SMLOUVA 0O KLINICKEM HODNOCEN(

uzaviena mezi Institutem klinické
a experimentilni mediciny, se sidlem Videiiska
1958/9, 140 21 Praha 4, Ceska republika,
Identifikaéni ¢islo: 00023001, Datlové
identifika¢ni ¢islo: CZ00023001, zastoupenym
MUDr. AleSem Hermanem, Ph.D., feditelem (déle
oznacované jen jako “Zdravotnické za¥izeni”),

CLINICAL TRIAL AGREEMENT

Made between Institut klinické a experimentalni
mediciny, having a place of business at Videiiska
1958/9, 140 21 Praha 4, Czech Republic,
Identification  number: 00023001, Tax

identification number: CZ00023001, represented
by MUDr. Ale§ Herman, Ph.D., Director (the
“Institution”),

spoleCnosti Quintiles Czech Republic, s.r.o.
Praha 5, Jinonice, Radlicka 714/113a, PSC 158 00,
Ceska republika, Identifika¢ni &islo: 247 68 651,
(dale oznacovana jen jako “Quintiles™) a

spole¢nosti Boehringer Ingelheim International
GmbH na zikladé¢ plné moci reprezentované
spolecnosti Quintiles Czech Republic, s.r.o. (dale
oznaCovand jen jako ,.Zadavatel®).

Quintiles Czech Republic, s.r.0. Praha 35,
Jinonice, Radlicka 714/113a, zip code 158 00,
Czech Republic, Identification number: 247
68 651, (“Quintiles”) and

Bochringer Ingelheim International GmbH
upon power of attorney represented by
Quintiles Czech Republic, s.r.o. (the “Sponsor™).

CISLO PROTOCOL
PROTOKOLU: NUMBER:
NAZEV PROTOCOL
PROTOKOLU: TITLE:
DATUM PROTOCOL
PROTOKOLU: DATE:
ZADAVATEL: SPONSOR:
KLICOVE
DATUM KEY
ZARAZENI ENROLLMENT
(KEY DATE:
ENROLLMENT (date by which
DATE): site is to enroll at
(datum, ke least omne (1)
kterému je Misto subject)

vkonu klinického
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hodnoceni

povinno zaradit

alespoii jeden (1)

subjekt

hodnoceni)

VZHLEDEM k tomu, Ze Zkousejici WHEREAS, the Investigator and Institution,

a Zdravotnické zatizeni (spole¢né dale jen “Misto (hereafter, jointly, the “Site”) are willing to
vykonu klinického hodnoceni”) jsou odhodléni conduct a clinical trial (the “Study” i
provést klinické hodnoceni (déale jen “Studie”) Sponsor’s proprietary compoundW
chranéné slouceniny ktery je (the “Investigational Product™), in accordance
vlastnictvim Zadavatele (dile jen ,hodnocené with the above-referenced protocol and any
léCivo*), vsouladu se shora uvedenym subsequent amendments thereto (the “Protocol”)
protokolem a jakymikoli jeho dodatky (dale jen and Quintiles requests the Site to undertake such
“Protokol”) avzhledem ktomu, Ze Quintiles Study;

pozadal Misto vykonu klinického hodnoceni

o provedeni Studie;

Na tomto zikladé doSlo ke sjednani nize NOW THEREFORE, the following is agreed:

uvedenych podminek:

1. Quintiles timto ustanovuje Misto vykonu 1.Quintiles hereby appoints the Site to conduct the
klinického hodnoceni k provedeni Studie Study, and the Institution agrees to ensure that
a Zdravotnické zatizeni souhlasi stim, Ze the Institution and the Institution’s employees
zajisti, ze Zdravotnické zafizeni a zamé&stnanci and agents will conduct the Study in
a zastupci Zdravotnického zatizeni provedou accordance with the Protocol, the terms of this
Studii v souladu s Protokolem, podminkami agreement, including the Terms and
této smlouvy, ato véetné avsouladu Conditions attached as Attachment A, the
s prilohou “Podminky a nalezitosti”, ktera Payment Schedule and Budget attached as

predstavuje nedilnou souéast této smlouvy jako
jeji Ptiloha A, ptilohou “Platebni rozvrh”, ktera
predstavuje nedilnou soudast této smlouvy jako
jeji Priloha B, ajakymkoli dodatky ¢&i
doplnénimi téchto dokumentd, jez timto
uvozenim piedstavuji nedilnou soucast této
smlouvy (dale jen “Smlouva”), spravnou

Klinickou praxi (,,GCP*“) zejména
s Harmonizovanou  trojstrannou  smérnici
spravné  klinické  praxe  Mezindrodni

konference o harmonizaci (,,Smérnice ICH
GCP*) asveskerymi platnymi pravnimi
predpisy. Misto vykonu klinického hodnoceni
timto potvrzuje, Ze ma dostateéné Casové

moznosti, kapacity azdroje k provedeni
Studie, ato pii dodrzeni nejvysSich
kvalitativnich ~ standardd. Misto  vykonu

klinického hodnoceni rozumi a souhlasi, Ze
pokud Misto vykonu klinického hodnoceni
nezafadi nejméné -- subjekt do
klicového data naboru (Key Enrollment Date),
pak muZe spole¢nost Quintiles ukonéit tuto
Smlouvu v souladu s oddilem 6 Pilohy A.

Studie bude provedena v souladu s povolenim

Attachment B, and any other attachments
hereto, which all are incorporated by reference
herein (the “Agreement”), good clinical
practices (“GCP”), including, without
limitation, the International Conference on
Harmonisation Harmonised Tripartite
Guideline for Good Clinical Practice (“ICH
GCP Guidelines™) and all applicable laws and
regulations. The Site hereby confirms that it
has enough time and resources to perform the
Study according to the highest quality
standards. The Site understands and agrees that
if Site has not enrolled at leastisubject
by the Key Enrollment Date then Quintiles may
terminate this Agreement in accordance with
Section 6 of Attachment A,

The Study will be conducted on the basis of the



vydanym Statnim ustavem pro kontrolu 16&iv,
souhlasem Etické komise pro multicentricka
klinickd hodnoceni a souhlasem etické komise
zdravotnického zafizeni.

. Veskeré platby budou poskytnuty v souladu
s podminkami stanovenymi v Piiloze B,
pfi¢emZ posledni platba bude provedena poté,
co Misto vykonu klinického hodnoceni splni
veSkeré své povinnosti, jeZ mu vyplyvaji z této
Smlouvy, a poté, co Quintiles obdrzi veskeré
formulafe pro zaznam udaji o subjektech
hodnoceni - Case Report Forms (dile jen
“formulafe CRF”) av piipadé, ze Quintiles
0 to pozada, veskeré ostatni Divérné Gdaje ve
smyslu jejich definice uvedené v Clanku 2,
Piilohy A (Divérné udaje).

Misto vykonu klinického hodnoceni bude
jednat jako nezavisly dodavatel smluvniho
plnéni, anebude jakkoli povaZovano za
zaméstnance ¢i  zdstupce  Quintiles  &i
Zadavatele. Quintiles ani Zadavatel nebudou
mit jakoukoli odpovédnost vztahujici se

k zaméstnaneckym  pozitkim, dichodim,
odSkodnéni za pracovni urazy anemoci
Z povolani, srazkovym ¢i jinym
pracovnépravnim danim ohledng

Zdravotnického zatizeni.

Misto vykonu klinického hodnoceni prohlauje
a souhlasi, Ze rozhodnut{ a usudek
Zkousejiciho, pokud jde o poradenstvi a péci
o kazdy subjekt hodnoceni, nebude ovlivnéno
thradou, kterou Zdravotnické zatizeni obdri
na zkladé této Smlouvy. Smluvni strany timto
souhlasi, Ze niZe uvedeny piijemce platby je
fadnym piifjemcem platby dle této Smlouvy,
a déle, Zze platby provedené na ziklad¢ této
Smlouvy budou realizovany vyhradn& vigi
nize uvedenému priijemci platby (déale jen
“Pt{jemce platby™):
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approval issued by the State Institute for Drug
Control, approval of the Ethics Committee for
Multicentrics Trials and the approval of the
Ethics Committee of the Institution.

2. Payments shall be made in accordance with the

provisions set forth in Attachment B, with the
last payment being made after the Site
completes all its obligations hereunder, and
Quintiles has received all completed case
report forms (“CRFs”) and, if Quintiles
requests, all other Confidential Information as
defined in Attachment A, Section 2
(Confidential Information).

The Site will act as an independent contractor,
and shall not be considered the employee or
agent of Quintiles or Sponsor. Neither
Quintiles nor Sponsor shall be responsible for
any employee benefits, pensions, workers’
compensation, withholding, or employment-
related taxes as to the Institution.

The Site acknowledges and agrees that
Investigator’s judgment with respect to
Investigator’s advice to and care of each
subject is not affected by the compensation
Institution receives hereunder. The parties
agree that the payee designated below is the
proper payee for this Agreement, and that
payments under this Agreement will be made
only to the following payee (the “Payee”):

NAZEV Institut klinické Institut klinické

o . (oot PAYEE . ot
PRIJEMCE a experimentalni NAME: a experimentalni
PLATBY: mediciny ’ mediciny
ADRESA R

o1 Videtiska 1958/9, 140 21 | | PAYEE Videriska 1958/9, 140 21
PRIJEMCE Praha 4, Ceska republika i
PLATRBY: , Les P ADDRESS: | Praha 4, Czech Republic
DANOVE TAX ID
IDENTIFIKACNI | CZ00023001
CISLO NUMBER CZ00023001




Bankovni idaje

Dojde-li  k jakymkoli ohledné
bankovnich  udaji Pfijemce platby,
Zdravotnické zafizeni je vtakovém piipadé
o této skuteénosti povinno pisemné informovat
Quintiles. Smluvni strany souhlasi, Ze
v pfipadé, ze pijde pouze o zménu vyhradné se
vztahujici k bankovnim udajim Prijemce
platby akteré nepiisobi zménu v subjektu
Pfijemce platby nebo zménu statu, v némz je
bankovni et zfizen, nebude zapotfebi
uzavirat jakykoli dalsi dodatek.

Zmeénam

Zdravotnické zatizeni bude opravnéno ve lhité
tiiceti (30) dnti od obdrzeni zavére¢né platby

rozporovat  jakoukoli  platbu, pfipadné
nesrovnalost, kniz doSlo béhem vykonu
Studie.

Smluvni strany timto berou na védomi, Ze
shora definovany Piijemce platby je opravnén
obdrzet veskeré platby za sluZby vykonané na
zékladé této Smlouvy. V piipadé€, Ze Zkousejici
neni Pf{jemcem platby, povinnost Piijemce
platby poukdzat ZkouSejicimu odménu je
stanovena v internich predpisech Pi{jemce
plateb. Zkousejici bere timto na védomi, Ze
v pfipadé, Ze ZkousSejici neni osobou shodnou
s Pfijjemcem platby, Quintiles neposkytne
jakékoli uhradu Zkousejicimu ani v ptipadsé, ze
Pfijemce platby porusi svij zavazek
k poukazani odmény Zkousejicimu.

Ptedpokladana hodnota finanéniho plnéni dle
podminek

této Smlouvy cini p¥iblizné

3. Tato Smlouva nabude uG&innosti k datu, ke
kterému bude podepsana smluvnimi stranami
a jeji uCinnost bude trvat do okamziku jejiho
splnéni ¢i ukonleni jeji platnosti v souladu

QO QUINTILES’

BANK
DETAILS

In case of changes in the Payee’s bank details,
Institution is obliged to inform Quintiles in
writing. Parties agree that in case of changes in
bank details which do not involve a change of
payee or change of country location of bank
account, no further amendments are required.

Institution will have thirty (30) days from the
receipt of final payment to dispute any payment
discrepancies during the course of the Study.

The parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under this
Agreement. If the Investigator is not the Payee,
then the Payee's obligation to reimburse the
Investigator is determined by an internal policy
of the Payee. Investigator acknowledges that if
Investigator is not the Payee, neither Sponsor
nor Quintiles will pay Investigator even if the
Payee fails to reimburse Investigator.

The estimated value of financial payment
under this Agreement shall be approximately

3. This Agreement will become effective on the

date on which it is last signed by the parties and
shall continue until completion or until
terminated in accordance with the provision in
4



s podminkami stanovenymi v Pfiloze A.
Povaha arozsah Studie jsou uvedeny
v Protokolu. Protokol v&etné vsech doplnéni
azmén azdznamy Zkousejictho z Mista
vykonu klinického hodnoceni (ISF) jsou
nedilnou soucasti této Smlouvy a plati az po
jejim podpisu. V piipadé vzniku rozporu mezi
ustanovenimi  Protokolu  a znénim  této
Smlouvy budou podminky a ustanoveni
Protokolu rozhodujici pro 1ékaiské a védecké

zalezitosti, apodminky a ustanoveni této
Smlouvy budou rozhodujici pro ostatni
zaleZitosti.

. Pfed zahdjenim Studie avjejim prub&hu
mohou byt Zkousejici, jeho tym arovn&z
personal Mista vykonu klinického hodnoceni
pozadani o poskytnuti osobnich udaji. Tyto
udaje jsou prfedmétem upravy pravnich
predpisii na ochranu osobnich tdaji. V ptipadé
Zkousejictho mohou tyto osobni udaje
obsahovat jména, kontaktni informace,
pracovni zkuSenosti a profesni kvalifikaci,
publika¢ni Cinnost, Zivotopisy a vzdélavaci
¢innost pro nasledujici udely: (i) provadéni
klinickych  hodnoceni, (ii) pfezkoumani
statnimi kontrolnimi organy, zadavatelem,
Quintiles, jejich  zastupci  a pobo&kami,
dcefinymi ¢i sesterskymi spoleSnostmi, (iii)
jednani v souladu sprdvnimi aregulaénimi
povinnostmi, (iv) uverejnéni na
www.clinicaltrials.gov a webovych strankich
a v databazich podobného ugelu; a (v) uloZeni
do databdz{ zdivodd usnadnéni vybéru
zkousSejicich pro budouci klinick4d hodnoceni.
Jména Clenti tymu Mista vykonu klinického
hodnoceni mohou byt zpracovéna v databizi
kontakti Quintiles, ato vyhradné pro Cely
Studie.

Krom¢ toho Misto vykonu klinického
hodnoceni zajisti, Ze ZkouSejici a dalii
persondl Mista vykonu klinického hodnoceni
poskytnou platny, samostatny souhlas
obsahujici podrobné udaje o ochrané osobnich
udaji tykajici se shromazd’ovani, uchovavani
azpracovani  jejich osobnich udaji
souvisejicich se Studif (zvlast€, ale nejenom
pouze, jméno, adresu ve Zdravotnickém
zafizeni, titul, odbornost), aby mohly byt
osobni data shromazdény, uchovavany,
organizovany, modifikovany, komunikovany,
blokovany, mazidny nebo jinak pouzivany

QO QUINTILES’

Attachment A. The nature and scope of the
Study are described in the Protocol. The
Protocol, including any
amendments/modifications, and the
investigator site file (ISF) constitute an integral
part of this Agreement and shall be valid only
upon signature of this Agreement. In the event
of aconflict between the Protocol and this
Agreement, the Protocol will prevail with
respect to medical and scientific issues and to
Study conduct and the terms of the Agreement
will govern with respect to all other issues.

. Both prior to and during the course of the

Study, the Investigator and his/her team as well
as Site staff may be called upon to provide
personal data. This data falls within the scope
of the law and regulations relating to the
protection of personal data. For the
Investigator, this personal data may include
names, contact information, work experience
and professional qualifications, publications,
resumes, and educational background for the
following purposes: (i) the conduct of clinical
trials, (ii) verification by governmental or
regulatory agencies, the Sponsor, Quintiles,
their agents and affiliates, (i11) compliance with
legal and regulatory requirements, (iv)
publication on www.clinicaltrials.gov and
websites and databases that serve a comparable
purpose; and (v) storage in databases to
facilitate the selection of investigators for
future clinical trials. Names of members of Site
staff may be processed in Quintiles’ study
contacts database for study-related purposes
only.

In addition, the Site shall ensure that
Investigator and other site staff involved in the
Study give avalid, stand-alone consent
containing  adetailed data  protection
information covering the collection, storage
and processing of their personal data in relation
with the Study (in particular, but not limited to,
name, address at Institution, title, professional
background) so that personal data can be
collected, stored, organized, modified,
communicated, blocked, deleted or otherwise
used by Sponsor or any of its Affiliates, third
party vendors involved in the Study, Endpoint

5



Zadavatelem nebo jeho pobo¢kami, dodavateli
tietich stran ucastnicimi se Studie, vybory pro
posuzovani cilovych ukazateli, vybory pro
monitorovani (bezpeénostnich) dat/vybory pro
monitorovani bezpeénostnich dat (DSMB),
kompetentnimi IRB/EK a vladnimi
aregulacnimi Ufady vramci zemé, kde jsou
takové fidaje ziskdvany nebo mimo ni.

Zadavatel bude spravcem takovych osobnich
udaji, vyjma pfipadi, kdy Quintiles bude
naklédat s jakymikoliv osobnimi udaji dle této
Smlouvy jako spravce, vtakovém pripadé
bude v rozsahu takového nakladani spravcem
Quintiles. Quintiles a Zadavatel mohou
zpracovavat ,o0sobni Udaje ZkouSejiciho
acleni tymu Mista vykonu klinického
hodnocenti, tak jak jsou definovany ve Smérnici
ochrany  adaji  95/46/ES  a v zdkong
¢.101/2000 Sb. o ochrané osobnich udaju,
vplatném znéni (spole¢né ,legislativa na
ochranu osobnich daji*) pro ugely Studie
a veSkeré takové zpracovani bude probihat
v souladu s legislativou na ochranu osobnich
(daj.

. Zdravotnické zafizeni souhlasi, Ze usudek
Zdravotnického  zafizeni  a Zkousejiciho,
pokud jde o poradenstvi a pééi o kazdy subjekt
hodnoceni, nebude ovlivnén thradou, kterou
obdrzi na zédkladé¢ této Smlouvy, a déle
osvédCuji, Ze tato kompenzace neptesahuje
redlnou trzni hodnotu sluzeb, které poskytuji
aze 7Zadné platby nejsou poskytoviny za
ucelem pfimét je k ndkupu nebo predepisovani
jakychkoliv 1€k, zaiizeni nebo produkti.
Pokud Zadavatel nebo Quintiles poskytuje
jakékoli produkty nebo pfedméty pro pouziti
ve Studii zdarma, Zdravotnické zafizeni
souhlasi, Ze Zdravotnické zatizeni a Zkousejici
nebudou Zadat Ghradu po Zzadném subjektu
hodnoceni, pojistovné nebo statnim Gfadé
nebo jakékoli jiné treti strané za tyto zdarma
poskytnuté  produkty nebo  piedméty.
Zdravotnické zafizeni souhlasi, ze
Zdravotnické zafizeni a Zkousejici nebudou
Zadat uhradu po zadném subjektu hodnoceni,
pojistovné nebo statnim ufadé za jakékoliv
navitévy, sluzby nebo vydaje vzniklé

v pribéhu Studie, za které obdrzeli ndhradu od
Quintiles nebo Zadavatele, nebo které nejsou
soucasti bézné péce, kterou by za normalnich
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Adjudication Committees, Data (Safety)
Monitoring Committees/Data Safety
Monitoring Boards (DSMB), competent

IRB/ECs and governmental or regulatory
authorities, within or outside the country where
such data originates.

The Sponsor shall be the data controller for
such personal data except that, if Quintiles
deals with any personal data under this
Agreement in the manner of a data controller,
Quintiles shall be the data controller of such
personal data to the extent of such dealings.
Quintiles and Sponsor may process "personal
data", as defined in the Data Protection
Directive 95/46/EC  and in the Act
No. 101/2000 Coll., on the Protection of
Personal Data and on Amendment to Some
Acts, as amended (collectively "Data
Protection Legislation"), of the Investigator
and Site staff for study-related purposes and all
such processing will be carried out in

accordance with the Data Protection
Legislation.
. Institution agrees that Institution and

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



okolnosti poskytli subjektu hodnoceni.
. Zdravotnické zafizeni a ZkouSejici
prohlaSuji a zaruuji, Ze ani Zdravotnické
zafizeni &i ZkouSejici, ani jakakoli fyzicka
osoba ¢&i pravni subjekt jednajici jejich
jménem, ani jakykoli pfijemce platby dle
podminek této Smlouvy, pfimo ¢&i neptimo,
nenabidne ¢i nezaplati, ¢i nesjedna uhradu ¢&i
nabidku takového plnéni, jakoukoli uhradu &i
poskytnuti  jakékoli majetkové hodnoty
jakémukoli zastupci vetejné moci (ve smyslu
definice niZe uvedené) ¢i vefejnému subjektu,
s védomim ¢i Umyslem, Ze takova uhrada,
platba, slib &i dar je Caste¢né &i zcela ucinén za
ucelem ovlivnéni jakéhokoli ufedniho postupu
¢i rozhodnuti, které napomize Quintiles,
Zadavateli ¢i Mistu vykonu Kklinického
hodnoceni ve vztahu k ziskani neopravnéné
vyhody ¢&i ziskani &i udrZeni obchodni
prilezitosti ¢i k zajiSténi poskytnuti takové
obchodni pfilezitosti jakékoli osob& &i
subjektu.

Zdravotnické zafizeni a ZkouSejici timto
prohlasuji a zarucuji, Ze ani Zdravotnické
zatizeni ¢i Zkousejici, ani jakykoli ptijemce
platby dle této Smlouvy ¢&i jakakoli osoba &i
subjekt jednajici jejich jménem neni zastupcem
vefejné moci, ktery by ptijal neopravnénou
platbu za u¢elem ovlivnéni ufedniho jednani
nebo rozhodnuti, jez by spole¢nosti Quintiles,
Zadavateli ¢ Mistu vykonu klinického
hodnoceni mohlo zajistit neopravnénou
vyhodu, nebo =ziskat & udrZet obchodni
prilezitost, piip. zajistit takovou obchodni
piilezitost pro jinou osobu nebo subjekt. Misto
vykonu klinického hodnoceni se zavazuje
pisemné oznamit po dobu platnosti této
Smlouvy Quintiles skute¢nost, ze Zkousejici,
Pifjemce platby ¢&i jakakoli osoba &i subjekt
jednajici jménem Mista vykonu klinického
hodnoceni se stal/a zastupcem vetejné moci,
ktery takto disponuje moznosti ovlivnit
Jjakékoli ufedni jednani.

Vedle ostatnich prdv amoZnosti napravy
upravenych touto Smlouvou nebo zikonem
Jsou Quintiles nebo Zadavatel opravnéni
ukonCit platnost této Smlouvy v piipadé, Ze
Misto vykonu klinického hodnoceni porusi
kterékoli ze svych prohldSeni nebo zaruk
upravenych v tomto ¢lanku nebo v ptipadé, ze
Quintiles nebo Zadavatel zjisti, Ze ze strany

QO QuUINTILES'

timto 6. Institution and Investigator 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 Quintiles,
Sponsor or the Site in securing an improper
advantage or in obtaining or retaining business
or in directing business to any person or entity.

Institution and Investigator 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 who will
accept any improper payment for the purposes
of influencing an official act or decision that
will assist Quintiles, Sponsor or the Site in
securing an improper advantage or in obtaining
or retaining business or in directing business to
any person or entity. Site will notify Quintiles
in writing if Investigator, a Payee or any person
or entity acting on Site’s behalf becomes
a Public Official with the ability to influence an
official act during the term of this Agreement.

In addition to other rights or remedies under
this Agreement or at law, Quintiles or Sponsor
may terminate this Agreement if Site breaches
any of the representations or warranties
contained in this Section or if Quintiles or
Sponsor learns that improper payments are
being or have been made to Public Officials by
Site or any individual or entity acting on its
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Mista vykonu klinického hodnoceni ¢i jakékoli
fyzické osoby ¢&i pravnické osoby jednajici
v jeho zastoupeni, jsou ¢i byla poskytovana
neopravnéna plnéni zastupctim vefejné moci.

Pro tucely této Smlouvy, pojem ,,zastupce
vefejné moci“ znamena jakéhokoliv ufednika
¢i zaméstnance statniho Ofadu, mezindrodni
organizace vetejného typu &i jakékoli sekce,
oddéleni, organu &i pobodky téchto instituci,
nebo jakoukoli osobu jednajici v kompetenci
tfedni moci, a to ve prospéch jakékoli veiejné
organizace ¢i vefejného uskupeni; a dale
jakoukoli politickou stranu & zastupce
politické strany, ¢i jakéhokoli kandidata ¢&i
uchazece o vykon funkce verfejné moci.

. Vnekterych zemich se od vyrobch 1é&iv
a zdravotnickych zafizeni vyzaduje podavat
informace o cennostech, o vyplat¢ odmén
a o nahradé vydaji poskytovatelim zdravotni
péce vsouladu s platnymi pravnimi predpisy
a smérnicemi s tim, Ze takové informace jsou
nasledné zverejiovany. Zdravotnické zafizeni
je srozuméno stim, ze Zadavatel bude za
ucelem dodrzeni této oznamovaci povinnosti
1 pfisluSnych pravnich ptedpisi takovych stati
povinen hlasit veskeré platby nebo jiny pievod
hodnot ze strany spole¢nosti Quintiles Piijemci
platby  uvedenému v této Smlouve.
Zdravotnické zafizeni souhlasi stim, Ze
poskytne Zadavateli za timto uéelem soupis
plateb a odpovidajici tdaje (zejména takové
identifikovatelné udaje, jako je ndzev

Zdravotnického zaiizeni/jméno Zkousejiciho,
adresu a zpusob platby).

. In some

Q QUINTILES’

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 apublic agency or
enterprise; and any political party or party
official, or any candidate for public office.

countries, drug and device
manufacturers will be required to report data on
items of wvalue, fees and expense
reimbursement payments made to health care
providers pursuant to applicable laws,
regulations and guidance with such
information subsequently to be made public.
Institution understands that to comply with this
reporting obligation, as well as relevant state
laws, Sponsor will need to report any payments
or other transfers of value made by Quintiles
hereunder to the payee identified herein.
Institution consents to having such summary of
payments and corresponding information
(including, without limitation, such personally
identifiable  information as Institution/
Investigator name, address, and form of
payment) provided to Sponsor for this purpose.



QO QUINTILES’

Podepsano Quintiles Czech Republic s.r.0. na Signed by Quintiles Czech Republic s.r.o., under
zékladé plné moci ze dne 23. listopadu 2016 a Power of Attorney dated 23 November 2016, for

v zastoupeni Boehringer Ingelheim
International GmbH

Podpis:

Jméno:

Funkece:

Datum: 10 -05- 2017

Na dikaz souhlasu pfipojuje svij podpis

opravnény zastupce Quintiles Czech Republic

S.r.0.

Podpis:

Jméno:

Funkce:

Datum: 10 -05- 2017

Na dikaz souhlasu pfipojuje svij podpis

Funkce: Reditel
22 05, 101

Datum:

Na dikaz souhlasu ptipojuje sviy podpis
ZkouSejici:

AR~ 2osp—

Datum:

and o1
Interna

By:
Name:
Title:

Date: 10 -05- 2017

ACKNOWLEDGED AND AGREED BY
Quintiles Czech Republic s.r.o.

By:
Name:
Title:

10 -05- 2017

Date:

ACKNOWLEDGED AND

Title: Director

27 06

Date:

ACKNOWLEDGED AND A
INVESTIGATOR:

ARG 2075~

Date:

| |
_ |




