SMLOUVA O POSKYTNUTI SLUZEB

MEZI:

Quintiles Czech Republic, s.r.o.

se sidlem Radlickéa 714, 158 00 Praha 5
Cesk4 republika

IC: 247 68 651

DIC: CZ247 68 651

daile jen (“Quintiles”)

a

Poskytovatel  sluzeb:  Imstitut  Kklinické a
experimentalni mediciny

Stéatni pfispévkova organizace

Z¥iz.listina 17268-11/2012 ze dne 29. 5. 2012
v platném znéni

se sidlem: Videnska 1958/9, 140 21, Praha 4, Ceské
republika

IC: 00023001

DIC: CZ00023001

Zastoupend MUDr. Ale$em Hermanem, Ph.D.,
feditelem

dale jen (,,Poskytovatel sluzeb*)

a
F. Hoffmann-La Roche Ltd, se sidlem
Grenzacherstrasse 124, 4070 Basel, Switzerland

zastoupena  Quntiles
(s,Zadavatel®).

Czech  Republic s.r.o.

a je uzaviena v den posledniho podpisu na podpisové
strance

VZHLEDEM K TOMU, ZE:

(za prvé) Quintiles na zakladé smluvniho ujednani s
F. Hoffmann-La Roche Ltd, se sidlem v
Grenzacherstrasse 124, 4070 Basel, Switzerland (déle
jen “Zadavatel”) poskytuje sluzby spoclivajici ve
vedeni projektu a/nebo jiné sluzby ve spojeni s
klinickym hodnocenim vedenym pod nizvem "

QO QUINTILES

SERVICES AGREEMENT

BETWEEN:

Quintiles Czech Republic, s.r.o.

Praha 5, Jinonice, Radlickd 714, zip code 158 00
Czech Republic

Identification Number: 247 68 651

Tax Identification Number: CZ247 68 651
(“Quintiles™)

and

Service Provider: Institut klinické a experimentalni
mediciny

State Allowance Organization

Deed of establishment 17268-11/2012 dated 29 May
2012, as amended

address: Videiiska 1958/9, ZIP code 140 21, Praha 4,
Czech Republic

Identification number: 00023001

Tax identification number: CZ00023001

represented by MUDr. Ale§ Herman, Ph.D., director
(“Service Provider”)

and

F. Hoffmann-La Roche Ltd, having a place of business
at Grenzacherstrasse 124, 4070 Basel, Switzerland
represented by Quntiles Czech Republic s.r.o.
( “Sponsor”);

and is entered into as of the last date on the signature
page hereof.

WHEREAS:

(One) Quintiles has been engaged by F. Hoffmann-La
Roche Ltd, having place of business at
Grenzacherstrasse 124, 4070 Basel, Switzerland
(“Sponsor”) to provide project management and/or
other services in connection with the study entitled “A



fakticky provadéno ve Zdravotnickém zafizeni
“Thomayerova nemocnice” na adrese “Videfiska
800, 140 59, Praha 4, Ceska republika” (dale jen
“Studie”) Smluvni vyzkumna organizace je fadng
opravnéna Zadavatelem k plnéni jeho urditych
z4vazk(l pfi provadéni Studie v souladu s podminkami
této Smlouvy.; a

(za druhé) Poskytovatel sluzeb projevil souhlas s
ucasti na Studii formou poskytovani sluZzeb, vice
detailné vymezeno v Ptiloze &. 2; a

(za treti) smluvni strany se dohodly na stanoveni

podminek, za kterych budou takové sluzby
poskytovany.

NYNi S OHLEDEM NA SHORA UVEDENE SE

QO QUINTILES

actually being conducted in the Medical Facility

“Thomayerova nemocnice” with its seat at
“Videriska 800, ZIP code 140 59, Praha 4, Czech
Republic” (the “Study”) Quintiles has been duly
authorized by the Sponsor to carry out certain
obligations of the Sponsor in the conduct of the Study,
consistent with the terms of this Agreement; and

(Two) Service Provider has agreed to participate in the
Study by providing services, more particularly set out
in Attachment 2; and

(Three) the parties wish to set out the terms on which
such services will be provided.

NOWIT IS HEREBY AGREED as follows:

STRANY TAKTO DOHODLY ve smyslu
nésledujicich ustanoveni:

1. Sluzby

1.1 Poskytovatel sluzeb timto souhlasi, Ze

provede sluzby (dale jen “Sluzby™), jak jsou
tyto konkrétné vymezeny v Pfiloze &. 2, jez
pfedstavuje nedilnou soucast této Smlouvy.
Sluzby dle této Smlouvy bude Poskytovatel
sluZeb poskytovat pod vedenim pFednosty
Poskytovatel
sluzeb souhlasi, Ze Sluzby budou provadény v
souladu s veSkerymi platnymi pravnimi
ptedpisy, pravidly a nafizenimi a ddle v
souladu s odbornymi standardy a jakymikoli
platnymi pravidly spravné klinické a
laboratorni praxe, zavaznymi smérnicemi a
standardnimi opera¢nimi postupy.

1. Services
1.1 Service Provider agrees to perform the
services (“Services”) as more particularly set
out in Attachment 2, which is incorporated
herein by reference. The Provider’s services
according to this Agreement will be conducted

artment,
Service
rovider agrees that the Services will be

conducted in compliance with all applicable
laws, rules and regulations, and in
conformance with the professional standards
and any applicable good clinical and
laboratory practices, if applicable, guidelines
and standard operating procedures.



1.2

2.1

2.2

Poskytovatel sluzeb se zavazuje, Ze bude 1.2

disledné dodrzovat veskeré podminky a
ustanoveni protokolu (déle jen “Protokol”).

Zaruky

Poskytovatel
zaruCuje, ze ani Poskytovateli sluZeb, ani
jakémukoli jejimu zaméstnanci, zastupci &i
jinym osobdm provadéjicim Sluzby na
zéklad€ jeho instrukci &i pokynd nebyla
uloZena sankce zdkazu &innosti ¢ mu(jim)
nebylo zruseno ptislu§né opravnéni & licence
ve vztahu k provadéni SluZeb, jejichZ vykon
je pfedjimdn na zdkladé této Smlouvy,
pfipadné neni vi¢i nému(jim) vedeno jakékoli
fizeni ze strany kontrolniho organu ve vztahu
k uloZeni sankce zdkazu ¢innosti & zrudeni
pfisluSného oprdvnéni ¢&i licence & pro
uloZeni jakéhokoliv regulaéniho opatieni
obdobného charakteru, a to v jakémkoliv
statu, priCemz Poskytovatel sluzeb se
zavazuje, Ze neprodlené vyrozumi Quintiles v
piipadé, Ze jakékoli takové vySetfovani, Fizeni
ve vztahu k ulozeni sankce zdkazu &innosti ¢i
zruSeni ptislusného opravnéni ¢&i licence bude
zahdjeno. Poskytovatel sluZzeb prohlasujc a
ujistuje, Ze neexistuji Zadné audity provadéné
regulanimi organy s uvedenim ddvodu,
z4dna vySetfovani ani Fizeni, kterd se tykaji
Poskytovatele sluZeb, nebo kteréhokoli
z jeho/jejich zamé&stnanci nebo zistupct
¢innych  vrameci  Studie, jez souvisi
s dodrZovanim pravnich piedpisti o vedeni
jakéhokoli klinického vyzkumu.

Poskytovatel sluZeb timto Zadavateli
Quintiles poskytuje zaruku, Ze neni stranou
jakékoli jiné smlouvy ¢i jiného ujednani, bez
ohledu na jejich pfipadnou neformalni
povahu, a to ohledné podminek, jez by mohly
piedstavovat stfet z4jml ve vztahu k povaze
Sluzeb Poskytovatele sluzeb , a Ze po dobu
trvani platnosti této Smlouvy neuzavie
jakoukoli smlouvu ¢&i ujednéni, jeZ by svoji

2.

sluzeb timto prohlasuje a 2.1

a 2.2

QO QuINTILES’

Service Provider will strictly follow all terms
and provisions of the protocol (“Protocol”).

Warranties

Service Provider represents and warrants that
neither Service Provider, nor any of his/her
employees, agents or other persons
performing the Services under his/her
direction, has been debarred, disqualified or
banned from conducting the Services
anticipated hereunder or is under investigation
by any regulatory authority for debarment or
any similar regulatory action in any country,
and Service Provider shall notify Quintiles
immediately if any such investigation,
disqualification, debarment, or ban occurs.
Service Provider represents and warrants that
there are no pending for-cause rcgulatory
audits,  investigations or  procecdings
involving Service Provider, or any of his/her
employees or agents performing Study
activities which relate to compliance with
laws regarding the conduct of any clinical
research.

Service Provider warrants to Sponsor and
Quintiles that he/she is not party to any other
agreement or other arrangement, however
informal, the terms of which would present a
conflict of interest with the Services and
Service Provider covenants not to enter into,
during the term of this Agreement, any
agreement or arrangement which could be in
conflict with the provision of Services.



2.3

3.1
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povahou mohlo byt v rozporu s poskytovanim
SluZeb.

Poskytovatel  sluzeb  timto  potvrzuje
Zadavateli a Quintiles, Ze disponuje
veskerymi nezbytnymi opravnénimi ve vztahu
k vykonu SluZeb.

Divérné udaje a informace vlastnické
povahy

Veskeré¢ udaje a materidly poskytnuté
Poskytovateli sluzeb ze strany Quintiles,
Zadavatele, ¢i jejich zastupca (at’ jiz v Gstni,
pisemné i elektronické podobg), a veskerd
data, zpravy a informace vztahujici se ke
Studii ¢i k jejimu prabéhu (ddle jen “Dtvérné
Udaje”) budou predmétem vlastnictvi
Zadavatele. Poskytovatel sluzeb je povinen
striktné udrzovat divérny reZim Ddvérnych
Udaju a je opravnén je sdélit vyhradné tém
svym zaméstnanclim, ktefi jsou zapojeni do
provadéni Studie, avSak pouze v nezbytném
rozsahu pfi zachovani reZimu “need-to-
know”. Tyto zdvazky ve vztahu k zajisténi
ochrany dlivérnosti zlstanou v platnosti po
dobu deseti (10) let od dokonéeni Studie,
pficemz se v3ak nebudou vztahovat na
Duvérné Gdaje v rozsahu v jakém tyto: a) jsou
¢ se stanou vefejné znamymi bez zavinéni
Poskytovatele sluZzeb, b) jsou poskytnuty
Poskytovatelovi sluzeb tfeti osobou bez
zvazku zachovavani divérnosti, ¢) musi byt
zpiistupnény piislu§nym regulatnim afadim,
nebo d) musi byt zptistupnény dle platnych
pravnich predpisi.

Existujici vyndlezy a technologie Zadavatele,
Quintiles nebo Poskytovatel sluZeb a jsou
jejich odd€lenym vlastnictvim a nejsou
dotCeny touto Smlouvou. Zadavatel nabude
do vyhradniho vlastnictvi jakékoli vynalezy
nebo objevy vyplyvajici zcela nebo zE&asti
z Divérnych informaci nebo jako vysledek
SluZeb. Poskytovatel sluzeb bezodkladng
pisemn¢ informuje Zadavatele, jestliZe on/ona

2.3

3.1

3.2

QO QUINTILES

Service Provider warrants to Sponsor and
Quintiles that he/she has all necessary licences
for conduct of the Services.

Confidential and Proprietary Information

All information and materials, provided to
Service Provider by Quintiles, Sponsor, or
their agents, (whether verbal, written or
electronic), and all data, reports and
information, relating to the Services or its

progress (hereinafter, the ‘“Confidential
Information™) shall be the property of
Sponsor.  Service Provider shall keep the

Confidential Information strictly confidential
and shall disclose it only to its employees
involved in conducting the Services on a need-
to-know  basis.  These  confidentiality
obligations shall continue until ten (10) years
after completion of the Services, but shall not
apply to Confidential Information to the extent
that it: a) is or becomes publicly available
through no fault of Service Provider; b) is
disclosed to Service Provider by a third party
not subject to any obligation of confidence; c)
must be disclosed to applicable regulatory
authorities; or d) is required to be disclosed by
applicable law.

The existing inventions and technologies of
Sponsor, Quintiles, or Service Provider are
their separate property and are not affected by
this Agreement. Sponsor shall have exclusive
ownership of any inventions or discoveries
arising in whole or in part from Confidential
Information or arising as a result of the
Services.  Service Provider will promptly
notify Sponsor in writing if he/she or



4.1

4.2

nebo Hlavni zkousejici vytvoii nebo zhotovi
takovyto vyndlez nebo objev a vyhotovi na
ndklady Zadavatele jakékoli dokumenty a
poskytne jakékoli sv&dectvi, aby Zadavatel
ziskal patent v jakékoli zemi nebo aby
Zadavatel jinak chranil své zdjmy tykajici se
té€chto vynalezi nebo objevi.

Ochrana osobnich daji

Pted a v prib&hu poskytovani Sluzeb mohou
Poskytovatel  sluzeb a  zaméstnanci
Poskytovatele sluzeb, a to pouze se svym
souhlasem, poskytnout v souladu se zakonem
¢. 10172000 Sb., o ochrané osobnich udaja,
vplatném znéni, 0Odaje vztahujici se k
persondlu Poskytovatele sluzeb a & dalsim
osobam, jeZ mohou byt pfedmétem pravni
ochrany v oblasti ochrany osobnich udaja.
Tyto osobni udaje mohou zahrnovat jména,
kontaktni informace, pracovni zkuSenosti,
profesni  kvalifikaci, publika¢ni &innost,
Zivotopisy a vzdéldvaci &innost, hodnoceni
vykonu, persondlni moZnosti a ostatni
informace, jeZ se svoji povahou vztahuji k
provadéni klinickych hodnoceni
Poskytovatelem sluzeb.

Je-li sidlo Poskytovatele sluzeb v Evropské
Unii, Zadavatel bude sprdvcem takovych
osobnich udaji, vyjma p¥ipadd, kdy Quintiles
s jakymikoli osobnimi idaji bude nakladat dle
této Smlouvy jako spravce, v takovém p¥padé
bude v rozsahu takového nakladéni spravcem
t€chto osobnich daju Quintiles. Poskytovatel
sluZeb timto poskytuje svoleni s pouZitim a
zpracovanim takovych osobnich udaji a
souhlasi, Ze opatii jakékoli dodate¢né
nezbytné souhlasy pro pouZiti a zpracovéni
osobnich 1dajli od svych zaméstnanci a
persondlu, a to pro nasledujici UCely: a)
provedeni Studie; b) ptezkoumani statnimi
kontrolnimi organy, Zadavatelem, Quintiles a
jejich zastupci a pobotkami; ¢) jednani v
souladu s pravnimi a regulaénimi poZadavky;
d) uvefejnéni na www.clinicaltrials.gov a
webovych  strankdch a v databazich

4.1

4.2

QO QUINTILES’

Investigator conceives or makes any such
inventions or discoveries and, at Sponsor’s
expense, execute any documents and give any
testimony necessary for Sponsor to obtain
patents in any country or to otherwise protect
Sponsor’s interests in such inventions or
discoveries.

Data Protection

Prior to and during the course of the Services,
Service Provider and Service Provider staff,
with their consent, may provide according to
the Data Protection Act. No. 101/2000 Coll.,
as amended, personal data relating to its staff
or other personnel, which may be subject to
data privacy laws or regulations. Such
personal data may include names, contact
information, work experience, qualifications,

publications, resumes, educational
background, performance information,
facilities, staff capabilities, and other

information relating to Service Provider's
conduct of clinical trials.

If Service Provider is in the European Union,
the Sponsor would 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
then Quintiles shall be the data controller of
such personal data to the extent of such
dealings. Service Provider hereby consents to
the use and processing of his/her personal
data, and agrees to obtain any additional
necessary consents for the use and processing
of the personal data of his/her staff and
personnel, for the following purposes: a) the
conduct of the Study; b) review by
governmental or regulatory agencies,
Sponsor, Quintiles, and their agents, and
affiliates; c) satisfying legal or regulatory
requirements; d) publication on
www.clinicaltrials.gov and websites and



podobného Géelu; a e) uloZeni do databdzi z
divod usnadnéni vybéru Poskytovatell
sluZeb pro budouci klinickd hodnoceni.

QO QUINTILES

databases that serve a comparable purpose;
and e) storage in databases for use in selecting
Service Provider in future clinical trials.

43 Poskytovatel sluZeb dale souhlasi, Ze si opatfi 4.3 Service Provider further consents, and agrees
jakédkoli dodate¢na svoleni a souhlasy od to obtain any additional necessary consents
svych zaméstnancti a persondlu, a to ve vztahu from his/her staff and personnel, to the
k mozZnosti pfenosu takovych Udaji do zemi transfer of such data, to countries other than
odli$nych od mista sidla Poskytovatele sluzeb, Service Provider's own country, including the
véetn€ USA, a to bez ohledu na skute¢nost, Ze United States, even though data protection
legislativa na ochranu takovych udaji v may not exist or be as developed in those
takovych zemich nemusi vibec existovat &i countries as in Service Provider’s own
nemusi byt natolik rozvinuta jako v zemi sidla country. Service Provider agrees to ensure that
Poskytovatele sluzeb. Poskytovatel sluzeb his/her staff and personnel are aware that their
souhlasi, Ze zajisti, Ze jeho zaméstnanci a personal data will be used, processed and
personal si budou védomi, Ze jejich osobni stored for above-stated purposes and may
udaje budou pouZity, zpracovany a uloZeny potentially be transferred to other countries
pro shora uvedené ucely a rovnéz, Ze mohou and that they consent to such use, storage and
byt potenciondlné pfeneseny do jinych statl, a transfer. Service Provider agrees to comply
7e poskytuji souhlas s takovym uZzitim, with any applicable data privacy or data
ulozenim a ptenosem. Poskytovatel sluZeb protection legislation of the country in which
souhlasi, Ze bude jednat v souladu s ve$kerymi the data originated.
pfislusnymi pravnimi pFedpisy na uGseku
ochrany osobnich 1daji ¢i ochrany dat
platnych ve staté, kde takova data ¢&i Udaje
vznikly.

5. Platby S. Payment

5.1 Quintiles poskytne za Sluzby Poskytovatele 5.1 Quintiles shall pay for Service Provider’s
sluzeb thradu v souladu s P¥ilohou 3. Services as detailed in the Attachment 3.

5.2 Strany souhlasi stim, ze ptijemce platby 5.2 The parties agree that the payee designated
uvedeny dale je pro tuto Smlouvu fadnym below is the proper payee for this Agreement,
piijemcem platby a platby podle této Smlouvy and that payments under this Agreement will
budou provedeny pouze nize uvedenému be made only to the following payee (the
ptijemci platby (dale jen ,,Péijemce platby*): “Payee”):

Bankovni BANK
spojeni DETAILS
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5.4

5.5

V ptipad€ zmén svych bankovnich Udaji je
Pfijemce platby povinen o t&chto zménich
Quintiles pisemn¢ informovat. Strany se
dohodly, Ze v pfipadé zmén bankovnich udajg,
které se netykaji zmény piijemce platby nebo
zmény mista bankovniho U¢tu, nebudou dalgi
upravy nutné.

Ptijemce platby souhlasi s tim, Ze jeho posudek
tykajici se doporuceni, poskytnutych Sluzeb a
péce o kaidého pacienta nebude ovlivnén
kompenzaci, kterou obdrzi na zéklad® této
Smlouvy, kterdZto kompenzace neptekrodi
objektivni trzni hodnotu Sluzeb, které poskytuje,
a nedostane Z4dné dalsi platby, které by ho mé&ly
piimét nakoupit nebo predepsat jakékoliv 1éky,
prostfedky nebo produkty. Pokud mu Zadavatel
nebo Quintiles bezplatné poskytnou jakékoliv
produkty nebo polozky, které se maji ve Studii
pouZzit, Poskytovatel sluzeb souhlasi, Ze nebude
tyto bezplatné ziskané produkty nebo polozky
uctovat jiné osobg, pojistiteli nebo vladni
agentufe nebo jiné tieti strané. Poskytovatel
sluzeb souhlasi, 7¢ nebude Zidné osobg,
pojistiteli nebo vladni agentufe Udtovat Zadné
sluzby nebo vydaje vzniklé bshem Studie, za
které jiz obdrzel kompenzaci od spolecnosti
Quintiles nebo Zadavatele.

Poskytovatel sluZeb bude fakturovat sluzby
spole¢nosti Quintiles kazdych Sest (6) mésict
platnosti a ¢innosti této smlouvy a kone¢nou
fakturu na vechny poplatky, ndklady a vydaje
odesle do tficeti (30) dnt po dokondeni SluZeb.
Quintiles oproti tomu vyzve Poskytovatele
sluzeb kazdych Sest (6) mésicd platnosti a
U¢innosti této smlouvy k fakturaci provedenych
sluzeb dle této smlouvy. Quintiles spole¢né s
touto vyzvou zaSle Poskytovatele sluZeb téZ
seznam provedenych Ukonii Poskytovatele
sluZeb provedenych na zakladg této smlouvy, a

to z divodu oboustranné kontroly takto
provedenych sluzeb.
Poskytovatel sluzeb souhlasi stim, Ze

kompenzace, kterou obdrzi na zakladg této
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5.4

5.5

QO QuUINTILES

In case of changes in the Payee’s bank details,
Payee 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.

Payee agrees that its/his/her judgment with
respect to the advice, Services provided, and
care of each patient, will not be affected by the
compensation it/he/she receives from this
Agreement, that such compensation does not
exceed the fair market value of the Services
it/he/she is providing, and that no payments
are being provided to it/him/her for the
purpose of inducing it/he/she to purchase or
prescribe any drugs, devices or products. If
the Sponsor or Quintiles provides any free
products or items for use in the Study, it/he/she
agrees that it/he/she will not bill any person,
insurer or governmental agency, or any other
third party, for such free products or
items. It/he/she agrecs that it/hc/she will not
bill any person, insurer, or governmental
agency for any services or expenses incurred
during the Study for which it has received
compensation from Quintiles or Sponsor.

Service Provider will invoice Quintiles every
six (6) months from the effective date of this
Agreement, and Service Provider will send a
final invoice for all fees, costs and expenses
within thirty (30) days of completion of the
Services. Every six (6) months from the
effective date of this Agreement, Quintiles will
invite the Service Provider to issue an invoice
for services provided under this Agreement.
Quintiles will together with this invitation
send the Provider a list of procedures
performed under this Agreement in order to
guarantee a mutual overview of both parties
over the Services performed.

Service Provider agrees that the compensation
it/he/she receives from this Agreement does



5.6

5.7

5.8

Smlouvy, nepfekroéi objektivni trzni hodnotu
poskytovanych sluzeb a Ze mu nebude
poskytnuta Zadna platba za U€elem piimét ho
koupit ¢i predepsat jakékoliv 1éky, prostfedky
nebo produkty. Poskytovatel sluZeb souhlasi, Ze
nebude Zddnému pacientovi, pojistiteli nebo
vladni agentufe ucCtovat zZadnou poloZzku,
navstévu, sluzby nebo vydaje, které poskytla ¢i
zaplatila spolecnost Quintiles nebo Zadavatel.

Poskytovatel sluZzeb prohlasuje a zarucuje, Ze ani
on ani zadny jednotlivec nebo subjekt jednajici
jeho jménem ani Zadny piijemce platby podle
této Smlouvy pfimo nebo neptimo nenabidnou
ani nezaplati nebo neschvali nabidku nebo
vyplatu penézni ¢astky nebo jakékoliv hodnoty
74dnému vefejnému ciniteli (jak je definovan
dale) nebo vetejnému subjektu s védomim nebo
umyslem, Ze dand platba, slib nebo dar bude
zcela nebo ¢astecné€ ucinén k ovlivnéni dfedniho
ukonu nebo rozhodnuti, které pomohou
Quintiles, Zadavateli nebo Poskytovateli sluzeb
k zajisténi nepatficné vyhody nebo k ziskani
nebo udrzeni obchodu nebo k zacileni obchodu
na jakoukoliv osobu nebo subjekt.

Kromé¢ jinych prav nebo ndpravnych opatfeni
podle této Smlouvy nebo podle zikona mohou
Zadavatel anebo Quintiles tuto Smlouvu
vypovédét s okamZitou a&innosti, pokud
Poskytovatel sluzeb porusi nékteré ze svych
prohlageni nebo zaruk obsaZenych v tomto
Clanku nebo pokud se Quintiles nebo Zadavatel
dozvédi, ze Poskytovatel sluzeb nebo ng&jaka
osoba ¢i subjekt jednajici jeho jménem hodla
provést nebo provedl vefejnym &initelim
nevhodnou platbu.

Pro ucely této Smlouvy se ,Vefejnym
¢initelem* ma na mysli jakykoliv uFednik nebo
zamestnanec  vlady, vefejné mezinarodni
organizace nebo jejich oddé€leni ¢i agentury nebo
jakékoliv osoba jednajici ve vefejné funkei
véetné, ale nejen, jménem vefejné agentury nebo
podniku, a jakakoliv politickd strana nebo

5.6

5.7

5.8

QO QUINTILES'

not exceed the fair market value of the services
it/he/she is providing, and that no payments
are being provided to it/him/her for the
purpose of inducing them to purchase or
prescribe any drugs, devices or products.
Service Provider agrees that it/he/she will not
bill any patient, insurer, or governmental
agency for any items, visits, services or
expenses provided or paid for by Quintiles, or
Sponsor.

Service Provider represents and warrants that
neither it’/he/she nor any individual or entity
acting on its/his’her 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 Service Provider in securing an
improper advantage or in obtaining or
retaining business or in directing business to
any person or entity.

In addition to other rights or remedies under
this Agreement or at law, Sponsor and/or
Quintiles may terminate this Agreement with
immediate effect if Service Provider 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
Service Provider or any individual or entity
acting or its/his/her 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.



QO QUINTILES

ufednik politické strany nebo jakykoliv kandidét
na vefejnou funkci.

6. Odpovédnost a pojisténi 6. Liability and Insurance

6.1 Za 7Zadnych okolnosti nebude kterdkoli ze 6.1 In no event shall either party be liable to the
smluvnich stran odpovédnd vi¢i druhé ve other for loss of profits, business,
vztahu k uslému zisku, ztrdt¢ obchodni revenue, goodwill or anticipated savings,
pfileZitosti, ztrat& jakéhokoli vynosu &i trzby, indirect or consequential loss or damage.
goodwillu ¢i ofekavanych uspor, nepfimé &
souvisejici ztrat€ ¢i nahradé $kody.

6.2 Quintiles se timto vyslovné zfika jakékoli 6.2 Quintiles expressly disclaims any liability in
odpovédnosti ve vztahu k Hodnocenému connection with Study medication and any
1é€ivu a k jakémukoliv jinému v rameci Studie other trial related materials (collectively “the
pouZittmu materidlu & provedenému “Medication”), including any liability for any
vySetieni (spole¢né dale jen “Légivo™), a to product claim arising out of a condition caused
vCetn€ jakékoli odpovédnosti za vyrobek by or allegedly caused by the administration
vyplyvajici ze skuteGnosti zplisobené ¢&i of such Medication.
udajné zpisobené podanim takového Lé&iva.

6.3 Z4dné zde uvedené ustanoveni neni 6.3 Nothing herein is intended to exclude or limit
zamySleno ¢i  konstruovano ve smyslu any liability of any party for death or personal
vylou€eni ¢i omezeni odpovédnosti kterékoli injury caused by the negligence of such party.
smluvni strany za smrt & (jmu na zdravi
zpUsobenou nedbalosti takové smluvni strany.

6.4 Poskytovatel ~ sluzeb se zavazuje, ze 6.4 Service Provider shall promptly notify
neprodlené pisemné vyrozumi Quintiles a Quintiles and Sponsor in writing of any claim
Zadavatele o jakémkoli ndroku vztahujicimu of illness or injury actually or allegedly due to
se k nemoci & jm& skutedn& &i udajng an adverse reaction to the Medication of which
vzniklé v disledku neZddouci ptihody v he/she becomes aware and allow Sponsor to
souvislosti s Lé¢ivem, o kterém se dozvi a handle such claim (including settlement
umozni Zadavateli vést jednani o takovém negotiations), and shall co-operate fully with
ndroku (a to véetné jedndni o jakémkoli Sponsor in its handling of the claim.
vyrovnani), a poskytne Zadavateli plnou
soucinnosti v souvislosti s vedenim jedn4ni o
takovém naroku.

6.5  Poskytovatel sluZeb se timto zavazuje, ze bude 6.5  Service Provider shall maintain a commercially
udrZovat pojisténi poZadované zdkonem a Ze reasonable level of insurance, and, upon
na zdkladé Zadosti Poskytovatel sluZeb request, shall provide a certificate of insurance
piedlozi Quintiles doklad o pojisténi. to Quintiles.

7. Korespondence s regulaénimi orginy a 7. Regulatory Correspondence and Inspection

kontroly




7.1

7.2

Poskytovatel sluzeb se zavazuje neprodleng
vyrozumét Quintiles a poskytnout Quintiles
kopii jakéhokoli pozadavku, zadosti ¢i
korespondence &i sdéleni zaslaného vidi &i
obdrzeného od jakéhokoli statniho ¢i
kontrolnfho orgdnu v souvislosti se Studii,
zejména pak Z&dosti o provedeni kontroly
zafizeni/vybaveni = Poskytovatele  sluzeb,
pfiCemZz se Poskytovatel sluzeb zavazuje
umoznit Quintiles a Zadavateli Ulast pti
jakékoli takové kontrole, pokud takova tGcast
nen{ vyloucena pravnimi predpisy nebo
ufednim rozhodnutim. Poskytovatel sluZeb je
povinen ptijmout veSkerd vhodna opatien{ za
ucelem oddéleni a nezvetejnéni,
nezptistupnéni, neposkytnuti ¢i neodhaleni
jakéhokoli materidlu davérné povahy, jehoz
neni v souvislosti s takovou kontrolou
zapotiebi zvetejnit, zptistupnit, poskytnout ¢i
odhalit.

Poskytovatel sluZeb timto poskytuje Quintiles,
Zadavateli a jejich opravnénym zastupcim
opravnéni k ptiméfenému ptistupu do prostor
Poskytovatele sluzeb, zdznamim (véetné
opravnéni pofizovat si  kopie takovych
material(l na sv(ij naklad) a/nebo k jakémukoli
vybaveni a poskytne veSkerou nezbytnou
soucinnost v kterykoli ¢asovy okamZik po dobu
platnosti této Smlouvy, a to za Géelem vykonu
kontroly ¢i prohlidky & auditu plnéni
povinnosti, jeZ jsou Poskytovateli sluzeb
ulozeny touto Smlouvou, jakoZ i kontrolu
veSkerych Cinnosti, plnéni, bezpecnosti a
zaji§téni integrity ve vztahu ke shora
uvedenému a k pInéni SluZeb. Budou-li
jakakoli zdrojovd data uchovavdna pouze
v pocitatovych souborech, vytiskne
Poskytovatel sluZeb viechna tato data, kterd se
tykaji Studie, pro tcely ovéfeni zdrojovych
dat a necha si je podepsat a opatiit datem a
bude je uchovavat jako zdrojové dokumenty.
Veskeré provadéné kontroly vSak musi
zachovat div€rnost informaci o pacientech
vsouladu se zdkonem ¢&. 372/2011 Sb. a
101/2000 Sb. v8e v platném znéni.

7.1

7.2

QO QUINTILES'

Service Provider shall immediately notify
Quintiles, and provide Quintiles copies, of any
inquiries, correspondence or communications
to or from any governmental or regulatory
authority relating to the Services, including,
but not limited to, requests for inspection of
Service Provider’s facilities, and Service
Provider shall permit Quintiles and Sponsor to
attend any such inspections, inspections, to the
extent not prohibited by such governmental or
regulatory authority. Service Provider will
make reasonable efforts to separate, and not
disclose, any confidential materials that are
not required to be disclosed during such
inspections,

Service Provider shall grant to Quintiles,
Sponsor and their respective authorised agents
the right of reasonable access to Service
Provider’s facilitates, records (including a right
to make copies thereof at cost) and/or any
equipment and shall provide all reasonable
assistance at all times during the currency of this
Agreement for the purposes of carrying out an
audit of Service Provider’s compliance with this
Agreement as well as an audit of all activities,
performance, security and integrity in
connection therewith or the provision of the
Services. If any source data are kept on
computer files only, the Service Provider shall
make print-outs of all such data relevant to the
Study for the purpose of source data
verification, and shall have them signed, dated
and retained as source documents. All visits
conducted must be in compliance with the
obligation to keep patient data confidential in
accordance with Act no. 372/2011 Coll. and
Act. No. 101/2000 Coll., as amended.

10



8.1

9.1

9.2

10.

Publikace

Poskytovatel sluZeb nesmi zvefejnit nebo
odkazovat, zcela nebo z&4sti, na Sluzby bez
predchoziho vyslovného pisemného souhlasu
Zadavatele. Zadnd ze stran této Smlouvy
nepouzije jakykoli nazev jiné smluvni strany,
nebo nazev Zadavatele, v souvislosti
s jakoukoli reklamou, zvefejfiovanim nebo

propagaci bez pfedchoziho pisemného
svoleni.
Zanik platnosti

Zadavatel a/nebo Quintiles mdZe ukonéit
platnost této Smlouvy s okamzZitou G&innost
doruCenim pisemné vypovédi. Poskytovatel
sluzeb mize ukon¢it poskytovani SluZeb
pisemnou vypovédi v ptipadé, Ze dojde ke
vzniku okolnosti, jeZz s ohledem na svoji
povahu nejsou ze strany Poskytovatele sluzeb
jakkoli ovlivnitelné, a jeZ brani Poskytovateli
sluZeb v dokonéeni SluZeb, nebo v piipadé, Ze
Poskytovatel sluzeb divodné dosp&je k
zaveru, Ze vykon SluZeb predstavuje riziko.
Vypoveédni lhita ¢ini 1 mésic a zacne bézet
prvnim dnem mésice nasledujiciho po
doruceni vypovédi.

V nédvaznosti na ukonéeni platnosti této
Smlouvy z jakékoli pii¢iny, aviak s vyjimkou
poruSeni Smlouvy ze strany Poskytovatele
sluzeb, budou jakékoli splatné dluzné &éstky
vici Poskytovateli sluZeb uhrazeny ze strany
Quintiles a to v souladu s podminkami této
Smlouvy nebo, v piipadg, Ze Quintiles poskytl
jakékoli thrady formou zilohovych plateb,
Poskytovatel sluZeb vrati veskeré takové
Uhrady s vyjimkou finanéni &¢4stky, na kterou
vznikl nérok za SluZby ¢&i jejich dil¢ich pInéni a
to v souvislosti s jejich fAdnym provedenim v
souladu s touto Smlouvou.

Dodateéna smluvni ujednani

8.

8.1

9.

9.1

9.2

10.

QO QUINTILES'

Publication

Service Provider may not publish or refer, in
whole or in part to, the Services without the
prior express written consent of Sponsor. No
party hereto shall use any other party’s name,
or Sponsor’s name, in connection with any
advertising, publication or promotion without
prior written permission.

Termination

Sponsor and/or Quintiles may terminate this
Agreement effective immediately upon
written notice. Service Provider may
terminate upon written notice if circumstances
beyond Service Provider’s reasonable control
prevent Service Provider from completing the
Scrvices, or if Service Provider reasonably
determines that it is unsafe to continue the
Services. The notice period is 1 month and
starts on the first day of the month following
the delivery of the termination notice.

Upon termination of this Agreement for any
reason other than breach by Service Provider,
any outstanding sums shall remain due and
payable by Quintiles to Service Provider in
accordance with the terms of this Agreement or,
if Quintiles has paid any sums in advance,
Service Provider shall repay all such sums other
than money, in respect of any Services or part
thereof properly performed in accordance with
this Agreement.

Additional Contractual Provisions

11



10.1

10.2

10.3

10.4

Tato Smlouva, v&etné jejich Pfiloh,
pfedstavuje vyhradni a Uplnou dohodu
uzavienou mezi smluvnimi stranami, pfi¢emz
nahrazuje veSkerd ostatni pisemnd a Ustni
ujednani vztahujici se ke Sluzbam.

Jakakoliv zména ¢&i dodatek této Smlouvy
bude platny vyhradné tehdy, bude-l1i proveden
v pisemné podob¢ a opatien podpisem viech
smluvnich stran. Neuplatnéni ¢i nevynuceni
jakékoliv  podminky stanovené touto
Smlouvou nebude ptedstavovat vzdani se
vykonu opravnéni stanoveného takovou
podminkou. V ptipadé, Ze kterakoli ¢ast této
Smlouvy bude shledana jako nevynutitelna,
zlistane zbytek Smiouvy v platnosti.

Tato Smlouva nabyva platnosti, G€innosti a
stava se zavaznou VU¢i jejim smluvnim
strandm a jejich pravnim ndstupcim a
nabyvatelim, a to po podpisu opravnénych
zastupcll vech smluvnich stran této smlouvy.
Poskytovatel sluZeb neni opravnén pievést ¢i
postoupit jakakoli prava ¢i zavazky, které mu
jsou stanoveny touto Smlouvou bez
piedchoziho pisemného svoleni Quintiles. Na
zaklad¢ pozadavku Zadavatele bude Quintiles
opravnén postoupit tuto Smiouvu na
Zadavatele ¢i tieti stranu s tim, Zze Quintiles
nebude odpovédny za jakékoli zdvazky ¢&i
odpovédnosti vyplyvajici z této Smlouvy, k
jejichz vzniku dojde po okamzZiku postoupent,
pfi¢emZ Poskytovatel sluZeb timto souhlas{ s
takovym ptipadnym postoupenim.
Poskytovatel sluzeb bude neprodlené pisemné
vyrozumen 0 takovém postoupeni
postupnikem.

Smluvni strany timto potvrzuji, Ze jsou
nezavislé smluvni strany, pficemz Zadné z
ustanoveni této Smlouvy nebude vykladano
ve smyslu, ktery by vytvafel domnéni vzniku
vztahu mezi jednotlivymi  spolecniky,
zmochnitelem a zmocnéncem,
zamé€stnavatelem a  zaméstnancem, i
spole¢ného podniku charakteru joint-venture.
Quintiles nevznikne povinnost ¢i odpoveédnost

10.1

10.2

10.3

10.4

QO QUINTILES’

This Agreement, including the Appendices,
constitutes the sole and complete agreement
between the parties and replaces all other
written and oral agreements relating to the
Services.

No amendments or modifications to this
Agreement shall be valid unless in writing and
signed by all the parties. Failure to enforce
any term of this Agreement shall not
constitute a waiver of such term. If any part
of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.

This Agreement shall be binding and effective
upon the parties and their successors and
assigns, that is after the signatures of all
parties of this Agreement. Service Provider
shall not assign or transfer any rights or
obligations under this Agreement without the
written consent of Quintiles. Upon Sponsor’s
request, Quintiles may assign this Agreement
to Sponsor or to a third party, and Quintiles
shall not be responsible for any obligations or
liabilities under this Agreement that arise after
the dale of the assignment, and Service
Provider hereby consents to such an
assignment. Service Provider will be given
prompt written notice of such assignment by
the assignee.

The parties hereto are independent contractors
and nothing contained in this Agreement shall
be construed to place them in the relationship
of  partners, principal and  agent,
employer/employee  or joint  venturers.
Quintiles shall not be responsible for paying
any employment-related taxes or
contributions on behalf of Service Provider or
Service Provider Personnel and Service

12



10.5

11.

11.1

11.2

11.3

ve vztahu k  thraddm  jakychkoli
pracovnépravnich dani &i pfispévkd vici
Poskytovateli sluzeb ¢i jeho zaméstnanctim a
Poskytovatel sluZeb potvrzuje, Ze splni
veskeré platné zdvazky vzniknuvsi ve vztahu
k takovym danim a p¥ispé&vkiim.

Podminky této Smlouvy, jeZ obsahuji zdvazky
Ci prava, jeZ svoji povahou presahuji okamzik
ukonCeni poskytovani  Sluzeb, pretrvaji
okamzik zaniku platnosti ¢i uskute¢néni této
Smlouvy.

Pravni rad

Tato Smlouva je vyhotovena v souladu s a ¥{d{
se pravem zemé, kde je Poskytovatel sluzeb
lokalizovén.

Tato Smlouva je vyhotovena v anglickém a
Ceském  jazykovém zn&ni. V  piipadé
jakéhokoli rozporu bude rozhodujici &eské
jazykova verze.

Jakékoliv spory z vyplyvajici z této smlouvy,
budou nejprve feSeny vzijemnou dohodou
viech smluvnich stran. Nedojde-li k dohodg,
budou veskeré spory FeSeny ptisluinymi
soudy Ceské republiky bez ohledu na kolizni
normy.

12. Pireru$eni sluZzeb

12.1

Poskytovatel sluZeb vynaloZi komeréng
piiméfené Usili k tomu, aby po celou dobu
platnosti Smlouvy poskytoval SluZby bez
pferuSeni. Pokud v3ak Poskytovateli sluZeb
nebo jeho pfislusnym dodavateldm nebo
subdodavatelim bude zcela nebo &aste¢ng
znemoznéno Sluzby Zadavateli a/nebo
spole¢nosti Quintiles poskytovat nebo budou
Sluzby preruSeny &i pozastaveny z diivodu
zasahu vyS$§f moci vymezeného v ¢lanku 13.1
niZze nebo pokud bude Poskytovatel sluzeb

10.5

11.

11.2

11.3

12,

12.1

QO QuUINTILES

Provider warrants that Service Provider will
fulfil all applicable obligations regarding such
taxes and contributions.

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Services shall survive
termination or completion of this Agreement.

Law

This Agreement shall be governed and
construed in accordance with law of a country
where Service Provider is located.

The Agreement is drawn up in English and in
Czech language versions. In casc of any
dispute Czech language version shall prevail.

All disputes arising out of this Agreement shall

be settled by a mutual agreement of the Parties.
If no agreement is reached, all disputes shall
be referred to the competent courts of the
Czech Republic, notwithstanding any conflict
of laws provisions.

Interruption of Services

Service Provider shall use its commercially
reasonable efforts to provide uninterrupted
Services through the Term. In the event,
however, that Service Provider or its
respective suppliers or subcontractors are
wholly or partially prevented from providing
Services to Sponsor and/or Quintiles or if
Services are interrupted or suspended, in
either case by reason of any force majeure
event set forth in Section 13.1 below, or
Service Provider shall deem it reasonably

13



povazovat za pfiméiené nezbytné poskytovani
Sluzeb vramci této Smlouvy pozastavit
z divodu udrzby, musi Poskytovatel sluzeb
toto pierudent, s vyjimkou pfipadd Vyssi moci
dle ¢lanku 13 , pisemné€ ozndmit alespon
Sedesat (60)dni pfedem av ozndmeni
vysvétlit divod, ucel a pravdépodobné trvani
pferuSeni.  Poskytovatel  sluzeb  musi
zabezpecit kontinuitu sluzeb tim, Ze zajist
nahradni zplsob poskytovani stejnych Sluzeb
vsouladu stouto Smlouvou, a vynaloZi
komer¢né piimétené usili, aby
minimalizovalo trvani a dopad pteruseni.

13. Omezeni zasahem vyssi moci

V ptipadé, Ze jedna ze smluvnich stran nebude
schopna dodrzet své povinnosti vyplyvajici
zté¢to Smlouvy v dusledku okolnosti, jez
nemlze ovlivnit, napiiklad zemétfeseni,
hurikanu, snéhové boufe, zaplavy, tornada,
pozéru, zivelni pohromy, dalSich podobnych
katastrof, valky, nepokoj, terorismu, dalsich
skuteénosti majicich povahu vyss§i moci, bude
smluvni strana této povinnosti po dané obdobi
neschopnosti zprosténa pod podminkou, Ze
ucini pfiméfend opatieni k napravé takového
nesplnéni povinnosti, jakmile toho bude
schopna.

QO QuUINTILES’

necessary to suspend delivery of a Service
hereunder for purposes of maintenance,
Service Provider shall, except in case of Force
Majeure Limitation as stated below in Section
13, provide at least sixty (60) days prior
written notice of the interruption explaining
the reason, purpose and likely duration
thereof; (b) Service Provider shall secure the
continuity of Services by providing a backup
able to provide the same Services in
accordance with this Agreement; and (c) use
commercially reasonable efforts to minimize
the duration and impact of the interruption.

13. Force Majeure Limitation

13.1

In the event a Party is unable to comply with
obligations under this Agreement due to
circumstances beyond its control, such as an
earthquake, hurricane, blizzard, flood,
tornado, fire, act of God, other similar
catastrophe, war, riots, terrorism or other
debilitating action of a third party, such Party
shall be excused from such obligation for such
period of inability, provided that the excused
Party shall take rcasonable steps to remedy
such noncompliance once it is able.
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Na diikaz souhlasu p¥ipojuje sviij podpis
opravnény zastupce

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

Jméno/By: MUDr. Robert Freiburg
Director, Regulatory & Start-Up

Funkce/Title: 13 -03- 2017
Datum/Date:

Podpis/Signature:

Na zaklad€ plné moci Quintiles Czech Republic, s.r.o.
/Under a Power of Attorney Quintiles Czech Republic,
S.I.0.

Na diikaz souhlasu pFipojuje sviij podpis
Poskytovatel sluZeb Institut klinické a
experimentalni mediciny

ACKNOWLEDGED AND AGREED BY Service
Provider Institut klinické a experimentalni mediciny

Jméno/By: MUDr. Ale$ Herman, Ph.D.

Funkce/Title:

Datumy/Date: 30

Podpis/Signature:

Podepsino Quintiles Czech Republic s.r.o0. na
zikladé plné moci v zastoupeni

F. Hoffman — La Roche Signed by Quintiles Czech
Republic s.r.o., under a Power of Attorney for and
on behalf of F. Hoffman —La Roche

Jméno/By: MUDr. Robert Frelburg
'  Regulatory & Start-Uy
Funkce/Title:
13 -03- 2017
Datum/Date:

Podpis/Signature:

QO QUINTILES
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