BAYER s.r.o0.

IC / ID No.: 005 65 474

DIC/ TAX/VAT No.: CZ005 65 474

se sidlem / with its registered seat at: Siemensova 2717/4, 155 00 Praha 5 — Stodilky, Ceska republika
zapsana v obchodnim rejstiiku Méstského soudu v Praze/registered in the companies” registry at the
Municipal court in Prague, oddil/section C, vlozka/ file 391,

(dale jen ,,Bayer®) / (hereinafter referred to as “Bayer”)

zastoupena na zakladé plné moci spole¢nosti

NEOX s.r.o.

IC /1D No.: 629 17 927

DIC TAX/VAT No.: CZ 62917927

se sidlem / with its registered office at: Pancifova 1196/2, 143 00 Praha 4, Ceska republika
spole¢nost zapsana obchodniho rejstiiku Méstského soudu v Praze / registered in the companies’
registry at the Municipal court in Prague,oddil / section C, vlozka / file 35823

Zastoupena / represented by: xxx

(dale jen ,,CRO*) / (hereinafter referred to as “CRO”)

Krajska zdravotni, a.s.

IC/ ID No.: 25488627

DIC/ TAX/VAT No.: CZ 25488627

se sidlem/ with its registered seat at:

Socialni péée 3316/12A, 401 13, Usti nad Labem

zapsana u/ registered at: Krajského soudu v Usti nad Labem/ Regional Court inUsti nad Labem, oddil/
section B., vlozka/ file 1550zastoupena/ represented by: .Xxx

bankovni spojeni/ Bank connection: 216686400/0300

(dale jen ,,Zdravotnické zafizeni®) / (hereinafter referred to as the “Healthcare Institution”)

MUDr. David Sule
XXX |
(dale jen ,,Lékar*) / (hereinafter referred to as the “Physician”)

uzavieli dne, mésice a roku uvedeného nize podle
ustanoveni § 1746 odst. 2 Ob¢anského zakoniku
tuto

smlouvu o provedeni
neintervencni studie

entered on the below stated day, month and year
pursuant to § 1746 sec. 2 of the Civil Code this

contract on conduct
of a non-interventional study
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l.
PREAMBULE

1. Bayer je obchodni spolecnosti zabyvajici se

mimo jiné vyzkumem, vyvojem, registraci a
vyrobou 1éCivych ptipravki. Bayer je podle
zékona ¢. 378/2007 Sb., o 1éCivech, v platném
znéni (dale jen ,,zakon o 1éCivech™) povinen
sledovat nezadouci G¢inky 1é¢ivych pripravkd,
u kterych je drzitelem rozhodnuti o registraci,
nebo u kterych plni tuto povinnost na zakladé
smluvnich zavazka jako zastupce drzitele, a
rovnéz ma zajem na zkoumadni téchto 1écivych
pfipravka pfi jejich pouziti v bézné klinické
praxi.

. Zdravotnické zafizeni je subjektem fadné
opravnénym K poskytovani zdravotnich sluzeb
pacientim Vv souladu s pfislusnymi pravnimi
ptredpisy a poskytuje zdravotni sluzby mimo
jiné v oblasti onkologie.

. Lékat je zaméstnancem Zdravotnického
zafizeni (KZ a.s., Masarykova nemocnhice
v Usti nad Labem, 0.z) a zdravotnickym
profesiondlem a  odbornikem v oblasti
onkologie, ktery pouziva 1é¢ivé piipravky ve
své praxi.

. Pfedmétem této smlouvy je spoluprace Bayeru,
Zdravotnického zafizeni a Lékaie pfi realizaci
neintervencéni poregistraéni studie bezpecnosti
ve smyslu pfislusnych ustanoveni zakona o
1é¢ivech, s nazvem ,,xxx “ (dale jen ,,studie)
podle protokolu studie (dale jen ,,protokol®),
jenz je prilohou €. 1 této smlouvy, v rdmci
Zdravotnického zafizeni pod vedenim Lékare.
Smluvni strany souhlasi, Zze Zdravotnické
zafizeni a Lékar jsou pii vykonu ¢innosti podle
této smlouvy nezavisli, Ze Cinnost podle této
smlouvy provadi Lékat s pouzitim svych
odbornych  znalosti a dovednosti, ze
Zdravotnické zafizeni a Lékai provadi tyto
¢innosti na vlastni naklady a odpovédnost a Ze
pii své ¢innosti nejsou vazani pokyny Bayer
S vyjimkou pfedem dohodnutého postupu
provadéni studie, jak jej uvadi protokol.

.
PREAMBLE

1. Bayer is a business company conducting its

business inter alia in research, development,
registration and manufacture of medicinal
products. Bayer is obliged pursuant to Act No.
378/2007 Coll., on medicines, as amended
(hereinafter referred to as the “act on
medicines”) to monitor adverse effects of
medicinal products, to which it is the marketing
authorisation holder or regarding which Bayer
fulfils this obligation based on contractual
covenants as the marketing authorisation
holder representative. In addition Bayer wishes
to study of these medicines when they are used
in the ordinary course of medical practice.

. The Healthcare Institution is a company duly

authorized to providing healthcare to patients
pursuant to applicable laws and regulations and
provides for the healthcare inter alia in the field
of Oncology.

. The Physician is the employee of the Healthcare

Institution (KZ a.s., Masarykova nemocnice in
Usti nad Labem) and medical professional and
expert in the field of Oncology who uses
medicinal products in his/her practice.

. The subject of this contract is cooperation

between Bayer, the Healthcare Institution and
the Physician in conducting the non-
interventional post-authorisation clinical study
of the safety pursuant to respective provisions
of the act on medicines, titled ,xxx”
(hereinafter referred to as the “study”) in
accordance with protocol of the study
(hereinafter referred to as the “protocol”),
which forms Appendix 1 hereto, in the
Healthcare Institution under control of the
Physician. The parties agree that the Healthcare
Institution and the Physician shall be
independent in performing activities under this
contract, that the Physician shall perform
activities hereunder by using his/her expert
knowledge and experience, that the Healthcare
Institution and the Physician do perform these
activities on their own costs and liability and
that in their performance they shall not be
bound by instructions of Bayer except for the
agreed course of the study conduct as set forth
in the protocol.
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. Smluvni strany se dohodly na provedeni studie
v souladu s protokolem a se vSemi platnymi
zakony a predpisy, doporuc¢enimi, pokyny a
smérnicemi.

. XXX

. Bayer prohlaSuje, ze si je védom svych
oznamovacich povinnosti ohledné¢ studie a
prohlasuje, ze odpovédnost za splnéni téchto
povinnosti zistava Bayeru.

. Bayer nebude poskytovat Zdravotnickému
zafizeni ani Lékafi 1éCivé pfipravky pro
provadeéni studie.

9. XXX

10.Zdravotnické zafizeni a Lékat se zavazuji

dokumentovat vysledky studie ohledné
jednotlivého pacienta dle této smlouvy pouze
za podminky, ze dany pacient k tomu udé¢lil
predchozi pisemny informovany souhlas, jehoz
zavazny vzor tvofi nedilnou soucast této
smlouvy jako jeji ptiloha ¢. 2.

. Zdravotnické zatfizeni a Lékaf se touto
smlouvou zavazuji sledovat po dobu a
zplisobem stanovenymi protokolem lécbu
pacientii 1é¢enych pripravkem xxx, kteti maji
nebo budou mit v dobé trvani této smlouvy ve
své péCi. Touto smlouvou neni vyslovné
stanoven cilovy nebo zavazny pocet pacientd,
kteti budou Zdravotnickym zafizenim a
Lékatem sledovani.

. Zdravotnické zatizeni a Lékar berou na védomi
a souhlasi, ze pro ucely studie je potiebné
shromazdéni udaju o 1€¢bé urcitého celkového
minimalniho a maximalniho poctu pacientti, a
proto spole¢nost Bayer je kdykoli opravnéna
oznamit Zdravotnickému zafizeni a/nebo
Lékari, ze zahajeni sledovani 1écby u dalSich
novych pacientl pro ucely studie ukoncuje; od
doruceni takového oznameni se Zdravotnické

10. The Healthcare

5. The parties agree to conduct the study in

accordance with the protocol and all applicable
laws and regulations, recommendations,
guidelines and directives.

. XXX

. Bayer declares to be aware of its notification

obligation regarding the study and further
declares that responsibility for fulfilment of this
obligation remains with Bayer.

. Bayer shall not provide to the Healthcare

Institution or the Physician a medicinal product
for the participation in the study.

9. XXX

Institution and the
Physician will document the outcomes of the
study concerning the particular patient under
this contract only if the patient gives his/her
prior written informed consent thereto. The
binding form of the consent forms integral part
of this Agreement as Annex 2.

. The Healthcare Institution and the Physician

hereby undertake to monitor during the period
and by the means set out in the protocol the
treatment of patients treated with the medicinal
product xxx, who they have or will have in care
in the period of this contract. This contract does
not explicitly state any target or binding number
of patients, who shall be monitored by the
Healthcare Institution and the Physician.

. The Healthcare Institution and the Physician

acknowledge and agree that for purposes of the
study it is necessary to gather data on treatment
of a maximum number of patients and therefore
Bayer shall be entitled to notify to the
Healthcare Institution and/or to the Physician at
any time that commencement of monitoring of
treatment of another new patients is terminated,;
by delivery of such a notification the Healthcare
Institution and the Physician undertake not to
start monitoring of any new patients within the
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zatizeni a Lékaf zavazuji nezahajovat
sledovani novych pacientdl Vramci studie.
Bayer je dale opravnén kdykoliv oznamit
Zdravotnickému zafizeni a/nebo Lékari, ze
ukonéuje i jiz zahajena sledovani 1éCby
pacientii, Vtakovém piipadé¢ jsou Lékar a
Zdravotnické zafizeni povinni uéinit jiz pouze
takové kroky, které budou pozadovany
spoleCnosti  Bayer v souvislosti s timto
ukonCenim, a to dle pokyni a pozadavku
Bayer.

. Zdravotnické zatizeni a Lékat prohlasuji, ze po
celou dobu platnosti této Smlouvy bude
predepisovani veSkerych léCivych ptipravki
zcela nezavislé na jejich ucasti na studii a
souCasn¢ se zavazuji sledovat 1é¢bu pouze u
téch pacient, u kterych ma jejich 1éCba
vyhradné Iékatské divody a ktefi spliuji
kritéria stanovena v protokolu nebo v této
smlouve. Lékar bude €init vSechna rozhodnuti
ohledné 1éCby pacienta nezavisle na jeho ucasti
ve studii a nebude provadét zadna dalsi
vySetfeni, nez ktera by provadél bez Ucasti na
studii (princip neintervenéni studie). Za
¢innosti provedené v ramci ucasti na studii
V rozporu S timto ustanovenim
Zdravotnickému zafizeni ani Lékafi nevznika
narok na odménu a byla-li jiz za takové
Cinnosti odména vyplacena, zavazuji se
takovou odménu spolecnosti Bayer neprodlené
vratit.

. Vramci tohoto sledovani se Zdravotnické
zatizeni zavazuje umoznit a Lékar se zavazuje
zaznamenavat o pacientech do zaznamovych
listi vSechny udaje dané protokolem studie,
ktery spolu s podpisem této Smlouvy obdrzeli
od Bayer, a pfedat vSechny fadné vyplnéné
zaznamové listy Bayeru.

. Zdravotnické zafizeni a Lékaf zaroven
prohlasuji, ze jsou Bayeru opradvnéni na
zaklad€ podepsaného informovaného souhlasu
a v jeho intencich tyto vySe uvedené udaje o
pacientech ptedat a ze jim zadna pravni, ani
fakticka prekazka nebrani uzaviit a plnit tuto
smlouvu.

study. Bayer shall be further entitled to notify to
the Healthcare Institution and/or the Physician
at any time that monitoring of the treatment of
already monitored patients is also terminated,
and the Healthcare Institution and the Physician
shall take only such steps that will be required
by the company Bayer in relation to that
termination and according to the instructions
and requirements of Bayer.

. The Healthcare Institution and the Physician

declare that during the whole period of this
contract the prescription of all medicinal
products shall be entirely independent of their
participation in the study and at the same time
they undertake to monitor the treatment only in
patients whose treatment is based exclusively
on medical grounds and who meet the criteria
specified in the protocol or in this contract. The
Physician will make any decision for patients’
therapy independently of his/her participation
in the study and will perform no other
examinations than he/she would do without
his/her participation in the study (principle of
non-intervention). For activities performed
within their participation in the study contrary
to this provision the Healthcare Institution and
the Physician shall not be entitled to any
remuneration and provided that they have
already been paid for such activities, they shall

pay such remuneration back to Bayer
immediately.
. Within this monitoring the Healthcare

Institution commits to allow and the Physician
commits to record into case report forms
(hereinafter also referred as "CRF”) about
patients all data pursuant to the protocol, which
they have been provided with by Bayer along
with the executing this contract and hand over
all duly filled case report forms to Bayer.

. The Healthcare Institution and the Physician

declare to be authorized to hand over the above
presented data about patients pursuant the
signed patient’s informed consent to Bayer and
that no legal or factual obstacle does prevent
them from entering into and fulfilling this
contract.

Strana 4




6. Bayer prohlasuje, Ze se seznamil s obsahem

informovaného souhlasu a opravnéni z néj
plynouci povazuje za dostatecné, co do
predpokladaného rozsahu potfebného pro tuto
studii.

. Zdravotnické zatizeni a Lékar se zaroven
zavazuji neuvadét v zaznamovych listech
jakékoliv udaje, které samotné, nebo ve spojeni
Sjinymi  voln€¢ dostupnymi udaji, by
umozinovaly Bayeru ¢i tieti osobé identifikaci
pacient.

. V ptipad¢ ztrdty zdznamového listu jsou
Zdravotnické zafizeni a Lékai povinni toto
pisemné oznamit Bayeru a v pisemném
oznameni uvést Cislo ztraceného zaznamového
listu, jaka data zaznamovy list obsahoval a zda
obsahoval udaje o nezadoucich 1gincich
1é¢ivého ptipravku.

. Jakakoliv nepfizniva zména zdravotniho stavu
pacienta v obdobi sledovani (neptiznivy a
nechtény projev nebo pfiznak, komplikace,
nehoda, vyznamna zména laboratornich
vysledki nebo EKG atd.)) musi byt
zdokumentovana a zhodnocena bez ohledu na
to, zda lze urcit souvislost se sledovanym
lécivym pripravkem, ¢i nikoliv. Nezadouci
pfihoda musi byt do 7 dnti od zjisténi podrobné
popsana v dokumenta¢nim formulaii (“Zprava
0 nezadoucich ucincich”), ktery je také
soucasti e-CRF a vSechny otazky tykajici se
téchto ucinkt musi byt kompletné vyplnény.

10.Zavazné nezadouci piihody (piihody, které

jsou smrtelné nebo zivot ohrozujici, vedouci
K trvalému nebo zavaznému
postiZzeni/neschopnosti, vyzadujici
hospitalizaci nebo prodlouzeni hospitalizace,
jsou vrozenou vadou nebo vyznacnou
zdravotni udalosti), museji byt bezodkladné,
nejpozdéji do 24 hodin po jejich zjisténi,
zaznamenany v dokumenta¢nim formulaii pro
hlaseni nezadoucich ptihod, ktery je také
soucasti CRF.

V piipadé, 7ze nebude mozné nahlasit
nezadouci prihody v systému e-CREF, je tfeba
vyplnénou Zpravu o nezadoucich ucincich je
tteba dorucit Bayeru faxem na Cislo:

. Any untoward

6. Bayer claims that he is familiar with the

contents of informed consent and authorization
from the resulting deems sufficient , in terms of
the expected magnitude required for this study.

. The Healthcare Institution and the Physician

further undertake not to present in case report
forms any data enabling, on its own account or
in conjunction with other freely available data,
Bayer or any third person to identify patients.

.In case of loss of CRFs the Healthcare

Institution and the Physician have to send a
written statement to Bayer containing the lost
CRF number, information on which data the
lost CRF contains and whether the lost CRF
contains any data on adverse events of
medicinal product.

medical occurrence
(unfavourable and unintended sign or symptom,
complication, accident, significant change of
laboratory parameters or ECG etc.) with regard
to a patient during the observation period has to
be documented and assessed, regardless of
whether a relation with the investigated drug
can be established or not. The event must be
described in detail in the documentation form
(“Adverse Event Report”) and all questions
concerning this event must be filled out
completely.

10. Serious adverse events (events which are

fatal or life threatening, resulting in persistent
or significant disability/incapacity, requiring
hospitalization or prolongation of
hospitalization, are a congenital anomaly / birth
defect or important medical events), must be
reported to Bayer immediately — within 24 h -
after being observed, through Electronic Data
Capture which is part of e-CRF.

In case adverse events cannot be reported
through e-CRF system, a completed Adverse
Event Report must be sent to Bayer via fax on:

+420 266 101 504 or via e-mail on:
pharmacovigilance.czech@bayer.com.
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12.Spolecnost

+420 266 101 504 nebo e-mailem na adresu:
pharmacovigilance.czech@bayer.com.
Piihody, pro které byla hospitalizace
naplanovana pied zafazenim pacienta do
studie, nejsou povazovany za nezadouci
ptihody. Toto plati rovnéz pro hospitalizaci,
ktera ma ambulantni charakter (kratsi nez 12
hodin) nebo je soucasti bézné lécby nebo
sledovani hodnoceného onemocnéni, a které
nejsou dany zhorSenim onemocnéni.

11. Zdravotnické zafizeni a Lékaf jsou povinni

pisemné oznamit Bayeru kazdé t€¢hotenstvi, ke
kterému dojde u pacienta béhem studie, a to ve
lhit¢ urené pro oznadmeni zavaznych
nezadoucich ucinkli. U tohoto pacienta jsou
Zdravotnické zatizeni a Lékar povinni peclive
sledovat priibéh téhotenstvi a oznamit Bayeru
vSechny vysledky tykajici se matky i ditéte.
Bayer obvykle neshromazd’uje informace o
expozici léku prostiednictvim otce, ovSem
pokud jsou takové piipady hlaseny, je tieba
vynalozit veskeré usili k ziskani informaci o
prabéhu a vysledku takového téhotenstvi, za
podminky udéleni souhlasu otce. Zdravotnické
zafizeni a Lékar jsou povinni poskytnout
spoleCnosti  Bayer veSkerou potfebnou
souCinnost pro fadné plnéni povinnosti
stanovenych Ceskymi i evropskymi pravni
ptedpisy v oblasti farmakovigilance G¢innymi
V dob¢ ucinnosti této smlouvy.

Bayer si pro ovéfeni udajl
vyhrazuje pravo na audit zaznamu (zahrnujici
neomezenou kontrolu udaji) Zdravotnického
zatizeni a Lékare a veskeré dalsi dokumentace
vztahujici se ke studii, a to kdykoliv béhem
nebo po provedeni studie. Zdravotnické
zafizeni a Lékaf souhlasi, ze budou se
spolecnosti Bayer na zadost spolupracovat pfi
auditu téchto informaci. Za stejnych podminek
se Zdravotnické zafizeni a Lékar zavazuji
strpét rovnéz audity, kontroly a inspekce
provadéné spolecnosti Bayer HealthCare
Aktiengesellschaft, se sidlem v Leverkusen,
51368, Neémecko, =zapsanou v rejstiiku
spolecnosti u Mistniho soudu v Kolin¢ nad
Rynem pod cislem HRB 48248, osobami
zmocnénymi zadavatelem studie, tuzemskymi,
zahrani¢nimi ¢i mezinarodnimi ufady a/nebo
organizacemi zodpovédnymi za registraci 1éCiv
nebo za dohled nad klinickymi hodnocenimi

Hospitalizations, which were planned before
the patient’s inclusion in the study, will not be
regarded as adverse events. This pertains also to
hospitalizations which are ambulant (shorter
than 12 hours) or are part of the normal
treatment or monitoring of the studied disease
and which are not due to a worsening of the
disease.

11. The Healthcare Institution and the Physician

must report to Bayer any pregnancy occurring
at a patient during the study, within the
timeline stated for the report of adverse
events. The Healthcare Institution and the
Physician shall follow up carefully the
outcome of pregnancy of that patient and
report to Bayer any outcome concerning the
mother or the child. Bayer usually does not
gather information of drug exposure via
father, however, if those cases are reported, all
efforts should be made to obtain information
on course and outcome of that pregnancy,
subject to the father’s consent. The Healthcare
Institution and the Physician shall provide
Bayer with all necessary cooperation to fulfill
the obligations stated by the Czech and
European legislation on pharmacovigilance
applicable in the whole course of the
effectiveness period of this contract.

12. Bayer retains the right to a data verification

audit (including unlimited data review) of the
Healthcare Institution’s and the Physician’s
records and any other documentation relating
to the study at any time during or following
the study. The Healthcare Institution and the
Physician agree to cooperate with Bayer for
audit of such information upon request. Under
the same conditions the Healthcare Institution
and the Physician undertake to suffer also the
audits, checks and inspections performed by
Bayer HealthCare Aktiengesellschaft, with its
registered office in Leverkusen, 51368,
Germany, entered at the Local Court in
Cologne in Companies Register under the
number HRB 48248, persons authorized by
sponsor, domestic, foreign or international
authorities and/or organizations responsible
for registration of drugs or supervision over
clinical trials with drugs. The audit to be
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lé¢iv. Spolecnost Bayer musi ji provadény
audit pfedem oznamit. Zdravotnické zatizeni a
Lékat berou na védomi a souhlasi, ze prubéh
provadéni NIS bude monitorovan, a za timto
ucelem se zavazuji umoznit CRO anebo jinym
povefenym monitortim, jakoZz i vyse uvedenym
subjektim pro ucely auditu, pfistup také do
zdravotnické dokumentace pacienta
zatfazeného do NIS, avSak pouze za ucelem a
V rozsahu ovétreni spravnosti dat
zpracovavanych o 1é¢b¢ pacienta v ramci NIS
a pouze pokud s takovym piistupem pacient
pfedem vyslovil svilj souhlas v ramci
informovaného souhlasu pacienta s casti
v NIS.

13.Zdravotnické zafizeni a Lékat berou na védomi | 13.
a souhlasi, Ze v ramci provadéni studie bude
dochazet ke zpracovani osobnich tdajt
pacientii  zafazenych do  studie, kdy
Zdravotnické  zafizeni bude v pozici
zpracovatele téchto osobnich tidaji a Bayer
V pozici spravce osobnich tdajt.

14.Zdravotnické  zatizeni je  opravnéno | 14.
zpracovavat osobni udaje pacientl, k nimz
bude mit pfistup, vyhradné v rozsahu, v jakém
je toto zpracovani nezbytné pro provadeni
studie. Rozsah osobnich udaji, které je
Zdravotnické zafizeni opravnéno zpracovavat,
je  vymezen rozsahem udaji, jejichz
shromazd’'ovani je nezbytné pro provadéni
studie. Zdravotnické zafizeni neni opravnéno
rozsah zpracovavanych udaji zuZzovat ani
rozs§ifovat, jakymkoli zptisobem zasahovat do
shromazdénych osobnich udaji, ménit je,
upravovat, zvetejiiovat, zptistupnovat jakékoli
tteti osobé C€i umoznit teti osobé k témto
udajum pfistup; vyjma povinnosti anebo
opravnéni Zdravotnického zafizeni
vyplyvajicich mu z pfislusnych pravnich
predpisi.

15.Zdravotnické zatizeni se zavazuje piijmout a | 15.
aplikovat ~ veSkera  potiebna  opatieni
k organizacnimu a technickému zajisténi
adekvatni ochrany zpracovavanych osobnich
udaji, aby nemohlo dojit k neopravnénému
nebo nahodilému ptistupu k osobnim udajim,
k jejich zmén€, znieni ¢i  ztrate,
neopravnénym prenosim, k jejich jinému

performed by Bayer will require a prior notice.
The Healthcare Institution and the Physician
acknowledge that the conduct of the NIS is
subject to monitoring and therefore that
undertake to allow CRO and/or other
appointed monitors, as well as the persons
mentioned above for purposes of an audit,
access also to medical records of patients
included in NIS, however only for purpose
and to the extent for verification of correctness
of data about such patient’s health processed
within NIS and only if such access is allowed
under such patient’s consent given within the
informed consent of the patient with
participation in NIS.

The Healthcare Institution and the Physician
acknowledge and agree that in the framework
of the Study conduct personal data of patients
enrolled in the Study will be processed.
Within the processing the Healthcare
Institution shall be in the position of a data
processor and Bayer in the position of the data
controller.

The Healthcare Institution is authorized to
process patients” personal data to which it will
have access exclusively to the extent which is
necessary for the Study conduct. The scope of
personal data which the Healthcare Institution
is entitled to process is outlined by the Study
Protocol and e-CRFs. The Healthcare
Institution is not authorized to narrow or
extend the scope of the processed data, to
intervene by any means in the collected data,
to alter it, adapt, publish or disclose to any
third person or allow that the data is accessed
by any third person; except for duties or
competence of the Healthcare Institution
arising from applicable laws and regulations.

The Healthcare Institution shall adopt all
necessary organizational and technical
measures to ensure adequate protection of the
processed data against unauthorized or
incidental access to such data, its alteration,
destruction or loss, unauthorised transfers,
other unauthorised processing, as well as other
misuse of the processed personal data.
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neopravnénému zpracovani, jakoz i k jinému
zneuziti zpracovavanych osobnich udaju.

16.Zdravotnické zatizeni se zavazuje zajistit, Ze

a) pristup ke zpracovavanym osobnim tdajim
a prosttedkim  vyuzivanym  k jejich
zpracovani umozni vyhradné tém osobam, u
nichz je takové zptistupnéni nezbytné nutné
V ramci plnéni na zaklade této smlouvy;

b) zpracovavané osobni udaje nebudou
neopravnéné  Cteny, dopliovany  Ci
upravovany, kopirovany, ptenaseny C¢i
vymazavany;

C) jeho interni postupy umozni dohledatelnost
kazdého pristupu ke zpracovavanym
osobnim Udajum, jakoz i autora takového
ptistupu.

17. Zdravotnické zafizeni je povinno zpracovat a
zdokumentovat vlastni interni postupy a
pravidla piijaté k zajisténi ochrany
zpracovavanych osobnich Udaji vramci své
¢innosti a na zadost Bayer kdykoli piedlozit.

18.Smluvni strany se zavazuji pii zpracovavani
osobnich tdajl pii provadéni studie postupovat
VvV pfisném souladu s pfislusSnymi pravnimi
predpisy, zejména zdkonem ¢. 101/2000 Sb., o
ochrané osobnich udajii, ve znéni pozdéjsich
predpist, jakoZ i ostatnich pravnich predpist,
jez upravuji ochranu soukromi jednotlivcl
pred neopravnénymi zasahy, zejména zakonem
¢. 89/2012 Sb., obéansky zakonik.

1. Zdravotnické zafizeni, Lékat a Bayer se
dohodli, Ze za ucelem splnéni zavazku Bayer
zaplatit odménu Lékafi za Cinnosti fadné
provedené na zakladé této Smlouvy, uzavie
Bayer s Lékatem samostatnou dohodu o
odméné Lékate, vniz Bayer s Lékafem
sjednaji vysi odmeny a platebni podminky pro
odménu Lékate za provadéni NIS. Pro
odstranéni pochybnosti, a aniz je dotfena
pfedchozi véta smluvni strany vyslovné
prohlasuji, Zze tato Smlouva upravuje
povinnost Bayer zaplatit pouze
Zdravotnickému zatizeni odménu a naklady
za umoznéni provadéni NIS v souladu s touto
Smlouvou.

16. The Healthcare Institution shall ensure, that:

a) access to processed personal data and
means used to processing thereof is
allowed only to persons to whom such
access is necessary for fulfilment under
this Contract;

b) processed personal data will not be read,

supplemented or altered, copied,
transferred or deleted without
authorisation;

¢) its internal procedures will enable

tracking of each access to the processed

personal data as well as the author of such

access.
17. The Healthcare Institution is obliged to
prepare and document its own internal
procedures adopted to ensure protection of the
processed personal data within its operation
and submit it to Bayer at any time upon
request.
18. The Parties agree that when they will process
personal data in the Study conduct they will
strictly  follow applicable laws and
regulations, especially the Act No. 121/2000
Coll., on Personal Data Protection, as
amended, as well as other laws which govern
protection of privacy of individuals against
unlawful infringement, especially the Act No.
89/2012 Coll., Civil Code.

1. The Healthcare Institution, Physician and
Bayer agreed that in order for Bayer to fulfil the
obligation to pay the fee to the Physician for
activities properly performed under this
Agreement, Bayer and the Physician will enter
into a separate Agreement on Remuneration of
the Physician, in which Bayer and the
Physician will agree the payment terms and the
Physician’s fee for conducting NIS. For the
avoidance of doubt and without prejudice to the
previous sentence the Parties explicitly
acknowledge that this Agreement governs the
obligation of Bayer to pay the fee only to the
Healthcare Institution for enabling the conduct
of NIS pursuant to this Agreement.
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2. XXX
3. XXX

4, Xxx

5. Zdravotnické zafizeni je povinno z plateb jim
prijatych na zakladé této smlouvy odvést dan
a piipadné jiné srazky dle platné pravni
upravy.

V.

1. Tato smlouva mulze byt zménéna pouze
formou pisemného dodatku podepsaného
vSemi smluvnimi stranami. Tato smlouva
predstavuje celou a uplnou dohodu mezi
smluvnimi stranami ohledné predmétu této
smlouvy.

2. Zdravotnické zafizeni a Lékar berou vyslovné
na veédomi, ze zavazek vyplnit fadné
zaznamovy list dle této smlouvy je opravnén
a povinen splnit Lékaf vyhradné osobn¢ a bez
pomoci jiné osoby, ledaze s jinym postupem
vyslovi Bayer pisemné souhlas.

4, XXX

5. VsSechny zaznamové listy jsou vylucnym
vlastnictvim Bayeru a po ukonceni studie
museji byt neprodlené Bayeru vraceny, at’ uz
vyplnéné, nebo prazdné. Zdravotnické
zafizeni a Lékaf jsou opravnéni ponechat si
kopii kazdého vyplnéného zaznamového listu
pouze pro ucely archivnictvi.

6. Smluvni strany timto vyslovné prohlasuji, Ze
tato smlouva neni zddnym zplsobem spojena
S jakoukoliv jinou obchodni aktivitou, ktera
pfipadné mezi stranami mulze existovat,
zejména ze Zdravotnické zafizeni ani Lékar
nejsou nijak zavazani predepisovat, pouzivat,

2. XXX

3. XXX

4. XXX

5. The Healthcare Institution shall be responsible
for all taxes payable on account of payments

made under this contract and for other possible
deductions, according to the applicable law.

6. XXX

(AVA

1. This contract can be amended only through the

form of a written amendment signed by all
parties to the contract. This contract represents
entire and complete agreement between the
parties regarding the subject matter hereof.

2. The Healthcare Institution and the Physician

explicitly acknowledge that the Physician is
authorized to fulfil the covenant of fulfilment of
a case report form wunder this contract
exclusively on his/her own and without help of
any other person, unless approved otherwise in
writing by Bayer.

3. XXX

4, XXX

5. All CRFs are the sole exclusive property of

Bayer and must be returned to Bayer, either
completed or empty, at the end of the study. The
Healthcare Institution and the Physician shall be
allowed to retain a copy of each completed CRF
for record purposes only.

6. The parties hereby explicitly declare that this

contract shall not be connected by any means
with any business activity, which may
potentially exist between the parties, especially
that the Healthcare Institution or the Physician
are not bound in any way to prescribe, use,
recommend or purchase any goods, which is
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10.

11.

12.

13.

14.

doporucovat nebo nakupovat jakékoliv zbozi,
které vyrabi, dodava, obchoduje nebo
promuje Bayer.

XXX
XXX.

Povinnosti stanovené v ustanoveni ¢l. II. odst.
8az12al8acl IV. odst. 4. a 5. pretrvavaji i
po skonceni této smlouvy jakymkoliv
zptsobem.

Zdravotnické zafizeni a Lékai berou na
védomi, ze tato smlouva neni podminéna
zadnymi jiz existujicimi nebo budoucimi
obchodnimi vztahy mezi nimi a spoleénosti
Bayer, ¢i obchodnimi a jinymi rozhodnutimi,
ktera Zdravotnické zatizeni ¢i Lékar ucinili
nebo mohou ucinit ve vztahu ke Spole¢nosti
Bayer nebo jejim vyrobkim. Kazda ze stran
této smlouvy bude jednat jako nezavisly
dodavatel a nemuze byt chapana za zadnym
ucelem jako partner, jednatel, zaméstnanec
nebo zéstupce druhé strany.

Pokud se kterékoliv z ustanoveni této smlouvy
ukaze jako neplatné nebo nevymahatelné,
platnost nebo vymahatelnost zbyvajicich
ustanoveni této smlouvy tim nebude v zadném
pripadé ovlivnéna nebo narusena. Strany se
ihned dohodnou na nahradnim ustanoveni,
které se bude co nejvice blizit duchu a zdméru
neplatného/nevymahatelného ustanoveni.

Nebude-li smluvni strana pozadovat plnéni
dle kteréhokoliv ustanoveni této smlouvy,
nebo uplatriovat jakékoliv zde uvedené pravo,
nebude to v zadném piipad¢ vykladano jako
zfeknuti se tohoto ustanoveni nebo prava, ani
to zadnym zpisobem neovlivni pravo smluvni
strany doméhat se kteréhokoliv ustanoveni
této smlouvy.

Zmény a rozSifeni této smlouvy jsou platné
pouze formou pisemnych cislovanych
dodatkli podepsanych vSemi ucastniky.

manufactured, supplied, marketed or promoted
by Bayer.

7. XXX

8. XXX

9.

10

11.

12.

13.

14.

XXX

. Obligations set out in provisions of Article II.
par. 8 till 12 and 18 and Article 1V. par. 4
and 5 shall preserve also after termination of
this contract by any means.

The Healthcare Institution and the Physician
acknowledge that this contract is not
conditioned on any pre-existing or future
business relationship between them and
Bayer, or any business or other decisions the
Healthcare institution or the Physician have
made or may make relating to Bayer or Bayer
products. Each party to this contract shall act
as an independent contractor and shall not be
construed for any purpose as the partner,
agent, employee or representative to the other

party.

If any of the provisions of this contract will be
held to be invalid or unenforceable, the
validity or enforceability of the remaining
provisions of this contract shall not in any way
be affected or impaired thereby. The parties
will promptly agree upon replacement
provision(s) which approximate as closely as
possible the spirit and intent of the
invalid/unenforceable provision(s).

The failure of either party to enforce or require
performance of any of the provisions of this
contract, or to exercise any right herein
provided, shall in no way be construed as a
waiver of such provision or right or thereafter
affect such party’s right to enforce any
provision of this contract.

Amendments and extensions to this contract
shall not be effective unless in form of written
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16. Tato smlouva

15. Xxx

se vyhotovuje ve tfech
stejnopisech v ¢eském a anglickém jazyce,
Vv pfipadé nesrovnalosti je rozhodujici ceska
verze. Bayer, Zdravotnické zatizeni a Lékat
obdrzi kazdy jedno vyhotoveni. Tato smlouva
se idi pravnim fadem Ceské republiky,
zejména zdkonem 89/2012 Sb., obcansky
zakonik. V piipadé sporu z této smlouvy je
opravnén feSit vyluéné mistné a vécné
ptisluiny soud Ceské republiky.

V.

Lékat timto souhlasi stim, ze Bayer jako
spravce bude v souladu se zakonem
¢. 101/2000 Sb., o ochran¢ osobnich udaji,
pro ucely realizace a vyhodnoceni studie
zpracovavat a uchovavat osobni udaje Lékaie
v rozsahu osobnich identifika¢nich,
adresnych a kontaktnich udajii, jak je Lékar
poskytne pfi realizaci této smlouvy. Osobni
udaje budou zpracovavany v automatizovan¢
vedené  databazi  Bayerem, ptipadné
zpracovatelem, se kterym Bayer uzavie
smlouvu. Lékat prohlasuje, ze si je védom
toho, ze automatizované vedena databaze je
kromé& spolec¢nosti Bayer a piipadného
zpracovatele pfistupna rovnéz 1 dalSim
¢lenim nadnarodniho koncernu BAYER —
obchodnim spolecnostem se sidlem v nékteré
z ¢lenskych zemi Evropské unie. Lékar timto
souhlasi se zpfistupnénim jim poskytnutych
osobnich idajli i vS§em témto ¢lentim koncernu
BAYER.

Lékat ma pravo pristupu k osobnim udajiim o
ném zpracovavanym a pravo na opravu téchto
osobnich udaji. V ptipadé, ze Lékar zjisti,
nebo se bude domnivat, ze Bayer nebo
zpracovatel provadi zpracovani jeho osobnich
udaji, které je v rozporu s ochranou
soukromého a osobniho zivota Lékate nebo v
rozporu se zakonem, zejména budou-li osobni
udaje neptfesné s ohledem na tucel jejich
zpracovani, je Lékar opravnén pozadat Bayer
nebo zpracovatele o vysvétleni a pozadovat,
aby Bayer nebo zpracovatel odstranil takto

15.

16.

and numbered documents signed by both
parties.

XXX.

This contract shall be made in three
counterparts in Czech and English, in case of
discrepancies the Czech version prevails.
Bayer, the Healthcare Institution and the
Physician, each, shall obtain one counterpart.
This agreement is governed by the laws of the
Czech Republic, especially Act 89/2012 Coll
., The Civil Code . In the event of a dispute
arising from this contract is entitled to deal
exclusively locally and competent court
Czech Republic.

V.

The Physician hereby consents to the
processing and holding of his personal data,
comprising of the identification, address and
contact data, which the Physician will provide
during the performance of this contract, by
Bayer as an administrator under the Act No.
101/2000 Coll., on protection of personal data,
for the purposes of the realization and
assessment of the study. The personal data
will be processed in an automated database
maintained by Bayer, or by the processor on
the base of the contract with Bayer. The
Physician declares that he is aware of the fact
that the automated database is, besides Bayer
and the possible processor, available also to
the other members of the transnational group
BAYER - the companies with the registered
office in one of the member states of the
European Union. The Physician hereby
consents to the disclosure of his personal data
also to all these members of the group
BAYER.

The Physician is entitled to the access to the
personal data processed about him and to the
correction thereof. In case that the Physician
realizes or believes that Bayer or the processor
performs the processing of his personal data
that breaches the protection of private and
personal life of the Physician or the law,
especially when the personal data is
inaccurate in regard to the purpose of its
processing, the Physician is entitled to ask
Bayer or the processor for the explanation and
to remedy this state. In particular, it may be
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vznikly stav. Zejména se muze jednat o
blokovani, provedeni opravy, doplnéni nebo
likvidaci osobnich udaji. Pokud bude zadost
Lékate shledana opravnénou, Bayer nebo
zpracovatel neprodlené odstrani zavadny stav.
Nevyhovi-li Bayer nebo zpracovatel této
7adosti, ma Lékat pravo obratit se na Utad pro
ochranu osobnich daji. Na tento Utad se
muze Lékar obratit se svym podnétem i pfimo.
Poskytnuti osobnich udaji je dobrovolné.

3. S védomim, Ze sviij souhlas mize kdykoli
odvolat, souhlasi Lékatr se zpracovanim
uvedenych osobnich tdaju po dobu trvani této
smlouvy a jesté 10 let po jejim ukonceni.

4, XXX

blocking,  correction,  completing  or
liquidation of the personal data. If the
application of the Physician is found justified,
Bayer or the processor shall immediately
remedy the objectionable state. If Bayer or the
processor doesn’t satisfy the requirements of
the application, the Physician is entitled to file
the application with the Office for personal
data protection. The Physician can file his
application to this Office even directly. The
provision of the personal data is voluntary.

3. Knowing the possibility to cancel the consent
at any time, the Physician consents to the
processing of the mentioned personal data for
the duration of this contract and for 10 years
from the day of the termination thereof.

4, XXX

Ptiloha ¢.1 — protokol NIS
Pfiloha ¢.2 — vzor informovaného souhlasu

Annex 1 — NIS Protocol
Annex 2 — Informed Consent Form

Podpisy na dalsi strané/ signatures on the following page

Viln............ Dne/on 3.6.2015
BAYER s.r.o0.
Zastoupeny/Represented by
NEOX s.r.o.
Jméno/ Name: XXX
XXX
Vin............ Dne/on ............

Strana 12




Zdravotnické zarizeni/ Healthcare Institution
Jméno/ Name: XXX
Funkce/ Position:xxx

Lékai'/ Physician
XXX

Strana 13



