolu
16T-MC-AMAG (dale jen ,protokol). Studie
bude provedena na Internim oddéleni
Thomayerovy nemocnice, Videiiska 800
140 59 Praha 4 — Kré, Ceska republika
(FeSitelské centrum), v Cele s hlavnim
zkousSejicim

V souvislosti se studii zadavatel poveéfil
smluvni vyzkumnou organizaci Quintiles
Czech Republic, s.r.0. (dale jen ,CRO")
mimo jiné monitorovdnim a organizaci
klinického hodnoceni, véetné vyjednani a
uzavieni smlouvy o provadéni klinického
hodnoceni s uCastnicimi se zkousejicimi
centry.

Ugelem této smlouvy (dale jen ,smlouva®) je
stanovit zavazky Kk provedeni studie a
vymezit prava a povinnosti smluvnich stran.

ZAVAZKY ,ZKOU§vE,JiCiI,-IO A
ZDRAVOTNICKEHO ZARIZENI

ZkouSejici a zdravotnické zafizeni pfijimaji
nasledujici zavazky vyplyvajici z této

smlouvy:

Provadéni studie

ZkouSejici se zavazuje osobné provadét a
dohlizet na provadéni studie ve
zdravotnickém zafizeni. ZkouSejici a
zdravotnické zafizeni souhlasi s tim, ze pfi
provadéni studie nebudou vyuzivat dilCi
pracovis§té ani satelitni pracovisté, pokud
k takovému uzivani dil¢ich a satelitnich
pracovist neda Zadavatel a/nebo CRO sv(j
pisemny souhlas. Pokud bude zkouSejici
nebo dil¢i zkouSejici kteroukoliv €ast studie
provadét v jiném zafizeni nebo nemocnici,
nez je zdravotnické zafizeni, budou
zkou8ejici a  zdravotnické  zafizeni
odpovédni za zajisténi, aby takové
pracovisté bylo obeznameno stim, Ze se
podili na studii, a dalo k takové ucasti svij
souhlas;

zkouSejici a zdravotnické zafizeni se
zavazuji dodrzovat nasledujici: v8echny
podminky stanovené v protokolu a jeho
dodatcich a/nebo doplncich, platnych
smérnicich, v souhlasu etické komise (dale

16T-MC-AMAG Thomayerova nemocnice, || EGTGNGEIzNGzGzGG@GEE. \ -'sion Redacted, 20Septl7



Tripartite Contract — Czech Republic
US Templates/ OUS CRO LOA
Global Version: 07 / 2014; CZECH Affiliate Version 20 May 2014

(iii)

(iv)

v)

(vi)

(Vi)

(“ERB”); and the State Institute for Drug Control
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 stipulates Good Clinical Practice
and more detailed conditions for Clinical Trials,
as well as all national laws, European directives
and 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
implemented in national laws by Act No.
101/2000 Caoll., on Protection of Personal Data,
as amended,;

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

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

Investigator acknowledges that Investigator
has read and understands all information in the
investigator's brochure for the compound
LY3074828 provided to Investigator by CRO,
including the potential risks and side effects of
the Study drug;

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

Institution and Investigator undertake not to
commence enrollment of subjects in the Clinical
Trial until (i) CRO or Sponsor inform
Investigator in writing that all consents,
permissions and documents necessary to
conduct the Clinical Trial have been obtained,
and (i) Investigator signs the Protocol,
undertaking to fulfill all obligations specified
therein;
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jen ,eticka komise“) a podminky stanovené
Statnim ustavem pro kontrolu [éCiv a
v8echny dalSi platné narodni, statni a mistni
zakony, predpisy a normy, které jsou
soucasti obecné& zavaznych pravnich
predpist CR, a to zejména zakon &.
378/2007 Sb., o légivech, ve znéni
pozdéjsSich predpisl, zakon ¢&. 372/2011
Sb., o zdravotnickych sluzbach, a vyhlasku
¢. 226/2008 Sb., ve znéni pozdégjsich
predpisU, kterou se stanovi Spravna klinicka
praxe a bliZzS§i podminky klinického
hodnoceni |éCivych pfipravkd, jakoz i
vesSkerou narodni legislativu, evropska
nafizeni a pfedpisy ohledné ochrany udajl
(zejména Nafizeni Evropského parlamentu
a Rady ¢&. 95/46/ES ze dne 24. Fijna 1995 o
ochrané osob pfi zpracovani osobnich
Udaja a o volném pohybu takovych udajl
tak, jak byly implementovany na narodni
urovni zakonem €. 101/2000 Sb., o ochrané
osobnich udajl, v platném znéni;

zkousSejici a zdravotnické zafizeni zajisti,
aby zavazkdm a ustanovenim této smlouvy
porozuméli a aby je pfevzali rovnéz vSichni
dil&i zkousejici, spolupracovnici, kolegové a
zaméstnanci podilejici se na provadéni
studie ve zdravotnickém zafizeni;

zkousSejici zajisti, aby zkouSejicim nebo
dilcéim  zkousSejicim ve zdravotnickém
zarizeni byl lékar s opravnénim vykonavat
Iékarskou praxi, ktery bude odpovédny za
péci o pacienty a za dalSi pfislusné aspekty
této studie;

zkousSejici prohladuje, ze si preCetl a
porozumél vSem informacim uvedenym v
Souboru informaci pro zkouSejiciho pro
pripravek LY3074828, které mu CRO
poskytl, v€etné moznych rizik a vedlejSich
ucinkd IéCiva hodnoceného ve studii;

zkouSejici a zdravotnické zafizeni se
zavazuji, ze neposkytnou zadnou odménu
jinému lékafi za doporuc€ené pacienty;

zdravotnické zafizeni a zkouSejici se
zavazuji, ze nezahdji zafazovani subjektd
do klinického hodnoceni, dokud (i) CRO
nebo zadavatel pisemné nevyrozumi
zkousejiciho o tom, Ze byly ziskany veskeré
souhlasy, povoleni a dokumentace
nezbytné pro provadéni  klinického
hodnoceni, a (ii) zkouSejici nepodepise
protokol, ¢&imz se zavaze plnit vSechny
povinnosti v ném uvedené;
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(viii)

(ix)

Institution or Investigator 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. Investigator agrees to only use an
informed consent document which has been
reviewed and approved by the CRO;

Investigator and Institution agree 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 any
contractor, agent or site that is used in
conducting the Study. Investigator and
Institution shall provide CRO with immediate
notice of any governmental or regulatory
review, audit or inspection of their facility or
processes related to the Study. CRO and Lilly
shall be given the opportunity to provide
assistance to Investigator and Institution in
responding to any such review, audit or
inspection. Information obtained from such
review, audit or inspections shall 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.

If Sponsor or CRO provides any free products
or items for use in the Clinical Trial, Institution
and Investigator agree that they will not bill any
patient, insurer or governmental agency, or any
other third party, for such free products or
items. Institution and Investigator agree that
they will not bill any patient, insurer, or
governmental agency for any visits, services or
expenses incurred during the Clinical Trial for
which Institution or Investigator has received
compensation from Sponsor or CRO, or which
are not part of the ordinary care
Institution/Investigator would normally provide
for the patient.
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zdravotnické  zafizeni ani  zkouSejici
nebudou na zakladé této smlouvy provadét
klinické hodnoceni ani podavat Zadnému
subjektu jakykoliv studijni 1ék nebo latku
(nebo popfipadé placebo), dokud pfislusny
subjekt pisemné nepotvrdi, Ze obdrzel,
prostudoval si a souhlasi s udélenim
informovaného souhlasu s  klinickym
hodnocenim. ZkouSejici bude pouzivat
pouze dokument o informovaném souhlasu,
ktery byl posouzen a schvalen CRO;

zkouSejici a zdravotnické zafizeni berou na
védomi, Ze CRO nebo spole¢nost Lilly, ji
jmenovani  zastupci nebo mistni i
zahrani¢ni organ statniho dohledu mohou
podrobit kontrole postupy, vybaveni a
zadznamy tykajici se studie (vCetné& Casti
dalSich souvisejicich Iékafskych zaznami
v8ech pacientd ve studii) a dale postupy,
vybaveni nebo zaznamy tykajici se studie,
které jsou provadény jakymkoliv
poskytovatelem, zastupcem nebo
zafizenim vyuzZivanym pfi provadéni studie.
ZkouSejici a  zdravotnické  zafizeni
neprodlené predaji CRO oznameni o
jakékoliv kontrole, auditu &i inspekci jejich
instituce nebo procesu tykajicich se studie
ze strany statu ¢i organu statniho dozoru.
Spole¢nosti Lilly a CRO bude umoznéno
poskytnout zkousejicimu a zdravotnickému

zarizeni pomoc pfi  odpovédich pfi
kontrolach, auditech &  inspekcich.
Informace  ziskané pfi takovychto

kontrolach, auditech &i inspekcich budou
sdileny se spole¢nosti Lilly, CRO a se
zastupci jmenovanymi spolecnosti Lilly. V
pfipadé nedodrzeni podminek této smlouvy
budou spole¢nost Lilly nebo CRO opravnéni
zajistit splnéni téchto pozadavkd nebo
prerusit dodavky hodnoceného IéCiva a
ucast zdravotnického zafizeni a
zkousSejiciho ve studii ukongit.

Bude-li zadavatel nebo CRO poskytovat
k pouziti v klinickém hodnoceni né&jakeé
vyrobky nebo polozky zdarma, zavazuje se
zkousejici a zdravotnické zafizeni, ze
takové vyrobky a polozky nebudou uctovat
pacientim, pojistovnam, statu ani jinym
tfetim osobam. Zdravotnické zafizeni a
zkouSejici se zavazuji, Ze nebudou
pacientim, zdravotnim pojiStovnam ani
statu uétovat kontrolni navstévy, sluzby ani
vydaje, které jim vzniknou v prubéhu
klinického hodnoceni a za néZ budou od
zadavatele nebo od CRO dostavat odménu,
pfipadné které nebudou soucasti bézné

16T-MC-AMAG Thomayerova nemocnice, || EGTGNGEIzNGzGzGG@GEE. \ -'sion Redacted, 20Septl7



Tripartite Contract — Czech Republic
US Templates/ OUS CRO LOA
Global Version: 07 / 2014; CZECH Affiliate Version 20 May 2014

Investigator and Institution agree that their
judgment with respect to the advice and care of
each patient will not be affected by the
compensation received pursuant to this
Agreement, that such compensation does not
exceed the fair market value of the services
provided, and that no payments are being
provided for the purpose of inducing the
Investigator and the Institution to purchase or
prescribe any drugs, devices or products. If
Sponsor or CRO provides any free products or
items for use in the Clinical Trial, Investigator
and Institution agree that they will not bill any
patient, insurer or governmental agency, or any
other third party, for such free products or
items. Investigator and Institution agree that
they will not bill any patient, insurer, or
governmental agency for any visits, services or
expenses incurred during the Clinical Trial for
which Investigator and Institution have received
compensation from Sponsor or CRO, or which
are not part of the ordinary care it would
normally provide for the patient.

Investigator and Institution represent and
warrant that neither they nor any individual or
entity acting on their behalf, nor any payee
under this Agreement, will, directly or indirectly,
offer or pay, or authorize an offer or payment of,
any money or anything of value to any Public
Official (defined below) or public entity, with the
knowledge or intent that the payment, promise
or gift, in whole or in part, will be made in order
to influence an official act or decision that will
assist Sponsor, CRO, Investigator or Institution
in securing an improper advantage or in
obtaining or retaining business or in directing
business to any person or entity.

Investigator and Institution represent and
warrant that neither they nor any payee under
this Agreement, nor any person or entity acting
on their behalf is a Public Official with the ability
to influence an official act. Investigator and
Institution will notify CRO in writing if it, a Payee
or any person or entity acting on its behalf
becomes a Public Official with the ability to
influence an official act during the term of this
Agreement.

Page 5 of 26
16T-MC-AMAG Thomayerova nemocnice, || EGTGNGEIzNGzGzGG@GEE. \ -'sion Redacted, 20Septl7

I&Cby, jiz by pacientim jinak poskytovali.

ZkouSejici a zdravotnické zafizeni se
zavazuji, Ze jejich usudek ohledné
konzultaci a pé€e o pacienty nebude nijak
ovlivnén odménou, ktera jim bude
vyplacena podle této smlouvy. Potvrzuji, Ze
tato odména nepfevysuje béZnou odménu
za sluzby, které budou poskytovat, a Ze jim
nejsou vyplaceny Zzadné dalSi Castky za
UCelem navadét je knakupu nebo
predepisovani urcitych I&Civ, zdravotnickych
prostfedk( nebo vyrobkl. Bude-li zadavatel
nebo CRO poskytovat k pouziti v klinickém
hodnoceni néjaké vyrobky nebo poloZky
zdarma, zavazuji se zkouSejici a
zdravotnické zafizeni, Ze takové vyrobky
a polozky nebudou Uctovat pacientim,
pojistovnam, statu ani jinym tfetim osobam.
ZkouSejici a zdravotnické zafizeni se
zavazuji, Ze  nebudou  pacientim,
zdravotnim pojistovnam ani statu uctovat
kontrolni navstévy, sluzby ani vydaje, které
jim  vzniknou v prabéhu  klinického
hodnoceni a za néz budou od spole¢nosti
Lily nebo od CRO dostavat odménu,
pfipadné které nebudou soucasti bézné
I&Cby, jiz by pacientdm jinak poskytovali.
ZkouSejici a  zdravotnické  zafizeni
prohlasuji a zaruCuji se, ze oni sami ani
zadna jina osoba jednajici jejich jménem
ani zadny pfijemce plateb z této smlouvy
nebudou pfimo ani nepfimo nabizet
a vyplacet verejnym ciniteldm (definice viz
nize) nebo vefejnym institucim Zzadné
Castky ani  jiné hodnotné  pInéni,
resp. schvalovat vyplaceni &astek nebo
jiného hodnotného plnéni s védomim nebo
umyslem, ze platba, jeji pfislib nebo dar
budou zcela nebo z¢asti pouzity k ovlivnéni
néjakého ufedniho ukonu & rozhodnuti,
které zadavateli, CRO, zkouSejicimu nebo
zdravotnickému zafizeni pomohou ziskat
neopravnénou vyhodu, udrzet si nebo
ziskat zakazku nebo zajistit, aby byla
zakazka pfidélena jiné fyzické Ci pravnické
0sobé.

ZkouSejici a  zdravotnické  zafizeni
prohlasuji a zaruCuji se, Zze oni sami ani
zadny pfijemce plateb ztéto smlouvy ani
zadna fyzicka Ci pravnicka osoba jednajici
jejich jménem neni vefejnym Cinitelem s
pravomoci ovliviovat ufedni jednani. V
pfipadé, Ze se pfijemce plateb nebo
jakakoliv jina fyzicka Ci pravnicka osoba
jednajici jejich jménem béhem doby
platnosti této smlouvy stane vefejnym
Cinitelem s pravomoci ovlivihovat Ufedni
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In addition to other rights or remedies under this
Agreement or at law, CRO may exercise its
termination rights set forth in this Agreement if
Investigator and Institution breach any of the
representations or warranties contained in this
Section or if Sponsor or CRO learns that
improper payments are being or have been
made to Public Officials by Investigator,
Institution or any individual or entity acting on
its behalf.

For the purposes of this Agreement, “Public
Official” means any officer or employee of a
government, a public international organization
or any department or agency thereof, or any
person acting in an official capacity, including,
for a public agency or enterprise; and any
political party or party official, or any candidate
for public office.

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

Sponsor and/or CRO acknowledge, that with
regard to this Study no other agreement
stipulating any related rights and obligations
has been and will be concluded by and between
them and the Investigator without the
participation or consent of the Institution.

Clinical Trial Materials and Record
Retention

Institution and Investigator undertake to use
furnished Drugs for the Study solely under the
Protocol and may not be used for any other
purposes. Investigator and Institution shall
follow CRO’s and/or Sponsor’s instructions
related to any destruction or disposition of
clinical trial materials. Investigator and
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jednani, budou o tom zkouSejici a
zdravotnické zafizeni pisemné informovat
CRO.

Vedle dalSich prav a pravnich prostfedkd,
které CRO pfisluSeji podle této smlouvy
nebo ze zakona, je CRO opravnéna uplatnit
pravo vypovédi stanovené touto smlouvou,
jestlize zkouSejici a zdravotnické zafizeni
porusi néktera ze svych prohladeni
a ujisténi uvedenych v tomto &lanku nebo
jestlize se zadavatel nebo CRO dozvédi, Zze
zkouSejici, zdravotnické zafizeni nebo jind
fyzicka ¢i pravnicka osoba jednajici jeho
jménem vyplaceji nebo vyplatili vefejnému
Ciniteli néjakou neopravnénou Castku.

Pro ucCely této smlouvy se ,vefejnym
Cinitelem“  rozuméji  Ufednici nebo
zaméstnanci  statniho dfadu, vefejné
mezinarodni instituce nebo ministerstva,
osoby jednajici v néjaké ufedni funkci,
napfiklad jménem néjakého dfadu nebo
Ufedni instituce, a politické strany, jeji
predstavitelé nebo kandidati na néjakou
politickou funkci.

ZkouSejici a zdravotnické zafizeni také
zajisti, aby kazdy zkouSejici a dilCi
zkousSejici ve zdravotnickém zafizeni, na
jakémkoliv  diléim  a/nebo  satelitnim
pracovisti poskytli spolecnosti Lilly pfislusné
finanéni informace pro Ucely dodrzeni vSech
prislusnych zakonl a predpisl a vnitfnich
predpist spole¢nosti Lilly, a zkouSejici a
zdravotnické zafizeni jsou srozumeéni
a zajisti, aby kazdy dil¢i zkousejici byl
srozumén s tim, ze zakony, pfedpisy
a vnitfni predpisy spolecnosti Lilly mohou
vyzadovat, aby byly regulatornim organdm
predlozeny vybrané finan¢ni informace.

Zadavatel a/nebo CRO prohlasuji, ze v
souvislosti se studii, ktera je pfedmétem
této smlouvy, neuzavfeli a neuzaviou bez
UCasti nebo souhlasu zdravotnického
zafizeni se zkouSejicim zadnou dalSi
smlouvu upravujici jejich vzajemna prava a
povinnosti.

Materidly pouzivané pii klinickém
hodnoceni a uchovavani zaznamu

Zdravotnické zafizeni a zkouSejici se
zavazuji pouzivat |é€iva dodavana pro studii
vyluéné podle protokolu a nepouzivat je pro
zadné jiné ucely. Zdravotnické zafizeni a
zkouSejici budou postupovat podle instrukci
CRO a/nebo zadavatele tykajicich se
jakéhokoliv zni¢eni nebo zachézeni s
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Institution shall ensure that a pharmacist, as an
Institution employee, will be a member of the
Study team and will be responsible for the
receipt, proper storage and, as the case maybe,
dispensing of study drug for the purpose of
conducting the Study in the Institution
according to applicable legal regulations.
Institution shall guarantee and be liable for the
proper performance of all abovementioned
activities by the pharmacist. Investigator and
Institution shall be responsible for compliance
with all laws and regulations applicable to any
liquidation of the Study Drug permitted by
Sponsor and/or CRO in writing or disposition of
clinical trial materials at a site. The Institution
undertakes to retain all study records for fifteen
(15) years after completion or termination of the
Study, for a fee set forth in Exhibit 2, provided,
however, that in the unlikely event that ICH or
FDA record retention requirements, (i.e., two
(2) years after the date of marketing application
approval by FDA for the Study drug(s)
indication investigated, or if an application is not
approved, two (2) years after the FDA is notified
by Lilly of discontinuation of the IND) are longer
than fifteen (15) years, Lilly will notify Institution
regarding any additional length of time that
records must be retained to meet such
requirements.

Confidentiality and Non-Use

All information provided to Investigator or
Institution by Lilly, CRO or other Lilly-
designated representatives, or generated by
Investigator or Institution in connection with the
Study, will be kept in confidence and not used
for any purpose not expressly provided for in
this Agreement for at least five (5) years after
the termination or conclusion of the Study,
except to the extent that Lilly gives Investigator
or Institution written permission or particular
information is required by laws or regulations to
be disclosed to the ERB, the patient or local
regulatory agencies. To the extent disclosure is
requested by any other person or entity,
Investigator or Institution shall promptly notify
Lily or CRO and shall not disclose any
information without Lilly’s prior written consent.
If such disclosure is sought by a third party
under a claim of legal right, Investigator and

Page 7 of 26
16T-MC-AMAG Thomayerova nemocnice, || EGTGNGEIzNGzGzGG@GEE. \ -'sion Redacted, 20Septl7

materialy  pouzivanymi  pfi  klinickém
hodnoceni. Zkou$ejici a zdravotnické
zafizeni  zajisti, Z2e jednou zosob
realizujicich studii bude farmaceut, a tento
farmaceut bude odpovédny za prevzeti,
fadné skladovani a pfipadné vydavani
hodnoceného |éCiva pro ucely provadéni
studie ve zdravotnickém zafizeni podle
platnych pravnich predpist. Zdravotnicke
zarizeni zaru€uje a ponese odpovédnost za
fadné pInéni v8ech vySe uvedenych
ginnosti takovym farmaceutem.
Zdravotnické zafizeni a zkousejici zajisti, Ze
likvidace hodnoceného IéCiva povolena
pisemné zadavatelem a/nebo CRO nebo
zachazeni s materidly pouzivanymi pfi
klinickém hodnoceni ve zdravotnickém
zarizeni budou probihat v souladu se vSemi
prisluSnymi zakony a pfredpisy.
Zdravotnické zafizeni se zavazuje vSechny
zdznamy o studii uchovavat po dobu
patnacti (15) let od jejiho dokonéeni nebo
zastaveni, za poplatek uvedeny v pfiloze 2,
avSak stim, Ze v nepravdépodobném
pfipadé, ze by ICH nebo FDA pozadovaly
Ih(tu pro uchovavani zaznamu (tj. dva (2)
roky od data rozhodnuti FDA o registraci
hodnoceného IéCiva (IéCiv) pro zkoumanou
indikaci, nebo pokud zadost o registraci
nebyla schvalena, dva (2) roky od
okamziku, kdy spole€nost Lilly informovala
FDA o preruseni IND) delSi nez patnact (15)
let, bude spole¢nost Lilly informovat
zdravotnické zafizeni o jakékoliv dodate¢né
¢asové Ihité, po kterou museji byt zaznamy
uchovavany tak, aby byly tyto pozadavky
spinény.

Uchovavani davérnych informaci a jejich
nepouziti

Zdravotnické zafizeni a zkouSejici se
zavazuji uchovavat vSechny informace
poskytnuté Lilly, CRO &i jinymi zastupci
spolecnosti Lilly nebo vytvofené
zkouSejicim nebo zdravotnickym zafizenim
v souvislosti se studii jako duvérné a
nepouzit je k zadnému ucelu, ktery neni
stanoven touto smlouvou, a to nejméné po
dobu péti (5) let od ukoneni nebo
dokoncCeni studie, pokud spoleénost Lilly
neudéli zkousejicimu nebo zdravotnickému
zafizeni pisemny souhlas nebo neni-li podle
zakona nebo jiného pfedpisu vyZzadovano
zpfistupnéni konkrétni informace etické
komisi, pacientovi nebo mistnimu organu
statniho dozoru. Jestlize je zpfistupnéni
pozadovano jakoukoliv jinou fyzickou Cdi
pravnickou osobou, zdravotnické zafizeni
nebo zkouSejici to neprodlené oznami
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(i)

(ii)

Institution will reasonably cooperate with Lilly in
the event Lilly wishes to take legal action to
challenge such claim or the disclosure;
provided, however, in no event shall
Investigator or Institution be obligated to defy
any law, regulation or judicial or governmental
order. Investigator and Institution shall be
responsible for ensuring that Investigator's or
Institution’s  employees, sub-investigators,
contractors and agents are obligated to these
same terms of confidentiality and non-use. The
terms of confidentiality and non-use set forth
herein shall supersede any prior terms of
confidentiality and non-use agreed to by the
parties in connection with this Study. The terms
of this Agreement shall also be considered
confidential information and may be disclosed
only to the extent required by law or necessary
for approval of this Study.

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

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

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

was known by Investigator or Institution prior to
disclosure by Lilly, CRO or becomes known
from an independent source or third party under
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spolecnosti Lilly nebo CRO a nezpfistupni
zadnou informaci bez  predchoziho
pisemného svoleni spoleCnosti  Lilly.
Jestlize ftfeti strana wusiluje o takové
zpfistupnéni  narokovanim  zakonného
prava, bude zdravotnické zafizeni nebo
zkous$ejici pfiméfené spolupracovat se
spole¢nosti Lillyv pfipadé&, Ze si spole€nost
Lilly pfeje podniknout pravni kroky
k napadnuti  takového naroku nebo
zpfistupnéni; av8ak s tim, Ze zdravotnické
zafizeni ani zkouSejici nebudou v Zadném
pfipadé povinni porusit zakon, pfedpis nebo
soudni &i vladni piikaz. ZkouSejici a
zdravotnické zafizeni jsou odpovédni za
zajisténi toho, Ze jejich zaméstnanci, dilci
zkouSejici, dodavatelé a zastupci budou
vazani zachovavanim ddvérného
charakteru informaci a jejich nepouzitim ve
stejném smyslu. Podminky pro uchovavani
davérnych informaci a jejich nepouziti zde
stanovené budou nadfazeny jakymkoliv
pfedchozim podminkam pro davérny
charakter a nepouzivani informaci, které
byly stranami dfive sjednany v souvislosti s
touto studii. Podminky této smlouvy budou
rovnéz povazovany za davérné a mohou byt
zpristupnény pouze v rozsahu
pozadovaném zakonem nebo v rozsahu
nutném pro ziskani souhlasu s provadénim
studie.

Mimoto, pokud bude zkousSejici vyzvan, aby
se stal autorem publikace nebo prezentace
Lilly b&éhem doby trvani nebo po uzavieni
studie dle této smlouvy, zavazuje se, ze
s veskerymi novymi informacemi (vCetné
Udaju od jinych vyzkumnych pracovist pro
multicentrické studie), které mu poskytne
spole€nost Lilly nebo zastupci povéfeni
spoleCnosti Lilly nebo které Zkousejici
vytvorfi v souvislosti s takovym autorstvim,
bude nakladat jako s duavérnymi po dobu
péti (5) let od data jejich sdéleni ¢i pfipadné
vytvofeni. Tato  povinnost  zlstava
v platnosti i po uplynuti platnosti, zruseni Ci
vypovézeni této smlouvy.

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

jsou nebo se stanou vefejné znamymi jinym
zplsobem nez c¢innosti & opomenutim
zdravotnického zafizeni nebo zkouejiciho;

byly znamy zdravotnickému zafizeni nebo
zkoudejicimu  jiz pFedtim, nez byly
zpristupnény ze strany spolecnosti Lilly,
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(iii)

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 Investigator or
Institution or Investigator's or Institution’s
personnel who have not had access to
confidential information provided by Lilly or
CRO.

Data and Publications

The Institution and the Investigator accept 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, Investigator and Institution
will be free to publish and present the results of
the Study subject to the following conditions:
Lilly will be furnished with a copy of any
proposed publication or presentation for review
and comment thirty (30) days prior to such
presentation or submission for publication.
Such thirty (30) day period does not begin until
receipt of the proposed publication or
presentation at Lilly in Indianapolis, Indiana,
USA. At the expiration of such thirty (30) day
period, Investigator or Institution may proceed
with the presentation or submission for
publication; provided, however, that in the event
Lilly has notified Investigator or Institution in
writing that Lilly reasonably believes that prior
to such publication or presentation it must take
action to protect its intellectual property
interests, such as the filing of a patent
application claiming an invention or a trademark
registration  application, Investigator or
Institution shall either (1) delay such publication
or presentation for an additional sixty (60) days
or until the foregoing action(s) have been taken,
whichever shall first occur; or (2) if Investigator
or Institution are unwilling to delay the
publication or presentation, Investigator or
Institution will remove from the publication or
presentation the information which Lilly has
specified it reasonably believes would
jeopardize its intellectual property interests.
Under certain circumstances, a shorter review
period may be granted in writing by Lilly.
Investigator or Institution will assist Lilly in
obtaining reprints of Investigator's or
Institution’s publication(s) resulting from the
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CRO nebo jakymkoliv nezavislym zdrojem
nebo tfeti stranou bez jakéhokoliv zavazku
zachovavani davérného charakteru
takovych informaci vici spolecnosti Lilly,
CRO nebo jakékoliv tfeti strang, jak to lIze
prokazat pfedchozi pisemnou dokumentaci;
nebo

byly ziskany nezavislou ¢innosti
zdravotnického zafizeni nebo zkousejiciho
Ci jejich personalu, ktefi neméli pfistup
k divérnym informacim poskytnutym ze
strany spole¢nosti Lilly nebo CRO, jak to
prokazuje pisemna dokumentace.

Udaje a publikovani

Zdravotnické zafizeni a zkousejici berou na
védomi, Ze udaje vzniklé ze studie, s
vyjimkou Iékafskych zaznamu pacienta,
které nebyly pfepsany do zaznamu subjektd
hodnoceni, budou vyluénym vlastnictvim
spole¢nosti Lilly a budou podléhat zavazku
zachovavani davérného charakteru
informaci a jejich nepouziti, jak je stanoveno
v bodé 1.3 vySe, avSak s tim, Ze zkouSejici
a zdravotnické zafizeni maji moznost
zvefejfiovat a prezentovat vysledky studie
pfi  splnéni nasledujicich  podminek:
Spole¢nost Lilly obdrzi kopii jakékoliv
navrhované publikace nebo prezentace k
posouzeni a k vyjadreni tficet (30) dnl pred
takovou prezentaci nebo odevzdanim k
publikovani. Lhuata tficeti (30) dnl zacne
bézet od doruceni navrhovanych publikaci
¢i prezentaci Lilly v Indianapolis, Indiana,
USA. Po uplynuti této Inlty tficeti (30) dnu
je mozno pfistoupit k prezentaci nebo k
publikovani. Jestlize vSak spolecnost Lilly
mezitim zkou$ejicimu nebo zdravotnickému
zarizeni pisemné sdéli, ze se duvodné
domniva, ze prfed takovym zvefejnénim
nebo prezentaci musi ucinit kroky na
ochranu svych zajmd na poli duSevniho
vlastnictvi, jako je napfiklad podani
patentové piihlasky, kterou vznasi narok na
vynalez, nebo podani zadosti o registraci
ochranné znamky, zavazuje se zkouSejici
nebo zdravotnické zafizeni bud (1) pozdrzet
zvefejnéni nebo prezentaci o dalSich
Sedesat (60) dnG nebo do doby, dokud
nebudou podniknuta vySe uvedena
opatieni, podle toho, co nastane dfive, nebo
(2) pokud nebudou zkouSejici nebo
zdravotnické zafizeni ochotni zvefejnéni
pozdrzet, zavazuje se zkouSejici nebo
zdravotnické zafizeni z publikace nebo
prezentace odstranit ty informace, které
spole€nost Lilly uréi a o nichz se bude
didvodné domnivat, ze by poskodily jeji
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Study.

Notwithstanding the foregoing, Sponsor and
CRO hereby acknowledge that the Institution is
obliged to publish this Agreement pursuant to
Act no. 340/2015 Sh., on Agreements Register.
Any information which constitutes trade secret
of either party is exempted from such
publication. For the purposes of this Agreement
such trade secrets include, but are not limited
to, Exhibit 2, the minimum enrollment goal,
expected number of Study subjects enrolled
and the expected duration of the Study.
Furthermore, personal data of the individuals
are also exempt from such publication, unless
they have been previously published in another
public register. The version of this Agreement
intended for publication is attached hereto as
Exhibit 3. The Institution will inform CRO of
publishing the Agreement in the Agreements
Register by designating the following email
address: as the
email address to which a notification of
publication in the Agreements register shall be
sent.

The Institution is obliged to publish this
Agreement in accordance with the article herein
above. Should the Institution fail to publish this
Agreement within 5 working days from the last
signature of the Parties, it may be published by
the Sponsor or CRO.

Inventions

If during the course of the Study or within one
year after termination of this Agreement,
Investigator or 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 result
of the performance of the Study covered by this
Agreement or involving the Study drug(s),
device(s) or simple derivatives (e.g. but not
limited to, antibody fragments, analogs, salts,
solvates, conformers, stereoisomers, racemic
mixtures, amorphous forms, crystal forms,
crystal habits, metabolites, prodrugs, free
acids, chelates, complexes, synthetic
intermediates, isotopic or radiolabeled
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zajmy na poli ochrany jejiho duSevniho
vlastnictvi. Spole¢nost Lilly mulze za
ur€itych okolnosti pisemné stanovit k
prezkoumani a vyjadfeni i kratSi Casové
obdobi. Zkou$ejici nebo zdravotnické
zarizeni se zavazuji napomahat spole¢nosti
Lily k ziskani  vytiskd  publikace
zkous$ejiciho nebo zdravotnického zafizeni
vzeslé ze studie.

Bez ohledu na vyS$e uvedené, zadavatel a
CRO timto potvrzuji, Ze zdravotnické
zafizeni je povinno zvefejnit tuto smlouvu
podle zakona &. 340/2015 Sb., o registru
smluv. Jakékoliv informace, které tvofi
obchodni tajemstvi obou stran, jsou
osvobozeny od takového zvefejnéni. Pro
ucely této smlouvy se za obchodni tajemstvi
povazuje zejména Pfiloha 2, minimalni cil
naboru, ocekavany pocet zafazenych
pacientl a oéekavané trvani studie. Kromé
toho jsou rovnéz osvobozeny od takového
zvefejnéni osobni Udaje jednotlivcd, pokud
nebyly dfive publikovany v jiném vefejném
registru. Verze této smlouvy urené k
publikaci je pfilozena jako PFiloha 3.
Zdravotnické zafizeni vyrozumi CRO o
zvefejnéni smlouvy v registru smluv tak, ze
ve formulafi pouzivaném ke zvefejnéni
smlouvy zada adresu
jako emailovou
adresu, na kterou ma byt zaslana notifikace
0 uverejnéni.
Zdravotnické zafizeni musi zvefejnit tuto
smlouvu podle vySe uvedeného clanku.
Pokud zdravotnické zafizeni nezverejni tuto
smlouvu béhem 5 pracovnich dnd ode dne
podpisu smlouvy posledni z podepisujicich
stran, muze byt zvefejnéna zadavatelem
nebo CRO.

Vynalezy

Jestlize v pribéhu studie nebo v dobé do
jednoho roku po ukonéeni platnosti této
smlouvy zdravotnické zafizeni nebo
zkouSejici zformuluji nebo uplatni v praxi
skutecnost, ktera je vysledkem provadéni
studie, jeZ je pfedmétem této smlouvy, o
které se domnivaji, Ze jde o novy vynéalez
(v€etné novych zplsobu uzivani, postupd,
Iékovych forem, terapeutickych kombinaci
nebo zplUsobl IéCby) nebo ktera zahrnuje
I&éCivo (léCiva) Ci prostfedek (prostfedky)
hodnocené ve studii nebo jednoduché
derivaty léCiva (IéCiv) hodnoceného /
hodnocenych ve studii (napfiklad
protilatkové fragmenty, analogy, soli,
solvaty, konformery, stereoizomery,
racemické smési, amorfni formy, krystalické
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equivalents or mixtures thereof), Investigator or
Institution shall promptly notify the Sponsor.

The new invention or use shall be the sole
property of and shall be assigned to Lilly by
Institution or Investigator 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 personnel 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.
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formy, krystalové struktury, metabolity, pro-
IéCiva, volné kyseliny, chelaty, komplexni
slou€eniny, syntetické  meziprodukty,
izotopové nebo radioaktivné znacené
ekvivalenty nebo jejich smési), zavazuji se
o tom neprodlené informovat zadavatele.

Novy vynalez nebo zplsob pouziti budou
vyluénym vlastnictvim spoleénosti Lilly a
zdravotnické zafizeni nebo zkouSejici se
zavazuji je spoleCnosti Lilly postoupit dle
podminek stanovenych nize.

Neni-li v této smlouvé vyslovné uvedeno
jinak, zadavatel si ponechava veSkera
prava, ktera jsou udélena &i uznana na
zakladé jakékoliv legislativy tykajici se
patentll, autorskych prav, ochrannych
znamek nebo prdmyslovych vzorll a
jakychkoliv jinych zakon( vztahujicich se na
dusevni a pramyslové vlastnictvi, at jiz
registrované &i nikoliv, a to v€etné prav k
jakémukoliv vyuziti vySe uvedeného (déle
jen ,prava z duSevniho vlastnictvi®), ve
vztahu k vysledkdm klinického hodnoceni,
hodnocenému pripravku, ddvérnym
informacim a protokolu i k E€emukoliv od nich
odvozenému nebo k jejich vylepseni €i uziti,
jakoz i k jakémukoliv dalSimu dilu, objevu,
vynalezu (patentovatelnému ¢i nikoliv),
ochranné znamce, pramyslovému vzoru
a/nebo jakékoliv jiné zalezZitosti zplsobilé k
tomu, aby pozivala jakoukoliv ochranu na
zakladé prav z dusevniho vlastnictvi (dale
jen ,dusevni vlastnictvi“), sdélené ¢&i jinak
poskytnuté spolec¢nosti Lilly zdravotnickému
zarizeni, jeho personalu a/nebo
zkousSejicimu 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 a/nebo
personalem zdravotnického zafizeni, at jiz
samostatné nebo spole¢né se treti stranou,
v ramci plnéni této smlouvy, vcetné
duSevniho  vlastnictvi  tykajiciho  se

hodnoceného pfipravku, klinického
hodnoceni, protokolu, vysledku
zaznamenanych béhem klinického

hodnoceni a/nebo jakychkoliv  udaju,
informaci & vysledkd  dosazenych
samostatnou nebo spolecnou praci stran na
klinickém hodnoceni (dale jen ,vynalezy"),
budou povazovdna za vyhradni a
nezcizitelné vlastnictvi spolenosti Lilly.
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(i)

Should, based on applicable laws and
regulations, any Intellectual Property Rights to
Inventions accrue to Institution, its personnel,
Investigator and/or Institution as the employer
of Investigator or any member of the personnel
exercising proprietary copyright of such person
as an author, Institution hereby transfers all
transferrable Intellectual Property Rights to any
Inventions (in particular, the right of Institution
to exercise proprietary rights to works of
authorship) to Lilly. Reasonable costs
necessary to accomplish the transfer of any
intellectual property rights shall be covered by
Lilly. In the event that the character of the
Intellectual Property Rights makes it impossible
to transfer all or any of these rights in the above
manner, Institution hereby grants an explicit,
exclusive, irrevocable and royalty-free license
to Lilly for use and, to the extent permitted by
applicable laws, exercise of any Intellectual
Property Rights to Inventions. Notwithstanding
the above, Institution hereby agrees that Lilly
has the right to grant a sublicense or transfer
the license granted to it hereunder to a third
party. Institution shall immediately inform Lilly of
any Inventions in writing and shall provide Lilly
with information and assistance as may be
reasonably required by Lilly for exercise of its
rights hereunder. Should any mandatory
provisions of applicable laws of the given
jurisdiction provide for the right of Institution, its
personnel and/or Investigator to demand
compensation for granting a license and/or for
any commercial use of such Inventions by Lilly,
the parties shall agree upon a commercially
adequate amount of compensation based on
the contribution of each party to the creation of
the respective Invention 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, Investigator and Institution
agree to the following:

Solicitation of patients.

Lilly and ERB must approve, in writing, the text
of any communication soliciting patients for the
Study before placement, including, but not
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Pokud by na zakladé pfisluSnych zakonu a
predpisti pfipadla prava z dusevniho
vlastnictvi k vynalezim zdravotnickému
zafizeni, jeho personalu, zkouSejicimu
a/nebo zdravotnickému zafizeni jako
zaméstnavateli zkousejiciho nebo
nékterého ¢lena personalu, vykonavajicimu
majetkova autorska prava takové osoby
jakozto autora, pfevadi timto zdravotnické
zarizeni veskera prevoditelna prava z
duSevniho  vlastnictvi k  jakymkoliv
vynaleziim (zejména pravo zdravotnického
zafizeni vykonavat majetkova prava k
autorskym dildm) na spole¢nost Lilly.
Naklady vzniklé v souvislosti s pfevodem
prav dusevniho vlastnictvi hradi spole¢nost
Lilly. V pfipadé, Ze charakter prav z
dusevniho vlastnictvi znemozfuje vSechna
Ci néktera tato prava vySe uvedenym
zpusobem prevést, udéluje timto
zdravotnické zafizeni spoleCnosti Lilly
vyslovnou, vyhradni, neodvolatelnou a
bezplatnou licenci na uziti a v rozsahu
povoleném pfislusnymi z&kony vykon
jakychkoliv prav z duSevniho vlastnictvi k
vynalezim. Bez ohledu na vySe uvedené
timto zdravotnické zafizeni souhlasi s tim,
ze spoleCnost Lilly ma pravo udélit
sublicenci nebo prevést licenci udélenou ji
dle tohoto ¢lanku na tfeti stranu.
Zdravotnické zafizeni bude spole€nost Lilly
neprodlené pisemné informovat o
jakychkoliv vynalezech a poskytne ji
informace a soucinnost, kterou mize
spole¢nost Lilly ddvodné pozadovat k
vykonu svych prav dle této smlouvy. Pro
pfipad, ze by zavazna ustanoveni
pfislusnych  zadkonll dané jurisdikce
opraviiovala zdravotnické zafizeni, jeho
personal a/nebo zkouSejiciho pozadovat
kompenzaci za poskytnuti licence a/nebo za
jakékoliv  komeréni  vyuziti  takovych
vynalez(i spoleCnosti Lilly, se strany
dohodnou na obchodné pfiméfené vysi
kompenzace, a to na zakladé pfispéni
kazdé strany ke vzniku daného vynalezu a
s ohledem na zavedené postupy, které jsou
v daném odvétvi v takovych zéleZitostech
bézné.

Zverejnovani

V souladu s pozadavky stanovenymi v
¢lanku 1.3 vySe souhlasi zkouSejici a
zdravotnické zafizeni s nasledujicim:

Ziskavani pacientu.

Spolec¢nost Lilly a eticka komise musi pred
zvefejnénim pisemné schvalit text vSech
sdéleni vybizejicich pacienty k ucasti ve
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(ii)

(iii)

(iv)

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.

Inquiries from media and financial analysts.

During and after the Study Investigator or
Institution may receive inquiries from reporters
or financial analysts. Investigator and Institution
agree to confer with Lilly’s Research Physician
or Medical Director at ELI LILLY CR, s.r.o.,
Pobfezni 394/12, Prague 8, 180 00 (tel.
B o Lillys Corporate
Communications Department in the United
States at (ﬂ) to discuss such

inquiries before responding to them.

Use of name.

Neither CRO nor Investigator and 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, Investigator and Institution
agree to the use of their name in Study
publications and communications, including
clinical trial web sites and Study newsletters
and Lilly may disclose their names and the
names of any sub-investigators, the type of
services performed by Institution and
Investigator and and/or any sub-investigator for
Lilly under this Agreement, the existence and
terms of this Agreement, and the amount of
compensation CRO and/or Lilly paid in
exchange for Institution’s and Investigator’s
services or the services of any sub-investigator,
in order to comply with applicable laws and
regulations. Institution and Investigator shall be
responsible for ensuring that their sub-
investigators have consented to these same
terms of disclosure.
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studii. Tykd se to zejména inzeratl
uvefejnénych v novinach a v rozhlase, v
pfimych postovnich zasilkach, na internetu
a v informacnich letacich. Takova inzerce
musi byt v souladu s pfislusnymi zakony a
smérnicemi.

Tiskova prohlaseni.

Spole¢nost Lilly musi pisemné schvalit
tiskova prohlaseni zdravotnického zafizeni
nebo zkousejiciho, tykajici se studie nebo
pfipravku hodnoceného ve studii, a to
predtim, nez jsou tato prohlaseni vydana ke
zvefejnéni.

Dotazy sdélovacich
finanénich analytiku.
V pribéhu studie a po jejim ukonéeni
mohou byt zdravotnické zafizeni nebo
zkousSejici dotazovani ze strany reportérd
nebo finan¢nich analytikG. ZkouSejici a
zdravotnické zafizeni souhlasi, ze se
predtim, nez budou na takové dotazy
odpovidat, poradi s Iékafem spoleénosti
Lilly pro klinicky vyzkum nebo s vedoucim
lékaFského oddéleni ELI LILLY CR, s.r.o.,
Pobfezni 394/12, Praha 8, 180 00 (tel.

), nebo s oddélenim
komunikace spole¢nosti Lilly ve Spojenych
statech americkych (tel. | EGTcTcNGE .

prostredkii a

Pouzivani jména.

CRO, zkouSejici a zdravotnické zafizeni se
zavazuji nepouzivat jméno ani jména jiné
smluvni strany, spolecnosti Lilly nebo jejich
zaméstnancl v zadném reklamnim nebo
prodejnim propagacnim materialu ani v
zadné jiné publikaci bez predchoziho
pisemného svoleni, av8ak stim, ze
zdravotnické zafizeni a zkousSejici souhlasi,
ze jejich jméno muize byt pouzito v
publikacich nebo sdélenich o studii, véetné
webovych stranek o klinickém hodnoceni a
informacnich bulletind o studii, a spole¢nost
Lilly muze uvefejnit jméno zkouSejiciho
ajména dilCich zkouSejicich, typ sluzeb
poskytovanych zdravotnickym zafizenim,
zkouSejicim  a/nebo  jakymkoliv  diléim
zkouSejicim pro spolecnost Lilly podle této
smlouvy, existenci a podminky této smlouvy
avysSi odmény, kterou CRO a / nebo
spole€nost Lilly zaplatila za sluzby
zdravotnického zafizeni a zkouSejiciho
nebo za sluzby kteréhokoliv dil¢iho
zkousejiciho, za ucelem dodrzeni
prisluSnych zakonl a pravnich predpisu.
Zdravotnické zafizeni a zkousSejici ponesou
odpovédnost za to, Ze zajisti, aby jejich dilci
zkouSejici souhlasili s témito podminkami
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Debarment Certification

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

Equipment
Lilly and/or CRO is providing Investigator and

Institution with leased equipment

1) Laptop Computer & Accessories
Lenovo L460 Think-pad, 4Cell Battery
and Power Adapter.

2) Video Capture Card — Pinnacle Dazzle
Model DVC 100 Rev 1.1

3) USB Flash Drive — 4GB, CE Marked

4) External Hard Drive - 120 GB, 2.5”
SSD

5) LogPadN5 (LG Nexus 5)

6) SitePad (HP ElitePad 1000 G2 Tablet)

(“Equipment”) for use in this Study. Institution
and Investigator agree to comply with all
manuals and instructions from Lilly and/or the
Lessor regarding the use, care and return of the
Equipment. Institution and Investigator agree
that the Equipment shall remain in the same
condition, ordinary wear and tear excepted, and
that they shall remain responsible for the
Equipment including the maintenance or any
risk of loss in connection with the Equipment
during the term of the Study. Neither Lilly nor
CRO shall be responsible for replacement of
Equipment that becomes inoperative as a result
of Institution’'s or Investigator's misuse or
neglect.

Site Personnel Data
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uverejiiovani informaci..

Osvédceni o zpusobilosti

ZkouSejici a  zdravotnické  zafizeni
prohlasuji, Ze nejsou a nikdy nebyli
vylou€eni z U€asti na klinickém vyzkumu
organem statniho dozoru Ceské republiky,
jakymkoliv  organem  statniho dozoru
Spojenych  statd  americkych  nebo
jakymkoliv jinym regulatornim organem a Ze
nebudou vyuZivat ani angaZovat Zadnou
fyzickou ani pravnickou osobu v souvislosti
s provadénim studie, ktera byla vyloucena
z uCasti na klinickém vyzkumu nékterym
regulatornim  organem. Pokud bude
kterakoliv osoba podilejici se na této studii
vylou€ena nebo se stane pfedmétem
vylucovaciho fizeni v prabéhu této studie,
zkousejici nebo zdravotnické zafizeni o tom
neprodlené pisemné uvédomi spolecnost
Lilly.

Vybaveni
Spolecnost Lilly a/nebo CRO poskytnou
zkous$ejicimu a zdravotnickému zafizeni
k pouziti ve studii pronajaté
1) Prfenosny pocitat & PrisluSenstvi
Lenovo L460 Think-pad, 4 ¢lankova
baterie a napajeci adaptér.
2) Video Capture Card — Pinnacle
Dazzle Model DVC 100 Rev 1.1
3) USB Flash Drive — 4GB, se znackou
CE
4) Externi pevny disk - 120 GB, 2.5”
SSD
5) LogPadN5 (LG Nexus 5)
6) SitePad (HP ElitePad 1000 G2
Tablet)

(dale jen ,vybaveni“). Zdravotnické zafizeni
a zkouSejici souhlasi stim, ze budou
dodrzovat vSechny navody a pokyny
spolecnosti Lilly a/nebo pronajimatele, které
se tykaji pouziti, péCe a vraceni tohoto
vybaveni.  Zdravotnické  zafizeni a
zkouSejici souhlasi stim, ze v prubéhu
studie zlstane toto vybaveni ve stejném
stavu s vyjimkou bé&Zného opotfebeni, Ze za
néj budou odpovidat, udrzovat ho v fadném
stavu a ponesou riziko jeho ztraty.
Spole¢nost Lily ani CRO nenahradi

vybaveni, které prestane byt
provozuschopné v disledku nedbalosti i
nespravného pouziti ze strany

zdravotnického zafizeni nebo zkou$ejiciho.

Udaje o pracovnicich resitelského centra
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(i)

(ii)

(iii)
(iv)

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

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

Assessment of qualifications to conduct the
Study;

Quiality control and Study management; and
Disclosures to ERBs or national 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 personnel, also be aggregated with data
from other CRO and/or Lilly sources and
evaluated for business decisions including
those involving future research. CRO and/or
Lilly may store or process such Site Personnel
Data in the U.S. or other countries at CRO, Lilly
or Lilly-associated facilities, as long as a
business need or legal obligation exists.

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

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

Investigator agrees to obtain the permission of
his site personnel for the transfer and use of
Site Personnel Data for the purposes described
in this section.
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CRO a spole€nost Lily mohou
shromazdovat osobni udaje o zkousejicim a
pracovnicich  zdravotnického  zafizeni,
zejména informace o jménech, funkcich a
pracovnich kontaktech (dale jen ,udaje o
pracovnicich feSitelského centra®), a mohou
tyto udaje poskytnout obchodnim partnerdm
a dodavateldm spole¢nosti Lilly, ktefi s ni
spolupracuji na zaleZitostech tykajicich se
studie, a to pro dosazeni cilG studie a dalsi
obchodni aktivity spole€nosti Lilly, v&etné:

dodrzovani platnych zakon( a predpist
ohledné mozného finanéniho stfetu zajmu;

hodnoceni kvalifikace k provadéni studie;

kontroly kvality a fizeni studie; a
zpfistupnéni udaji etickym komisim nebo
narodnim ¢&i zahraniénim organdm statniho
dozoru v souvislosti s plnénim kontrolnich i
dozorovych povinnosti téchto organl
v ramci studie.

Udaje o pracovnicich feSitelského centra
mohou byt se souhlasem téchto pracovniki
rovnéz kombinovany s udaji z jinych zdrojl
CRO a/nebo spoleCnosti Lily a
vyhodnocovany pro ucely obchodnich
rozhodnuti, v€éetné rozhodnuti tykajicich se
budouciho  vyzkumu. CRO  a/nebo
spole¢nost Lilly mohou ukladat nebo
zpracovavat udaje o  pracovnicich
fesitelského centra v USA nebo v jinych
zemich, a to v zafizenich CRO, spole¢nosti
Lilly nebo zafizenich s ni spojenych po dobu
existence obchodnich potfeb nebo pravnich
zavazkd.

ZkouSejici a pracovnici zdravotnického
zafizeni budou mit pfistup ke svym udajim,
které byly shromazdény CRO nebo
spolecnosti Lilly, a mohou nechat provést
opravy ve svych udajich, pokud jsou v nich
nepresnosti.

ZkousSejici nebo zdravotnické zafizeni se
mohou obratit na CRO nebo spole¢nost Lilly
sdotazy ohledné shromazdovani ¢&i
vyuzivani udajl o pracovnicich feSitelského
centra spolecnosti Lilly. CRO se zavazuje
dodrzovat veskeré pfislusSné zakony a
predpisy ohledné uzivani udaju o
pracovnicich feSitelského centra ze strany
CRO a spolec¢nosti Lilly.

ZkouSejici souhlasi stim, Z?e ziska od
pracovnikd feSitelského centra jejich
souhlas s pfedanim a zpracovanim udaj(
pro ucely popsané v této Casti.
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(i)

(ii)

Lilly may disclose institution, investigator
names and the names of other study team
members, the type of services performed for
Lilly under this Agreement, the existence and
terms of this Agreement, and the amount of
compensation Lilly paid in exchange for
institution and study team members services, in
order to comply with applicable laws and
regulations. Institution and investigator shall be
responsible for ensuring that study team
members have consented to these same terms
of disclosure.

CRO SUPPORT

CRO or Lilly will provide Investigator with Study
drug(s). In addition, following receipt of funds
from Lilly, CRO will provide financial support for
the Study in accordance with Exhibit 2:

The estimated value of financial payment under
this Agreement shall be approximately
CZK 1 697 259,512.

Subject Injury Reimbursement

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
subject’s death or in the case of subject’s harm
to health arising out of making the Clinical Trial
in compliance with provisions of Section 52 (3)
(f) of Act No. 378/2007 Coll.,, on Drugs, as
amended. A copy of insurance certificate is
enclosed hereto.

Lilly agrees to reimburse Institution for the
following additional costs:

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

all adequate and customary costs reasonably
incurred in relation to health care of the subject
if Lilly determines after consulting with
Investigator that the adverse event was
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Spole€nost Lilly muze uvefejnit jméno
zdravotnického zafizeni, zkouSejiciho Ci
jména ¢lenu studijniho tymu, typ sluzeb pro
spole¢nost Lilly podle této smlouvy,
existenci a podminky této smlouvy a vysi
odmény, kterou spolecnost Lilly zaplatila za
sluzby zdravotnickému zafizeni a ¢lenim
studijniho  tymu za ucelem dodrZeni
prislusnych zakonl( a pravnich predpisu.
Zdravotnické zafizeni a zkouSejici ponese
odpovédnost za to, Ze zajisti, aby &lenové
studijniho  tymu  souhlasili s témito
podminkami uvefejfiovani informaci.

PODPORA CRO

CRO nebo spolecnost Lilly poskytnou
zkouSejicimu hodnocené |éCivo (léCiva).
Dale se CRO po obdrzeni finanénich
prostfedkll od spole¢nosti Lilly zavazuje
poskytnout finanéni odménu za studii podle
Prilohy 2:

Pfedpokladana hodnota finanéniho plnéni
dle podminek této Smlouvy g&ini pfiblizné
1 697 259,512 K¢.

Nahrada Ujmy zpusobené subjektu

Spolec¢nost Lilly v souladu s ust. § 52 odst.
3, pism. f) zak. ¢. 378/2007 Sb., o IéCivech,
v platném znéni, zajistila na celou dobu
provadéni klinického hodnoceni smluvni
pojisténi odpovédnosti za Skodu pro
zkousejiciho a zadavatele, jehoz
prostfednictvim je zajisténo i odSkodnéni
v pfipadé smrti subjektu hodnoceni nebo
v pfipadé ublizeni na zdravi subjektu
hodnoceni v dusledku provadéni studie.
Kopie pojistného certifikatu tvofi pfilohu této
smlouvy.

Spolecnost Lilly se zavazuje uhradit
zdravotnickému zafizeni nasledujici dalSi
vzniklé naklady:

v8echny pfiméfené a obvyklé naklady
souvisejici s diagnézou nezadouci pfihody
tykajici se hodnoceného léCiva a postupl
obsazenych v protokolu, vzniklé
zdravotnickému zafizeni a zkouSejicimu a
jeho pracovnikiim; a

vS8echny pfiméfené a obvyklé ucelné
vynaloZené naklady spojené s péci o zdravi
subjektu, pokud spoleénost Lilly po
konzultaci se zkouSejicim rozhodne, Ze
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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 of the
Protocol and all recommendations furnished by
Lilly and CRO for the use and administration of
any drug or device used in the Study.

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

Limit of Patient Entry or Enrollment 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
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. Investigator or Institution may
terminate this Agreement upon thirty (30) days
written notice in the event (i) there is a breach
of a material provision of this Agreement by
CRO, which breach is not cured by CRO as
applicable within ninety (90) days following
receipt from Investigator or Institution of written
notice thereof; (i) if the Investigator becomes
unavailable due to death or disability and CRO,
Lilly, Institution and/or Investigator are unable
to agree upon an acceptable replacement; or
(iii) if the authorization and approval to perform
the Study is withdrawn by any local regulatory
authority, any United States regulatory
authority or by the ERB.
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nezadouci pfihoda souvisela s podanim
hodnoceného |éCiva nebo s postupem podle
protokolu, av8ak za predpokladu, Ze:

A) tyto naklady nejsou kryty Zadnym
zdravotnim ani nemocniénim pojisténim
subjektu, ani jinym statnim programem
zahrnujicim toto pojistné kryti;

B) neZadouci piihodu nelze pficitat
zanedbani nebo nespravnému pocinani ze
strany zkous$ejiciho nebo zdravotnického
zafizeni nebo ze strany jejich zastupcl ¢i
zaméstnancu;

C) nezadouci pfihodu nelze pricitat
Zadnému jinému doprovodnému
onemocnéni, at jiz bylo prfedtim
diagnostikovano ¢&i nikoliv;

D) zkouSejici a zdravotnické zafizeni
dodrzeli a splnili specifikace uvedené
v protokolu a  veSkera  doporuceni
spoleC¢nosti Lily a CRO pro uzivani a
podavani  jakéhokoliv IéCiva nebo
prostfedku pouzivaného v ramci studie.

Spole¢nost Lilly mize uhradit dodatec¢né
naklady pfimo poskytovateli sluzeb,
zkousSejicimu nebo zdravotnickému
zafizeni.

Omezeni vstupu nebo zafrazeni pacientt
do studie a ukonceni studie

CRO si vyhrazuje pravo kdykoliv omezit
vstup nebo zafazeni dalSich pacientll do
studie. Toto muUze nastat ve studii se
soutézni formou zafazeni pacientl =z
davodu, ze jini zkouSejici jiz zafadili poCet
pacientd dostateCny ke splnéni potfeb
studie. CRO si také vyhrazuje pravo
kdykoliv a z jakéhokoliv duvodu ukongit
ucast zdravotnického zafizeni nebo
zkouSejiciho nebo u€ast jakéhokoliv
pacienta ve studii nebo studii samotnou.
Tuto smlouvu mulze zkouSejici nebo
zdravotnické zafizeni ukoncit pisemnou
vypovédi se |hatou ftficeti (30) dnu
v pfipadé, ze (i) doslo k poruseni dulezitého
ustanoveni této smlouvy ze strany CRO,
pficemz CRO toto poruseni neodstrani do
devadesati (90) dnG po  doruceni
pisemného oznameni ze strany
zdravotnického  zafizeni o  takovém
poruseni, (i) pokud zkousejici nebude
zpUsobily ucastnit se studie pro umrti Ci
pracovni neschopnost a CRO, spole¢nost
Lilly a zdravotnické zafizeni se nebudou
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In the event Investigator's or Institution’s
participation in the Study or the Study itself is
terminated, Investigator and Institution agree to
return all Study drug(s) to Sponsor through
CRO or dispose of them in accordance with
instructions to be provided by CRO and
regulatory requirements. In the event the Study
is terminated, Institution and Investigator
undertake 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. If any payments
exceed the amount owed for work performed
under the Protocaol, Institution agrees to return
the excess balance to CRO.

INDEMNIFICATION

In  connection with the performance by
Investigator, Institution and Institution’s staff,
officers, agents and employees (“Indemnitees”)
of the Study and always only based on a final
decision of a competent authority or
extrajudicial settlement approved in advance by
Lilly, Lilly agrees to indemnify, defend and hold
harmless the Indemnitees from and against
detriment, damage, cost and expense of claims
and suits (including reasonable attorneys’ fees)
resulting from a detrimentto a patient seeking
compensation for detriment 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,

Page 18 of 26

moci dohodnout na pfijatelné ndhradé nebo
(iii) pokud jakykoliv mistni organ statniho
dozoru, jakykoliv organ dozoru Spojenych
statd americkych nebo eticka komise
odejmou opravnéni a souhlas s provadénim
studie.

V pfipadé, Ze uclast zkouSejiciho nebo
zdravotnického zafizeni ve studii nebo
studie sama bude ukonéena, souhlasi
zkousSejici a zdravotnické zafizeni s tim, Ze
veskeré hodnocené |éCivo (léCiva) vrati
zadavateli prostfednictvim CRO nebo s nimi
naloZzi v souladu s pokyny CRO a v souladu
se zakonnymi pozadavky. V pfipadé
ukonéeni studie se zdravotnické zafizeni a
zkouSejici zavazuji umoznit zadavateli a
CRO pfistup do feSitelského centra a
k dokumentaci ke studii tak, aby feSitelské
centrum mohlo byt Ffadné uzavieno a
vyhodnoceno.

V  pfipadé ukonleni studie budou
provedeny platby za veskerou praci, ktera
byla provedena az do data ukoné&eni. Tyto
platby budou omezeny na pfiméfené a
nezrusitelné naklady  zdravotnického
zarizeni vzniklé v souvislosti se studii, jak je
pozadovano podle protokolu a jak se s nimi
pocita v rozpoctu. Pokud zaloha nebo jiné
platby presahnou Castku, ktera
zdravotnickému zafizeni pfislusi za praci
vykonanou podle protokolu, souhlasi
zdravotnické zafizeni, ze preplatek vrati
CRO.

ODSKODNENI

V souvislosti s provadénim studie ze strany
zkouSejiciho, zdravotnického zafizeni a
jeho personalu, vedoucich pracovnikd,
zastupcl a zaméstnancl (dale jen
,0d8kodnéné osoby“) a vzdy pouze na
zakladé kone¢ného rozhodnuti
kompetentniho organu ¢ mimosoudniho
vyrovnani predem schvaleného spole¢nosti
Lilly, souhlasi spole¢nost Lilly s tim, ze
odskodni, bude hajit a ochrani odskodnéné
osoby pred a vici 4jmé, Skodé, nakladim a
vydajim plynoucim ze zalob a soudnich
procest (vCetné pfiméfenych nakladd na
pravni zastoupeni) vzniklych z fitulu gjmy
zpusobené pacientovi domahajicimu se
nahrady za ujmu , ktera mu byla udajné
pfimo zpusobena latkou podavanou podle
protokolu nebo postupem vyZadovanym v
protokolu nebo k niz takova latka &i postup
prispély, vcetné nakladi a vydajd na
vyfizovani takovych Zalob a na obhajobu v
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(ii)

(iii)

(iv)

(v)

that Indemnitees have adhered to and complied
with all 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 in form of a written amendment for the
use and administration of any drug or device
described in the Protocol;

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

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

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

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

Lilly’s obligation of indemnification shall not
extend to any detriment, damage or expense
arising from (i) failure by the Indemnitee to
comply with this Agreement, Protocol or any
other written instruction delivered by CRO or
Sponsor or on their behalf in form of a written
amendment, or with applicable laws and
regulations, or (i) negligence, willful
malfeasance, unlawful 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 malfeasance
or unlawful act or malpractice for purposes of
this Agreement.
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takovych procesech, av8ak za pfedpokladu,
ze:

odsSkodnéné osoby dodrZovaly a vyhovély
v8em pfislusnym narodnim, statnim a
mistnim  predpisim (zejména  ziskani
informovanych souhlasi a schvaleni
etickou komisi), pozadavkim protokolu a
v8em doporucenim poskytnutym ze strany
CRO a spole¢nosti Lilly ve formé
pisemného dodatku ohledné podavani a
pouziti jakéhokoliv IéCiva nebo prostiedku
uvedeného v protokolu;

spole¢nost Lilly bude neprodlené
informovana o jakékoliv takové Zalobé& nebo
fizeni;

odskodnéné osoby budou piné
spolupracovat pfi vySetfovani a obhajobé u
jakékoliv takové Zaloby nebo Fizeni;

spole¢nost Lilly bude mit pravo koordinovat
s oddkodnénymi osobami obhajobu pfi
soudnim sporu jakymkoliv zplisobem, ktery
povazuje za vhodny a ktery neposkozuje
zajmy zdravotnického zafizeni nebo
zkousejiciho, vdetné prava najmout si
pravniho poradce dle vilastniho vybéru;

spoleCnost Lilly bude mit vyhradni pravo
takovy narok &i spor narovnat, av8ak s tim,
ze spoleénost Lilly neuzna chybu
odskodnénych osob, pokud ji k tomu
odskodnéna osoba neudéli predchozi
pisemny souhlas.

Povinnost spole¢nosti  Lilly poskytnout
odskodnéni se nevztahuje na jakoukoliv
Ujmu, Skodu nebo naklad vznikly z (i)
nedodrzeni této smlouvy, protokolu nebo
jakéhokoliv  jiného pisemného pokynu
doru¢eného CRO nebo zadavatelem i
jejich  jménem ve formé pisemného
dodatku, nebo platnych zakonu a predpisi
ze strany odSkodnéné osoby nebo (ii)
nedbalosti, umyslného protipravniho
jednani, nezakonného ukonu, opomenuti
nebo zanedbani povinné péce ze strany
odskodnénych osob, pfiéemz je dohodnuto,
Ze pro ucely této smlouvy se podavani
jakékoliv latky v souladu s protokolem
nepovazuje za nedbalost, umyslné
protipravni jednani, nezakonny ukon nebo
zanedbani povinné péce.
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VI

Vi

SURVIVORSHIP CLAUSE

The obligations under the sections | and 11l 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.

CONSEQUENTIAL DAMAGES

Neither CRO nor Sponsor shall be responsible
to the Investigator or Institution for any lost
profits, lost  opportunities, or  other
consequential damages, nor shall Investigator
or Institution be responsible to CRO or Sponsor
for any lost profits, lost opportunities, or other
consequential damages.

By signing this Agreement, Institution and
Investigator represent and warrant that they
have the authority and ability to or will otherwise
contractually bind any individual or entity who
performs  services for Institution and
Investigator in connection with the Study
hereunder to the terms and conditions of this
Agreement. This Agreement is legally binding
when, but not until, each party has received
from the other a counterpart of the Agreement
signed by the authorized representative.

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 of this Agreement are governed by
the generally binding legal regulations of the
Czech Republic. Legal relationships not
expressly regulated are governed by the
appropriate provisions of Civil Code. Parties to
the Agreement undertake to assist each other
in processing of the trial and possible disputes
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KLAUZULE O PRETRVANiI NEKTERYCH
USTANOVENI

Povinnosti podle &lanku I. a d&lanku Il
pretrvavaji i po uplynuti, ukonéeni nebo
vypovézeni této smlouvy.

NEZAVISLY POSKYTOVATEL

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

NASLEDNE SKODY

CRO ani zadavatel neponesou
odpovédnost za usly zisk, ztratu pfilezitosti
ani jiné nasledné skody, které zkousejicimu
nebo zdravotnickému zafizeni pfipadné
vzniknou, a zkouSejici ani zdravotnické
zarizeni neponesou odpovédnost za usly
zisk, ztratu pfilezitosti ani jiné nasledné
Skody, které pfipadné vzniknou CRO nebo
zadavateli.

Podpisem této smlouvy zdravotnické
zarizeni a zkousSejici prohlasuji a zaruduji,
Ze maiji opravnéni a zpUsobilost smluvné
zavazat, nebo jinak smluvné =zavazi,
jakoukoliv fyzickou osobu nebo subjekt,
ktery poskytuje sluzby pro zdravotnické
zarizeni a zkousejiciho v souvislosti se
studii podle této smlouvy a za podminek
touto smlouvou stanovenych. Tato smlouva
se stava pravné zavaznou az okamzikem,
avSak nikoliv do doby, kdy kazda smluvni
strana obdrzi od druhé smluvni strany
vyhotoveni smlouvy podepsané povérenym
zastupcem.

ZAVERECNA USTANOVENI

Tato smlouva pfedstavuje Uplnou dohodu
mezi stranami a nahrazuje veskera jina
ujednani mezi stranami, vyslovna nebo
konkludentni, tykajici se pfedmétu této
smlouvy. Smluvni strany se dohodly, ze
pravni vztahy a poméry vzniklé z této
smlouvy se fidi obecné zavaznymi pravnimi
predpisy Ceské republiky. Pravni poméry
touto smlouvou vyslovné neupravené se fidi
pfislusnymi  ustanovenimi  ob&anského
zakoniku. Smluvni strany se zavazuji pfi
zpracovani studie si vzajemné pomahat a
pfipadné spory a rozdilnost nazorl na
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and discrepancies of view concerning the
procedure and method of works should be
solved by behavior usual for contractual parties.
The court bodies of the Czech Republic will
have the appropriate jurisdiction to negotiate
and decide upon possible disputes that will not
be solved by co-operation as stipulated above.

Institution and/or Investigator shall not assign or
transfer any rights or obligations under this
Agreement without the written consent of CRO.
Upon Sponsor’s request, CRO may assign this
Agreement to Lilly and Institution and
Investigator hereby consent to such an
assignment.

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.

The Agreement may be terminated, amended
or extended only after a mutual agreement by a
written amendment signed by all parties to the
Agreement, except in cases of changes in the
Payee’s bank deatails which do not involve a
change of payee or change of country location
of banck account, when only Investigator
should notify Quintiles in writing. The
Agreement becomes binding on the date of the
last signature hereof and effective on the date
of its publication in the Register of Agreements
in accordance with Act no. 340/2015 Sb., on
Register of Agreements. The parties hereby
agree that their relations shall be governed by
this Agreement from the date of signing by all
parties to the Agreement and shall continue
until completion of the Study or until termination
of this Agreement.

This Agreement as been translated into a
bilingual format in both English and Czech. In
the event of inconsistency or discrepancy
between the English language version and the
Czech language version of this Agreement, the
Czech language version shall prevail. The
Agreement is made in three copies. Each party
to the Agreement will receive one copy.

Page 21 of 26
16T-MC-AMAG Thomayerova nemocnice, || EGTGNGEIzNGzGzGG@GEE. \ -'sion Redacted, 20Septl7

postup a zpUsob praci FeSit jednanim
obvyklym u smluvnich stran. K projednani a
rozhodovani pfipadnych sporli, které
nebudou pfekonany spolupraci podle vyse
uvedeného, jsou pfisludné soudni organy
Ceské republiky.

Zdravotnické zafizeni a/nebo zkousSejici
nesmi postoupit ani pfevést Zadna prava ani
povinnosti vyplyvajici z této smlouvy bez
pisemného souhlasu CRO. Na Zadost
zadavatele mize CRO postoupit tuto
smlouvu spoleCnosti Lilly a zdravotnické
zafizeni a zkou$ejici timto s takovym
postoupenim souhlasi.

Bez ohledu na dalsi ustanoveni o ukon&eni
této smlouvy uvedena vyse v této smlouvé
si CRO vyhrazuje pravo ukongit tuto
smlouvu pisemnym oznamenim doru¢enym
zdravotnickému  zafizeni a  uinnym
okamzikem doruceni z dlivodu
medicinskych, z dliivodu nezbytnosti
zajisténi bezpecnosti pacientd, v souvislosti
s opatfenimi statnich organl regulujicich
oblast 1é¢iv nebo zdalSich davodl, za
podminky, ze se tak stane v souladu
s platnymi zakony, nafizenimi a Spravnou
klinickou praxi.

Smlouva mlze byt ukonéena, zménéna Ci
prodlouzena pouze po vzajemné dohodé
pisemnym dodatkem podepsanym vsemi
smluvnimi stranami svyjimkou zmén
bankovniho spojeni pfijemce plateb, ktera
se nebude tykat samotného pfijemce plateb
nebo zemé, v niz je veden jeho bankovni
Uucet, kdy by mél pouze zkouSejici
informovat spole€nosti Quintiles pisemné.
Smlouva nabyva platnosti ke dni podpisu
posledni smluvni strany a ucinnosti k datu
zverejnéni smlouvy v registru smluv dle
zakona €. 340/2015 Sb., o registru smluv.
Strany timto sjednavaji, Ze jejich vzajemna
prava a povinnosti se touto smlouvou fidi jiz
od data, kdy bude Smlouva podepsana
posledni smluvni stranou a zlstane platna
do dokon¢eni klinického hodnoceni nebo do
ukonceni této smlouvy.

Tato smlouva byla prelozena do
dvojjazy¢ného formatu v angli¢tiné a
Cestiné.V pripadé jakychkoliv rozporl mezi
Ceskou a anglickou verzi smlouvy ma
pfednost Ceska verze. Tato smlouva je
vyhotovena ve tfech vyhotovenich. Kazda
smluvni strana obdrzi po jednom
vyhotoveni.
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The Section 557 of the Civil Code is not
applicable for interpretation of this Agreement.

Investigator and Institution acknowledge that
the Sponsor has engaged the CRO to manage
the Study. CRO has performed no independent
research or analysis regarding the safety or
efficacy of the Study drug, materials or
treatment procedures that are to be
administered pursuant to the Study and
therefore CRO expressly disclaims any liability
in connection with the Study drug, including any
liability for any product claim arising out of a
condition caused by or allegedly caused by the
administration of such product except to the
extent that such liability is caused by the
negligence, willful misconduct or breach of this
Agreement by CRO.

All parties hereto expressly acknowledge and
agree that the Sponsor Lilly shall be a third
party beneficiary 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:

If to CRO:

Quintiles Czech Republic s.r.o.

Radlicka 714/113a, 158 00 Praha 5, Czech
Republic

Attention:

FAX:

Telephone:

If to the Institution/Investigator:

Thomayerova nemocnice

Address: Videriska 800 140 59 Praha 4 — Kr¢,
Czech Republic

FAX:

Telephone:

Address: Interni oddéleni
Thomayerova nemocnice, Videfiska 800,
Praha 4, Czech Republic

E mail:
Telephone:
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Pfi vykladu této smlouvy se ust. § 557
ob&anského zakoniku nepouZzije.

ZkouSejici a zdravotnické zafizeni berou na
védomi, Ze =zadavatel smluvné zavazal
CRO k provedeni studie. CRO neuskutecnil
Zadny nezavisly vyzkum nebo analyzu
tykajici se hodnoceného Iéc¢iva, materialu
nebo IéCebnych postupl, které maji byt
uskute¢nény dle studie, a proto CRO
vyslovné odmité jakoukoliv odpovédnost v
souvislosti s hodnocenym pfipravkem,
vCetné jakékoli odpovédnosti za Skodu
souvisejici s jakymkoli narokem ohledné
pfipravku vyplyvajici z téchto stavl
zpusobenych nebo udajné zplsobenych
podanim takového pfipravku s vyjimkou
situaci, kdy je takova odpovédnost
zplsobena nedbalosti, umyslinym
pochybenim nebo porusenim této smlouvy
ze strany CRO.

VSechny smluvni strany timto potvrzuji a
souhlasi s tim, Zze zadavatel Lilly bude
pfijemcem opravnéni a pripadnych pozitk(
od tretich stran s ohledem na tuto smlouvu
a bude opravnén uplatnit uvedena
ustanoveni za pouziti vS8ech opravnych
prostfedk( dostupnych podle zakona.

Oznameni dle této smlouvy budou uc€inéna
pisemné a budou povazovana za fadna,
pokud budou dorucena osobné, odeslana
doporuCenou postou s  dorucenkou,
expresni kuryrni sluzbou nebo faxem na
nize uvedené adresy:

Pokud budou adresovana CRO

Quintiles Czech Republic s.r.0.

Radlicka 714/113a, 158 00 Praha 5, Ceska
republika

K rukam:

Fax:
Tel.:

Pokud budou adresovana zdravotnickému
zafizeni/zkouSejicimu:

Thomayerova nemocnice

Adresa: Viderniska 800 140 59 Praha 4 -
Kre, Ceska republika

Fax:
Tel.:

Adresa: Interni oddéleni
Thomayervova nemocnice, Videnska 800,
Praha 4, Ceska republika

E mail:
Tel.:
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The following exhibits are integral parts hereof:

Exhibit 1 - Lilly policies regarding authorship of
publications

Exhibit 2 - Payment Terms and Budget

Exhibit 3 - Version of this Agreement for
publication

Exhibit 4 - Certificate of Insurance

Exhibit 5 - Protocol Synopsis

Exhibit 6 - Delegation of Authority for acting on
behalf of Lilly, Certificate of Incorporation of Lilly
Exhibit 7 - Regulatory Approvals of SUKL and
Ethics Committees

Exhibit 8 - Information for Patiens, Informed
Consent Form
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Nedilnou soudasti této smlouvy jsou
nasledujici pfilohy:

Pfiloha 1 - Zasady spolecnosti Lilly tykajici
se autorstvi publikaci

Pfiloha 2 — Platebni podminky a rozpocet
Pfiloha 3 — Verze smlouvy uréena ke
zvefejnéni

Priloha €. 4: Pqjisténi

Pfiloha €. 5: Synopse Protokolu

Pfiloha €. 6: PIna moc k podpisu za
spolecnost Lilly a vypis z obchodniho
rejstiiku (analogie) spole&nosti Lilly

Pfiloha €. 7: Schvalovaci dokumentace
SUKLu a etickych komisi

Pfiloha €. 8: Informace pro pacienta a
informovany souhlas
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Parties to this Agreement confirm that it was
agreed under no 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.

CRO:

Date:

Name:

Function:

Under a Power of Attorney Quintiles Czech
Republic, s.r.0. dated August 18, 2016

AGREED AND ACCEPTED:
Investigator:

Date:
|

AGREED AND ACCEPTED:

Thomayerova hemochice

Date:

doc. MUDr. Zdenék Benes CSc., Director
(Signature of Authorized Official)
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Smluvni strany stvrzuji, Ze smlouva nebyla
uzaviena za nevyhodnych podminek, Ze si ji
pfed podpisem preCetly, souhlasi s ni a na
dlikaz souhlasu s jejim znénim nize pFipojuji své
podpisy.

CRO:

Datum:

Jméno:

Funkce:

Na z4kladé plné moci Quintiles Czech Republic,
s.r.0. ze dne 18. srpna 2016

SOUHLASIM A PRIJIMAM:
Zkousejici:

Datum:

SOUHLASIM A PRIJIMAM:

Thomayerova nemochice

Datum:

doc. MUDr. Zdenék Benes, CSc., feditel
(Podpis autorizované osoby)
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Exhibit 1: Lilly policies regarding authorship
of publications

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

Consistent with the traditional scientific model in
which authors do not receive specific financial
remuneration for fulfilling authorship
responsibilities, Lilly does not pay for intellectual
contribution or time spent authoring either in the
form of fee for service or an honorarium. Lilly
reimburses authors for reasonable out-of-pocket
expenses related to preparation or presentation of
a scientific publication if done at Lilly’s request. All
financial support from Lilly for scientific
publications and presentations is fully disclosed to
any journal or congress.
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Priloha 1: Zasady spolec¢nosti Lilly tykajici
se autorstvi publikaci

Spolec¢nost Lilly dodrzuje autorské standardy
vyplyvajici z ,Jednotnych pozadavki na
rukopisy  pfedkladané do  lékafskych
odbornych ¢asopist“ (Uniform Requirements
for Manuscripts Submitted to Medical
Journals), které byly vypracovany
Mezinarodnim vyborem vydavatel(l IékaFskych
odbornych ¢asopisu (International Committee
of Medical Journal Editors). Jednotné
poZadavky stanovi, Ze v8echny osoby
oznaCené jako autofi musi mit opravnéni k
autorstvi a v8ichni, ktefi maji opravnéni, musi
mit dostateény podil na praci, aby mohli
pfijmout vefejnou odpovédnost za pfisludné
¢asti obsahu. Jeden nebo vice autord musi
pfijmout odpovédnost za integritu prace jako
celku, od pocatku prace az po publikovany
¢lanek. Autorsky kredit musi byt zaloZen na (1)
vyznamném  pfispéni ke koncepci a
usporadani nebo pofizeni dat nebo analyze a
interpretaci dat, (2) vypracovani konceptu
Clanku nebo kritickém zrevidovani jeho
dalezitého intelektualniho obsahu a (3)
kone&ném schvaleni verze uréené k publikaci.
Autofi musi splfiovat podminky 1, 2 a 3.

V souladu s tradiénim védeckym modelem, ve
kterém autofi nedostavaiji specifickou finanéni
odménu za plnéni autorskych povinnosti,
neplati spole¢nost Lilly za intelektualni
prispévek nebo za &as straveny autorskou
ginnosti ani formou odmény za sluzbu d&i
honorare. Spole¢nost Lilly hradi autoriim
pfiméfené naklady souvisejici s pfipravou
nebo prezentaci védecké publikace, pokud
byla realizovana na zakladé pozadavku
spolecnosti Lilly. Jakakoli finanéni podpora
poskytnuta spoleCnosti Lilly za védecké
publikace a prezentace je jakémukoli
odbornému c&asopisu Ci kongresu v plném
rozsahu zvefejnéna.
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Exhibit 2: Payment Terms and Budget Pfiloha 2: Platebni podminky a rozpocet
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