NUCLEAR SERVICES AGREEMENT SMLOUVA O PROVADENI

WITH SITE VENDOR NUKLEARNICH SLUZEB§ 5

DODAVATELEM PRACOVISTE

This Radiology Service Agreement with Tato smlouva SmI(;)uva 0 providéni
Site Vendor (“Agreement”), which shall radiologickych sluzeb s dodavatelem
become effective as of the last signature date pracovisté (dale jen ,.smlouva®), ktera

below (“Effective Date”), is by and between: ~ Nabude ucinnosti k poslednimu datu podpisu
nize (déle jen ,,datum ucinnosti*), se uzavira

mezi:

Oblastni nemocnice Pifbram, a.s. with its Oblastni nemocnice Piibram, a.s. se sidlem
principal place of business at Gen. R. na adrese Gen. R. TeS_af’ikaVSO, 261 01
Tesatika 80, 261 01 Piibram I., Czech Ptibram I., Ceska republika, ICO: 27085031

Republic, Company ID: 27085031 o o
(“Services Provider”), (dale jen ,,poskytovatel sluzeb*),
and a
Stemline Therapeutics, Inc. with its principal Stemline Therapeutics, Inc. se sidlem na
place of business at 750 Lexington Avenue, 4th ~ adrese 750 Lexington Avenue, 4th Floor, New
Floor, New York, NY 10022, USA York, NY 10022, USA
(“Sponsor”), (dale jen ,,zadavatel*),
and a
I ith its principal place of _ korespondencni adresa: Gen.
business at Gen. R. Tesaiika 80, 261 01 R. Tesatika 80, 261 01 Pfibram I., Ceska
Ptibram I., Czech Republic , r.epubI|I,<a )
(“Physician”), (dale jen ,,Lékar),

each a “Party” and collectively “the Parties.” kazdy z nich jednotlivé oznacovany jako
»strana® a spole¢né jako ,,strany*.

Whereas Vzhledem k tomu, Ze

A. Sponsor  desires A. Zadavatel __si  pfcje,  aby
(“Institution™ and B de  jen

(“Principal Investigator”) to conduct ozdravotnické  zafizeni”)  a
a medical research study (the “Study”) I (cile jen .hlavni

of Elacestrant, alpelisib, everolimus, zkousejici) provadeli Iekafské
palbociclib, abemaciclib, and vyzkumné  Kklinické hodnoceni
ribociclib (“Study Drug”) under the (dale jen ,studie”) s pripravky
Sponsor protocol entitled “A Phase elacestrant, alpelisib, everolimus,
1b/2, Open-Label Umbrella Study to palbociclib, ~— abemaciclib,
Evaluate Safety and Efficacy of aribociclib (dale jen ,,hodnoceny
Elacestrant in Various Combinations pripravek®)  podle  protokolu
in Patients with Metastatic Breast zadavatele s nazvem ,,Otevrené,
Cancer (ELEVATE)”, STML-ELA- zastresujici klinické hodnoceni faze
0222 (“Protocol™); 1b/2  za ucelem vyhodnoceni

bezpecnosti a ucinnosti

elacestrantu v ruznych

kombinacich u pacientii/pacientek
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A. Sponsor has authorized Worldwide

Clinical Trials, d.o.0., having its
registered office at Ulica Grada
Vukovara 284, 10000 Zagreb, Croatia,
ID No: 50856965346, and its affiliates
and its affiliates (“Worldwide”),
pursuant to a written agreement to
coordinate and/or perform certain
activities on behalf of Sponsor,
including but not limited to,
negotiation and execution of clinical
trial agreements including its related
ancillary agreements and monitoring of
the Study conduct;

. Sponsor has entered into Clinical Trial
Agreement with the Institution and
Principal ~ Investigator  for  the
performance of the Study; and

. Institution and Principal Investigator
have delegated certain nuclear related
Study functions to the Services
Provider and this Agreement will
govern the roles and responsibilities of
the Services Provider and Physician in

A. Zadavatel

. Zadavatel

. Zdravotnické

s metastatickym karcinomem prsu
(ELEVATE)“, STML-ELA-0222
(dale jen ,,protokol*);

povetil spole¢nost
Worldwide Clinical Trials, d.o.o0., s
hlavnim sidlem na adrese Ulica Grada
Vukovara 284, 10 000 Zahieb,
Chorvatsko, ICO: 50856965346, a jeji
pridruzené spolec¢nosti  (dale jen
»Worldwide®), ve shod¢ s pisemnou
smlouvou ke koordinovani a/nebo
provadéni uritych Cinnosti jménem
Zadavatele, mimo jiné  vcetné
vyjedndvani a uzavirani smluv o
Klinické studii, v¢etné jejich dopliku, a
monitorovani provadéni studie;

uzaviel  Smlouvu o
klinickém hodnoceni se zdravotnickym
zatizenim a hlavnim zkouSejicim pro
ucely provadéni studie; a

zafizeni a  hlavni
zkouSejici delegovali urcité funkce
tykajici se studie z nuklearni oblasti
na poskytovatele sluzeb a Lékate a v
této smlouvé jsou upraveny Ulohy a
povinnosti poskytovatele sluzeb a
Lékare ve studii.

the Study.

Definitions Vymezeni pojmui

Applicable | Any applicable international Platné Jakykoli platny mezinarodni

Laws or local law, statute, rule, zakony nebo mistni zékon, statut,
code, regulation or ordinance pravidlo, kodex, nafizeni
that applies to any Party or to nebo predpis, ktery se
this Study and Agreement, vztahuje na kteroukoli stranu
which includes the nebo na tuto studii a
Declaration of Helsinki, the smlouvu, kterd zahrnuje
current  Good  Clinical Helsinskou deklaraci,
Practice  Guidelines, and aktualni Smérnice spravné
rules governing the Klinické praxe a pravidla
collection and processing of upravujici shromazd’ovani a
personal data as are in effect zpracovani osobnich udaju,
from time to time. Které cas od ¢asu vejdou v

ucinnost.

Budget The total cost for the | | Rozpocet Celkové naklady na tispésné

successful completion of the provadéni sluzeb ze strany
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Services by Services
Provider and Physician as
described in Exhibit D.

poskytovatele  sluzeb a
Lékate, jak je uvedeno v
Priloze D.

conduct of the Study and the
quality of the data produced
as defined in the current
Guideline for Good Clinical
Practice including but not
limited to copies of the
Protocol, Study Instructions,
Study related
correspondence and
regulatory documentation.

Confidential | Any Study Data and results, Duavérné Jakékoli udaje a vysledky
Information | CRFs, records, reports, terms informace studie, formulafe CRF,
of this Agreement or other zaznamy, zpravy, podminky
information  disclosed or této smlouvy nebo jiné
made available to Services informace  sdélené nebo
Provider whether prior to or zptistupnéné
after the execution of this Zdravotnickému zatizeni
Agreement, by or on behalf nebo Hlavnimu zkousejicimu
of Sponsor or Worldwide on pifed uzavienim nebo po
or generated as a result of this uzavieni této  Smlouvy
Study. Zadavatelem nebo jeho
jménem nebo spole¢nosti
Worldwide v souvislosti s
touto Studii nebo vzniklé v
jejim dasledku.
Case Report | A printed, optical, or Zaznam Tistény,  opticky  nebo
Form (CRF) | electronic document | | subjektu elektronicky dokument, na
designed to record all the hodnoceni Ktery se zaznamenavaji Udaje
Protocol required (Case souvisejici s protokolem a
information to be reported to Report ktery bude piedan zadavateli
Sponsor on each Study Form, CRF) | pro kazdy studijni subjekt.
Subject.
Investigatio | The Study Drug or Study Hodnoceny | Hodnoceny piipravek nebo
nal Product | Device identified above and | | ptipravek hodnoceny prostiedek
where relevant, the control uvedeny vyse a Vv
material(s) as further detailed relevantnich ptipadech
in the Protocol. kontrolni material(y), jak je
blize  specifikovdno v
protokolu.
Essential Documents which Zéakladni Dokumenty, které jednotlivé
Documents | individually and collectively | | dokumentac | a spolecné umoznuji
permit evaluation of the| |e vyhodnocovéni  provadéni

studie a kvality ziskanych
dat, jak je definovano v
aktualnich  pokynech pro
spravnou Klinickou praxi,
mimo jiné vcetné kopii
protokolu, pokynu ke studii,
korespondence souvisejici se
studii a regulacni
dokumentace.
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Services The performance of the Sluzby Provadéni studie v souladu s
Study according to the protokolem a touto smlouvou
Protocol and this Agreement ze strany poskytovatele
by Services Provider and sluzeb a Lékate na zékladé¢
Physician as delegated to it delegovani ze strany
by the Institution and zdravotnického zafizeni a
Principal Investigator. hlavniho zkousejiciho.

Source Original ~ Study  Subject Zdrojova Puvodni 1ékaiské zaznamy

Documents | medical records and any | | dokumentac | studijniho subjektu a jakékoli
original documents, data, and e originalni dokumenty, data a
records owned by the zaznamy ve  vlastnictvi
Institution and/or Principal zdravotnického zatizeni
Investigator e.g., hospital a/nebo hlavniho
records, clinical and office zkousejiciho, napf.
charts, laboratory notes, nemocni¢ni zaznamy,
memoranda, Study Subjects' klinickh a  kancelafska
diaries or evaluation schémata, laboratorni
checklists, pharmacy pozndmky, memoranda,
dispensing records, recorded deniky  nebo  kontrolni
data from automated seznamy studijnich subjektu,
instruments,  copies  or zaznamy o vydeji z lékarny,
transcriptions certified after zaznamenana data z
verification as being accurate automatickych pfistroju,
copies, microfiches, kopie nebo pfepisy po
photographic negatives, ovéteni certifikované jako
microfilm  or  magnetic piesné  kopie, mikrofise,
media, x-rays, Study Subject fotografické negativy,
files, and records kept at the mikrofilmy nebo magneticka
pharmacy, at the laboratories média, rentgenové snimky,
and at medico-technical soubory studijnich predméta
departments involved in the a zaznamy vedené v lékarng,
Study. laboratofich ~a  lékatsko-

technickych oddélenich
zapojenych do studie.

Study Data | Any data and information Udaje  ze | Jakékoli tdaje a informace
generated by Institution and | | studie vytvofené  zdravotnickym
Principal Investigator (or the zafizenim a hlavnim
delegated  Study  Staff zkousSejicim (nebo
including Services Provider povétenym personalem
and Physician) as a result of studie vcetné poskytovatele
conducting the Study in sluzeb a Lékare) v dusledku
accordance with the Protocol provadéni studie v souladu s
and such data includes, protokolem, pii¢emz takové
without limitation, CRFs and Udaje zahrnuji mimo jiné
all data reported on the CRF, formulate CRF a vSechny
any data summaries and any Udaje uvadéné ve formulaii
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interim reports and any final CRF, veskeré souhrny udaji
report. Study Data does not a veskeré prubézné zpravy a
include Source Documents. vSechny zavére¢né zpravy.
Udaje ze studie nezahrnuji
zdrojovou dokumentaci.
Study Any written document, other Pokyny ke | Jakykoli pisemny dokument,
Instructions | than the Protocol that is studii jiny nez protokol, vydany
issued by Sponsor or its zadavatelem  nebo  jeho
designee (including povéfenou o0sobou (véetné
Worldwide) that provides spole¢nosti Worldwide),
additional information or ktery uvadi dalsi informace
instructions on the Study nebo pokyny k provadéni
conduct. studie.
Facility Service provider’s facility, | | Zafizeni Pracovist¢ ~ Poskytovatele
located at sluzeb, které se nachazi na
adrese
Oblastni nemocnice Oblastni nemocnice
Pribram a.s. Pribram a.s.
Podbrdska 269 Podbrdska 269
budova E budova E
261 01 Piibram 5 261 01 P¥ibram 5
Czech Republic Ceska republika
Study Staff | Employees, of  Service Personal Zaméstnanci Poskytovatele
provider that are involved in studie sluzeb, ktefi se s Lékafem
the performance of the Study podileji na provadéni Studie.
with Physician.
Study Any subject/patient who has | | Studijni Jakykoli subjekt/pacient,
Subject signed the ICF (as defined in subjekt ktery  podepsal formulaf
Section 1.7). informovaného souhlasu (jak
je definovano v casti 1.7).

1. Provadéni studie

1.1. Poskytovatel sluzeb a Lékat se budou
podilet na provadéni studie a zajisti, aby
persondl studie jednal a provadél studii v
souladu s touto smlouvou, protokolem
(v¢etné jakychkoli naslednych dodatku),
vSemi pokyny ke studii, platnymi zakony a
veskerymi odbornymi standardy platnymi
pro jejich profesni odvétvi ve znéni
platném v okamziku provadéni studie
(napt. Mezinarodni rady pro harmonizaci
spravné klinické praxe), které mohou byt
kdykoli zménény nebo nahrazeny.

Performance of the Study

Services Provider and Physician shall
participate in the conduct of the Study
and cause its Study Staff to act, and
conduct the Study in accordance with
this Agreement, the Protocol (including
any subsequent amendments), all Study
Instructions, Applicable Law and any
professional standards applicable to
their professional industries as in force
at the time of performance of the Study
(e.g. International Conference on
Harmonization-Good Clinical Practice)
or as they may be amended or replaced
at any time.
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1.2. The Protocol, and any amendment 1.2. Protokol a vSechny jeho d_odatky jsou
souCasti této smlouvy a jsou do ni

zaClenény odkazem. Pokud dojde k
jakémukoli rozporu nebo nesrovnalosti
mezi podminkami uvedenymi v protokolu
a v této smlouvé, podminky protokolu
budou upravovat a fidit klinické, védecké a
I¢katské zalezitosti a podminky smlouvy
budou upravovat a fidit vSechny ostatni
zalezitosti.

thereto, is made part of this Agreement
and is incorporated by reference herein.
If there is any discrepancy or conflict
between the terms contained in the
Protocol and this Agreement, the terms
of the Protocol shall govern and control
with respect to clinical, scientific and
medical matters and the terms of the
Agreement shall govern and control
with respect to all other matters.

1.3. Services Provider and Physician confirm 1.3. Poskytovatel sluzeb a Lékaf potvrzuji
that it: nasledujici:

a) are aware of Clinical Trial a)  jsou si védomi Smlouvy o
Agreement  between  Sponsor, Klinickém  hodnoceni  mezi
Institution and Principal zadavatelem,  zdravotnickym
Investigator ~ concerning  their zatizenim a hlavnim zkousejicim

1.4.

obligations and that such agreement
may include fair compensation;

tykajici se jejich povinnosti a ze
tato smlouva muze zahrnovat
spravedlivou odménu;

b) have received all Study related b)  obdrzeli veskerou dokumentaci
documentation to perform the tykajici se studie k provadéni
Services under this Agreement. sluzeb podle této smlouvy. Lékar
acknowledges that it has read and protokol a porozumél mu i vem
understood the Protocol and all the informacim v souboru informaci
information in the investigator's pro zkousejiciho, ktere dostal od
including the potential risks and rizik a Ve‘}!eJﬁiCh ucinkit
side effects of the Study Drug; and hodnoceného piipravku; a

c) have medically qualified staff with c)  maji kvalifikovany zdravotnicky

appropriate expertise, training and
experience to perform the Services.
Services Provider shall ensure that
its Study Staff are made aware of
the obligations in this Agreement
and are bound by such obligations.

To the extent that it is applicable for the
Study participation of the Services
Provider and Physician, Services
Provider and Physician represent and
warrant that they have obtained, and will
maintain for the term of the Agreement,

personal s piislusnou odbornosti,
Skolenimi a zkuSenostmi K
provadéni sluzeb. Poskytovatel
sluzeb zajisti, aby byl jeho
persondl studie seznamen s
povinnostmi vyplyvajicimi z této
smlouvy a byl témito
povinnostmi vazan.

1.4. Co se tyka ucasti poskytovatele sluzeb a
Lékate ve studii, poskytovatel sluzeb a
Lékat prohlasuji a zarucuji, ze ziskali a po
dobu platnosti smlouvy budou uchovéavat
veskeré nezbytné licence, opravnéni nebo
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1.5.

1.6.

1.7.

any necessary licenses, authorizations or
approvals required by Applicable Laws
for the performance of the activities
under this Agreement.

The Services shall commence at the
Facility once all approvals required by
Applicable Laws are obtained (including
but not limited to Ethics Committee
(“EC”) and/or Regulatory Authorities
(“RA”) approvals) and Sponsor or
Worldwide on behalf of Sponsor has
notified Principal Investigator in writing
that Sponsor has approved the
commencement of the Services at the
Facility.

Services Provider and Physician agree
that they will not issue any
advertisements for the enrolment of
Study Subjects without the prior written
permission of Sponsor and approvals
required by Applicable Laws.

Services Provider and Physician shall
promptly report to Sponsor and its
designee, Worldwide:

a) any deviation of the Protocol and
the facts supporting such deviation.
Deviations are only permitted if,
during the performance of the
Services, Service provider and/or
Physician is reasonably of the
opinion that a Protocol deviation is
necessary in the interests of the
health of the Study Subject. The
Services Provider and Physician
shall comply with any applicable
Protocol  deviation  reporting
requirements of the EC and RA and
the Protocol deviation reporting
timelines as stipulated in the
Protocol; and

b) any adverse event and serious
adverse events in compliance with
the Applicable Laws and the
procedures and timelines outlined in
the Protocol. The Services Provider

schvéleni vyzadované platnymi zakony pro
provadéni ¢innosti podle této Smlouvy.

1.5. Sluzby budou zahajeny v zatizeni, jakmile

budou ziskdna  vSechna  schvaleni
vyzadovana platnymi zakony (mimo jiné
véetné souhlasu etické komise (dale jen
,,EK*) a/nebo regula¢nich afadu (dale jen
, RU*), piicemz zadavatel nebo spole¢nost
Worldwide jménem zadavatele pisemné
informoval hlavniho zkousejiciho, Ze
zadavatel schvalil zahajeni poskytovani
sluzeb v tomto zatizeni.

1.6. Poskytovatel sluzeba Lékar souhlasi s tim,

7ze nebudou vydavat zadné inzerdty na
registraci  studijnich  subjektd  bez
predchoziho pisemného souhlasu
zadavatele a souhlasti vyzadovanych
platnymi zakony.

1.7. Poskytovatel sluzeb a Lékat okamzité

oznami zadavateli a jeho povétené osobé,
spole¢nosti Worldwide:

a) jakékoli odchylky od protokolu
a  skuteCnosti  podporujici
takovou odchylku. Odchylky
jsou povoleny pouze v piipade,
ze se Poskytovatel sluzeb a/nebo
Lékar béhem poskytovani sluzeb
divodné domniva, Ze odchylka
od Protokolu je nezbytnd v
zajmu zdravi Subjektu studie.
Poskytovatel sluzeb a Lékar
dodrzi veskeré ptislusné
pozadavky na hlaseni odchylek
od protokolu ze strany EK a RU
a harmonogramy hlaseni
odchylek od protokolu, jak je
uvedeno v protokolu; a

b) jakékoli nezadouci piithody a
zavazné nezadouci ptihody v
souladu s platnymi zékony a
postupy a casovymi
harmonogramy uvedenymi v
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1.8. Services

will provide any required follow-
ups to Sponsor and comply with the
reporting requirements of the EC
and RA.

Provider and Physician
understand and agree that the Study
Drug is experimental in nature and that
no warranty, either express or implied, is
made by Sponsor or any other party
regarding the Study Drug or Study
results.

1.9. Services Provider and Physician confirm

2.

that (a) they are under no contractual or
other obligation or restriction that would
limit or prevent Service provider and/or
Physician or Study Staff from
performing any of their respective
obligations under this Agreement and
(b) do not have a financial or other
interest in Sponsor or its Affiliates or the
outcome of any Study that might
interfere  with  their  independent
judgment.

Obligations of the Parties

2.1. Services Provider

2.1.1. The Services Provider and Physician
shall be responsible for all activities
related to the Study delegated to it by
the Institution and  Principal
Investigator and shall perform the
Study under the supervision and

direction of the Principal
Investigator. The Principal
Investigator’s written

acknowledgement that he/she takes
responsibility for the supervision of
Services Provider, the Clinical
Investigator Statement, is attached to
this Agreement as Exhibit A.

2.1.2.The Services Provider and/or
Physician shall submit to Sponsor or
Worldwide on behalf of Sponsor,
prior to the commencement of the

protokolu. Poskytovatel sluzeb
poskytne zadavateli veskera
pozadovana néasledna sledovani
a spini pozadavky na podavani
zprav EK a RU.

1.8. Poskytovatel sluzeb a Lékai chapou a

souhlasi s tim, ze hodnoceny pfipravek je
svou povahou experimentalni a ze
zadavatel ani zadna jina strana neposkytuje
zadnou zaruku, at uz vyslovnou nebo
predpokladanou, tykajici se hodnoceného
ptipravku nebo vysledkt Studie.

1.9. Poskytovatel sluzeb a Lékai potvrzuji, Ze

(a) nema zadné smluvni ani jiné zdvazky
nebo omezeni, které by omezovaly nebo
branily —Poskytovateli sluzeb a/nebo
Lékari, nebo Personalu studie v plnéni
jakychkoli jejich pfislusnych povinnosti
podle této Smlouvy, a (b) nemé finan¢ni
ani jiny zajem na Zadavateli nebo jeho
pfidruzenych spole¢nostech nebo na
vysledku jakékoli Studie, ktery by mohl
narusit jejich nezavisly tsudek.

2. Povinnosti smluvnich stran
2.1. Poskytovatel sluzeb

2.1.1. Poskytovatel sluzeb a Lékar
budou odpovédni za vSechny ¢innosti
souvisejici se studii, které na n¢j
deleguji zdravotnické zatizeni a hlavni
zkousejici, a budou studii provadét pod
dohledem a vedenim hlavniho
zkousejiciho. Jako Piiloha A k této
smlouvé je  pfipojeno  pisemné
potvrzeni hlavniho zkousejiciho, ze
prebira odpovédnost za dohled nad
poskytovatelem sluzeb, prohlaseni
klinického zkousejiciho.

2.1.2. Poskytovatel sluzeb a/nebo
Lékai  budou  zadavateli  nebo
spole¢nosti ~ Worldwide  jménem

zadavatele pied zahajenim studie a
pravidelné¢ béhem studie piedkladat
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Study and regularly during the Study,
any applicable Essential Documents
required by Sponsor through Study
Instructions. Services Provider and/or
Physician shall promptly respond to
any request for the Study related
documents to enable Sponsor to
perform its regulatory obligations.
Such Study related documents
include without limitation financial
disclosure  forms and current
curriculum vitae of the Services
Provider’s Study Staff.

2.1.3. The Services Provider and Physician

shall use any Equipment as defined in
the Study Instructions and as may be
provided by the Sponsor for the
performance of the Study in
accordance with the terms set out in
Exhibit B.

2.2. Sponsor

2.2.1.

2.2.2.

Sponsor, either directly or acting
through Worldwide shall provide all
the necessary Study documentation to
Services Provider directly or through
Institution and Principal Investigator
for the performance of the Services.
Specifically, Sponsor will provide
any new safety information
pertaining to the Study Drug.

Sponsor, either directly or acting
through Worldwide, shall ensure that
Services Provider and Physician are
kept currently informed about
adverse events and the safe use of the
Study Drug as required under the
Applicable Laws either directly or
through the Institution and Principal
Investigator. Sponsor will comply
with all Applicable Laws relating to
notification of new  safety
information about the Study Drug.

jakékoli ptislusné zékladni dokumenty
pozadované zadavatelem v pokynech
ke studii. Poskytovatel sluzeb a/nebo
Lékai okamzit¢ odpovi na jakoukoli
zadost 0 dokumenty souvisejici se
studii, aby umoznil zadavateli plnit
jeho regulaéni povinnosti. Mezi takové
dokumenty souvisejici se studii patii
mimo jiné majetkovd piiznani a
aktudlni zivotopis personalu studie
poskytovatele sluzeb.

2.1.3. Poskytovatel sluzeb a Lékar

pouziji jakékoli vybaveni, jak je
definovano v pokynech ke studii, které
muze poskytnout zadavatel pro
provadéni studie v souladu s
podminkami uvedenymi v Piiloze B.

2.2. Zadavatel
2.2.1. Zadavatel, at’ uz pfimo nebo

prostiednictvim spolecnosti
Worldwide, pteda veskerou nezbytnou
dokumentaci ke studii poskytovateli
sluzeb pfimo nebo prostiednictvim
zdravotnického zatizeni a hlavniho
zkouSejictho pro ucely provadéni
sluzeb. Zadavatel konkrétn¢ poskytne
jakékoli nové bezpecnostni informace
tykajici se hodnoceného ptipravku.

2.2.2. Zadavatel, bud’ pfimo, nebo
prostfednictvim spole¢nosti
Worldwide,  zajisti, aby  byli

poskytovatel sluzeb a Lékat prubézné
informovani o nezadoucich piihodach
a bezpetném uzivani hodnoceného
ptipravku podle platnych zakont, a to
bud pfimo, nebo prostrednictvim
zdravotnického zatizeni a hlavniho
zkousejiciho. Zadavatel  bude
dodrzovat vSechny platné zéakony
tykajici se oznamovani novych
bezpecnostnich informaci 0
hodnoceném piipravku.
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2.2.3.Pursuant to the terms set out in ~ 223. ~ V souladu s podminkami
Exhibit B, Sponsor, either directly or uvedenymi v Piiloze B mize zadavatel,
acting through Worldwide, may bud’ pfimo, nebo ‘prostfednlctvim
provide Services Provider with spolecnosti  Worldwide, poskytnout
Equipment as defined in Study poskytovateli sluzeb vybaveni, jak je

Instructions for the performance of definovano v pokynech ke studii pro
the Services. ucely poskytovani sluzeb.

3. Data Collection, Retention and 3. ShromaZd’ovani,
Destruction a likvidace udaju

3.1. Services Provider and Physician shall:  3.1. Poskytovatel sluzeb a Lekar se zavazuji:
vypliiovat a Vést presné a

uchovavani

3.1.1.complete and maintain accurate and ~ 3-1.1.

up-to-date Study Data, Source
Documents and Essential Documents
throughout the Study in compliance
with Applicable Laws and Study
Instructions, and in a manner that
their quality and integrity can be
verified;

3.1.2. ensure the safe storage of the Source

Documents, Study Data and Essential
Documents in compliance with, and
for a period of twenty-five (25) or any
longer period, as may be required by
Applicable Laws, unless otherwise
agreed to in writing by Sponsor, and
only Institution, Principal
Investigator or Services Provider
authorized Study Staff may access the
Source Documents, Study Data and
Essential Document on a “need to
know” basis;

3.1.3. inform Sponsor in writing in the event

of any accidental loss or destruction
of Source Documents, Study Data
and/or Essential Documents so that
provision can be made for the
continued safe keeping of the
previously mentioned documents as
required in Section 4.1.2. above;

aktualni udaje ze studie, zdrojovou
dokumentaci a zékladni dokumentaci
po celou dobu studie v souladu s
platnymi z&kony a pokyny ke studii a
zpusobem, Kktery umoziiuje ovéfit
jejich kvalitu a celistvost;

3.1.2. zajisStovat bezpecné ulozeni

zdrojové dokumentace, Gdaje ze studie
a zé&kladni dokumentace v souladu s
platnymi zakony po dobu dvaceti péti
(25) let nebo na delsi dobu, pokud to
bude vyzadovano piislusnymi zakony,
pokud se zadavatelem neni pisemné
dohodnuto jinak, a pouze personal
studie  povéfeny  zdravotnickym
zafizenim, hlavnim zkousejicim nebo
poskytovatelem sluzeb muize mit
ptistup ke zdrojové dokumentaci,
udajom ze studie a zékladni
dokumentaci na zakladé¢ jejich
,,potieby byt informovan*;

3.1.3. pisemné informovat zadavatele

v piipad¢ jakékoli ndhodné ztraty nebo
zni¢eni zdrojové dokumentace, udaja
ze studie a/nebo zakladni
dokumentace, aby bylo mozné
pfijmout opatfeni pro pokracujici
bezpetné uchovavani vyse uvedenych
dokumentd, jak je pozadovano v bodé
4.1.2. vyse;

3.1.4.upon request of Sponsor directly or ~ 3.1.4. na zadost zadavatele piimo

Worldwide neprodlené po dokonceni
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all records in its custody upon
completion or termination of the
Study; and

3.1.5.ensure that Study documentation is
retained in a secure manner at the end
of the Study as required in Section
4.1.2. and that written permission will
be sought from Sponsor prior to the
destruction of any Study
documentation.

3.15. zajistit, aby

nebo predéasném ukonceni studie
odevzdat vsechny zdznamy v jeho
drzeni; a

studijni
dokumentace byla na konci studie
uchovana bezpe¢nym zptsobem, jak je
pozadovano Vv bod¢ 4.1.2., a pred
zni¢enim jakékoli studijni
dokumentace bude od zadavatele
pozadovano pisemné povoleni.

4.,  Access and Inspection 4. Piistup a kontrola

4.1. Services Provider and Physician shall #.1. Poskytovatel sluzeb a Lékaf umozni a

allow and cooperate with and shall
ensure that Study Staff shall allow and
shall cooperate with personnel from
Sponsor  or  their agents or
representatives (including Worldwide)
to visit Facility and any facility relevant
to the conduct of the Trial at mutually
convenient times to:

4.1.1. monitor the Study and provide
information and instruction on the
execution of the Study;

4.1.2. confirm that the Study is being
conducted to the standards agreed
upon herein; and

4.1.3.audit the procedures, facilities,
equipment, Source Documents, Study
Data, Essential Documents and
performance of the Study by Services
Provider and Physician (including
any procedures, facilities, and
equipment of Services Provider that
Services Provider uses in conducting
the Study).

4.2. Services Provider and Physician agrees

that any governmental or regulatory
authorities with competent jurisdiction,
including but not limited to State
Institute For Drug Control and to the
United States Food and Drug
Administration may visit Facility to
inspect the procedures, facilities,
equipment, Source Documents, Study

4.1.1. monitorovat  studii

budou spolupracovat a zajisti, aby Personal
studie umoznil a spolupracoval s
pracovniky Zadavatele nebo jejich zastupci
¢ zmocnénci  (vCetné  spoleCnosti
Worldwide), aby mohli ve vzijemné
vhodnou dobu navstivit pracovisté
poskytovatle sluzeb a jakékoli zafizeni
relevantni pro provadéni Studie, aby:

a poskytovat
informace a pokyny Kk provadéni
Studie;

4.1.2. potvrdit, Ze je studie provadéna s

ohledem na standardy odsouhlasené v
této Smlouvé; a

4.1.3. podrobovat auditu postupy, zafizeni,

vybaveni, zdrojovou dokumentaci,
Udaje ze studie, zakladni dokumentaci
a provadéni studie Poskytovatelem
sluzeb a Lékafem (v¢etné jakychkoli
postupl,  zafizeni ~a  vybaveni
poskytovatele sluzeb, které
poskytovatel  sluzeb pouziva pfi
provadéni Studie).

4.2. Poskytovatel sluzeb a Lékat souhlasi s

tim, ze jakékoli vladni nebo regulacni
orgény s piislusnou jurisdikci, mimo jiné
v¢etn¢ Statniho Ustavu pro kontrolu 1é¢iv,
Utadu pro kontrolu potravin a 1&&iv
Spojenych  statd  americkych, mohou
navstivit zafizeni, aby zkontrolovaly
postupy, zafizeni, vybaveni, zdrojovou
dokumentaci, Udaje ze studie a provadéni
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4.3. Services

Data and performance of the Study by
Services Provider (including any
procedures, facilities, and equipment of
Services Provider that Services Provider
uses in conducting the Study). Services
Provider and Physician shall:

4.2.1.promptly  notify ~ Sponsor  or
Worldwide if such governmental or
regulatory authority requests to carry
out an inspection relating to this
Agreement or Study at the Facility or
does so;

4.2.2.allow Sponsor or its designee
including Worldwide to attend any
such inspections;

4.2.3.provide to Sponsor, copies of any
inquiries, correspondence or
communications  that  Services
Provider and/or Physician receive or
generate in connection with the
inspection;

4.2.4. make reasonable efforts to separate,
and not disclose Confidential
Information that is not required to be
disclosed during such inspections;
and

4.2.5. use reasonable efforts to provide
Sponsor with an opportunity to
review and comment on any of the
Services Providers written response
to such governmental or regulatory
authorities.

Provider and Physician
acknowledge that Sponsor is entitled to
secure compliance at the Services
Provider’s expense or end the Services
Provider and/or Physician’s
participation in the Study, effective upon
written notice to Services Provider
and/or Physician, if Sponsor discovers a
lack of compliance with Applicable
Laws, the Protocol and this Agreement.

studie poskytovatelem sluzeb (véetné
jakychkoli postupu, zafizeni a vybaveni
poskytovatele sluzeb, které poskytovatel
sluzeb pouziva pii provadéni studie).
Poskytovatel sluzeb a Lékar se zavazuji:

4.2.1. neprodlen¢ informovat zadavatele
nebo spolecnost Worldwide, pokud
takovy vladni nebo regula¢ni organ
pozada o provedeni kontroly tykajici se
této smlouvy nebo studie v zafizeni
nebo pfistoupi k takové kontrole;

4.2.2. umoznit  zadavateli nebo  jeho
povefené osobé, vcéetné spolecnosti
Worldwide, tcastnit se téchto kontrol;

4.2.3. poskytnout zadavateli kopie
veskerych dotazii, korespondence nebo
komunikace, které poskytovatel sluzeb
a/nebo Lékai obdrzi nebo které
vzniknou v souvislosti s kontrolou;

4.2.4. vynalozi pfiméfené Usili k oddéleni
davérnych informaci a béhem téchto
kontrol nezvefejni divérné informace,
jejichz zvefejnéni neni vyzadovano; a

4.2.5. vynalozi ptiméfené Usili k poskytnuti
zadavateli prilezitosti zkontrolovat a
okomentovat  jakoukoli  pisemnou
odpoveéd’ poskytovatele sluzeb témto
vladnim nebo regula¢nim ufadtm.

4.3. Poskytovatel sluzeb a Lékar berou na

védomi, ze zadavatel je opravnén zajistit
plnéni na néklady poskytovatele sluzeb
nebo ukoncit ucast poskytovatele sluzeb
a/nebo Lékare ve studii, a to s i¢innosti na
zakladé pisemného oznameni
poskytovateli sluzeb a/nebo Lékaii, pokud
zadavatel zjisti nedodrzovani platnych
zakont, protokolu a této Smlouvy.

5.  Data Protection 5. Ochrana udaji
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5.1. For the purposes of this Agreement, the = :1. Pro ucely této Smlouvy plati, Ze pojmy

5.2.

terms “processing” and “personal data”
shall be defined as per art. 4 of
Regulation (EV) 2016/679
(“Regulation” or “GDPR”), regardless
of the applicability to the Parties of the
GDPR. The Parties acknowledge that
Study entails processing Study Subject
and Study Staff, including the Principal
Investigator, personal data and that full
compliance  with  personal data
protection laws respectively applicable
to the Parties, including, insofar as
applicable, the GDPR, EU Member
State laws that specify the content of the
GDPR at domestic level and the relevant
decisions of courts and authorities
regarding the processing of personal
data (collectively “Privacy Laws”) and
with the personal data processing
specifications set out in the Protocol is
essential for the performance of this
Agreement.  The  Parties  shall
implement, maintain and continuingly
monitor the effectiveness of, appropriate
security measures to protect the safety,
confidentiality and quality all personal
data processed during the Study. The
Parties shall cooperate in good faith and
deploy commercially reasonable efforts
to ensure the other Party is able to meet
its obligations under the Privacy Laws,
including those that bind the other Party
only.

Service provider and Physician shall
collect and securely store the
documentation. Service provider and
Physician acknowledge that in case the
Sponsor is unable to clear its obligations
towards patients and investigators
stemming from the Privacy Laws
applicable to it or applicable in the
jurisdictions where it intends to transfer
personal data collected in performing
the Agreement (e.g. information/consent
duties) it shall be entitled to unilaterally

»Zpracovani“ a ,osobni udaje” jsou
definovany v souladu s ¢l. 4 nafizeni (EU)
2016/679 (dale jen ,nafizeni“ nebo
,GDPR®"), bez ohledu na to, zda se na
smluvni strany GDPR vztahuje. Strany
berou na védomi, Ze Studie zahrnuje
zpracovani osobnich tdajt subjektii Studie
a Personalu studie, vcCetné¢ Hlavniho
zkousejiciho, a ze pro plnéni této Smlouvy
je nezbytné plné¢ dodrzovéani zdkonli na
ochranu osobnich udaji, které se na Strany
vztahuji, vCetn¢, pokud je to relevantni,
GDPR, zékonu ¢lenskych stati EU, které
upiesnuji obsah GDPR na vnitrostatni
urovni, a pfisluSnych rozhodnuti soudu a
ufadl tykajicich se zpracovani osobnich
udaji (souhrnn¢ ,,Zakony na ochranu
osobnich idaji*) a specifikaci zpracovani
osobnich udaji uvedenych v Protokolu.
Strany zavedou, budou wudrzovat a
pribézné monitorovat ucinnost vhodnych
bezpecnostnich opatfeni na ochranu
bezpecnosti, divérnosti a kvality vSech
osobnich 1dajii zpracovavanych béhem
Studie. Strany budou v dobré vife
spolupracovat a vynalozi komer¢né
ptimétené Usili, aby zajistily, ze druhd
Strana bude schopna plnit své povinnosti
podle zakonli o ochran¢ osobnich udaji,
véetné téch, které zavazuji pouze druhou
Stranu.

5.2.Poskytovatel sluzeb a Lékai shromazd'uji a

bezpe¢né  uchovavaji ~ dokumentaci.
Poskytovatel sluzeb a Lékat berou na
védomi, ze v ptipad¢, ze Zadavatel nebude
schopen dostdt svym zavazkim vaci
pacientim a zkouSejicim vyplyvajicim ze
Zakont o ochrané osobnich udaja, které se
na ng& vztahuji nebo které plati v
jurisdikcich, kam hodla ptfedavat osobni
udaje shromazdéné pii plnéni Smlouvy
(napf. informacni/souhlasné povinnosti), je
opravnéno tuto Smlouvu jednostranné
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5.3.

5.4.

terminate this Agreement without notice
and at no cost.

Service provider and Physician shall (i)
be solely responsible to ensure Study
Subject’s directly identifying
information (name, surname, social
security numbers, etc.) is accessed only
on a strict need-to-know basis and only
by authorised individuals, in compliance
with the Protocol, the applicable laws
and Privacy Laws; (ii) bear exclusive
responsibility for any inappropriate
disclosure of Study Subject’s directly
identifying information by Service
Provider’s employees; (iii) replace
directly identifying patient information
with a code (“pseudonymisation”), as
per the Protocol and GCPs; and (iv)
securely store the document where
codes are linked to patients’ directly
identifying information. The Sponsor,
except as might be required for source
data verification/monitoring activities,
compliance with the law, GCPs and/or
the Protocol, or where absolutely
indispensable for the conduct of the
Study or patient safety, undertakes not to
knowingly re-identify patients whose
data have undergone pseudonymisation.
Sponsor, Service provider and Physician
shall be responsible for data breach
incidents that fall within the scope of
their respective personal data processing
remit, as well as for clearing the relevant
duties under the Privacy Laws (e.g., by
way of example, and insofar as
applicable, Article 33 and 34 GDPR,
Privacy Laws applicable in US States
and requiring notification of data breach
incidents to the attorney general or other
authority, etc.) but shall cooperate in
good faith to minimise/contain the
consequences of the incident.

The Parties shall, without undue delay,

report in writing to the Sponsor’s Data
Protection Officer (“DPO”) if, in

vypovédét bez vypovédni lhity a bez
jakychkoli nékladu.

5.3.Poskytovatel sluzeb a Lékai (i) jsou

vyhradné odpovédni za to, Ze piimo
identifikujici  Udaje  Subjektu studie
(jméno, ptijmeni, ¢islo socialniho pojisténi
atd.) byly zpiistupnény pouze v nezbytném
rozsahu a pouze opravnénym osobam v
souladu s Protokolem, platnymi zakony a
Zakony o ochrané osobnich udaju; (ii)
nesou vylu¢nou odpovédnost za jakékoli
nevhodné zvefejnéni ptimo
identifikujicich informaci Subjektu studie
ze strany zaméstnanci Poskytovatele
sluzeb; (iii) nahradi pfimo identifikujici
informace 0 pacientovi kddem
(,,pseudonymizace) v souladu s
Protokolem a GCP; a (iv) bezpeéné ulozi
document, kde jsou kody spojeny s ptimo
identifikujicimi informacemi o pacientech.
Zadavatel se zavazuje, Ze nebude védomé
znovu identifikovat pacienty, jejichz udaje
byly pseudonymizovany, s vyjimkou
ptipadi, kdy to muze byt nutné pro ovéreni
zdrojovych udajii/monitorovaci cCinnosti,
dodrZovani pravnich ptedpisii, GCP a/nebo
Protokolu, nebo v ptipadech, kdy je to
naprosto nezbytné pro provadéni Studie
nebo bezpe¢nost pacientl. Zadavatel,
Poskytovatel sluzeb a Lékai odpovidaji za
incidenty poruseni ochrany udaji, které
spadaji do jejich ptisobnosti v oblasti
zpracovani osobnich udaji, a také za
vyjasnéni pfisluSnych povinnosti podle
Zakonl o ochran¢ osobnich udajii (napf.
pfikladem a v rozsahu, v jakém se na né
vztahuje ¢lanek 33 a 34 GDPR, Zakony 0
ochrané osobnich udaji platné ve statech
USA a vyzadujici ohldSeni incident
poruSeni ochrany Udaji generdlnimu
prokuratorovi nebo jinému organu atd.),
ale v dobré vife budou spolupracovat na
minimalizaci/omezeni nasledkil incidentu.

Smluvni strany bez zbytecného
odkladu pisemné ohlasi Povéfenci pro
ochranu osobnich 1udaji  Zadavatele
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5.5.

connection with the Clinical Trial, they
become aware of: (a) violations of the
Privacy Laws; (b) requests or
complaints from data
subjects/authorities;(c)  potential or
actual data breach incidents. The
Sponsor Data Protection Officer may be
reached at Service
provider’s Data Protection Officer /
Chief Privacy Officer /Privacy Contact

Person mai be reached at

Sponsor and Service provider are
independent “data controllers” (as
defined under art. 4 GDPR) of the
personal data processed in the context of
this Agreement. The Service provider
has or shall provide appropriate training
and instructions to the Study Staff on
how to process personal data under
Service provider’s authority. The early
expiration or termination of this
Agreement for any reason shall not
release the Parties from the obligations
to confidentiality and to comply with
Privacy Laws, such obligations will
survive the expiration or termination or
this Agreement.

Confidentiality

All Confidential Information will be
kept in confidence by the Services
Provider and Physician and shall not be
used for any purpose not contemplated
by this Agreement during the term of
this Agreement and for at least fifteen
(15) years after the termination or
conclusion of the Study, or longer if
required by applicable regulations,
except to the extent that Sponsor agrees
in writing to release it or if disclosure is
required by Applicable Laws, in which
case Sponsor shall be notified promptly
in writing of such request prior to such

6.1. VSechny duvérné

(,,"DPO*“"), pokud se v souvislosti s
Klinickym hodnocenim dozvédi o: (a)
poruseni zakonil o ochrané osobnich udaju;
(b) zadostech nebo stiznostech od subjektt
udaji/organti; (c) potencidlnich nebo
skute¢nych ptipadech poruseni ochrany
0sobnich udaja. Povéfence pro ochranu
osobnich udaji Zadavatele 1ze kontaktovat
na adrese — Povétenec pro
ochranu osobnich udaji / Vedouci

pracovnik pro ochranu osobnich udaju /
Kontaktni osoba pro ochranu osobnich

udaji Poskytovatele sluzeb je k zastizeni

5.5.Zadavatel a Poskytovatel sluzeb jsou

nezavislymi ,,spravci tdaja* (ve smyslu ¢l.
4 GDPR) osobnich udaji zpracovavanych
v souvislosti s touto  Smlouvou.
Poskytovatel sluzeb poskytl nebo poskytne
Personélu studie odpovidajici Skoleni a
pokyny, jak zpracovavat osobni Udaje v
ramci povéfeni Poskytovatele sluzeb.
PtredCasné vyprSeni nebo ukonceni této
Smlouvy z jakéhokoli divodu nezbavuje
smluvni Strany povinnosti zachovavat
mlcéenlivost a dodrzovat zakony o ochrané
osobnich tdaji, tyto povinnosti pretrvavaji
1 po vyprSeni nebo ukonceni této Smlouvy.

6. Diivérnost udaju

informace  budou
poskytovatelem  sluzeb a Lékafem
uchovdvany v davérnosti a nebudou
pouzity Kk zadnému ucelu, ktery neni
uveden v této smlouvé, po dobu platnosti
této smlouvy a po dobu nejméné patnacti
(15) let po skonceni nebo predéasném
ukon¢eni studie nebo déle, pokud to
vyzaduji platné predpisy, S vyjimkou
situaci, kdy zadavatel pisemné souhlasi s
jejich zvetejnénim, nebo pokud zvetejnéni
vyzaduji platné zdkony. V takovém
pfipadé musi byt Zadavatel neprodlené
pisemné informovan o takové Zzadosti pred
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disclosure being made to afford Sponsor
the opportunity to intervene, to preserve
the confidentiality of such Confidential
Information. In the event of disclosure,
Service Provider shall furnish only that
portion of Confidential Information
which is legally required to be disclosed
and shall use commercially reasonable
efforts to otherwise limit such
disclosure. In addition, if disclosure of
Confidential Information is required to
treat an injury or illness that is due, or is
suspected to be due, to the Study Drug
or a Study procedure, Services Provider
may  disclose the  Confidential
Information to the medical professionals
directly involved in providing the
emergency care, provided that such
disclosure is on a “need-to-know” basis
and only to the extent necessary and
required to treat such injury or illness.
Services Provider shall bind the medical
professionals to a similar obligation of
confidentiality and notify Sponsor
promptly in writing. The Service
Provider shall be responsible for any
failure of such persons to comply with
the terms of this Section 7 and for any
acts or omissions of such persons that
would constitute a breach of this
Agreement if taken by the Service
Provider and/or Physician itself.

6.2. This obligation of confidentiality does

not apply if the Confidential Information
as evidenced by competent proof:

6.2.1. was in the public domain prior to the
commencement of the Services or

subsequently  becomes  publicly
available through no fault of Services
Provider;

6.2.2.was disclosed to Services Provider
and Physician on a non-confidential
basis by a third party legally entitled
to disclose such information;

jejim zvetfejnénim, aby mél Zadavatel
moznost zasahnout a zachovat diivérnost
téchto Duvérnych informaci. V piipadé
zvefejnéni poskytne Poskytovatel sluzeb
pouze tu ¢ast Divérnych informaci, ktera
musi byt podle zdkona zvefejnéna, a
vynalozi komercéné piiméfené usili, aby
toto zvefejnéni jinak omezili. Kromé toho,
pokud je zptistupnéni davérnych informaci
vyzadovano K 1é¢b¢é Ujmy na zdravi nebo
nemoci, které jsou zptsobeny v dusledku
hodnoceného piipravku nebo studijniho
postupu (pfipadné¢ je na to podezieni),
muze poskytovatel sluzeb predat diveérné
informace zdravotnickym odbornikiim
pfimo  zapojenym do  poskytovani
neodkladné péce za predpokladu, Ze toto
zvefejnéni je na zakladé ,,potieby byt
informovan‘ a pouze v rozsahu nezbytném
a vyzadovaném Kk 1écbé takové ujmy na
zdravi nebo nemoci. Poskytovatel sluzeb
zavaze zdravotniky k podobné povinnosti
mlcenlivosti a neprodlen¢ o tom bude
pisemné informovat zadavatele.
Poskytovatel sluzeb je odpovédny za
jakékoli nedodrZzeni podminek tohoto
¢lanku 7 ze strany téchto osob a za jakékoli
jednani nebo opomenuti téchto osob, které
by ptedstavovalo poruseni této Smlouvy,
pokud by bylo ucinéno samotnym
Poskytovatelem sluzeb a/nebo Lékatem.

6.2. Tato povinnost mlcenlivosti neplati,

pokud davérné informace na zakladé
doloZeni ptislusného dikazu:

6.2.1. byly ve vefejné zndmosti pred
zahajenim poskytovani sluzeb nebo se
nasledné staly vefejné dostupnymi bez
zavinéni poskytovatele sluzeb;

6.2.2. byly poskytnuty Poskytovateli
sluzeb a Lékaii v nedivérné podobé
tieti stranou, kterd je ze zakona
opravnéna takové informace sdélovat;
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6.2.4.1is

6.2.3.was already known to Services

Provider and/or Physician on a non-
confidential basis as demonstrated by
its contemporaneous written records;
or

independently developed by
Services Provider without the use of,
reference to or reliance upon
Confidential Information as
demonstrated by its contemporaneous
written records.

6.2.3. byly  Poskytovateli  sluzeb
a/nebo Lékati v nedivérné podobé¢ jiz
znamy, jak dokladaji jeho soubé&zné
pisemné zaznamy; nebo

6.2.4.  jsou nezvisle  vyvinuty
poskytovatelem sluzeb bez pouziti,
odkazu nebo spoléhani se na Duvérné
informacie, jak dokladaji jeho
soubézné pisemné zaznamy.

6.3. Promptly upon expiration or termination 6.3. Neprodlené¢ po vyprSeni nebo ukoncéeni
of the Agreement or following the Smlouvy nebo kdykoli na Zzadost
Sponsor’s request at any time, Service Zadavatele, Poskytovatel sluzeb znici
provider will destroy or return to the nebo vrati Zadavateli (podle volby
Sponsor (at Sponsor’s option) all of the Zadavatele) vSechny Davérné informace
Confidential Information and any and all a vSechny jejich kopie.
copies thereof.

6.4. The Parties agree that each Party may 6.4. Strany se dohodly, ze kazda ze stran mize

disclose the financial compensation
provided to Services Provider and
Physician for the providing the services
under this Agreement to comply with
Applicable Laws. For clarity, disclosure
by Service provider and/or Physician of
financial compensation for the Study
shall only be disclosed if required by
Applicable Laws, in aggregate amounts,
not as per procedure or line-item costs
unless  specifically  required by
Applicable Law.

zvefejnit finan¢ni kompenzaci
poskytnutou poskytovateli sluzeb a
Lékati za poskytovani sluzeb podle této
Smlouvy v souladu s platnymi zakony.
Pro objasnéni, Poskytovatel sluzeb a/nebo
Lékar zvetejni financni odménu za Studii
pouze v ptipadé, ze to vyzaduji platné
pravni predpisy, a to v souhrnnych
castkach, nikoliv v cCastkadch za postup
nebo za polozku, pokud to Platné pravni
pfedpisy vyslovné nevyzaduji.

7. Udaje ze studie a zvefejiiovani

7.  Study Data and Publicity

7.1. Services Provider and Physician agrees 7.1. Poskytovatel sluzeb a Lékatr souhlasi s
that all Study Data generated in tim, ze veskeré Udaje ze studie vytvoiené
connection with the Study shall be the v souvislosti se studii budou vyhradnim
sole property of Sponsor and shall be vlastnictvim zadavatele a budou podléhat
subject to the obligations of zavazkum duvérnosti, zvefejiiovani a
confidentiality, publication and dusevniho vlastnictvi uvedenym v této
intellectual property in this Agreement. smlouve.

7.2 Each Party shall obtain prior written 7-2 Kazda strana musi ziskat pfedchozi

consent from the other Party before using
the other Party’s name, symbols or marks
in any form of publicity. Services
Provider agrees not to release any press

pisemny souhlas druhé strany, nez pouzije
jméno, symboly nebo znacky druhé strany
v jakekoli formé¢ zvetejnéni. Poskytovatel
sluzeb souhlasi, ze nezvetejni zadna
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statements or answer any enquiries
regarding the Study or the Study Drug
without the prior written approval of
Sponsor.

transfers by operation of this
Agreement, to the other Party, any

tiskovd prohlaseni ani neodpovi na
jakékoli dotazy tykajici se studie nebo
hodnoceného piipravku bez piedchoziho
pisemného souhlasu zadavatele.

8. Prava k du$evnimu vlastnictvi

8. Intellectual Property Rights

8.1. Service provider, Physician and Study 8.1. Poskyt0vate1 sluzeb, Lékar a Personal
Staff shall promptly disclose to Sponsor studie  neprodlené  pisemné  oznami
in writing all inventions, methods, Zadavateli vSechny vynalezy, metody,
know-how, or discoveries that are made, know-how nebo objevy, které byly
conceived, or reduced to practice by ~ Vytvofeny, vymysleny nebo uvedeny do
Service provider, or any member of the praxe  Poskytovatelem  sluzeb nebo
Study Staff as a result of or in kterymkoli ¢lenem Personalu studie v
connection with the conduct of a Study ~ dusledku provadéni ~ Studie nebo v
(“Inventions™). All Inventions that: (a) souvislosti s ni (,,Vynalezy®). Vsechny
incorporate  or use  Confidential vynalezy, které: (a) obsahuji nebo
Information or (b) are related to a Study ~ VyuZivaji Divémé informace nebo (b)
Drug, including without limitation, any souviseji s Hodnocenym  piipravkem,
method of treatment, use, indication, =~ Mmimo jiné vcetné jakéhokoli zpisobu
dosage,  derivation,  modification, lecby, pouziti, indikace, davkovani,
combination, improvement, or odvozeni, modifikace, kombinace,
metabolite thereof, and in each case zlepSeni nebo metabolitu, a to v kazdém
together with all intellectual property ~ Pfipadéspolus veskerymi pravy dusevniho
rights  relating  thereto,  whether Ylastnlctvi, ktera se k nim vztahuji, at’ uz
patentable or not (collectively, “Study jsou patentovatelna nebo ne (souhrnné
Inventions™), are the sole and exclusive ~Vynilezy v ramci Studie“), jsou
property of Sponsor or its designee. vyhradnim vlastnictvim Zadavatele nebo

jim povétené osoby.

8.2. Services Provider and Physician hereby 8-2. Poskytovatel sluzeb a Lékaf timto bez
assign and transfer to Sponsor and shall dalsiho uvaZeni postoupi a pfevedou na
cause its Study Staff to assign and Zadgvatele (a.ZajIStI, aby jeho personal
transfer to Sponsor, without additional studie postoupil a prevedl na Zadavatele)
consideration, all rights, title, and Veék,eré prava, \lflast.nické _préva apodily na
interest in the Study Inventions. Vynalezech v ramci Studie.

8.3. At the request and expense of Sponsor, 83-Na = zadost a naklady zadavatele
Services Provider and Physician shall poskytovatel sluzeb a Lékat vyhotovi a
execute, and shall procure that its Study ~ Zajisti, aby jeho personal studie vyhotovil
Staff execute all such documents and vSechny takove dokumenty a proved!
perform all such other acts as the vSechny takové dalsi Ukony, které mize
Sponsor may reasonably require in order zadavatel rozumné pozadovat, aby mohl
to vest fully and effectively all such ~ PIné a ucinné prevést viechny takove
Study Inventions in Sponsor or its Vynélezy na Zadavatele nebo jim uréenou
nominee. osobu.

8.4. It is expressly agreed that neither Party 8-4. Vyslovné se souhlasi s tim, ze zadna ze

smluvnich stran nepievede
prostfednictvim této smlouvy na druhou
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patent right, copyright, or other
proprietary right the Party owns prior to
the Effective Date.

ensure that none of its Study Staff
known to be debarred by any regulatory
authority with jurisdiction over the
conduct of the Study (including the U.S.

smluvni stranu jakékoli patentové pravo,
autorska prava nebo jina vlastnicka prava,
ktera ma smluvni strana ve vlastnictvi pied
Datem ucinnosti.

9. Pojisténi

9. Insurance

9.1. The Service Provider shall secure and 9-1-Poskytovatel sluzeb musi v piném rozsahu
maintain in full force and effect through zajistit apo dobu provadéni studie (i po
the performance of the Study (and jejim ukonéepi) udrzovat povinné pIO_]lﬁténi
following termination of the Study) odpovédnosti v souladu se zakonem
mandatory professional liability ¢. 372/2011 Sb. o0 zdravotnich sluzbach.
insurance coverage in accordance with Poskytovatel sluzeb musi na vyzadani
provisions of Act No. 372/2011 Coll., on spole¢nosti Worldwide a/nebo Zadavatele
Medical Services. The Service Provider ~ pfedlozit kopii potvrzeni o uzavieném
shall provide to Worldwide and/or pojisteni.

Sponsor a copy of their certificate of
Insurance if requested.

9.2. Sponsor shall secure and maintain 9-2.Zadavatel musi podle paragrafu 52,
during the performance of this odstavce 3 (f) zakona  ¢. 378/2007  Sb.
Agreement in accordance with par. 52, 0 1éCivech ve znéni pozdéjsich predpisi
sec 3 (f) of Act No. 378/2007 Coll., On zajistit a po dobu ucinnosti této Smlouvy
Pharmaceuticals as amended, a policy or udrzovat pojistnoq .smlouvu nebo smlouvy
policies of comprehensive general Oobecném  pojisténi  odpovédnosti
liability insurance at levels sufficient to Vrozsahu, ktery spliuje povinnosti
support the Sponsor’s and Service Zadavatele a Poskytovatele sluZeb Vv této
provider’s indemnification obligations Smlouvé. Spole¢nost Worldwide musi
in this Agreement. Worldwide on behalf ~ jménem  Zadavatele  na  vyzidani
of Sponsor, shall provide upon request poskytnout kopie potvrzeni 0 uzavieném
copies of the insurance certificates, pojisténi adokazat, Ze tyto pfislusné
together with evidence that the policies pojistne smlouvy existuji.
do exist.

10. Debarment and Disqualification 10. Zakaz €innosti a nezpiisobilost

10.1. Services Provider certifies that, and 10.1. Poskytovatel —sluzeb potvrzuje, a
Service provider certifies on behalf of all Poskytovatel  sluzeb jménem  vseho
Study Staff that, its Study Staff are not Personalu studie potvrzuje, Zze jeho
and have not been debarred, excluded, personal studie neni a nebyl vyloucen,
disqualified or restricted in their ability diskvalifikovan nebo omezen ve sve
to provide the Services under any schopnosti  poskytovat ~ sluzby ~ podle
Applicable Laws (“Debarred”). jakychkoli platnych zakonti ani mu nebyla

zakazana ¢innost (,,Zakaz ¢innosti*).

10.2. Services Provider and Physician shall 10.2. Poskytovatel sluzeb a Lékar zajisti, Ze

do studie nebude zapojen zadny ¢len jeho
personélu studie, 0 némz je zndmo, ze mu
byla zakazana ¢innost ze strany jakéhokoli
regula¢niho organu s jurisdikci nad
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10.3.

Food and Drug Administration) shall
participate in the Study.

Services Provider and Physician shall
immediately  notify  Sponsor  or
Worldwide, on behalf of Sponsor if any
of its Study Staff becomes debarred or is
the subject of a debarment investigation
or proceeding at any time during the
Study.

10.3.

provadénim studie (véetné amerického
Utadu pro kontrolu potravin a 1éciv).

Poskytovatel sluzeb a Lékai okamzité
uvédomi zadavatele nebo spolecnost
Worldwide jménem zadavatele, pokud
bude néktery ze clenu jeho personalu
studie kdykoli béhem studie vyloucen nebo
bude predmétem vySetfovani nebo fizeni 0
vylouceni.

11. Anti-Bribery 11. Protikorupéni ustanoveni
11.1. Services Provider and Physician shall 11.1. Poskytovatel sluzeb a Lékai budou
comply with all applicable anti- d9dr20vat Vé_echny platné protikorup¢éni
corruption laws, rules, regulations and ~ Zakony, pravidla, nafizeni a vyhlasky a
decrees and fully cooperate with all bude plné spolupracovat s veskerym
diligent efforts of Sponsor and peclivym Usilim pti vyfizovani dotazﬁ_ze
Worldwide inquiring into  Services strany zadavatele a spolecnosti Worldwide
Provider and Physician’s operations in ~ tYkajici s sluzeb,
order to satisfy Sponsor’s or Cinnosti poskytovatele sluzeb a Lékare,
Worldwide’s obligations under the aby splnili- povinnosti zadavatele nebo
United States Foreign Corrupt Practices ~ Spolenosti Worldwide podle zakona o
Act, as amended, the UK Bribery Act zahr_anif“:nich protikoruPén}'ch praktikach
and any implementing legislation under ~ SPojenych statii americkych, ve znéni
the OECD Convention Against Bribery pozdgjsich  predpist, britského zakona
of Foreign Government Officials in proti Uplatkim a veskerych provadécich
International Business Transactions, and pravnich predpisii podle Umluvy OECD
any other similar laws applicable in the proti uplaceni ~ zahrani¢nich ~vladnich
jurisdiction where the Study s urednikd v mezinarodnich - obchodnich
conducted. Service provider warrants ~ transakcich a podle veSkerych dalSich
that neither it, nor any Study Staff shall podobnych zakond platnych v jurisdikei,
directly or indirectly make any payment kde se studie provadi. Poskytovatel sluzeb
of money or other consideration to a ~S¢ Zzarucuje, Ze ani on, ani Zadny Clen
Government Official in violation of any ~ Personalu  studie pfimo ani nepiimo
law for the purpose of influencing neprovede Zadnou Uhradu finan¢nich
decisions or actions with respect to the ~ prostfedkdi  nebo  jiné  protihodnoty
subject matter of this Agreement, and or vladnimu dfednikovi v rozporu s
any other aspect of Sponsor’s business. jakymkoli zdkonem za ucelem ovlivnéni
rozhodnuti nebo opatieni tykajicich se
predmétu této Smlouvy a jakéhokoli jiného
aspektu podnikani Zadavatele.
11.2. Services Provider and Physician shall 11.2. Poskytovatel sluzeb a Lékai nebudou

not solicit, request, pay or give, or agree
to receive or accept, either directly or
indirectly, anything of value, including
any financial or other advantage, that is
intended to or designed in any way to

7adat, vyzadovat, platit nebo davat, ani
souhlasit s pftijetim nebo ptfijimat, at’ uz
ptimo ¢i neptimo, cokoli hodnotného,
vcetné jakékoli finan¢ni nebo jiné vyhody,
kterd je zamySlena nebo vytvofena
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induce or reward the improper jakymkoli  zpisobem  vedoucim k
performance by Services Provider or its podnécovani nebo odménovani
Study Staff of any function or activity in nezakonného provadéni ¢innosti
connection with the Study. poskytovatelem  sluzeb nebo  jeho

personalu studie v jakékoli pozici nebo
¢innosti souvisejici se studii.

12. Financial Arrangements 12. Finanéni ujednani

12.1. Sponsor, through Worldwide, shall 12.1. Zada}vatel prostfednigtvim spoleénosti
make the payments for the Services Worldwide bude platit poskytovateli
according to Exhibit C and Exhibit D of ~ sluzeb platby a Lékafi za sluzby podle
this Agreement to Services Provider and Ptilohy C a Prilohy D této smlouvy.
to Physician.

12.2. Services Provider and Physician will not 12.2. Poskytovatel  sluzeb ~ a  Lékaf
be compensated for any: nedostanou zadnou odménu za:

12.2.1. Study Subjects who are 122.1. S'[,udijnl' subjekty, které jsou
enrolled without a properly executed registrovany bez fadn¢ vyplnéného
informed consent form in accordance formulafe informovaného souhlasu v
with this Agreement, and who do not souladu s touto smlouvou a ktere
meet the inclusion/exclusion criteria; nespliiuji kritéria pro
or zatazeni/vylouceni; nebo

12.2.2.  Services performed that are ~ 1222.  Poskytované sluzby, které jsou
violations of or deviations from the porusenim  nebo  odchylkami  od
Protocol or resulting in a breach of this protokolu nebo maji za nasledek
Agreement, except for deviations as poruseni t€to smlouvy, s vyjimkou
described in Section 1.7.(a). odchylek popsanych v bodé 1.7.(a).

12.3. The Budget in Exhibit D may be 12.3. RozpoCet v Piiloze D mize byt
modified by mutual written agreement upraven vzajemnou pisemnou dohodou
of the Parties, and shall constitute full stran a bude predstavovat plnou platbu za
payment for the Services, and neither sluzby, pricemz zadavatel ani spolecnost
Sponsor nor Worldwide shall have any Worldwide nebudou mit zadn¢ dalsi
further payment obligations under this platebni povinnosti podle této smlouvy.
Agreement.

12.4. The  Parties  acknowledge  that 12.4. Strany berou na védomi, ze spole¢nost

Worldwide is the payment agent under
this Agreement and that Worldwide is
acting on behalf of the Sponsor.

Worldwide je podle této smlouvy osobu
zmocnénou K provadéni plateb a zZe
spoleénost Worldwide jednd jménem

receiving necessary funds from the spolecnost ~ Worldwide  obdrzi  od

contemplated in this Agreement and
Worldwide shall not be liable in the
event adequate funds are not made
available by the Sponsor.

provedeni plateb zamyslenych v této
smlouvé, pficemz spole¢nost Worldwide
nenese odpovédnost Vv piipade, zZe
zadavatel neposkytne dostatecné financni
prostiedky.
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13. Term and Termination

13.1. The term of this Agreement shall begin 13.1. Doba platnosti této smlouvy zapocne
dnem ucinnosti a bude pokracovat az do

on the Effective Date and shall, unless
sooner terminated as provided below,
continue until completion of the Study
as provided in the Protocol.

13.2. Sponsor may terminate this Agreement:

13.2.1 with or without cause, upon thirty (30)
days prior written notice to Services
Provider and Physician; or

13. Doba platnosti a ukon¢eni

dokonceni studie, jak je wuvedeno v
protokolu, nebude-li pifed¢asné ukoncena
dle ustanoveni nize.

13.2. Zadavatel

muze tuto  smlouvu

vypovedeét:

13.2.1.

s uvedenim davodu nebo bez

néj, na zakladé pisemného oznameni
poskytovateli sluzeb a Lékafi tficet
(30) dnu pifedem; nebo

13.2.2 immediately for any of the following 13.2.2. ihned z jakéhokoli
reasons: nasledujiciho dtivodu:

a) authorization and approval to a) povoleni ~a  souhlas s
conduct the Study is withdrawn by provadénim  studie jsou
the relevant regulatory authority; Pf151u§nym regulacnim ufadem

odvolany;

b) the Study Data support termination b)  Udaje ze studie podporuji
of the Study for any reason, ukonéeni studie z jakéhokoli
including the safety and welfare of divodu, vCetné¢ bezpetnosti a
Study Subjects; dobrych podminek studijnich

subjekti;

¢) Principal Investigator becomes c) hlavni ~ zkousejici  nebude  k
unavailable to conduct the Study provadéni studie dostupny a
and a mutually acceptable nelze  stanovit  oboustranné
replacement principal investigator pfijatelného  nahradniho
cannot be |dent|f|ed’ hlavniho Zkouéejiciho;

d) Services Provider and/or Physician d)  poskytovatel sluzeb ~a/nebo
materially breaches the terms of this Lekavr, zavaznym. zplsobem
Agreement and Services Provider porusi podminky teto smiouvy,
and/or Physician has failed to cure pricemz pcv)skytovatelr ’Slu%d?
the material breach, at its own a/nebo Lekat nenapravi zavazné
expense, within thirty (30) days of poruseni na vlastni naklady do
receipt of written notice specifying tiiceti (30) dnd od obdrzeni
such breach; p|Semneh0 0oznameni S

uvedenim takového poruseni;

e) Institution, Principal Investigator, e) zdravotnické  zatizeni, hlavni

Services Provider, Physician or any
Study Staff becomes debarred or
disqualified; or

zkousejici, poskytovatel sluzeb,
Lékai nebo jakykoli personal
studie budou vylouceni nebo jim
bude zakazana ¢innost; nebo
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f)  Principal Investigator has failed to
recruit or enrol a sufficient number
of subjects for participation in the
Study to make it likely that the
statistical requirements applicable

f) hlavhimu  zkouSejicimu  se
nepodafi nabrat nebo zaradit
dostateny  pocet  studijnich
subjektti pro ucast ve studii tak,
aby bylo pravdépodobné, ze

to the Study will be met. budou naplnény statistické
pozadavky vztahujici se ke
studii.
13.3. Services Provider and/or Physician may 13.3. Poskytovatel sluzeb a/nebo Lékat
terminate this Agreement immediately: miize tuto smlouvu okamzité vypovedet:
13.3.1 if Sponsor materially breaches the 13.3.1. pokud zadavatel zavaznym
terms of this Agreement and failed to zpusobem porusi podminky této

cure the material breach within thirty
(30) days of receipt of written notice

smlouvy, pficemz nenapravi zavazné
poruseni do tficeti (30) dnd od obdrzeni

specifying such breach; or pisemného oznameni s uvedenim
takového poruseni; nebo

13.3.2 upon written notice to Sponsor for 13.3.2. po  pisemném  oznameni

Study Subject health and safety reasons zadavateli ze zdravotnich a

(i.e. to mitigate an imminent safety risk bezpecnostnich  davoda  studijniho

to Study Subjects). subjektu (. ke zmirnéni

13.4.

Immediately upon receipt of a notice of
termination, Services Provider shall
cease performance of the Services to the
extent medically permissible, and
refrain from incurring additional costs
and expenses to the extent reasonably
possible.

bezprostiedniho bezpeénostniho rizika
pro studijni subjekty).

13.4. Bezprosttedné po obdrzeni ozndmeni

0 vypovédi poskytovatel sluzeb ukonci
poskytovani sluzeb v rozsahu, ktery je
lékai'sky ptipustny, a zdrzi se vynakladani
dal§ich nakladt a vydaji v pfimétené
mozném rozsahu.

14. Obecna ustanoveni

14. General Provisions

14.1. This Agreement and its Exhibits contain 14.1. Tato smlouva a jeji pfilohy obsahuji
the entire understanding between the UpIné ujednani mezi stranami, a pokud
Parties and unless otherwise stated in ~ NeniV teto Smlouve uvedeno jinak, mohou
this Agreement, can only be modified by byt zménény pouze pisemnou dohodou
written agreement of the Parties. Titles ~ Smluvnich stran. Nazvy a nadpisy jsou do
and headings are inserted in this této Smlouvy vlozeny pouze pro referencni
Agreement for reference purposes only UCely a nesmi byt pouzity k vykladu
and must not be used to interpret the Smlouvy.
Agreement.

14.2. With the exception of legal notices, all 14.2. S vyjimkou pravnich oznameni budou

notices under this Agreement shall be in
writing, signed by the relevant Party,
and delivered personally by courier,
recorded delivery posts or e-mail, in

vSechna oznameni podle této smlouvy
pisemna, podepsand piislusnou smluvni
stranou a dorucena osobn¢ kuryrem,
doporucéenou z&silkou nebo e-mailem, v
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each case with written confirmation of
delivery or receipt. Legal notices under
this Agreement shall be in writing,
signed by the relevant Party, and
delivered personally by courier or by
recorded  delivery  posts  with
confirmation of delivery or receipt in
writing. Notices shall be addressed as

kazdém piipadé s pisemnym potvrzenim o
doruceni nebo ptevzeti. Pravni oznadmeni
podle této smlouvy budou pisemna,
podepsand ptislusnou smluvni stranou a
doru¢ena osobné kuryrem, doporu¢enou
zésilkou s pisemnym potvrzenim o
doruceni nebo pievzeti. Oznamovani
budou zasilana na tyto adresy:

follows:
To Services | Name and Address: | As written in preamble of this Agreement
Provider: e-mail: _
To Physician: Name and Address: | As written in preamble of this Agreement
e-mail. _
To Sponsor: Name and Address: | As written in preamble of this Agreement
e-mail I ith 2 copy to [N |

With a copy to

Name and Address:

As written in preamble of this Agreement

Worldwide: e-mail: _

Poskytovateli Jmeéno a adresa: Jak je uvedeno v Gvodni ¢asti této smlouvy

sluzeb: E-mail: I

ke Jméno a adresa: Jak je uvedeno v Uvodni ¢asti této smlouvy
E-mail: _________

Zadavateli: Jmeéno a adresa: Jak je uvedeno v uvodni ¢asti této smlouvy
E-mail: B v ooin I |

S kopii pro | Jméno aadresa: Jak je uvedeno v Gvodni c¢asti této smlouvy

spole¢nost E-mail: _

Worldwide:

14.3. Any Party may change its address or e-
mail by giving the other Party written
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14.4.

14.5.

14.6.

notice, delivered in accordance with this
provision.

Service  provider and  Physician
acknowledge  that, pursuant  to
transparency laws, Sponsor, as a drug
manufacturer, may be required to report
on any and all items of value including,
but not Ilimited to, fees, meals,
educational  items, gifts, expense
reimbursements, and other payments or
items of value provided to healthcare

providers and/or healthcare
organizations. These reports may be made
public  consistent  with  applicable

legal/regulatory requirements. In order
for Sponsor to comply with these
requirements, Service Provider and
Physician agree and shall ensure that,
prior to provisioning of the Services for
the Study, the Service provider and other
relevant Study Staff agree that Sponsor
may report any and all payments made
under this Agreement to applicable
government agencies as and to the extent
required by Applicable Law. Service
provider and Physician shall provide

information reasonably requested by
Sponsor  to  facilitate =~ Sponsor’s
compliance  with  the  reporting

requirements described above.

Services Provider and Physician shall not
engage any subcontractor to fulfil any of
its obligations in this Agreement or
assign, transfer, or delegate any of its

stran¢ doruc¢enym Vv souladu s timto
ustanovenim.

14.4. Poskytovatel sluzeb a Lékat berou na

védomi, Ze podle zakonl o transparentnosti
mize byt Zadavatel jakozto vyrobce 1éku
povinen podavat zpravy o v§ech hodnotnych
plnénich, mimo jiné o poplatcich,
stravovani,  vzdélavacich  predmétech,
darech, nahradach vydaji a jinych platbach
nebo hodnotnych plnénich poskytnutych
poskytovatelim zdravotni péfe a/nebo
zdravotnickym organizacim. Tato hlaseni
mohou byt zvetejnéna v souladu s platnymi
pravnimi/regulaénimi  pozadavky. Aby
mohl Zadavatel splnit tyto pozadavky,
Poskytovatel sluzeb a Lékar souhlasi a
zajisti, ze pted poskytovanim sluzeb pro
Studii Personal studie bude souhlasit s tim,
ze Zadavatel muze hlasit veskeré platby
provedené¢ na zékladé¢ této Smlouvy
ptislusnym vladnim organim Vv souladu
S platnymi pravnimi ptedpisy a v rozsahu,
Vjakém jsou pozadovany. Poskytovatel
sluzeb a Lékar poskytnou informace, které
si Zadavatel ptiméfené vyzada, aby
Zadavateli usnadnil splnéni vyse popsanych
pozadavkl na podavani zprav.

14.5. Poskytovatel sluzeb a Lékat nesmi pro

plnéni jakychkoli svych povinnosti podle
této Smlouvy zapojit Zadného
subdodavatele ani postoupit, pfevést nebo
sva nebo

rights or obligations under this delegovat  jakakoli prava

Agreement without obtaining prior povinnosti  podle teto  Smlouvy  bez

written consent from Sponsor. predchoziho pisemného souhlasu
Zadavatele.

Services Provider and Physician agree to 14.6. Poskytovatel sluzeb a Lékai souhlasi s

co-operate in good faith and to provide
any necessary information or instruction
to vendor(s) appointed by the Sponsor or
Worldwide on behalf of Sponsor for the
performance of any specific Study related
services.

tim, Ze budou v dobré vite spolupracovat a
poskytnou veskeré potiebné informace nebo
pokyny partnerovi (partneriim)
jmenovanému zadavatelem nebo
spole¢nosti Worldwide jmenem zadavatele
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14.7. Services Provider and Physician are
Sponsor’s independent contractors and
are not employees, agent, or a partner of
Sponsor or Worldwide.

14.8. Sponsor may assign this Agreement or
any part thereof upon written notice to

Services Provider and Physician.

14.9. Either Party’s failure to require the other
Party to comply with any provision of this
Agreement shall not be deemed a waiver
of such provision or any other provision

of this Agreement.

14.10. If any provision of this Agreement is
held invalid or unenforceable by a court
of competent jurisdiction, the rest of the
Agreement will remain in full effect.

14.11. The terms of this Agreement that contain
obligations or rights that extend beyond
the completion of the Study shall survive
termination or completion of this
Agreement, even if not expressly stated
herein.

14.12. Neither Party shall be liable to the other
Party or shall be in default of its
obligations in this Agreement if such
default is the result of war, hostilities,
terrorist  activity, revolution, civil
commotion, strike, epidemic, accident,
fire, wind, flood or because of any act of
God or other cause beyond the reasonable
control of the Party affected and not
reasonably foreseeable as of the Effective
Date of this Agreement.

14.13. This Agreement, and any subsequent
amendment(s), will be executed in three
(3) counterparts and the counterparts,

k provadéni jakychkoli specifickych sluzeb
souvisejicich se studii.

14.7. Poskytovatel sluzeb a Lékai jsou
nezavislymi smluvnimi dodavateli
zadavatele a nejsou  zaméstnancem,

predstavitelem ani partnerem Zadavatele
nebo spole¢nosti Worldwide.

14.8. Zadavatel mize postoupit tuto Smlouvu
nebo jakoukoliv jeji cast na zdaklade
pisemného oznameni Poskytovateli sluzeb a
Lékati.

14.9. Pokud kterakoli ze stran nepozaduje,
aby druhd strana dodrzovala jakékoli

ustanoveni této Smlouvy, nebude to
povazovano za zieknuti se takového
ustanoveni  nebo  jakéhokoli  jiného

ustanoveni této Smlouvy.

14.10. Pokud bude jakékoli ustanoveni této
smlouvy shledano soudem s ptislusnou
jurisdikci neplatnym nebo
nevymahatelnym, zbytek smlouvy zustane v
pIné platnosti.

14.11. Ustanoveni této Smlouvy obsahujici
zavazky nebo préva piesahujici dobu
dokonceni studie plati i po predéasném
ukonceni ¢i uplynuti platnosti této Smlouvy,
tiebaze do zde neni vyslovné ujednano.

14.12. Z4adna ze smluvnich stran nebude
odpovédna druhé smluvni strané ani nebude
v prodleni s plnénim svych zavazka
vyplyvajicich z této smlouvy, pokud je
takové  poruSeni  dusledkem  vélky,
nepratelstvi, teroristické ¢innosti, revoluce,
ob¢anskych nepokoju, stavky, epidemie,
nehody, pozaru, vétru, povodni, pfipadné z
diavodu jakehokoli zasahu vyssi moci nebo
jiné pficiny, kterd je mimo ptiméfenou
kontrolu dotcené strany a neni rozumné

predvidatelny k datu ucCinnosti této
Smlouvy.
14.13. Tato Smlouva a jakékoli nésledné

zmény budou podepsany ve tiech (3)
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14.14. The Parties agree that a copy of the

14.15. This Agreement is executed in two

14.16. The Agreement shall be governed by the

together, shall constitute a

agreement.

single

original signature (including an electronic
copy) may be used for any and all
purposes for which the original signature
may have been used. The Parties agree
they will have no rights to challenge the
use or authenticity of this document based
solely on the absence of an original
signature.

languages. In case of discrepancies
between the Czech version and the
English version of this Agreement, the
Czech version shall prevail.

laws of the Czech Republic. The Parties
agree that they will try to resolve any
disputes arising out of or in connection
with this Agreement out of court prior to
resorting to any legal action. If the Parties
are unable to resolve the dispute amicably
within sixty (60) days from the date the
complaining Party gave written notice of
such dispute to the other Party, the dispute
may be brought before the court located
in the Czech Republic.

stejnopisech a tyto stejnopisy spole¢né tvoii
jedinou smlouvu.

14.14. Smluvni strany souhlasi s tim, ze kopie

origindlniho podpisu (v¢etné elektronické
kopie) muze byt pouzita pro vSechny ucely,
pro které mohl byt originalni podpis pouzit.
Strany souhlasi, ze nebudou mit zadna prava
napadnout pouziti nebo pravost tohoto
dokumentu pouze na zakladé absence
originalniho podpisu.

14.15. Tato Smlouva je uzaviena ve dvou

jazycich. V ptipad¢ rozporia mezi ¢eskou
jazykovou verzi a anglickou verzi teto
smlouvy bude rozhodné verze ¢eska.

14.16. Smlouva se bude ftidit zakony Ceské

republiky. Smluvni strany se dohodly, ze se
pokusi vyftesit jakékoli spory vyplyvajici z
této smlouvy nebo v souvislosti s ni
mimosoudné, nez se uchyli k pravnim
kroktum. Pokud strany nejsou schopny spor
vyfesit smirnou cestou do Sedesati (60) dnt
od data, kdy zalujici strana pisemné
oznamila takovy spor druhé strané, muze
byt spor piedlozen mistnimu soudu v Ceské
republice.

[SIGNATURES TO FOLLOW] / [NASLEDUJI PODPISY]
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SPONSOR by its authorized signatory WORLDWIDE / ZADAVATEL
prostfednictvim opravnéného signataie spolecnosti WORLDWIDE

Name
Surname
/ Jméno
Piijmeni
Title /
Funkce
Date /
Datum

DD-MMM-YYYY

Signature
/ Podpis

SERVICE PROVIDER v(authorized signatory) / POSKYTOVATEL
SLUZBY (povéfeny signataf)

Name
Surname
/ Jméno
Pi{jmeni
Title /
Funkce
Date /
Datum

DD-MMM-YYYY

Signature
/ Podpis
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PHYSICIAN / LEKAR

Name

/ Jméno
Piijmeni

Surname I

Funkce

Title / Physician / Lékar

Date /
Datum

DD-MMM-YYYY

Signature
/ Podpis

LIST OF EXHIBITS

Exhibit  A:  Clinical Investigator
Statement

Exhibit B: Payment Schedule
Exhibit C: Budget

SEZNAM PRILOH

Priloha A: Prohlaseni Klinického
zkouSejiciho

Piiloha B: Harmonogram plateb

Priloha C: Rozpocet
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EXHIBIT A/PRILOHA A

CLINICAL INVESTIGATOR STATEMENT / PROHLASENI KLINICKEHO
ZKOUSEJICIHO
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EXHIBIT B/ PRILOHA B
PAYMENT SCHEDULE / ROZPIS PLATEB
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EXHIBIT C/PRILOHA C
BUDGET FOR SERVICE PROVIDER / ROZPOCET PRO POSKYTOVATELE SLUZEB
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BUDGET FOR PHYSICIAN / ROZPOCET PRO LEKARE
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