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ZMLUVA AGREEMENT FOR THE
O VYKONANI KLINICKEHO PERFORMANCE OF A
SKUSANIA CLINICAL TRIAL
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Bayer, spol. s r.o. Bayer, spol. s r.o.
50 sidlom: KaradZi¢ova 2, 811 09 Bratislava with its registered seat at Karadzi¢ova 2/A, 811
zapisana v obchodnom registri Okresného stdu | 09 Bratislava registered in the Commercial
Bratislava |, Oddiel: Sro, vio?ka ¢ 18413/B Register of the District Court in Bratislava |,
Section: Sro, Insert number: 18413/B
ICO: 35 759 143 ID No.: 35 759 143
i DIC. 2020253818 VAT No.: 2020253818
| vje] mene kond: Nathalie Cardinal von Widdern, represented by: Nathalie Cardinal von Widdern,
| prokurista proxy
II (dalej len "spoloénost’ Bayer") (hereinafter referred to as "Bayer”) |
| A And [
' Univerzitna nemocnica Bratislava Univerzitna nemocnica Bratislava '
|
50 sidlom: PaZitkova 4, 821 01 Bratislava with its registered seal at: Pazitkova 4, 821 01 |
' pracovisko: Nemocnica Ruginoy Bratislava
| kralina. Slovenska republika place of work: Nemocnica RuZinov |

zastupena: Radou riaditefov | country: Slovak republic |
| | represented by: Board of directors !
| ICO: 31 813 861 | |

DIC: 202 17 00 549 lID No.: 31 813 861
| IC DPH: SK 202 17 00 549 | Tax IDID No.: 202 17 00 549 |
l Bankove spojenie: Statna nakladnica. | VAT ID No: SK 202 17 00 549 |

Radlinskeho 32, 810 ( nk: Statna pokiadnica

IBAN: adlinského 32, 810 05 Bratislava 15 |

BIC/SW AN: 8 =
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826 06 Bratislava (dalej len . pracovisko®) ! UNB, UNB Nemocnica Ruzinov, RuZinovska 6,

| 826 06 Bralislava (hereinafter reffred to as

(dalej len "Centrum”) I .»Site”)

a | (hereinafter referred to as "Center")

MUDr. Mikulag Redecha PhD. |
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'™ o Ll T

- PhD.
9.7 1981

(dalej len ,Skasajuci') iratislava.

(Centrum a Skusajuci dalej spoloéne oznadovani

ako . Zmluvni partneri”) (hereinafter referred to as * Investigator”)

uzavreta nizsie uvedeneho dia, mesiaca a roku | (Center and Investigator collectively hereinafter

podia ustanovenia § 269 ods. 2 zakona & | referred to as "Contract Partners”)
_513/1991_2Zb., Obchodny zé&konnik, v_znen|
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| Skisanie zrealizovat.

|_ odsdhlasenych vtejto Zmluve a zavazok

pa—

neskorsich predpisov (dalej len . Zmiuva’): entered into on the below stated day, month and
year pursuant to Section 269(2) of the Act No.
513/1991 Coll., Commercial Code, as amended
(hereinafter referred to as “Agreement’):

Preambuia
Preamble
Vzhfadom na to, ze Bayer poZiadal Zmluvnych
partnerov, aby uskutoénili kiinické skusanie | Whereas, Bayer has requested Contract
so skuganym liekom Vilaprisan/BAY 1002670 Partners to conduct a clinical trial involving the
(dalej len  Skdsany liek’) s nazvom | study drug Vilaprisan/BAY 1002670
,Randomizované, dvojito zaslepené, dvojito | (hereinafter called the “Study Drug”) enlitled “A

maskované, aktivne kontrolované,  randomized, parallel-group, double-blind,
multicentrické klinické sko$anie s dvoma ‘ double-dummy, active-controlled,
paralelnymi  skupinami zamerané  na ' multicenter study to assess the efficacy and
posudenie uéinnosti a bezpeénosti | safety of vilaprisan in subjects with uterine
vilaprisanu u pacientov s myomami ' fibroids“ disease with the Bayer number 15789

maternice” s Bayer Cislom 15789 (dalej len | (hereinafter referred to as "Study”} as described
_skuganie”), ktoré je blizsie popisané v protokole | in more detail in the protocol version 3.0 dated
verzia 3.0 z 30.6.2017, ktory bude samostatne | 30/Junf2017 provided separately to Investigator,
poskytnuty  SkdSajucemu, vratane  jeho | as amended from time to time (latest approved
naslednych zmien (jeho posledna schvalena | version hereinafter referred to as "Protocol’).
verzia se dalej oznatuje len ako ,Protokol’). _

I
Vzhfadom nato, Ze zadavatelom Sku3ania je A Whereas, the Study is sponsored by Bayer AG,
spolotnost Bayer AG, so sidiom v Leverkusen, | with ils registered office in Leverkusen, 51388,
51368, Nemecko, zapisana na Miestnom sude Germany, registered at the Local Court In
vKoline nad Rynom, pod &islom HRB 48248 | Cologne under the ref. No. HRB 48248, an
registra spolognosti, ktora je spoloénostou | affiiate company of Bayer, Bayer AG has
prepojenou so spoloénostou Bayer, spoloénost I delegated all study related operational
Bayer AG poverila vietkymi operacnymi procesmi | procedures to Bayer. Whereas, Contract
s(visiacimi so Skisanim spoioénost Bayer. Partners possess knowledge, experience and
| resources necessary for the conduct of the
Study, have - to the best of ther knowledge -
Vzhrfadom na to, Ze Zmluvni partneri disponujl | access to the required number of trial subjects
vedomostami,  skusenostami a  zdrojmi | with the inclusion/exclusion criteria as laid down
nevyhnutnymi pre uskutoZnenie Sknsania, podla ! in the Protocol and are wiiling to conduct the
ich  najlepsich  vedomosti maji  pristup | Study. |
k pozadovanému pottu  Ucastnikov skusania |
spifajicich kritériia pre zahmutie do Skusania | Therefore, it is agreed as follows:
a nesplfajicich kritéria prevylicenie zo Skisania, |
ako sO stanovené v Protokole, a sU ochotni

— e ——

Preto sa zmluvné strany dohodli nasledovne.

¢I. 1 - Predmet Zmluvy |
Art. 1 - Subject of the Agreement |
1.1 Predmetom Zmluvy je vykonanie Skusania

v Centre, rozdelenie povinnosti sivisiacich so | 1.1 Subject of the Agreement IS the |

Skasanim medzi spolotnost Bayer a performance of the Study at the Centre and |
Zmluvnych parnerov. Predmetom tejto the aliocation of Study related obligations |
Zmluvy su zavazky Zmluvnych partnerov gither to Bayer or to Contract F‘ar‘tners.|
na vykonanie SkuSania za podmienok Subject of the Agreement are covenants of

| the Contract Pariners to conduct the £ Study |
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1.2

2.1

spolognosti Bayer na dhradu odmeny za
riadne wykonanie Skosania.  Akeékolvek
odehylky od Protokolu alebo od dodatkov
k Protokolu,  vratane aviak nielen
akéhokolvek skdmania alebo hodnotenia
dodatonych klinickych & laboratornych
parametrov, si vyZadujo predchadzajici
pisomny sohlas spoloénosti Bayer. Na
Zéklade prolokolu  klinického  skusania
nebude nutna hospitalizacia uéastnikov
klinick&ho skasania.

Pre odstranenie pochybnosti sa odsuhlasilo,
Ze akékolvek pravo alebo povinnost
spolodénosti Bayer vyplyvajuce z tejto Zmluvy
moZe byt vykonané alebo splnené priamo
zadavatelom Skigania, a v takom pripade sa
tento vykon prava, resp. splnenie povinnosti
povaZuje za vykonané spoloénostou Bayer
v sdlade s touto Zmiuvou.

€l. 2 - Povinnosti Zmluvnych partnerov

Zmiuvni partneri vykonajl a zdokumentujd
Skusanie v prisnom sulade s (@) Protokaolom;
a8 (b) podmienkami tejto Zmiuvy; a (c)
etickymi zasadami Helsinskej deklardcie;, a
{(d) Smernicou ICH GCP- Spravna kiinicka
prax, ako je stanovena v § 29 ods. 3 zakona
SR & 362/2011 Z 2z, z&kona o liekoch v
platnom zneni {dalej len ,Z3kon o liekoch"),
ako a véecbecne priimanymi Standardmi
spravne] klinickej praxe; a (e) plsomnymi
pokynmi  spoloénosti  Bayer, s fiou
Prepojenych ostb aiebo tretej strany nato
poverenej, sOvisiacimi so Skusanim, a (f)
zakonmi, predpismi a etickym kodexom
(etickymi kodexami), vratane aviak nielen
Zakonom o liekoch, zakonom &, 576/2004 Z.
z. o zdravotnej starostlivosti sluzbach
sivisiacich s poskylovanim zdravotnej
starostlivosti 2 0 zmene a doplneni niektorych
zakonov, v zneni neskorich predpisov; a (g)
vietkymi prikazmi a povereniami prisiugnych
organov verejnej moci a spravy a etickych
komisii, ak sU také. Centrum poskytne
adekvatne zdroje a zariadenia na vykonanie
Skusania.

1.2

2.1

pursuant to the terms and condibions
agreed herein and the covenant of Bayer to
pay the compensation for the due conduct
of the Study. Any dewiations from or
amendments of the Protocol including
without limitation any investigation or
evaluation of additional clinical or
laboratory parameters, require prior written
approval of Bayer. There wil be no
hospitalization needed for the study
participants based on the study Protocol,

For the avoidance of doubt it is agreed, that
any right or obligation of Bayer arising from
this Agreement may be exercised or
fulfilled directly by the Study sponsor and in
this case such exercise or fulfiiment shall
be desemed as done by Bayer in
accordance herewith.

Art. 2 - Responsibilities of the Contract
Partners

Contract Partners shall perform and
document the Study in strict accordance
with (a) the Prolocol, and (b) the terms and
conditions of this Agreement; and (c} the
ethical principles of the Declaration of

Heisinki; and (d) the ICH Harmonised
Tripartite Guideline for Good Clinical
Practice, Good Clinical Practice as

stipulated by the Section 29 (3) of Act No.
362/2011 Coll. of laws - Act on Medicines
and medical tools as amended (hereinafter
referred to as "Act on Medicines") as well
as generally accepted standards of Good
Clinical Practice; and (e) any Study-related
instructions given in writing by Bayer, a
Bayer Affiliate or a third party authorized by
them; and (f) the laws, regulations and
code(s) of ethics, including without
limitation the Act on Medicines, the Act No.
576/2004 Coll., on Healthcare Provision,
Services related to Healthcare and on
amending and supplementing of other
laws, as amended; and (g) any and all
orders and mandates of the relevant
governmental and administrative
authorities and ethic committees, if any.
Center shall provide adequate resources
and facilities for the performance of the
Study,

ard i

2.2 Centrum sa zavazuje zabezpeéil vietky
vysetrenia  a archivovat ich vysledky, ktoré | 2.2 Center is obliged to ensure and archive
si  wyZadované Protokolom  klinického according lo local laws delivery of
skisania, wratane poskylnutia s tym allexaminalions required by Clinical Study
siivisiacich dokumentov. Vynimkou bude MRI Protocol including associated documents
3i34
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vysetrenie panvy, ktoré bude zabezpedené
inym dodavatelom. Laboratdérme vy3etrenia
budi wykonané vcentralnomn laboratdriu.
Centrum sa zavazuje umoZnit spoloénosti
Bayer, alebo  zmluvnym subjektom
spoloénosti Bayer a prislusnym regulaénym
uradom vykonat' audit a indpekcie .

2.3 Skudanie bude vCentre wvykonavané na

zodpovednost' a pod dohladom Skusajuceho
Skugajici je zodpovednym vedicim skupiny
daiich skosajdcich zdfastiujucich sa
Skugania v pripade, Ze Skiianie je v Centre
vykonavané viac neZ jednym skdsajicim
({takito dalsi skidajlci sa dalej oznalujd ako
Jekar  timu skoZania®).  Skdsajuci  je
zodpovedny z lekarskeho hfadiska za dobry
dusevny stav Ucastnikov Skisania. Zapojenie
akéhokofvek Lekéra timu skiSania do
Skugania vyzaduje predchadzajuci podpis vo
vyhlaseni, ktorého vzor je sicastou Prilohy £,
3 Takéto podpisané wyhlasenie bude
predioZené spoloénosti Bayer Zmluvnymi
partnermi.

2.4 Skosajuci je pre Bayer kontakina oscba

v Centre vo vztahu ku Skdsaniu.

2.5 Centrum umo2ni a Skdsajlci zabezpedi, aby

Lekari timu skaSania a ostatny persondl
zapojeny do Skudania (dalg] len .Clenovia
timu skidania®) dodrdiavali podmienky tejto
Zmluvy. Centrum prostrednictvom
Skusajuceho zabezpedi, aby pdvodni aj novi
Lekari timu skosania a Clenovia timu
skisania boli iadne zaskoleni, kvalifikovani a
vzdelani, predovetkym, aby sa zGCastnili
vietkych Skoleni o Skasani. Bayer ma pravo
odmietnut’ konkrétnych Clenov timu skdsania
z opodstatnenych ddvodov, ak ich Bayer
povazuje za nie primerane zaskolenych
alalebo kvalifikovanych. Zapojenie
skéhokofvek Clena timu skiSania  do
Skisania vy?aduje jeho predchadzajici
podpis vo vyhlaseni, ktorého vzor je sucasfou
Prilohy ¢ 3. Také podpisané vyhlasenie
Zmiluvni parineri predlofia spoloénosti Bayer

2.6 Centrum umo2ni Skdsajlicemu, Lekarom timu

skigania a Clenom timu skidania zugastnit
sa podla potreby stretnuti skusajucich a
telefonickych konferencl uskutotfovanych

2.3

2.4

25

2.6

The only exception will be pelvic MRI
examination which will be provided by
another vendor. Lab assessments will be
performed by Central laboratory. Center
shall allow Bayer, or third parties
contracted by Bayer and the relevant
authorities to perform audits and
inspactions.

The Study at the Center will be conducted
under the responsibility and supervision of
Investigator. Investigator is the responsible
head of the group of further participating
investigators in case the Study at the
Center is performed by more than one
investigator (such further investigator/s
hereinafter referred to as “Study Team
Physicians®). Investigator is medically
responsible for the well-being of the trial
subjects participating in the Study. The
involvement of any such Study Team
Physicians in the Study requires hisiher
prior signature of a declaration as outlined
in the template attached as Appendix 3.
Such signed declarations shall be
forwarded by Conltract Partners to Bayer.

Investigator also serves as the contact
person for Bayer with regard to the Study
at the Center.

Center shall allow and the Investigator shall
ensure that Study Team Physicians and
other personnel involved with the Study
{hereinafter referred to as "Study Team
Members”) comply with the terms and
conditions of this Agreement. Center shall
ensure through the Investigator that initial
and joining Study Team Physicians and
Study Team Members are appropriately
trained, qualified and educated. in
particular that they participate in all training
sessions regarding the Study. Bayer shall
have the right to reject specific Study Team
Members on reasonable grounds, if Bayer
deems them nol appropriately trained
and/or qualified. The involvement of any
Study Team Member in the Study requires
hisfher prior signature of a declaralion as
outlined in the template attached as
Appendix 3. Such signed declarations shall
be forwarded by Contract Parners 1o
Bayer.

Center shall allow Investigator, Study Team
Physicians and Study Team Members, as

*--’-“:,.a-.., »
-y
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2.7 Akaékolvek

v priebehu Sko3ania v rozsahu poZadovanom
spoloénostou Bayer.

uzatvaranie subdodavatelskej
zmluvy tykajice sa ktorejkolvek z povinnosti
Centra na =zaklade tejto Zmluvy s tretiou
stranou wvyZaduje predchadzajiei pisomny
stihlas spolo€nosti Bayer, kiorého udelenie je

27

na wylutne] UOvahe spolotnosti Bayer.
V pripade uzavretia subdodavatelskej
zmluvy Centrum:

(i bude povinné wzavriet pisomnd

zmluvu so subdodavatefom, ktord
bude obsahovat podmienky, ktoré
{(a) si podobné podmienkam tejlo
Zmiuvy, wvratane awviak nielen
tasového  harmonogramu,  {b)
prevedd wvselky prava vo vztahu
k Vysledkom na Centrum alebo
Bayer a (c) umoZnia spoloénosti
Bayer alebo tretim  stranam
zazmluvnenym so spolodénostou
Bayer a prislusnym relevantnym
arganom vykonanie auditov a
indpekcii na pracovisku takych
tretich stran, kym toto necbmedzi
povinnosti  Centra ve wztahu
k auditom a kontrolédm: a

bude zodpovedné za akékolvek
porusenie takej zmluvy takou

(i}

required, to participate in the investigator
meetings and telephone conferences
conducted in the course of the Study to the
extent requested by Bayer.

Any subcontracting of any of Center's
obligations under this Agreement to a third
party requires a prior written permission by
Bayer, the granting of which shall be within
Bayer's sole discretion. Center shall in
case of subcontracting:

(1) be responsible to enter into a written

agreement with the subcontractor
containing terms that (a) are similar to
the terms of this Agreement, including
— without limitation - the time lines, {b)
assign all rights with regard to the
Resulis to Center or Bayer and (c}
allows Bayer or third parties
contracted by Bayer and the relevant
authorities to  perform audits and
inspections at such third parties
site(s), whereas this shall not limit
Center's audit and  inspection
responsibilities, and

trefou stranou a zostane pine (i} be liable for any breach thereof
zodpovedne za vykonanie by such third party and remain
Skasania. fully responsible for the
performance of the Study.
2.8 Zmluvnl  partneri wvynaloZia vietko Usilie
na zaradenie (skrining) 6 a randomizovanie 3 | 2 8 Contract Partners shall use their best

Gfastnikov Skosania do Skiiania v silade
s poXiadavkami na Zaradovanie a
harmonogramami  stanovenymi v Protokole.
Toto mnoZstvo GEastnikov moze byt
Zvysované a2 do uzavretia naboru a podlieha
pisomneému sthlasu  spoloCnosti  Bayer.
Platny rozvrh harmonogramu vztahujlcl sa
na vykonanie Skd3ania je nasledujici:

Ak  spolofnost’ Bayer pisomne oznami
Zmluvnym partnerom, 2e poZadovany celkovy
poéet tastnikov Skosania bol uz dosiahnuty
prostrednictvom skordieho naboru
v konkurenénych centrach skisania, Zmluvni
partneri ihned =zastavia dalsi nabor do

SklSania a zZiadni dalsi Gcastnici Skusania

5/34

efforts to include (screen) 6 and randomize
3 trial subjects in the Study in accordance
with the enrciment requirements and
timelines set forth in the Protocol. This
number of subjects can be increased until
recruitment stop and it is subject to written
approval by Bayer. The current time
schedule for the conduct of the Study is as
follows:

If Bayer provides a written nolice to
Contract Partners that the reguested
overall number of trial subjects for the
Study has already been achieved through
earlier recruitment by competitive Study
centres, Conltract Partners shall
immediately suspend further recruitment for
the Study and no further trial subjects shall
be accepted for the Study at the Center.

Varsion Cl/A1a dated 257 May 2017

Agreement betweaen Bayer, Institution and Investigater for the paformance of a dinical tral




BAY 1026710, Profocol No 15789

nebudu prijati na Skadanie v Centre.

2 9 Zmluvni partneri zabezpetia, Ze vykonavanie

Skisania v Centre nezaéne, pokial nie so
ziskané vietky pravne a regulaéné povolenia
nevyhnutne pre vykonavanie SkoSania, a
budd zodpovedni za ich GOplné dodrianie.
Zmluvni partneri pomd2u spoloénosti Bayer
pri  priprave  pofrebnych  dokumentov
tykajicich sa SkOSania a  poskytnd
spoloénosti Bayer alebo tretej strane uréene)
spoloénostou Bayer bezodkladne wv3etky
vyhlasenia nevyhnutné pre povolenia
SkiGsania regulaénymi organmi afalebo
etickymi komisiami, vratane aviak nielen, ak
sa to bude uplathoval, (i) vyhlasenia o
finanénych zaujmoch, (i) CV a (i) potvrdenie
o zodpovedajucich  zariadeniach  na
pracovisku. Zmluvni partneri zabezpedia, Ze
poskytnuté dokumenty tykajice sa Skusania
su oplné a spravne. Napriklad, vyhlasenia o
finanénych zaumoch, ak sa to bude
uplatiovat, musia obsahovat akékolvek a
véetky finanéné vztahy medzi Skusajucim a
akymkolvek Lekarom timu skdSania, a ich
finanéngé zaujmy, na jedne] strane a
spoloénostou  Bayer alebo akoukolvek
spoloénostou prepojenou so  spolocnostou
Bayer, na strane druhej, vratane - avsak
nielen — odmeny alebo iného finanéného
prospechu prijatého  kaidym znich od
spoloénosti  Bayer alebo akejkofvek zo
spoloénosti prepojenych so  spoloénostou
Bayer za konzultaéni Cinnost alebo ine
sluZby nepokryté touto Zmluvou. Pokial ide o
vyhlasenia o  finanénych  zaujmoch,
poZiadavky tykajuce sa ich predioZenia sa
splnia v priebehu a po skonceni SkuZania.
_Prepojenou osobou” sa rozumie akakolvek
prévnickd osoba alebo spolofnost, kiora
priamo alebo nepriamo, prostrednictvom
jednéhe alebo wviacerych prostrednikov
oviada, je ovladana alebo je pod spolodnym
ovlgdanim so zmluvnou stranou.

210Zmluvni  Parneri  informuja  vetkych
acastnikov Skugania zodpovedajicim
spbsobom o cieloch, metddach,

predpokladanych prinosoch a potencidlnych
rizikdch Skisania a o okolnostiach, za
ktorych by ich osobné Odaje mohli byt
spristupnené spolognosti Bayer, s fiou
Prepojenym osabam, prisludnym organom,
tretim stranam, ktoré poskytujd  sluZby
spoloénosti Bayer afalebo etickym komisiam,

Skusajici zabezpeci, Ze Uasinici Sko3ania |

6/34

2.9 Contract Partners shall ensure that the

conduct of the Study at the Center does not
commence uniess and until any and all
regulatory and legal authorisations
necessary for the performance of the Study
have been obtained and shall be
responsible  for the full compliance
therewith. Contract Partners shall assist
Bayer in the preparation of necessary
Study documents and forward to Bayer or a
third party specified by Bayer all
declarations necessary for the approval of
the Study by regulatory authorities and/or
ethics commissions, including without
limitation, if applicable, (i) Financial
Disclosure Forms, (i} CWVs and {iii)
confirmation of adequate site facilities
without delay. Contract Partners shall
ensure that forwarded Study documents
are complete and correct. For example, the
Financial Disclosure Forms, if applicable,
shall contain any and all financial relations
between and interests of the Investigator
and any Study Team Physicians and Bayer
or any of Bayer's Affiliates, including - but
not limited to - remuneration or other
financial benefits received by each of them
from Bayer or any of Bayer's Affiliates for
consultancy or other services not covered
by this Agreement. With regard to Financial
Disclosure Forms, submission
requirements shall be fulfilled during and
after completion of Study. "Affiliate” shall
mean any entity or company which directly
or indireclly, through one or more
intermediaries, controls, is controlled by or
is under common control with a party.

2.10Contract Pariners shall inforrm all trial

subjects adequately of the aims, methods,
anficipated benefits and potential hazards
of the Study and the circumslances under
which their personal data might be
disclosed to Bayer, its Affiliates, competent
authorities, third parties who perform
services for Bayer and/or ethics
committees, The Investigator shall ensure
that the trial subjects only participate in the
Study after signing the trial subject's

Version CIPA1a dated 29" May 2017
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e3 zUfastnia Skusania af po tom, éo podplsu
informovany suhlas Gcastnika Skusania
poskytnuty spoloénostou Bayer. Ak déastnik
Skusania svoj sthlas v priebehu Skusania
odvold, Zmluvni pariner nesmd vo vztahu
ktomuto Uéastnikovi Skisania  wvykonat
siadne dalsie postupy vzfahujice sa na
Skusanie okrem  pripadnych  opatreni
tykajucich sa  nasledného  sledovania
stanovenych Protokolom, s ktorymi dcastnik
Skigania suhlasil. Nasledna lietba Gcastnika
skilgania e vyluénou lekarskou
zodpovednostou  Zmiuvnych  partnerov

2.11Zmluvni partner upovedomia Uéastnikov | 2.11
zapojenych do Skusania, Ze sa pocas tohto
Skusania a potas doby prerusenia Skusania
$pecifikovanej v Protokole nemd2u zocastnit
ziadneho iného  sklZania bez
predchadzajiceho  pisomného  sUhlasu
spoloénosti Bayer

212 Ak vpriebehu Skosania v Centre dbjde

Zmluvni partneri informuju o kaidom takom
pripade spoloénost Bayer faxom alebo e-
mailom (i) v pripade zavaZnych neZiaducich
Géinkov alalebo zavaznych neiadlcich
udalosti afalebo pripadne tehotenstiev,
bezodkladne od zistenia a (i} v pripade
nefiaducich Uéinkov al/alebo neziaducich
udalosti bez meskania wvramci lehot
stanovenych v Protokcle a inych pokynoch
danych speloénostou Bayer o hlaseni Udajov
tykajicich sa bezpeénosti. Sutastou takeho
hiasenia je aj postdenie priginnej stvislosti.

Zmluvni partneri okamZite odpovedia na
vietky otazky spoloZnosti Bayer alebo oséb
poverenych spolo&nostou Bayer tykajice sa
dokumentécie neziadice] udalosti Toto
zahffia, aviak nielen, aktivne nasledne
sledovanie a  objasnenie  prisludnych
nezrovnalosti v hlaseniach nefiaducich
udalosti a pripadov tehotenstva. V pripade
potreby  hlasenia neZiadlcich prihod a
pripadov tehotenstva Zmluvni  partneri
pouiji formulare poskytnute spolocnostou
Bayer.

2 13Potas a po skonéeni Skddania Zmiuvni

dokumenty prijaté od uradov, etickjch komisi
a/alebo prislusnych reguladnych organov
tykajice sa akychkolvek suhlasov alebo
povoleni alebo  prisludnej komunikacie
vztahujlce] sa na bezpetnost vo vziahu ku

informed consent provided by Bayer. If
such consent is revoked in the course of
the Study, no further Study related
procedures must be performed by Contract
Partners with regard to the respective trial
subject except for any Study related follow-
up measures laid down in the Protocol and
consented to by trial subject. Subsequent
treatment of the trial subject lies in the sole
medical responsibility of Contract Partners.

Contract Partners shall inform all trial
subjects involved in the Study that they
should not participate in any other study
during the course of this Study and during
any suspension period specified in the
Protocol without the prior written approval
of Bayer.

k poskodeniu zdravia Ugastnikov Skasania, | 2.121f in the course of the Study at the Center a

trial subjects' health is injured, Contract
Partners shall inform Bayer of any such
case by fax or email (i) in case of serious
adverse reactions andlor serious adverse
events and/or, if applicable, pregnancies,
immediatelyof awareness and (i) in case
of adverse reactions andfor adverse events
immediately within the timelines stipulated
in the Protocol and other insitructions on
safety related data reporting provided by
Bayer. Such reporting shall be done
together with an assessment of causality.

Contract Partners shall promptly respond to
any query from Bayer or dedicated agents
of Bayer regarding adverse event
documentation. This includes - but is not
limited to - active follow up on and
clarification of relevant inconsistencies in
adverse event and pregnancy reports. For
reporting adverse events and pregnancies,
Contract Partners shall use the relevant
forms provided by Bayer, if applicable.

partneri predioZia spolotnosti Bayer vietky | 2.13During and after the Study, Contract

Partners shall submit to Bayer copies of
any documents received from authorities,
ethics committee/s, and/or other relevant
regulatory body regarding any approvals or
authorisations _ or safety relevant
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Skdsaniu bezodkladne od ich obdrZania a lie2
informujd spolognost Bayer bezodkladneod
obdrzania tychto dokumentoy

214Zmluvni partneri pouZiji Skusany liek
vylutne pre ately vykonania Skusania a iba
spbsobom  Specifikovanym v Protokole,
Zmiuvni partneri sa zodpovedni za riadne
pouzivanie, manipulovanie, skladovanie a
vedenie podrobnej a presne| evidencie
zacbchadzania so  Skafanym  liekom
v priebehu Sklsania v stlade s poziadavkami
spravne)  klinicke] praxe a  spravnej
lekarenskej praxe. Ak Centrum maé zriadend
lekaren v areali pracoviska {centra) alebo na
pracovisku ma vylvorené podmienky uvedené
v Protokole pre uchovavanie Skasaného

lieku, wykona skladovanie Sk(Zaného
produktu vitejto lekarni resp. na tomto
vhodnom pracovisku. Bayer je povinny

zabezpelit dodanie SkuSaného produkiu
(skasany produkt alebo liek) do tejto lekarne
v pracovnych dioch od B.00 do 16.00 hod.
resp. na toto vhodné pracovisko na bezpeéné
uchovavanie. Centrum zabezpe&i plynuly
prisun  Skusaného produkiu  SkiZajucemu
tak, aby mohol wykonat klinické skusanie
v sulade so Zmluvou. Centrum a Skisajici sa
zavazuju 50 Skosanym produktom
zaobchadzat vsllade s pokynmi vyrobcu
a Bayer apouit ho wvyhradne spbsobom
predpisanym v Protokole. Bayer sa zavazuje,
ie  zabezpeti bezplatne  zaskolenie
pracovnika nemocnitne] lekarne Centra za
Ucelom zabezpeéenia uchovania SkoSaného
produktu (skisaného produktu/lieku) v siiade
s Protokolom a  SkuZajici  zabezpedi
bezpetnd  manipuléciu  so  SkdZanym
produktom a jeho spravne uchovavanie.

2.15 Kedykolvek o to spolognost Bayer poZiada,
Zmluvni partneri podaji hlasenie o stave
Skusania v Centre vratane Udajov o nabore.

2.16 Skusajlci je zodpovedny za
zhromaZdovanie Udajov aich ukladanie do
48 hedin od ich vytvorenia do elektronickych
evidentnych zaznamovych listovidalej len
.CRF*) v sllade S0 Specifikdciami
stanovenymi v Protokole, Skisajici bude
pravidelne predkladal' spolognosti Bayer
CRF-y a vietku dokumentaciu vyZadovang
Protokolom, aby spoloénost Bayer mohla
tdaje priamo alebo prostrednictvom iného
subjektu nepretrite spracovavat. V pripade

communication with respect to the Study
immediately following their receipt and they
shall also immediately inform Bayer of
documents’ receipt.

2.14 Contract Partners shall use the Study Drug
exclusively for the purpose of conducting
the Study and only as specified in the
Protocol. Contract Partners are responsible
for the proper use, handling, storage and
keeping detailed and accurate records of
handling with the Study Drug in the course
of the Study pursuant to requirements of
the good clinical practice and good
pharmacy practice. If Center has pharmacy
in the Center's grounds or appropriate
Study Drug storage conditions defined by
the Protocol are created and maintained at
the working place, Center will store Study
Drug in this pharmacy or at this suitable
working place. Bayer undertakes to provide
delivery of Study Drug (investigational
product or drug) to this pharmacy between
8:00 am and 4:00 pm or to the suitable
working place for secure storage. Center
will ensure continual flow of Study Drug to
the Principal Investigator so that hefshe
could perform the study in accordance with
this Agreement. Center and Investigator
undertake to handle Study Drug in
compliance with instructions of
manufacturer and use Study Drug solely as
described in the protocol. Bayer is
respansible for free training of the Center
pharmacy employee in order to ensure
Study Drug (investigational product/drug)
storage in compliance with the Protocol
Investigator will ensure secure Study drug
handling and appropriate storage.

2.15 At any time on Bayer's request, Contract
Partners shall report on the progress of the
Study at the Center, including recruitment
figures.

216 The Investigator is responsible for the
collection of data and entry thereof within
4B hours of generating the data in the
electronic case report forms  (hereinafter
referred to as "CRFs") in accordance with
the specifications set forth in the Protocol.
The CRFs and any documentation required
by the Protocol shall regularly be forwarded
to Bayer by the Investigator in order to
enable Bayer to process the data or have it
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omeskania s vkladanim udajov spoloCnost processed on a continuous basis. In case
Bayer ma pravo, na zaklade pisomneho of delays of data entry Bayer has the right
oznamenia dorucengho Skdsajlicamu, by giving written notice to Investigator to
zastavit zaradovanie Uéastnikov Skusania stop enroclment by the Investigator unti
Skasajucim az do doby, ked je vkladanie data entry is up to date. If this results in
Udajov aktualizované. Ak toto bude mat za delays in trial subject recruitment, Bayer
nasledok omeskanie wnabore Gcastnikov shall have the rights set forth in Section
Skusania, spolocnosti Bayer patria prava 12.4. Immediately after the treatment of the
stanovené wvbode 124. lhned po liecbe last trial subject, all oulstanding CRF
posledného z (castnikov skisania, musi byt entries shall be completed and CRFs,
dokonéené vioZenie vietkych zostavajucich related documentation as well as unused
informacii do CRF-u, a CRF-y, sdvisiaca paper CRFs, if applicable, shall be
dokumentacia ako aj nepouZité CRF forwarded to Bayer or destroyed upon
v papierove] podobe, sa odosli spolotnosti Bayer's request. In case electronic CRFs
Bayer alebo na poZiadanie spolognosti Bayer are used in the Study. Bayer will provide
sa zni%ia. Ak sa vSkodani pouZivajl access to electronic CRFs to  the
elektronické evidenéné zaznamove listy Investigator.  Furthermore, Bayer will
(CRF), Bayer poskytne pristup do provide the final patient electronic CRFs
elektronického evidenéného zaznamoveho {End of Study PDFs) to the investigator on
listu SkiSajucemu. Naviac Bayer poskytne digital data media (e.g. CDs, USB memory
finalne elektronické evideniné zaznamove sticks) and the Investigator shall confirm
listy pacienta (End of Study PODFs) that data is readable. It is Invetigator's
Skosagjicemu  na  digitalnom  médiu (L responsibility to verify the completeness
kompaktny disk, pamatové medium USE) a and correctness of the End of Study PDFs
Sku3ajuci po obdriani potvrdi Citatefnost according to instructions provided by
vyssie spomenutych elektronickych Bayer. The Investigator shall ensure that
evidenénych zaznameovych listov pacienta such data is archived according to local
Povinnostou Skisajuceho je overit dplnost laws and made available for future
finalneho elektronického evidenéneho auditsfinspections. Contract Partners agree
zaznamového listu pacienta pedla inStrukcil to assist in the prompt clarification of any
poskytnutych spoioénostou Bayer. Skusajuci queries relaled to CRF data and shall
sa zavézuje zabezpetit, Ze Odaje budd attend to and respond to such queries
archivovane v sulade s prislusnymi miestmymi within 3-5 (three to five) business days the
pravnymi predpismi a budd k dispozicii pre latest. Shorter response times may be
budice inSpekcie a audity. Zmluvni partnen requested by Bayer with respect to key
sa zavazuji poskytovat sdginnost pr Study milestones, such as clean database.
pohotovom objasfiovani akychkolvek otazok Furthermore Contract Partners shall
tykajlcich se Udajov vCRF a venoval sa reasonably assist in the preparation of the
tymto otazkam a odpovedal na ne najneskér overall Study report upon Bayer's reguest.
v lehote 3-5 (tri az pat) pracovnych dni. If applicable, Contract Partners shall in
Spolotnost Bayer mdZe poZadoval odpoved addition to the documentation specified
aj v kratsom ¢casovom Useku s ohlfadom na above, provide the following samples and
klocove $Stadia SkiSania, ako napr. Cista associated clinical data for the purposes
databdza. Okrem toho zmluvni partneri na described in the Protocol to Bayer in
Ziadost  spolotnosti Bayer  poskytnu accordance with the specifications set forth
primerana safinnost pri priprave celkovej therein: (Y  biomarkers and (i}
spravy o Skusanl. Zmiuvni partneri dalg| pharmacokinetics samples and blood
spolu s dokumentaciou uvedenou vysSie samples for biochemistry and hematology,
poskytni prisludné vzorky a stvisiace klinicke urine samples (hereinafter referred to as
udaje pre naplnenie Glelu popisaného v “Trial Subject Sets”). The costs for shipping
Protokole spologénosti Bayer v sulade so of Trial Subjects Sets to the location
specifikdciami v fiom uvedenymi: (i} specified by Bayer will be borne by Bayer
biomarkery a (i) vzorky pro farmakokinetiku as set forth in the Protocel, including the
a krvné  vzorky  pre  biochemické cost of procuring any necessary permits for
a hematologické vydelrenie, vzorky modu shipping. Contract parties are obliged, in
(dalej len “ZloZky uOcastnikov Skdsania’). case the biologic samples will be taken in
Naklady na prepravu ZloZiek G(casinikov the Study, to use the samples solely for
Skusania do miesta uréeného spoloénostou Study purposes and during the course of
Bayer ponesie spoloénost Bayer, tak ako je
9/34
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uvedené v Protokcle, vratane nakladoy
vynaloZenych na zaobstaranie akychkolvek
potrebnych povoleni pre preprave. Zmluvng
strany sa zavazuju, *e ak budd odoberané
vzorky biologickehe materidlu, fieto bude
mozZné pouZivat wvyluéne len pre d&ely
klinickeho skasania a len poéas vykondavania
tohto skisania.

217
217 Centrum uchova wvietku dokumentaciu a
elektronickd dokumentaciu, vratane avsak
nielen zdrojove] dokumenticie a zloFky
skusajlceho, vyZzadovang smernicami ICH a
prislusnymi pravnymi predpismi upravujlcimi
vykonavanie  Skdsania, pofas  dlhsej
z nasledujlcich dvoch lehdt 1) patnast (15)
rokov po skonéeni Skusania aleba 2)
akejkolvek dlhSe] doby pre archivacu
dokumentacie stanovenej prislugnymi
pravnymi predpismi. Dokumentacia Skisania
musi byt bezpeéne uchovavana na vhodnom
mieste a vhodnym spbscbom a Centrum je
povinné viest zaznamy o© mieste, kde je
dokumentacia Skusania uchovavand, aby
tato bola pohotove kdispozicii na Ziadost
menitorujiceho  subjektu, eticke] komisie,
auditora alebo prisludnych (radov. Centrum
je povinné spolognost Bayer informovat
v pripade, ie planuje archivovat’
dokumentaciu  Skifania mimo  svojich
viastnych priestorov. Po  uplynuti  doby
archivacie nie je Centrum opravnené znidit
Ziadnu dokumentaciu Skisania bez sihlasu
spoloénosti Bayer, a na Ziadost spolo@nosti
Bayer je povinné odovzdat dokumenty
spoloénosti Bayer alebo tretej osobe urféengj
spoloénostou Bayer wrozsahu, vakom to
dovolujl pravne predpisy. Centrum je
povinnég informovat spolofnost Baver o
véetkych zmenach v zdrojove] dokumentacii
(napr. o zavedeni & wyradeni systému
elektranickych Zaznamov),

2.18
2.18 Zmluvni partneri su si vedomi, Ze spoloénost

Bayer alebo jej menom tretia strana
starostlivo monitoruje vykonavanie Skusania
a pravidelne navstevuje Centrum. Zmiluvni
partneri suhlasia, #e budd primerane
podporovat  tieto monitorovacie  éinnosti,
vratane aviak nielen, poskytnutim pristupu
monitorujdcemu  subjektu k zariadeniam a
k Udajomn podla potreby a spolupracovat so
spoloénostou Bayer alebo prislusnou trefou
stranou viomio ohfade. Na Ziadost
spoloénosti Bayer je SkaSajuci povinny byt
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Version CUATa dated 29%

the Study only

Center shall retain all documents and e-
documents, including without limitation,
source documents and investigator site
files, required by ICH guidelines and by
applicable laws relating to the Study for the
longer of the two following periods, 1)
fifteen (15) years as of end of Study, or 2)
any longer record retention period
mandated by any national or local laws,
rules or regulations. The  Study
documentation shall be retained securely in
an appropriate location and manner and
Center shall keep record of the place
where the Study documentation is stored to
ensure that it is readily available upon
monitor's, IRB/EC's, auditor's or authorities’
request. Center shall notify Bayer in the
event that Center plans to store Study
documentation cutside of its own premises.
After expiry of the retention period, Center
shall not destroy any Study documentation
without Bayer's approval, and, upon
Bayer's request, ftransfer documents to
Bayer or a third party designated by Bayer
to the extent permitted by law. Center shall
notify Bayer about any changes in source
documentation (e.g. introduction or
retirement of an electronic records system)

Contract Partners are aware that Bayer or
a third party on behalf of Bayer is
monitoring the conduct of the Study closely
and is wvisiting the Center on a regular
basis. Contract Partners agree to
appropriately support such  manitoring
activities, including without limitation by
providing such monitor with access to the
facilibes and data as required, and
cooperate with Bayer or the relevant third
party in this regard. Investigator shall be
available for personal discussion, if

May 2017
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| k dispozicii pre osobni diskusiu.

Spoloénost Bayer si  ponechava pravo
l vykonavat audit  zaznamov Zmiuvnych
partnerov, vsetkych inych dokumentacii a
zariadeni stivisiacich 5 vykonavanim
| Skusania, a to kedykolvek v priebehu a/alebo |
pocas doby 15 rokov po skongeni Skasania a
|' bez akychkolvek narokov ~ Zmiuvnych
! partnerov na daldiu platbu. Taky audit je
spologénost  Bayer alebo pre  neho
| spolognostou Bayer poverend tretia strana
| povinna primerane vopred pisomne ohiasit’
| Zmluvni parinen s povinni  poskytovat
i spolotnosti Bayer alebo fou poverenym
monitorovacim  subjektom  suéinnost  pri
| plneni ich dloh vsilade s Protokolom a
podniknat  vaetky  primerané opatrenia
I pozadované  spolonostou  Bayer  za
ucelom odstranenia nedostatkov  zistenych

podas auditu.

Naviac Zmluvni partneri po¢as a po skongeni
Skisania umoznia a podporia vietky kontroly
zodpovednych organov bez akychkolvek
narockov na dalSiu odmenu (nahradu)
Zmluvni partneri st povinni  informovat
spolognost Bayer o kaZde| takej konirole ci
zamere taka kontrolu vykonat ihned po tom,
#o sa o nich dozvedia. Zmluvni partnen
umaznia, aby spoloénost Bayer mohla byt
pritomnd na kaZdej kontrole vykonavane]
regulaénymi  organmi  alebo podobnymi
ingtiticiami. Pred vyjadrenim sa k zisteniam
takej kontroly, ak budl nejake, sU Zmiuvni
partneri  povinni  odpoved posadit a
prediskutovat  so  spoloénostou Bayer.

2 19 Zmiuvni partneri nesmu vyuZivat sluzby, bez
ohfadu na ich objem, Ziadnej osoby, ktora
bola wylidend, ktorej bolo opravnenie
poskytovat' tieto sluZby odobrate, ktord je
vedena na zozname neZiadicich osob, je jej
zakdzana ¢innost alebo je objeklom
vySetrovania zo strany Statneho organu alebo
jej hrozi vySetrovanie regulaéného organu pre
vylitenie, odobratie opravnenia, zaradenie
na zoznam neZiadacich ostb  alebo
akékolvek iné podobné regulatné opatrenie
v ramei ktoréhokolvek pravneho poriadku na
svete. Zmluvni parineri dalej vyhlasujd a
zarubuju, 2e ani oni ani ich zamestnanci,
agenli & zastupcovia, ktori sa zoGastiujo
vykonavania Skasania, neboli vylGgeni,

11/34

2.19 Conlract Partners shall not use in any

requested by Bayer. !
i
Bayer retains the right to audit Contract
Partner's records, any and all other |
documentation and the facility relating to
the Study at any time during and/or another
15 years following the Study without exira |
charge. Such audit will require reasonable
prior written notice by Bayer or Bayer |
authorized third party. Conftract Partners |
shall assist Bayer or its designated
monitors in the performance of their tasks
pursuant to the Protocol and take any and
all reasonable actions requested by Bayer |
to cure deficiencies noted during an audit. |
|

Furthermore, Contract Partners shall, I
during and after the Study, allow and |
suppert any inspections of responsible
authorities without extra charge. Contract
Partners shall inform Bayer about any such
inspection and the intent to conduct such
inspection upon gaining knowledge thereof.
Contract Partners will allow Bayer to be
present at any inspection by authorities or
similar institutions. Prior to responding to
the findings of any such inspection, if any,
Contract Partners shall review and discuss
such response with Bayer

capacity the services of anyone debarred,
disqualified, blacklisted or banned or under
investigation or threat of investigations by
regulatory  authority for  debarment,
disqualffication, blacklisting or any similar
regulatory action in  any jurisdiction
anywhere in the world. Furthermore,
Contract Partners represent and warrant
that neither them nor their employees,
agents or representatives involved in the
performance of the Study, have been
debarred.  disgualified, blacklisted or
banned by regulatory authorty, nor that
they are currently, to the best of its
knowledge, the subject of such a
debarment, disqualification, blacklisting or

Varsion CUA1a dated 29" May 2017
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nebolo im odobraté opravnenie, neboli
uvedeni na zoznam neziaducich ostb alebo
im nebola zakazana é&innost rozhodnutim
requlatnéhe organu, ani podla ich
ngjlepsieho  vedomia vsUasnej dobe
neprebieha Ziadne Kkonanie tykajlice sa
| takého wyliZenia, odobratia opravnenia,
uvedenia na zoznam nediaddcich oséb.
| Zmiuvni partneri budd v priebehu Skuéania|
ihned informovat’ spoloénost Bayer, ak bude
| zaCate také konanie o wylGdeni, odobrati |
. opravnenia, uvedenia na zoznam neiaddcich
| osdb a zdkaze vslvislosti s uykmavanrml
| Cinnosti, kloré si predmetom Skosania, Vo |
: vztahu ku SkuSajicemu, Centru & jeho
| zamesinancovi, agentovi alebo zastupcovi, |
ktori sa zuéastiuju vykonavania Skisania.

2.20V pripade, Zze SkiSajuci prestane vykonavat |
svoje povolanie v Centre, Centrum je povinng
0 tejto skutognosti informovat spoloénost |
Bayer ihned po tom, &o sa o tom dozvie, a
sucasne navrhnut' riadne kvalifikovany osobu
ako nového Skusajuceho. Spoloénost Bayer
ma pravo wvzniest namietky vodi tormuto
nahradeniu. Centrum bude poZadovat s
vynaloZenim maximalneho Gsilia od nového
Skusajiceho, aby sa pisomne zaviazal
k dodrZiavaniu  podmienok  dojednanych
viejto Zmiuve Ak Centrum a spoloénost
Bayer nie su schopni dohodn(t sa na osobe
noveho Skusajliceho alebo ak novy Skoajici
nie je ochotny zaviazal sa k podmienkam
stanovenym touto Zmluvou, spoloénost’ Bayer
je opravnena ukondit tito Zmluvu v sulade
s bodom 12 5,

2.21 Zmluvni partneri sa zavazujl priamo a ihned
informovat 2.21
pharmacovigilance. sk@bayer.com, tel .
00421 907 255 993 v pripade, 2e U&astnik
Skusania zacastiujici sa SkGSania wvyjadri
nazor, ze dodlo k poskodeniu jeho zdravia
vdbsledku (2asti v Skadani, a 2e ma preto
pravo na finan&ng nahradu,

222Zmluvni  partneri  umoZnia  zmiuvnym
klinickym vyskumnym organizaciam, zmluvne
zabezpetenym spolognostou Bayer alebo
ktoroukolvek z Prepojenych osoéb, aby v
mene spolotnosti Bayer vykonavali afalebo
uplatiovali ktorékolvek z prav a povinnosti
spoiocnosti Bayer na zaklade tejto Zmiuvy a
budd__ spolupracovat s tymito  Kiinickymi
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1 220 In the event that the Invesligator resigns

2.22 Contract Partners shall permit any clinical

banning proceeding. During the term of this
Agreement, Contract Partners shall I
promptly notify Bayer should them or any of
their employees, agents or representatives i
involved in the performance of the Study
become subject of such debarment,
disqualification, blacklisting or banning |
proceading

from his job at the Center, Center shall
provide a written notice to Bayer
immediately upon gaining knowiedge
thereof and shall propose a duly qualified
person acting as new investigator. Bayer
shall have the right to object to such
replacement. Center shall use best efforis
to require the new investigator to agree to
the terms and conditions of this Agreement
in writing. If Center and Bayer are unable to
agree on a new investigator or if the new
investigator is unwiling to agree to the
terms and conditions of this Agreement,
Bayer shail be entitled to terminate this
Agreement in accordance with Section
12.5.

Contract Partners shall inform
pharmacovigilance sk@bayer.com, tel.;
0042121 907 255 993 directly and
immediately in case a ftrial subject
participating in the Study expresses the
opinion that hisiher health has been
damaged due to his/her participation in the
Study and that he/she is therefore entitled
to financial compensation,

research organizations contracted by Bayer
or any of its Affiliates to exercise and/or
perform any of Bayer's rights and
obligations under this Agreement on behalf
of Bayer and shall cooperate with such
clinical research organization

c—— — —_ —_ - —_— — —
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vyskumnymi organizaciami.

223V pripadoch, ked je Skdsajuci Zlenom

prisludnej eticke] komisie alebo podobného
organu, ktory je opravneny rozhodovat o
zalezitostiach  tykajuciih  sa  SkdSania,
Skasajuci je povinny informovat’ spolotnost
Bayer o tejto skutofnosti 2 nebude
nevykondval svoje hlasovacie pravo Vo
yztahu ku Skasaniu.

2 24 Skisajuci a Lekari timu Skusania su povinni

| 3.1

l Ao [ me

3.2

spristupnit’ spoloénosti Bayer vietky zmiluvy
uzavreté so spolocnostou Bayer alebo
s Prepojenymi  osobami spolotnosti Bayer,
ktoré existuju ku diu uzavretia tejto Zmluvy
alebo ktoré sa uzavrd po datume (éinnosti
tejto Zmluvy, vratane aviak nielen zmliv o

prednaskach, zmliv konzultagnych, azmidv o |

vykonavani &innosti €innosti SkuSajiceho.

Cl. 3 - Povinnosti Bayer

Kontaktnymi osobami spoloénosti Bayer vo
vztahu ku Skdsaniu su.

PharmDr. Viadimir Sedlacek
Tel.: +420 739 510 799
Email: viadimir.sedlacek@bayer.com

alebo ktorékolvek daldie osoby oznamene
Skusajucemu

Spoloénost Bayer bude vykonavat a
dokumentovat Skdganie v prisnom sulade s
(a) Protokolom; a (b) podmienkami tejto
Zmiluvy, a (c) etickymi zasadami Helsinskej
deklarace: a (d) Smermicou ICH GCP -
Spravna klinicka prax vratane jej naslednych
zmien a viecbecne prijimanymi standardami
spravnej klinickej praxe ako aj spravnou
klinickou praxou, ako je stanovena v § 29
ods. 3 Zakona o liekoch, a (e) pravnymi
predpismi a etickymi kodexami, kioré si
platné a zévazné v mieste, kde je SkuSanie

223 In case Investigator is a member of the

competent ethic committee or any similar
institution deciding about maiters with
regard to the Study, Investigator shall
inform Bayer about this circumstance and
shall not execute his or her voting right with
regard to the Study.

2 24 Investigator and Study Team Physicians

3.1

32

shall disclose to Bayer any other
agreements with Bayer or its Affiliates
which are in place al the time of signature |
of this Agreement or which are concluded
after the effective date of this Agreement, |
including but not limited to speaker,
consultancy and investigator agreements. |

Art. 3 — Responsibilities of Bayer |

Contact persons regarding the Study at
Bayer are:

PharmDr. Viadimir SedlaGek
Tel.: +420 739 510 799
Email: viadimir.sedlacek@bayer.com

or any other persons notified to the
Investigator.

Bayer shall perform and document the
Study in strict accordance with (a) the
Protocol: and (b) the terms and conditions
of this Agreement, and (c} the ethical
principles of the Declaration of Helsinki;
and (d) the ICH Harmonised Tripartite
Guideline for Good Clinical Practice as well
as generally accepted standards of Good
Clinical Practice and Good Clinical Practice
as stipulated by the Section 28 (3) of Act
on Medicines, and (e) the laws and
regulations applicable at the site where the
Study Is conducted, including withaut

13/34
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3.4

4.1

4.2 Centrum nema4 narok na Ziadnu ind platbu |

vykondvané, vratane aviak nielen Zakonom
o liekach, zakonom ¢ 576/2004 Z z o
zdravotnej starostlivosh, sluZzbach
suvisiacich s poskytovanim zdravotngj
starostlivosti a o zmene a doplneni
niektorych zakonov, v zneni neskorsich
predpisov, a (f) vietkymi prikazmi a
povereniami prisludnych organov a IRB
alalebo etickych komisii.

[ 33
Bayer poskytne Zmluvngm  partnerom
Skusany liek, nevyhnutné vzory CRF a
dalsie  informéacie  vyzadované pre
vykonavanie Skisania, napr.  Prirucka
skusajluceho.

|
Skisany liek bude dodavany na nasledujicu |
adresu: |
|
Il. gynekologicko-parodnicka klinika LF UK a |
LINB
UNB Memocnica Rufinov |

RuZinovska 6
826 06 Bratislava |

Spolotnost Bayer oznami Skdsajucemu |
prislusné nové informécie o bezpetnost
tykajuce sa Skusaného lieku wprimeranej'
lehate, 3.4

Spolocnost’ Bayer sa zavazuje ziskat vietky
povolenia regulatnych organov a etickych
komisii  nevyhnutné pre vykondvanie
SkuSania a urobit’ prislusné oznamenia vodi
regulagnym orgdnom a etickym komisiam,
ibate to je povinnostou Zmiuvnych
partnerov podfa ¢l 2 tejto Zmluvy. Tieto
povolenia tvoria prilohy &, 3 a 4 tejto Zmiuvy.

Cl. 4 - Platby
4.1
Spolognost  Bayer suhlasi, Ze zaplati
Centru za riadne vykonané &innosti na
zaklade tejto Zmiuvy vratane prevodu prav
podla ¢&lanku 5 edmenu vo  wyske,
spdsobom a za podmienok dohodnutych
dale] v tomto ¢lanku Zmluvy a prilohe &. 2.
Spolotnost Bayer wvyplati dohodnutu
odmenu v 100% vyske na udet Centra.
Dohodnuta odmena nezahffia odmenu pre
Hlavného skd$ajlceho anim  uréeny
pracovny tim. QOdmenu pre Hlavného
skusajuceho ajeho tim sa spoloénost
Bayer zavazuje riesit v separatnej zmluve

4.2

2 W,
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payments_than_those set forth in _this

limitation the Act on Medicines, the Act Na,
57612004 Coll, on Healthcare Provision, |
Services related to Healthcare and on
amending and supplementing of other |
laws, as amended and (f) any and alll
orders and mandates of the relevant
authorities and IREB  andfor ethicsl
committees, I

Bayer shall provide to Contract Partners |
the Study Drug, the necessary CRF

templates and other information required |
for the performance of the Study, for
example: Investigator's Brochure.

The Study Drug shall be delivered to the
following address:

Il. gynekologicko-porodnicka klinika LF UK
aUNB

LUNB Nemocnica RuZinoy

Ruzinovska 6

826 06 Bratislava

Bayer shall report safety relevant new
information regarding the Study Drug to the
Investigator in due time.

Bayer undertakes to obtain any and all
approvals of regulatory authorities and
ethics committees necessary for the
performance of the Study and shail provide
necessary nolifications to the regulatory
authorities and ethics committees unless
this is the responsibility of Contract
Fartners pursuant to Section 2 hereof.
These approvals are Appendices 3 and 4
hereto.

Art. 4 — Payments

In consideration of the proper performarce
of the Study and transfer of rights under
Art. 5, Bayer agrees to pay to the Center
the remuneration in the amount, by means
and under the terms agreed by the parties
below herein and in Appendix 2. Center
shall receive 100% of the agreed amount to
the Center's bank account The agreed
amount doas not include remuneration for
Principal investigator and designated study
team Bayer undertakes to cover
remuneration for Principal Investigator and
his team in a separate agreement.

The Center is not entitled to any further

Version CUiA1a dated 297 May 2017
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4.4

“okrem tych, kloré so uvedene v tejto
Zmluve a je prilohe £. 2, ibaZe ju vopred
pisomne schvali spolotnost Bayer.

4.3
Vietky platby v prospech Centra su splatné |

v lehote 60 dni odo dha, ked bude
spolo&nosti Bayer doruéeny zodpovedajlci

datovy doklad (faktura) majuci vsetky |

nalezitosti podfa prislusnych pravnych
predpisov  upravujicich daf z pridanej
hodnoty, & to v prospech nasledujuceho
bankového 0&tu Centra:

IBAN: Sk

BIC/SWII

Variabilny

bude pou. , ——owa na aKade
odsthlasenych podkladov dorutenych do
Centra.

Faktury musia byt zasielane spolotnosti
Bayer s uvedenim Gisla protokolu a tisla
objednavky na adresu:

Oddelenie klinickych skigani
Bayer, spol. s r.o,
KaradZiGova 2

811 09 Bratislava

Vaetky odmeny a naklady podfa tejto Zmiuvy
a prilohy & 1 budl Centru uhradené takto:
Spétne za uplynulé  a  doposial
nefakturované obdobie vidy ku dfiu 31.5. a
31.10. kazdého kalendameho roku Skusania
si Skisajuci spolotne s menitorujucou
osobou poverenou spolodnostou Bayer
vzajomne pisomne alebo formou e-mailu
odstihlasia prehlad poétu, druhu a im
zodpovedajice hodnoty jednotiivych Ukonov
vykonavanych SkOsajdcim, Lekdrmi timu
Skusania alalebo ostatnymi clenmi timu
Ski&ania, kloré maju byt podfa tejto Zmluvy
spoloénostou Bayer hradene (tzv. Invoice
proposal), zaslané monitorujucou osobou
poverenou spolo¢nostou Bayer osobe CLMW
poverene| spolotnostou Bayer. Na zaklade
tohto vzajomného odsdhlasenia Invoice
Proposal spolotnost Bayer vystavi a zaSle
Centru objednavku pre vystavenie faktary,
ktora  musi  obsahovat  poskytnute
objednavkové &islo. Centrum nasledne
vystavi fakturu na odmenu a pripadne
naklady, ktoré je vsulade s touto Zmiuvou
opravnens fakturovat, ktord
spoloénosti Bayer. Spolognost Bayer zaplati
Centru na zaklade riadne vystavenej a

dorugi

4.4
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~which the purchase

Agreement and its Appendix 2, unless |
approved in advance by Bayer in writing. |
All payments to Center will be made within
60 days after the day when Bayer receives
a corresponding invoice which meets all |
requirements according to applicable legal
VAT rules, to the following account of |
Center: |

JBI

IBAN:

Bank |
Variat ued
by Ce

i e e WSS I

delivered to the Center
|

Invoices shall be addressed to Bayer and
shall name protocol number, purchase |
order number and shall be sent o |

Qddelenie klinickych skisani
Bayer, spol. s r.o,,
KaradZitova 2

811 08 Bratislava

All remunerations and costs according o
this Agreement and Appendix No. 1 of this
Agreement will be paid to Center in the
following manner: Retrospectively for the
past and not yet invoiced period always by
May 31 and October 31 of each calendar
year of the Study, Investigator together with
the monitoring person delegated by Bayer
will mutually agree in writing or by email on
the overview of number, sort and
corresponding value of particular activities
performed by Investigator, Team Members
Physicians andior other Study Team
Members, that shall be paid by Bayer
pursuant to this Agreement (i.e. Invoice
proposal), sent by monitoring  person
delegated by Bayer 0 responsible CLM
delegated by Bayer. Based on such mutual
agreement on the Invoice proposal, Bayer
shall issue purchase order containing
purchase order number and send it to the
Center to issue the invoice. Center will then
issue the invoice for the remuneration and
eventual costs that it is entitled to charge
pursuant to this Agreement, and will send it
to Bayer. Based on the duly issued and
delivered invoice, Bayer will pay to Center
the respective remuneration and eventual
justifiably invoiced costs for the period for
order has been issued

Varsion ClAa dated 29" May 2017
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| pripadné opravnene fakturované naklady za
obdobie, pre ktoré bola predmetna
objednavka vystavena. Invoice proposal tvorl

| prilohu faktiry wydand Centrom. Centrum
nesie zodpovednost za uhradenie vietkych
ostatnych dani v sivislosti s platbami na
zaklade tejto Zmluvy

|
|
|

45 Na Ziadost spoloénosti Bayer Zmiluvni |
| partneri poskytnu riadny prehfad jednotlivych |
| poloZiek a suvisiacu dokumentéciu ku kazde)
| zaslanej faktire. Spolotnost Bayer ma pravo

zadrzat prisluSnu platbu a2 do dorutenia |

| takej podrobne] dokumentacie. |
|
I
|

4.6 Spolotnost Bayer ma pravo zadrzat |
primerand &ast doposial neuhradenych |
platieb v pripade, 2e sluzby, ktoré maijl byt
poskytnuté na zaklade tejto Zmluvy, nie su I
poskytnuté dojednanym spdsobom. Taka |
Ciastka nesmie presiahnit hodnotu siuzieb. |
ktoré neboli riadne poskytnuté, a bude
zaplatend po  odstraneni  prislugného |
nesuladu ra predpokladu, Ze také|
omeskanie nespdsabilo, Ze tieto sluZby sa
stali nepotrebnymi pre acely tejto Zmluvy. I

4.7 Spolognost Bayer ma pravo zadrzat a 50
% platby za Géasinika Skusania do doby,
ked budl prijaté vietky prisludné CRF. budy
zodpovedané vietky otazky s chladom na
udaje obsiahnuté viychto CRF a budd
odstranene  vietky nespravnosti a
nedostatky tdajov v databaze.

4.8 Platby budd realizované v pefiaine] mene
EURO a vietky bankové poplatky znasa
zadavatel. Vsetky ciastky uvedeng v tejio
Zmluve a jej prilohach su uvedené bez DPH.
Ak niektoré platby za sluzby Centra
podiiehajd DPH, spoloénost Bayer Zaplati
prislusnd  Ciastku DPH na zaklade
prislusného  danového dokladu {faktary).
vystaveného Centrom, ktory bude splfat
vsetky naleZitosti predplisané prislugnymi
pravnymi  predpismi. Centrum nesie
zodpovednost za uhradenie vietkych
ostatnych dani v sulvislosti s platbami na
zaklade tejto Zmluvy..

4.9 Prevody hodnoty tykajuce sa Vyskumu
alebo Viyvoja budu 2verejnend
anonymizovanou formou, tj. na subornej
Urovni, ato vka2dom pripade. Centrum
a Skosajdci berd na vedomie a sthlasia, 7e
spoloénost Bayer alebo akakoivek zjeho

seslerskych spologénosti alebo Asociacia
|_ inovativneho farmaceutického _priemyslu =]

4.5

46

| 4.7

4.8

4.9
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pursuant to this section. Invoice proposal
shall be attached to the invoice issued by
the Center. Center is aware to pay all other |
taxes in regards with payments based on |
this Agreement. I

Upon request Contract Partners shall |
provide proper and audit worthy itemization |
and documentation for any submitted
invoice. Bayer has the right to withhold the |
respective payment untii such detailed
documentation has been received.

Bayer has the right to withhold an
appropriate part of outstanding payments in
case services owed pursuant to this
Agreement have not been fulfilled in a
contractual manner. Such amount shall not
exceed the value of the services not
properly conducted and will be released for
payment once such non-compliance has
been cured, provided the delay has not
caused the services to have become
worthless  for the purpose of this
Agreement,

Bayer has the right to retain up to 50 % on
each due per subject fee until all CRFs
have been received and all queries with
regard to the data contained therein are
resolved and a clean database for the
Study has been achieved.

All payments will be processed in Euros
and all bank fees will be paid by Sponsor.
All agreed consideration is exclusive of
Value Added Tax (VAT). If VAT is legaliy
owed by Center VAT applies and will be
invoiced additionally by Center and has to
be paid by Bayer after receipt of a correct
invoice which meets all legal requirements
according to the applicable VAT law . Any
other tax with respect to the payments
under this Agreement will be borne by
Center.,

Transfers of value relating to Research
and Development will be published in an
anonymized way, ie. on aggregated
level, in any case. The Centre and the
Investigator are aware that Bayer or one
of its affiliated companies or Association
of Inovative pharmaceutical industry -
AIFP will publish any transfer of value,
i.e. (i) the payments made by Bayer
under this Agreement and (ii) any costs
for accommodation, work related meals
__and travel of the Centre, the Investigator

Version CUA1a dated 26 May 2017
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AIFP zverejneni akykolvek prevod hodnoty,
t). (i) platieb wykonanych spolocnostou
Bayer podfa tejto Zmiluvy a (i} akékolvek
naklady na ubytovanie, stravné a cesltovne
Centra, Skusajuceho alebo Lekarov timu
skasania , ktoré spoloénost Bayer uhradila
podla tejto Zmiuvy a (i) akékolvek
kongresové registraéné alebo ucastnicke
poplatky alebo podobne, ktore hradila
spolotnost Bayer podla tejlo Zmiuvy, ato
anonymnym spésobom, tj. na siborne
Urovni. Zmluvni partneri rovnako berd na
vedomie politiku Eurdpskej agentiry pre
lietivé pripravky (EMA) tykajicu sa
evidencie wyhlaseni o wyliéenl stretu
zaujmov Clenov a expertov vedeckych
komisii a vyhlasuji tymto, Ze tu nie je Ziaden
stret zaujmov braniaci pineniu ich povinnosti
vychadzajicich zo Skusania.

410 Zmluvni partneri berd na vedomie, 2e ak
poskytni v suvislosti s touto Zmiuvou
nepefiaZzne pinenie Poskytovatelovi
zdravotne] starostlivesti, s0 povinni oznamit

| Poskytovatefovi  zdravolnej  starostlivosti

' vysku tohto plnenia a spinit si oznamovaciu

povinnost voti prisludnému spraveovi dane a
| to v lehote podra Zakona.

4.11 Zmluvni partneri beri na vedomie, 2e ak |
v stvislosti s plnenim podfa tejto Zmiuvy
poskytn( zdravotnickemu pracovnikovi alebo
i poskytovatelovi  zdravotne]  starostlivost
I pefiazné alebo nepefazné plnenie, SU |
povinni spoloénosti Bayer v lehote do 30 dni
| od poskytnutia pefazného plnenia alebo
nepefiazného pinenia oznamit v
elektronickej podobe zoznam zdravotnickych
I pracovnikov a poskytovatelov zdravotnej
starostlivosti, ktorym bolo pefiazné alebo
nepefiazné pinenie poskytnuté, v rozsahu
| podla prislusnych  ustanoveni  zakona
362/2011 Z. z. o liekoch a zdravotnickych
pomébckach, v zneni neskorsich predpisov
(dalej len ,Zakon o liekoch"). Zmluvni
partneri dalej berd na vedomie, Ze
v stvislosti s pinenim podla tejto Zmluvy su
povinni oznamit spolofnosti Bayer Vv
elektronicke] podobe aj zoznam Udajov
podla Zakona. ato vlehote podla
predchadzajlicej vety.

Zmluvnym partnerom, elektronicky formular
pre acely oznamovania Udajov
v elektronickej podobe podlia tohto Dodatku.
Zmluvni partneri sa zavazujl pinit svoje
oznamovacie  povinnosti v elekironicke)

A
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or Study team physicians which Bayer
has covered under this Agreement and
(i) any congress registration or
participation fees or alike which Bayer
has covered under this Agreement, in an
anonymized way, ie. on aggregated
level. Contract partners are also aware
of the ‘EMA Policy of Handling
Declarations of Scientific Committees’
Members and Experts™ and confirm that
there is no conflict of interest preventing
the fulfiiment of their Study duties.

4.40 The Contract Partners acknowledge that in

case the non-financial benefil is provided to
the Healthcare provider in connection with
this Agreement, the Provider shall be
obliged to notify the Healthcare provider of
the sum of the non-financial benefit and to
fulfill the notification obligation to the tax
office within period stipulated by the Act.

!4.11 Contract Partners acknowledge that in

case the Provider in connection with this
Agreement provides financial and in-kind
benefits to the health care professionals or
providers of healthcare services the
Contract Partniers are required within 30
days following the granting of payments or
in-kind benefit inform Bayer electronically
of the list of healthcare professionals and
providers of healthcare services, that were
provided with the financial or in-kind
benefits, in the scope of the relevant
provisions of the Act. No. 362/2011 Call. on |
medicinal products and medical devices as
amended (hereinafter the “Act on medicinal
products”). The Contract Partners further
acknowledge that in connection with this
Agreement, the Contract Partners are
required to inform Bayer electronically of
the list of data in line with the Act, within a
period stated in the previous sentence.

4.12 Spolo¢nost Bayer sa zavazuje poskytnit | 4 12 Bayer undertakes to provide the Contract |

Partners with the electronic form for the
purpose of fulfilment of the notification
obligations under this Amendment. The
Contract Partners undertake to fulfill its
_notification _obligations _under __ this

version CUA1a dated 29" May 2017
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podobe wvoli spoloénosti Bayer ato
vyplnenim elektronického formulara a jeho
odosianim na elektronickl adresuy
zverejnovanie sk@bayer.com v sllade
s tymto Dodatkom.

4.13 Zmluvni partneri strany bery na vedomie, 2e
spolotnost Bayer je povinna od 1.1.2016
v sllade s prislusnymi ustanoveniami
Zakona 362/2011 . 2 liekoch
a zdravotnickych pomdéckach, v Zneni
neskorSich  predpisov, predkladat v
elektronickej podobe narodnému centru
(NCZI) najneskér do 31. januara a 31 jula
kalendarneho roka spravu o pefaZznych
alebo nepenaznych plneniach poskytnutych
priamo alebo nepriamo  zdravotnickemu
pracovnikoyi alebo poskytovatelowvi |

zdravotnej starostlivosti  (vratane mena
a priezviska pripadne obchodného mena
poskytovatela). NCZI bezodkladne zverejni |
na svojom webovom sidle Gdaje oznamené

v stilade 5 prislusnymi ustanoveniami
zakona 3e2/2011 Z z liekoch
a zdravotnickych pomdckach,

v Zneni
neskorsich predpisov. |

€1. 5 - Prava k vysledkom |

5.1
vietkym vysledkom, Gdajom, zisteniam,
radiologickym a diagnostickym snimkom, |
objavom, vynalezom a Specifikaciam, bez |
ohfadu na to, & st spdsobilé byt predmetom
patentovej ochrany & nie, ktoré vznikli, boli |
vytvorene,  odvodené,  vyprodukované, |
objavené, vymyslené alebo inak urobené
Centrom, Skugajicim afalebo Lekarmi timu
Skusania v slvislosti 5 vykonavanim
Skusania (dalej len ,WVysledky™). Zmluvni
parineri tymto vopred prevadzaju vietky
svoje majetkove prava k Vysledkom na
spoloénost Bayer a spolognost Bayer tieto
prevedené prava prijima...

5.1.1 Véelky zdravotnicke dokumentacie
a pbvodné zdrojové dokumentécie
zostani majeltkom Centra: aviak,
spolonost Bayer je opravnend ich

Spolotnosti Bayer patria vyluéné prava ku | 5.1

Amendment toward Bayer by filling in the
electronic form and sending the same to
the following e-mail address
zvergjnovanie.sk@bayer com in the line
with this Amendment. |

4.13 The Contract Partners acknowledge that
Bayer shall be obliged from 1.1.2016 to
provide NCZI with reports on financial and i
in-kind benefits provided directly or
indirectly to the health care professionals or
providers of healthcare services (including |
the name and surname or business name |
of the provider) according to the relevant
provisions of the Act. No. 362/2011 Coll. on
medicinal products and medical devices as |
amended, no later than 31st January and
31st July of the calendar year. NCZI shall |
publish on its website the reports received
according to the relevant provisions of the |
Act. No. 362/2011 Coll. on medicinal
products and medical devices as amended.

Art. 5 - Rights to Results

Bayer shall own the exclusive rights to
all results, data, findings, radiological
and diagnostic images, discoveries,
inventions and specifications, whether
patentable or not, that are originated,
conceived, derived, produced,
discovered, invented or otherwise made
by Center, Investigator andlor Study
Teamn Physicians in connection with the
performance of the Study (hereinafter
referred fto as "Results"). Contract
Partners hereby assign their proprietary
rights to the Results to Bayer in advance
and Bayer accepts such assignment.. .

5.1.1 Any medical records andior
original source documents zhall
remain the property of Center
however, Bayer shall be permitted
to use such items in accordance

pouiit vsulade s podmienkami with the terms of this Agreement
tejto Zmluvy a so  sdhlasom and the trial subject's
utastnikov Skusania. authorization.  Disclosure  of
Spristupnenie Vysledkov Results to any entity, including a
akémukolvek subjektu, vratane Contract Research Organisation,
zmluvne] vyskumnej organizécie &i IRE / Ethics Committee, or
IRB/etickej komisie alebo regulatory authority shall not be
regulatného  organu  nebude deemed to confer an ownership
o _PpovaZované ~ za _ priznanie | ___interest in_such information to
18/34
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viastnického  prava k tymto | those entities
informéaciam tymto subjektom. !
51.2 To the extent copyrights [0

5.1.2 Vrozsahu, v akom prava Results are legally not assignable,

! dusevného vlastnictva Bayer is hereby granted by
k Vysledkom nie si prevoditelne, Contract Partners an exclusive,
udeluj tymta Zmluvni partneri world-wide, sub-licensable,
spolodnosti  Bayer  vyhradnu, perpetual, fully paid-up,
celosvetovid, sublicencovatelnu, irrevocable license for unlimited
tryall, plne zaplatenu, use, Center shall make maximum
neodvolatelni licenciu pre efforts in order that the actual
necbmedzené pouzitie. GCentrum owner of the copyrights, ie.
vyvinie maximalne usilie na to, aby employees of Center andfor
skutoény vlastnik autorskych prav, involved third parties, allows
tj zamestnanci Centra alalebo Center to grant the
zutastnené tretie strany, umonili aforementioned license to Bayer.
Centru udelit wvy33ie uvedeno
licenciu spoloénosti Bayer.

5.1.3 Pre odstranenie pochybnosti plati, 51.3 For the avoidance of doubt,
?e wvynilezy (ako |e uvedene Inventions -as defined in 5.2- that
v bode 5.2), ktoré sd vylepseniami, are improvements o, or are new |
alebo novym pouZitim & novymi uses of or are new dosages or|
liekovymi formami Skasangho lieku dosage forms of the Study Drug
a ktoré s0 zavislé na, sOvisia and which are dependent on, or
s, alebo  vznikajld v dosledku relate to, or arise from, the
vykonavania Skdsania, alebo kioré performance of the Study; or that |
sa objavia vpriebehu trvania occur during the term of the Study
Skugania Specifikované v Protokole as specified in the Protocol, and
a su zalo?ené na, alebo sU are based upon or subject to the
predmetom narokov vyplyvajlcich clams of Bayers patentable
z patentovatelnych vynalezov Inventions, or Bayer's Confidential
alebo Davernych infarmacii Information shall be the sole
naleziacich spolo&nosti Bayer, sU property of Bayer.
vyluénym viastnictvom spolo&nosti |
Bayer. '

5 1.4 Zmiuvni partneri tymto (i} uznavaja 51.4 Contract Parners hereby (i}
vithradné pravo spolotnosti Bayer acknowledge Bayer's exclusive
na pouzitie ZloZiek (&astnikov right to use the Trial Subjects
Sk(&ania pre uéely poplsané Sets for the purposes described in
v Protokole alebo (i) ak je the Protocol or (il) if applicable,
uplatnitelne, udelujd tymto grant to Bayer an exclusive,
spoloénosti Bayer  wvyhradne, perpetual, fully-paid up, royalty-
Easovo neobmedzené, plne free, world-wide, sub-licensable
zaplatené, bez  pravidelnych right to use the Trial Subjects
poplatkov, celosvetove Sets for the purposes described in
neodvolatelné, sublicencovatefné the Protocol and Bayer accepls
pravo pouZivat Zlozky Ufastnikov such granting. Centract Partners
Skasania pre Gfely popisané will ensure that they have the
v Protokole a spolotnost Bayer legal power to grant such rights to
s timto udelenim sdhlasi. Zmluvni Bayer.
partneri zabezpetia opravnenie
udelit tieto prava spoloénosh
Bayer.
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i 5.2
|

54

55

77 0

Zmluvni partneri zabezpelia, Ze vietky
patentovatelné  Vysledky (dalej] len
~ynalezy"), urobené zamestnancami Centra
alebo inymi stranami zapojenymi Zmluvnymi
partnermi do vykonavania SkdSania, budu
bezadkladne nahlasené spoloénosti Bayer,

Spoloénost Bayer alebo ktorakolvek s fiou
Prepojena osocba su opravnené podat
prinlasku patentu pro tieto Vynalezy vo
svojom viastnom mene alebo v mene
uréengj tretej osoby. na wvlastné naklady,
s uvedenim mena vynalezcuw/(-ov)
vprinlaske patentu  Zmluvni  partneri
podpisu a zabezpetia, aby zamestnanci
Centra a dalsie subjekty zapojené
Zmluvnymi  partnermi do  wykondvania
Skugania podpisali vSetky dokumenty a
poskytli také svedectva, aké spolotnost
Bayer uzna za newyhnutné pre Ucely
podania prihlasky patentu a ziskania patentu
za ucelom ochrany opravnenych zaujmov

spoloénosti Bayer k dusevnému vlastnictvu, |

kiaré vzniknd zo SkoZania.

Bayer a jeho Prepojené osoby smu uzivat, |

rozmnoZovall 2 prenafat anonymizovang
radiologické/diagnostické snimky
vyhotovené pofas SkaSania v sulade
$ ustanoveniami informavaného sahlasu, pro
vietky ucely, vedecké alalebo komeréné,
v akajkolvek forme a akymikolvek sposobmi,
elektronickymi aiebo mechanickymi, vratane
vyhotovenia fotokopil, elektranickych
zaznamov (napr. na CD-ROM), mikro-képii,
alebo prostrednictvom systémov
uchovavania a obnovovania ddajov, vratane
databank a internetu. Zmluvni partneri
potvrdzujd, 2e vietky také snimky budy
ziskané so suhlasom uéastnika SkGsania a
Ze nebudd obsahovat Ziadne informacie,
ktorych prostrednictvom by mohol byt
identifikovany konkrétny subjekt hadnotenia.

Zmluvnym  partnerom patri  nevyhradna
licencia k Vysiedkom vytvorenym v Centre
pre interné nekomeréné wyskumné a
vzdelavacie Ocely pri dodrzani podmienok
zachovavania dovernosti a podmienck pre
publikovanie, ktoré su obsiahnuté v tejto
Zmiuve.

52

5.3

| 54

85
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Contract Partners shall ensure that all |

patentable Results (hereinafter called |
‘Inventions”), made by employees of
Center or other parties invoived by

Contract Partners in connection with the
performance of the Study, will be notified to
Bayer without delay.

Bayer or any of its Affiliates is entitled to file |
a patent application for the Inventions
under its own name, or in the name of a
dedicated third party, and at its own
expense, with the inventor(s) named in the
patent application. Contract Partners shall
execute - and shall ensure that any
employees of Center and other parties
involved by Contract Partrers in connection
with the performance of the Study executes
- any and all documents and give all such
testimony as Bayer deems necessary to
apply for and obtain patents to protect
Bayer's intellectual property interests
arising out of the Study.

Bayer and its Affiliates may utilize,
reproduce  and transmit  de-identified
radiclogical/diagnostic images generated in
the course of the Study, as stated in the
informed consent, for any purpose,
scientific and/or commercial, in any form or
by any means, electronic or mechanical,
including photocopying, recording (e.g. on
CD-ROM), microcopying, or by any
information storage and retrieval system,
inciuding data banks and the internet
Contract Partners confirm that all such
images will be obtained with the patient's
consent and that the images will not
contain any information through which the
relevant patient could be identified.

Contract Partners relain a non-exclusive
license to the Results generated at the
Center for intenal non-commercial
research and teaching purposes, subject to
the terms on confidentiality and publication
provided herein.

Version CUA1a dated 20 May 2017
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6.2

8.1 Zmluvni partneri

~ €|, 6 — Zachovavanie dévernosti

53
skidanie bude vykondvané v sulade so
zakonom © 12272013 Zz. © ochrane

osobnjch Udajov v platnom zneni !

Zmluvni partneri budd zaobchadzat so
vietkymi  informaciami prijatymi  od
spoloénosti Bayer alebo v jej mene alebo
od Prepojenych oséb spolotnosti Bayer
v stvislosti
liekom  alebo
s Vysledkami (dalej len JDdvemns
informacie”) prisne dbverne. Zmluvni
partneri  smu poutivat  Dbverne
informacie iba pre Gdely pinenia tejto
Zmiuvy a nespristupnia také Doverné
informacie Ziadnej tretej strane bez
predchadzajuceho pisomneho sthlasu
spolocnosti  Bayer.  Zmluvni parineri
umo#nia pristup k Dévernym informaciam
iba osobam, kloré sa s Dovernymi
informaciami maju potrebu zoznamovat
pre ucely poskytovania sluzieb na
zaklade tejto Zmluvy a aj to iba vtedy, ak
tieto osoby boli Zmluvnymi partnermi
preukazatelne zaviazane k dodriiavaniu
podmienck aspon tak risnych, ako su
podmienky podfa tohto lanku B.

Povinnost k zachovavaniu dovernosti 53
nevztahuje na tie pripady, ked Zmiuvni
parineri su opravnen| publikovat Déverng
informacie v sulade s &lankom 7.

Pojem Ddverné informacie, ako je pouZivany
vtejto Zmluve, sa nevztahuje na udaje a
informacie, pri ktorych mézu Zmluvni
partneri preukazat, e (i) nimi Centrum
alebo Skugajtci disponovali v dobe, ked im
boli spristupnené spoloénostou Bayer alebo
jej Prepojenymi osobami, alebo v mene
niektorych z nich, (i) s0 alebo sa stanu
suastou verejnych informacil inak ako
konanim & opomenutim Centra alebo
Skogajiceho, (i} ich Centrum alebo
Skasajuci pravom nadobudii od trete] strany,
ktora nie je voli spoloénosti Bayer alebo jej

Prepojenym osobdm viazana vyslovnou
alebo predpokladanou povinnoastou
mitanlivosti, alebo (v} boli vytvorené

nezavisle Centrom alebo Skasajucim bez
odkazovania sa na alebo poulitie
Dévernych informacii.

Naviac Zmluvni partneri mozu spristupnit’ |
vtakom rozsahu, |

Daverné  informacie
v akom je také spristupnenie vyzadovane

so Skasanim, Skusanym |
touto  Zmluvou A |

zavazujl, Z2e | §.1 Contract

6.2

Art. 6 — Confidentiality

Partners undertake to conduct the
Study in accordance with Act no 122/2013 |
Coll. On data privacy protection as |
amended. Contract Partners shall treat all
information received from or on behalf of |
Bayer or any of its Affiliates in relation 1o
the Study, the Study Drug or this
Agreement as well as Results (hereinafter |
called “Confidential Information”) strictly |
confidential. Contract Partners shall use |
the Confidential information only for the
purposes of this Agreement and shall not
disclose such Confidential Information to |
any third party without Bayer's prior written |
consent. Contract Partners shall provide
access to the Confidential Information only
to persons that have a need to know the |
Confidential Information for the purpose of |
providing services under this P.greementl
and only if such persons are bound to
Contract Partners which they must be
capable to prove with terms at least as
stringent as the terms of this Section 6.

The obligation of confidentiality shall not
apply as far as Confract Partners are
entitled to publish Confidential Information
in accordance with Section 7.

The term Confidential Information, as used
in this Agreement, does not apply to data
and information which the Contract
Partners can prove (i) was already in
possession of the Center or the
Investigator at the time of its disclosure 0
them by or on behalf of Bayer or any of its
Affiliates, (i) is or Decomes public
knowledge other than by an act or omission
on the part of the Center or the
Investigator, {iii} is legally acquired by the
Center or the Investigator from a third
party not bound to Bayer or its Affiliates by
any express of implied obligation of
secrecy, or (iv) was developed
independently by Center or Investigator
without reference to or use of the
Confidential Information,

Furthermore, Confract Partners —may
disclose Confidential information to the
extent that such disclosure is required to
comply with law or an enforceable judicial |

N S
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6.4

6.5

CL. 7 - Publikovanie, Tlagové spravy a Verejné

7.1

pravaymi predpismi alebo vykonatelnym
stidnym rozhodnutim, aviak za podmienky,
Ze Imiuvni parner o takej skutotnosti
vV primeranom &asovom predstihu informuju
spoloénost Bayer a na jej ziadost s fou
budl  spolupracovat v snahe dosiahnut

Opatrenie za Utelom ochrany alebo iného |
primerangho pravneho prostriedku. Zmiuyni |
partneri vyvind vietko primerané Usilie, aby |
zabezpedili daverné zaobchadzanie |
s ktoroukolvek z Dévernych informacii, ktora |
bude spristupnena. |

|
Tieto povinnosti k zachavavaniu miZanlivosti |
a zakazu pouzivania Dévernych informacii |
podla tejto Zmiuvy zostany v platnosti este |
potas doby desat (10) rokov od ukondenia |
tejto Zmiuvy. |

|
Zmluvni partneri na Ziadost spolognosti |
Bayer znitia/odstrania Déverné informacie, |
ktorymi disponuju alebo ich vrati spolofnost
Bayer,

Véetky dohedy existujice pred uzavretim
tejo Zmiuvy tykajlce sa zachovavania
micanlivesti vo wvztahu ku Skusaniu, sa
nahradzaji touto Zmiuvou 2 iba vo vztahu
ku Sklisaniu

oznamenia

Spoloénost Bayer uznava a akceptuje
2aujem Zmiluvnych partneroy na
nekomernom vedeckom publikovani
Vysledkov, bez ohfadu na to, &i vysledok
Skisania je pozitivny & negativny.
S ohladom na opravnené  zéujmy
spolotnosti Bayer sa  Zmluvni partneri
zavazuje dodr2iaval nasledujice povinnosti
a podmienky pre publikovanie:

7.1.1 Zmiuvni partneri poskytno
spolocnosti Bayer véetky navrhy na
publikovanie alebo Ustnu
prezentaciu tykajucu sa SkiZania
alebo Skuianého lieku alebo
Vysledkov (dalej iba .Publikacia®)
najmene| Sestdesiat (80) dni pred
zamysfanym predlozenim alebo
prezentaciou Publikacie, aby ich
spolocnost Bayer mohla
skontrolovat

Ak spolo¢nost Bayer neurobi vodi

Zmluvnym  partnerom  Ziadne

order, provided, however, that Contract |
Partners shall give reasonable advance |
notice to Bayer and, at Bayers request, |
shall cooperate with Bayer to seek 2
protective order or other appropriate |
remedy. Contract Partners will use |
reasonable efforts to secure confidential |
treatment of any Confidential Information |
that will be disclosed

6.3 These obligations of confidentiality and
non-use provided hereunder shall survive
for a2 period of ten (10) years upon
termination of this Agreement.

6.4 Upon reguest of Bayer, Contract Partners
shall destroy / delete any Confidential
information in their possession or return it
to Bayer.

8.5 Any pre-existing agreements regarding
confidentiality with regard to the Study shall
be superseded by this Agreement and oniy
with regard to the Study.

Art. 7 - Publication, Press releases, Public
annauncements

7.1 Bayer acknowledges and accepls the
interest of the Contract Partners in the non-
commercial scientific publication of Results,
independent of a positive or negative
outcome of the Study. Considering Bayer's
reasonable interests the Contract Partners
agree to comply with the following terms on
publication:

7.1.1 Contract Partners shall provide to
Bayer any proposed publication or
oral presentation relating to the
Study or the Study Drug or the
Results (hereinafter called
"Publication™) at least sixty (60)
days prior fto the intended
submission or presentation of the ;
Publication in order to allow Bayer |

to review it. |

If Bayer does not notify Cuntracill
Partners within forty-five {45) days

of Bayer's receipt of the intended |
Publication, Contract Partners |
shall remind Bayer of the intended '

Oznamenie v lehote 45 dni odo l______ _ date of Publication. If Bayer does |

22/34

Verslon CliA1a dated 29 May 2017
Agreement between Bayer, Institution and Investigator for the performance of a clinical trial

J/f;; a,r" ' Yoo




BAY 2670, Protocol No 15789

7.1.2

7.1.3

7.1.4

. ktorirlgnrvelg_ﬂrnére;, sqmocnﬁt::

dna, ked |jej bola doruZena
zamysfand Publikacia, Zmiuvni
partneri  pripomend  spoloénosti
Bayer zamysfany datum

Publikacie. Ak spolocnost Bayer
neposkytne Ziadne pripomienky v
lehote 60 dni, Zmluvni partneri s0
opravneni Publikaciu publikovat.

Zmluvné strany potvrdzuju, Ze
v pripade multicentrickych skiani
sa Vysledky Skisania publikujd iba
prostrednictvom  koordinacie so
spoloGnostou Bayer za Ucelom
kombinovania vysledkov zo
vietkych centier zidasthujicich sa
Skasania. Zmluvni  partnen  sd
opravneni publikovat Vysledky ich
Centra za predpokladu, Ze celkove
vysledky neboli publikovane do 18
mesiacov od skonéenia Skosania,

a sbZasne za predpoladu
postupovania v sulade
s podmienkami stanovenymi
v bode 7.1.

Spoloénost Bayer a Zmluvni
partneri prediskutuja vietky
rozdiely v ndzoroch na zamysfany
obsah Publikdcie za GZelom

najdenia riedenia uspokojivého pre
spoloénost Bayer aj pre Zmluvnyjch
partnerov. Spoloénost’ Bayer moze

odporuéit  akékolvek zmeny
Publikacie, ktoré oddvodnene
povaiuje za nevyhnutné pre |

vedecké Ucely. Zmluvni parineri sa
zavazujl, Ze implementacia takych
odporiéanych  zmien  nebude
nedbvodne edmietnuia.

Keby sa mohlo ofakdvat, Ze taka
Publikacia bude mal neZiadici
Oéinok na zachovanie ddvernost
ktorejkolvek z Dévernych
informacii  spoloénosti  Bayer,
Zmluyni parneri zabrania ftakej
Publikacii, ibae predmetna
Daverna informécia maze byt
vymazana z Publikacie bez
nepriaznivého U€inku na vedeckd
spravnost Publikacie.

Keby Publikacia Z pohladu
spoloénosti Bayer mohla mat
nediaduci G&inck na schopnost
ziskal patentova ochranu pre

23/34

7.1.2 Contract

T.1.410f

not provide any comments within
the sixty (60) day perod, Contract
Partners shall be free to publish.

Partners acknowledge
that in case of multi-centre studies
the Results of the Study are to be
published only through
coordination by Bayer in order to
combine the results of all centres
participating in the Study. Contract
Partners shall be free to publish
the Results of their Center
provided the overall results have
not been published within eighteen
{18) months from the completion of
the Study,, subject to the
compliance with the terms set forth
in Section 7.1.

7.1.3Bayer and Contract Partners shall

discuss any difference of opinion
with regard to the intended content
of the Publication in order to find a
solution satisfactory for Bayer and
Contract Partners. Bayer may
recommend any changes to the
Publication which Bayer
reasonably deems necessary for

scientific purposes. Contract
Partners agree that the
implementation of such

recommended changes will not be
unreasonably refused.

such Publication could be
expected to have an adverse effect
on the confidentiality of any of
Bayer's Confidential Information,
Contract Partners shall prevent the
Publication, unless the Cenfidential
Information can be deleted from
the Publication without detriment
effect on the scientific correctness
of the Publication

If the Publication could in Bayer's
view have an adverse effect on the
ability to obtain patent protection
for any Invention, Bayer may
request a delay of the Publication
for a reasonable period of time in
order to permit the preparation and

Wersion CUA1a dated 29" May 2017

Agreement between Bayer, Institulion and Investigator for the performance of a chinical irial




BAY 102670, Protocol Mo 15789

7.2

7.3

AU e

Bayer mdZe po2adoval odklad
Publikacie na primerand dobu za
ucelom pripravy & podania
Ziadane| patentove] prihlasky
spoloénostou Bayer alebo v je
meng, aviak talo doba nesmie
presiahnit Sest (8) mesizcov od
datumu, ked bola spoloénosti
Bayer Publikdcia doruéena ku
kontrole. Spolofnost Bayer mbZe
poZadovat daldi odklad Publikacie,
ak patentovad prihlaska bola
podana a ak prinldska s pravom
prednosti je nedpind a vramci 1

roku od podania  prihlagky
s pravom prednosti musi byt do
Ziadosti doplneny predmet
patentove]  prihlasky. V tomto
pripade moze spolotnost Bayer
poZadovatl odklad  akejkolvek
Fublikacie a2 do doplnenia
prinlasky s pravom  prednosti.
Spoloénost Bayer neodloZi
bezdbvodne takéto  doplnenie.
Okrem toho, spolo¢nost Bayer
nebude zakazoval  Publikaciu
v pripade, ked informacia, ktora je
spdsobila byt predmetom
patentove| ochrany, bola
z planovane]  Publikacie uplne
odsiranena.

Zmiuvni partneri uvedd v ka3dej
Publikacii ustanovenie informujuce,
Ze  wylvorenie  Gdajov  bolo
podporené spolo¢nostou Bayer a
sicasne Zmiluvni partneri  budi
infformoval o svojgj  miere
angaZovanosti v Skdsani  a
prospechu, ktory im zo Skusania
vyplynul. Autorstvo a uznania za
vedecké publikdcie by mali byt
v sllade s Jednotnymi
poZiadavkami na rukopisy
Medzinarodnéhe vyboru redaktorov
lekarskych ¢asopisov (ICMJE).

Centrum ulozi Hlavnému skoajucemu
a véetkym Clenom timu Skusania rovnaké
povinnosti a poZiadavky slvisiace
s publikovanim, ako s0 stanoveng v odseku
71

Povinnosti stanové wvbode 7.1 zostanu
v platnosti daldich desat {10} rokov po
predéasnom ukonéeni alebo uplynuti tejto
Zmluvy.

72

7.3
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fling of any desired patent
application by or on behalf of
Bayer, such period, however, not
to exceed six (6) months from the
date on which Bayer received the
intended Publication for review.
Bayer may request a further delay
of the Publication in case that the
patent application has been filed
and that the priority application is
incomplete and subject matter has
to be added to the application
during the priority year. In this case
Bayer may request a delay of any |
Publication until the completion of
the priority application. Bayer shall
not unduly delay such completion.
Morecver, Bayer will not prohibit a
Publication if the patentable
information has been removed in
full from the planned Publication.

|
7.1.5Contract Partners shall include a |
statement in any Publication that
creation of the data was supported
by Bayer, they shall also
adequately inform about their
involvement in and their benefits
from the Study. Authorship and
acknowledgements for scientific
publications should be consistent
with the principles embodied in the
International Committee of Medical
Journal Editors” (ICMJE) Uniform
Reguirements for Manuscripts.

The Center shall impose the same
obligations and requirements for
publication as set forth in Section 7.1 on
Principal Investigator and all Study Team
Members.

The obligations set forth in Seclion 7.1
shall survive for a period of ten (10) years
upon early termination or expiration of this |
Agreement.

7.4 Bayer may post information on .ij

Wersion ClAla dated 29 May 2017
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7.4 Spolotnost  Bayer mobZe umiestnit’
informécie o Skasani a o Vysledkoch na
internet, napr. na stranky
www ClinicalTrials gov (zverejnenie

7.5

8.2

registratiry) a na stranky pro Zverejnenie
vysledkov, na firemné  websiranky
spolotnosti Bayer (zverejnenie registratury a

vysledkov) a v ktorejkolvek databaze
vyzadovane] zakonmi alebo pravnymi
predpismi v sllade 5 prislusnymi

gtandardami vo vztahu k rozsahu, forme a
obsahu.

Zmluvni partneri neuverejnia Ziadne tiacové
spravy alebo iné verejné oznamenia o©
Skusani, Vysledkoch Skusania
Skasanom lieku bez predchadzajiceho
pisomného poverenia spoloénost Bayer.

Nazov spoloénosti Bayer nesmie Dyt
pouZivany v Ziadnom reklamnom Ci inom
materiale  Zmluvnych  partnerov  bez
predchadzajuceho  pisomneho schvalenia
spoloénosti Bayer.

¢l. 8 - Zodpovednost' a odSkodnenie

Zmluvni partneri zodpovedajl spolocnosti
Bayer vo vztahu k akejkolvek $kode alalebo
jej Prepojenym osobam vv pripade vzniku
&kody zapridinenej z (i) nedbanlivosti alebo

umyselného  protipravneho  konania &
opomenutia alalebo (i} porusenia
ktorejkolvek  z povinnosti  prijatych  na
z&klade tejto Zmluvy ktorymkolvek z nich,
alebo  ktorymkofvek  z Lekarov  timu
Skusania, Elenov timu Skdsania,
zamestnancov Centra alebo zmiuvnych

partnerov zapojenych kymkolvek z nich pre
u&el pinenia tejto Zmluvy. Zmiuvne strany
suhlasia, e zodpovednost za Skodu sa nadi
pravnymi predpismi Slovenske] republiky,
najma zakonom 40/1964 Zb. Obéiansky
zakonnik v zneni neskorsich predpisov.

Spolotnost Bayer zodpoveda Zmluvnym
parinerom alalebo riaditefom, aradnikom,
zamestnancom a zmluvnym partnerom
Centra {Centrum, SkoSajuci, riaditelia,
Uradnici, zamestnanci a zmiuvni partneri
Centra kolektivne a kaZdy z nich samostatne
dalej oznacovani iba ako ,Odskedhovana
strana") za S&kodu vrozsahu, v akom
Géastnik Skusania_alebo ind podia_prava

_I 75

alalebo |

76

81

82

|
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~ administration_of the Study Drug or any

and on the Results on the Internet, e.g. on
www ClinicalTrials.gov  (registry  posting)
and on sites for resuits posting, on Bayer's
company website (registry and results
posting) and on any other database
required by laws or regulations in
accordance with applicable standards
regarding scope, form and content.

Contract Partners shall not publish any |
press releases or other public statements
about the Study, the Results of the Study
and/or the Study Drug without Bayer's prior |
written autherisation |

The name of Bayer shall not be used in any |
advertising or other material of Contract
Partners without Bayer's prior written |
authorisation. !

Art. 8 — Indemnity and Liability |

Contract Partners shall indemnify Bayer
with respect to any damage andior itsl
Affiliates in case of damage caused by (i)
negligence or wilful misconduct or omission |
andlor (i} a breach of any obligations
assumed under this Agreement by either of I
them or any of Study Team Physicians,
Study Team Members, Center’s
employees or contractors involved by any |
of them for the purpose of fulfiment of this
Agreement. Parties agree that
accountability for any damage will be
governed by the legal regulations of Slovak
republic, especially Act 40/1864 Coll. Civil
Code as amended.

Bayer shall indemnify the Contract Partners
andfor directors, officers, employees.
contractors of the Centre (Center,
Investigator, directors, officers, employees,
contraclors of the Centre collectively and
each of them separately hereinafter
referred to as “Indemnified Party”) for
damage to the extent to which a trial
subject or any other under law entitled
persons successfully claims the damage to
health (including death) as a result of the
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83 Pravo Zmiuvnych partnerov na nahradu

opravnena osoba Uspe&ne uplatni na
prislusnom side narok na nahradu skody na
zdravi (vratane smrti) vzniknutej z dévodu
podavania Skdsaného lieku  alebo
akéhokolvek  klinického  wykonu  alebo
postupu wykonaného alebo poZadovaného
Protokolom, a to za podmienky, 2e tato
skoda:
821 nevznikla z dévodu, ze
Odskodnovana strana konala
vsillade (a) spodmienkami tejto
Zmluvy, afalebo (b) Protokolom:
afalebo {c) wSetkymi prisiudnymi
pravnymi predpismi a pravidiami

upravujlcimi vykonavanie Skdsania;
afalebo (d) bezpednostnymi |
opatreniami, indikaciami a
pisomnymi  pokynmi  spolo&nosti |
Bayer alebo je| Prepojenych osdb:
alalebo |

nevznikla z dovodu |
nedbanlivostného alebo umyselného

konania € opomenutia I
QOdskodfiovanej strany; alalebo |

822

823 nie je krytd poistenim dojednanym
vsllade spravnymi predpismi v

prospech Odskodfovane; strany. |

Avsak, ak vznikne taka Skoda celkom alebo i
stasti z dovodov uvedenych v bode 821
alebo 822  Od3kodnovanej strane
nevznika narok na nanradu ujmy wvodi
spoloCnosti Bayer v rozsahu, v akom sa na
vzniku skody podiefali dévody uvedené |
vbode 8.2.1 a/alebo 8.2.2.

Skody podfa bodu 82 nevznikne a
spolotnost Bayer nebude mat povinnost
nahradu skody poskytndt, ak Zmluvni
partneri, alebo klorykolvek z nich porusi
niektord z nasledujicich povinnost! a toto
porugenie bude mat negativny vplyv na
moZnost  Uspesne se  branit  proti
uplatnengmu naroku:

8.3.1 Zmluvni partneri pisomne informuiji
spolofnost’ Bayer o kaZdom naroku
afalebo zalobe, ktoré spadaju alebo
by mohli spadal pod tieto
ustanovenia o nahrade Skody, a to
do ftridsiatich(30) dni odo dna, ked
s&¢ o nich dovedeli, a sdéasne
umozZnia spoloénosti Bayer, aby

prevzala_a riadila obranu proti

26/34

8.3 The nght of the Contract Partners to

clinical intervention or procedure provided
for or required by the Protocol in a |
competent court of justice, provided that |
such damage:

8.21 did not arise from the failure of the |
indemnified Party to comply with (a) |
the terms of this Agreement; andior |
{b) the Protocol, andior (c) all
applicable laws and regulations |
governing the conduct of the Study, |
andfor  (d) any precautions,
indications and written instructions |
of Bayer or a Bayer Affiliate, and/or |

822 does not arise from a negligent or
wilful act or omission of the
Indemnified Party, and/or

8.2.3 is not covered by an insurance
pursuant to applicable laws for the

benefit of the Indemnified Party.

However, in case such damage to health
anses in whole or in part from reasons
specified in section 821 or 822 the
Indemnified Party is not entited to
indemnification from Bayer to the exlent to
which such damage arose due to reasons
indicated in section 8.2 1 and/or 8.2.2.

indemnification under sect, 8.2 will not
anse and Bayer shall not provide
indemnification if the Contract Partners or
any of them breach any of the following
obligations and such breach will affect in a
negative way the possibility of successful
defence against the set claim:

8.3.1 The Contract Partners shall notify
Bayer in writing of a claim or
lawsuit which s or could be
covered under these provisions
on indemnification within fifteen
(16) days after it has gained
knowledge of such a claim or
lawsuit, and they shall allow
Bayer to take over the defense of
any such claim or lawsuit
including the right to decide on its
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takeému naroku alebo Zalobe vratane
rozhoedovania o jeho urovnani; a

8.3.2 Zmluvni  partneri sd  povinni
spolupracoval  so  spoloénostou
Bayer a jej pravnymi zastupcami a
poistovalelom(-mi) pri obrane proli
takému naroku alebo Zalobe,
vy2adovat fakd spolupracu od
svojich zamestnancoy,

B8.33 Zmluvni partneri nesmd uznal ani
urovnat' Ziaden taky narok alebo
stdne konanie bez predchazajuceho
pisomného  sdhlasu  spolotnost
Bayer,

¢1. 9 - Poistenie g1

8.1 Spoloénost Bayer zodpoveda za poistenie
pre Ggely klinickych skdani v silade
s prisludnymi pravnymi predpismi. Poistny
certifikat Zadavatefa tvori neoddelitelni
prilohu tejto Zmluvy.

92

92 Centrum bude mat uzatvorené vlastné
poistenie  v3ecbecne] =zodpovednosti za
gkodu spdsobend poskytovanim zdravotnej
starostlivosti, pricom minimaine krytie bude
v stlade s miestnymi zakonmi a spravnymi
miestnymi normami.... Skoiajlici sa moZe
rozhodnut  uzavriet dodatodné poistenie
sikromne] profesnej zodpovednosti za
uskutoéhovanie klinickych skisani. Centrum
je povinnéjeé poskytnut spoloénosti Bayer
na jej Ziadost poistny certifikaty.

C1. 10 = Ochrana a spristupnenie osobnych
adajov

10.1 Zmluyni partneri sG si  vedomi, Ze
spolo¢nost Bayer alebo ftretia osoba
spoloénostiou Bayer poverena
vklada Vysledky Skisania a vietky spravy
suvisiace so Skdsanim, zaznamy o0
Ekoleniach v mieste vykonavania Skdsania
{pracovisku) a vystupy zo vietkych auditov
vykenavanych spolotnostou Bayer alebo v
jej mene podla pravidiel spravnej klinicke)
praxe do internych elektronickych databaz
spolotnosti Bayer afalebo tretej osoby
poverensj spoloCnosfou Bayer. WV ramci
tejlo spravy udajov méZu byt vsdlade
5 poZiadavkami pravidiel spravnej klinicke]
praxe a prisludnych pravnych predpisov na
useku  ochrany  oscbnych  udajov
uchovavané, spracivané a pouZivang
spoloénosfou Bayer, s fiou Prepojenymi

settlement; and

832 The Contract Partners shall
cooperate and  require its
employees to cooperate, with
Bayer and its attorneys and
insurer(s) in the defence of any
such claim or lawsuit; and

8.3.3 No such claim or lawsuit shall be
admitted or setftled without the
prior written approval of Bayer.

Art. 9 — Insurance

Bayer shall be responsible for the clinical
trials insurance of the Study in
accordance with applicable laws and
regulations. Sponsor Insurance certificate
is inseparable appendix of this
Agreement.

Centershall maintain own general liability
insurance covering their liability during
the provision of regular healthcare with a
minimum coverage which complies with
local laws and local regulations. The
Investigator may choose to effect an
additional private professional liability
insurance for the performance of clinical
trials. Center shall provide Bayer with
insurance certificate upon  Bayer's

request.

Art. 10 — Personal Data Protection and
Disclosure

10.1 Contract Partners are aware that Bayer or

a lhird party authorized by Bayer is
entering the Results of the Study and any
reports related to the Study, site-training
records and the outcome of any audits
performed by or on behalf of Bayer under
GCP Rules into intemal and/or Bayer-
authorized third party electronic databases.
In connection with such data management,
personal data about the Contract Partners,
such as name and address, financial
interests according to the Financial
Disclosure Forms, as well as data about
other employees of the Center and about
their involvement in the Study and the
outcome of any audits performed by Bayer
under GCP Rules (hereinafter referred to
as “Data”} may be stored, processed and
used by Bayer, its Affilates and authorized

27134
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10.2 Zmluvni partneri a spolotnost Bayer sa

. Zmluva sa uzatvara na dobu uréitd od

11.2 Prava a povinnosti spolofnosti Bayer a

osobami a poverenymi tretimi stranami |
osobné tdaje Skasajiceho, ako st meno a |
adresa, finanéné zaujmy podfa Potvrdenia
o finanénych zaujmoch, a dalej aj udaje
inych zamestnancov Cenfra a o ich
zapojeni v Sko3ani a vystupy auditov |
vykonavanych spolotnostou Bayer a |
poverenymi tretimi osobami podfa pravidiel |
spravnej klinickej praxe (dalej len ,Udaje").
Spolognost Bayer maZe poskytovat také
Udaje externym verejnym databazam ako
je  clinicaltrials.gov a2 v nevyhnutnom |
rozsahu na zaklade prislugnych prawvnych
predpisov aj organom verejnej maoci

zavazuju dodrZiavat prislusné pravne
predpisy na Gseku ochrany osobnych
Odajov, najma zakonom €. 122/2013Z.z. 0
ochrane osobnych udajov, v znenl
neskorsich predpisov

Cl. 11 = Trvanie Zmluvy

Géinnosti zmiuvy do predpokladaného dna

ukonfenia klinicke] studie 28.9.2021.
Hlavny skO3ajdci je povinny oznamit
ukonéenie klinicke] Stidie na referat
klinickych  &tadil v UNB Bralislava,

PaZitkova 4, 821 01 Bratislava najneskér
do 15 dni.

Tato zmluva nadoblda platnost diiom jgj
podpisania vietkymi zmluvnymi stranami a
géinnost’ diom nasledujucim po dni jej
zverejnenia v zmysle § 47a ods. 1 zdkona
€ 40/1964 Zb. Obéiansky zakonnik v zneni
neskorsich predpisov v centralnom registri
zmliv na www.crz. gov.sk, nakolko ide o
povinne zveregjfiovanl zmiuvu v zmysle §
5a ods. 1 zakona & 211/2000 £z o
slobodnom pristupe k informéaciam v zneni
neskorSich predpisov. Bayer sohlasi so
zverejnenim tejto Dohody podla
predchadzajlcej vety.

Zmluvnych partnerov stanovene v tejto
Zmluve, ktorych platnost vzhfadom na ich
zamer alebo wyznam pretrvd aj po
ukongeni Zmluvy (ckrem iného aj prava
tykajuce sa  vlastnictva, patentov,
dévernosti, zodpovednosti a odikodnenia),
zostanl v platnosti aj po vypovedani alebo
uplynuti dginnosti tejto Zmluvy.

o r———

third parties in accordance with ICHIGCP
requirements and  applicable  dala
protection laws. Bayer may provide such
data to external public databases such as
clinicaitrials.gov, as well as, to the extent
necessary under applicable law, to
government authorities.

10.2 Contract Partners and Bayer agree to

111

adhere to applicable data protection laws
and regulations, especially the Act No.
122/2013 Cell. Of Acts, on Personal Data
Protection, as amended,

Art. 11 - Term of the Agreement

This Agreement is valid for defined period
from the date it became effective wuntil
anticipated end of study date -
28/Sep/2021. Principal Investigator shall
notify Cenler about end od Study by
contacting Department of clinical studies of
UNB Bralislava, Pazitkova 4, 821 01
Bratislava within 15 days atat the latest.

This Agreement becomes valid from the
date of full execution by all Contract
Partners and becomes effective from the
day following the day of its publication
pursuant § 47a. section 1 Act no. 40/1964
Coll. Civil code as amended, in central
registry of agreemeniz at website
www . crz gov.sk, as this Agreement shall
be published pursuant § 5a section 1 Act
no. 211/2000 Coll. On free access io
information as amended. Bayer agrees
with the publication of this Agreement as
described above,

11.2 The nghts and obligations of Bayer and

12.1

28/34

Contract Pariners set forth in  this
Agreement, which by intent or meaning
have validity beyond such termination
(including, without limitation, rights with
respect to ownership, patents,
confidentiality, liability and indemnification)
shall survive lermination or expiration of
this Agreement.

Art. 12 - Termination
Notwithstanding any other termination right

sel forth in this Agreement or in the
applicable laws and regulations, Bayer |
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12.1

12.2

12.3

‘ ./.?7 PP %

Cl. 12 - Vypovedanie

Spoloénost Bayer si bez ohladu na iné
prave na vypoved stanoveng v tejto
Zmluve v aplikovatelnych zakonoch a
nariadeniach vyhradzuje pravo
kedykolvek tito Zmiuvu vypovedat' bez
uvedenia ddvadu na zaklade
predchadzajuce] pisomne] vypovede
doruéenej &tmast (14) kalendarnych dni
vopred. Centrum alalebo Skdsajici ihned
po prijati vypovede na zaklade prava na
vypoved stanoveného vtejto Zmiuve (i)
prestand  robit nabor a  prijimat
utastnikov do Skdsania, (i) prestand
v rozsahu pripustnom z medicinskeho
hiadiska  vykonaval  postupy na
uéastnikoch, ktori uz do Skusania boli
zaradeni, a (iii) ak to bude moZné, vyhnu
sa vytvaraniu daldich nakladov a
vydavkov.

Zmluvni partneri i spolocnost Bayer majd
pravo vypovedat tite Zmiluwu
s okamzitym  ofinkom na  zaklade
pisomne] vjpovede adresovanej druhej
strane, ak bude Ska3anie v Centre
potrebné ukonéit kvdli  medicinskym

alebo efickym dévedom. V pripade
takejto vypovede zo strany Zmluvnych
partnerov je povinna predchadzajdca
konzultacia Skusajiceho 50
spolotnostou Bayer. Bez toho, aby bolo
dotknuté predchadzajuce ustanovenie,
plati, 2e vpripade kritickych alebo
délezitych zisteni na zaklade
auditufindpekcie tykajucej sa spravnej
klinickej praxe, farmakovigilancie alebo
regulatného systému, postupu alebo
procesu, ktoré majd neZiaduci vplyv na
prava, bezpeénost alebo dugevny
a telesny stav (U&astnikov ski&ania alebo
ktoré predstavuji potencialne riziko pre
vergjné zdravie alebo majd za nasledok
nepripustnost  Gdajov  SkoSania &
predstavuju zavaZné porusenie prislusne]
legislativy a usmernenl, si spolonost
Bayer wyhradzuje pravo docasne
a s okamzitym G&inkom prerusit nabor
Utastnikov skusania, a to ai do
dékladného wvyhodnotenia prislusného
zistenia.

Ak bude niektoré regulatné alebo
zakonné  povolenie  potrebné  na
vykonanie  Skdsania (i}  nakoniec

zamietnuté alebo (i) odobraté, tato

12.3In case any

Zmluva sa vypovie automaticky k datumu

29/34

reserves the right to terminate this |
Agreement at any time without cause upon
fourteen (14) calendar days prior written
notice. Immediately upon receipt of a nofice
of termination under any termination right
set forth in this Agreement, Center and/or
Investigator shall (i) cease recruiting and
enrolling trial subjects inte the Study, (ii)
cease conducting procedures to the extent
medically permissible on subjects already
entered into the Study and (iii) refrain from
incurring additional costs and expenses to
the extent possible

12.2 Conftract Partners and Bayer each have the

right to terminate this Agreement with
immediate effect by giving written notice to
the other party if the Study at the Center
needs to be terminated due to medical or
gthical reasons. In case of such termination
by Contract Pariners, prior consultation by
Investigator with Bayer is mandatory.
Without prejudice to the foregoing, in the
event of critical or important findings
following auditfinspection affecting GCP,
pharmacovigilance or regulatory system,
practice or process that adversely affect
the rights, safety or wellbeing of trial
subjects or that poses a potential risk to
public health or that renders Study data
inadmissible or that represents a serous
violation of applicable legislation and
guidelines, Bayer reserves the right to
temporarily stop the recruitment of trial
subjects with immediate effect until the
relevant finding has been fully assessed.

regulatory or legal
authorization necessary for the conduct of
the Study is (i) finally rejected or (i)
withdrawn, this Agreement shali terminate
automatically at the date of receipt of such
final rejection or withdrawal

12.4 If it reasonably appears to Bayer that

Contract Partners will nol be able to start
recruitment or to fulfil their recruitment
obligations within the agreed time period,

Version CUA1a dated 20% May 2017

Agreement between Bayer, Institution and Investigator for the performance of a clinical trial




BAY | 002670, Pratoeol No 15789

takéhoto zamietnutia alebo odobratia.

124 Ak bude mat spoloénost Bayrer|
opodstatnene dojem, 2e Zmluvni partneri
nebudu schopni zadat vykonaval nabor
alebo pinit svoje povinnosti 1.n-::ut:r!a:atil
naboru v dohodnutej lehote, spoloénost
Bayer bude mat pravo na zaklade |
pisomnéhoc oznamenia adresovaného
Zmiuvnym partnerom (a) s okamzZitou
platnostou  znizit pofet Odastnikov
skasania, ktori maju byt' prijati, alebo (b) |
predizit obdobie naboru alebo (c)
vypovedat tito Zmiluvu, pricom vsak |
v pripade bedu (c) je podmienkou, ahyl
spolotnost Bayer predtym poslala
Zmiuvnygm partnerom pisomné
oznamenie, v ktorom ich bude informovat'
o ich oneskoreni s naborom udastnikoy
sk(%ania abude od nich poZadovat
odstranenie tohto nedostatku
v primeranej lehote. Ak Zmiuvni partneri

spolocnost Bayer bude méct tito Zmluvu
s okamZitou platnostou vypovedat'

125 Ak spolonost Bayer neschvali nového
Skusajiceho podfa odseku 2,19 alebo ak
takyto novy Skisajici neposkytne svo
pisomny suhlas s podmienkami tejto
Zmluvy, spoloénost Bayer bude méct tato
Zmluve  vypovedat. Ak si Sko3ajuci
a spoloénost Bayer budu Zelat
pokratovat vspolupraci wvo  wvztahu
k Skusaniu v ingj institlcii, Centrum bude
suhlasit s postupenim tejto Zmluvy na
takuto novl intiticiu a poskytne podporu
pri  prevode wvietkych relevantnych

novi indtiticiu, ak nepéjde o chraneny
material Centra.

126. S wynimkou pripadov vypovedania tejto
Zmluvy z dévodu jej porusenia zo strany
Centra alebo Skudajliceho Spoloénost
Bayer wykona wv3etky platby za
poskytnutie  spravnych  a zmluvnych
sluZieb zo strany Zmluvnych partnerov
aza prichefné naklady vazniknuts
oddvodnene a v dobrej viere na zaklade
tejlo Zmiuvy, ktoré sa naakumulovali do
datumu prijatia takejto vypovede, alebo
v pripade vypovedania tejto Zmluvy podfa
bodu 123 do datumu takéhoto
definitivneho zamietnutia, Ak by Centrum
prijalo vySdie platby, nez malo za u?
vykonané prace dostat, rozdiel wrati
spolonosti Bayer bez meskania. V

Bayer has the right by giving written notice
to the Contract Partners to (a) decrease the
number of trial subjects to be recruited with
immediate effect; or to (b} extend the term
of recruitment; or to (c) terminate this
Agreement, however, in case of (c)
provided that Bayer has sent prior written
notice to Contract Partners informing about
a delay in Contract Partners’ trial subject
recrutment and requesting Contract
Partners to cure such deficiency within a
reasonable period of time. If Contract
Partners fail fo cure such deficiency in time,
Bayer may lerminate the Agreement with
immediate effect.

tenlo nedostatok vEas neodstrania, | 12.5 In the event Bayer does not approve a new

Investigator pursuant to Section 2.19 or
such new Investigalor does not agree lo
the terms of this Agreement in writing,
Bayer may terminale this Agreement as of
the day of delivery of the notice on
termination to the Center. In the event that
Investigator and Bayer wish to continue the
collaboration with regard to the Study at
another institution, Center shall reasonably
support Bayer in such transfer, in particular
with regard to the transfer of any and all
relevant data, information and material to
such new institution, as far as not
proprietary material of Center.

Udajov, informacii a materidlov na takuto | 12,6 Other than in cases of termination for

breach of this Agreement by Center or
Investigator, Bayer shall make all payments
due for the performance of proper and
contractual services provided by Contract
Partners and pass through costs
reasonably incurred in  good faith
hereunder which have accrued up to the
date such termination notice is received, or,
in case of a termination of this Agreement
pursuant to Section 12.3, up to the date of
receipt of such final rejection. Should
Center have received higher payments
than the payments due according to the
work,  already performed, Center shall
reimburse the balance to Bayer without
undue delay. In cases of termination for
breach of this Agreement by Center or
Investigator, no further payments shall be
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pripade vypovede z dovodu porufenia
| tejto Zmluvy zo strany Centra alebo

Skasajuceno nebudd splatné  Ziadne
| daldie platby.

Zmiuvni partneri po vypovedani tejto
Zmiuvy vratia spolognosti Bayer vietky
| materialy a predmety, ktoré im boli v
| sivislosti so Skusanim poskytnuté.

1. 13 — Rézne ustanovenia

13.1 Uzatvorenie tejto Zmluvy nie je podmienené
sjadnym predchadzajucim alebo buddcim
obchadnym vztahom medzi spolonostou
Bayer a Zmluvnymi partnermi. Nie je
podmienené ani ziadnym obchodnym alebo
inym rozhodnutim, kioré Zmluyni partneri
prijali alebo prijmu vo vztahu k spolotnasti
Bayer alebo jej produktom

13.2 Zmluvni partneri bud( svoje povinnost na
zaklade tejto Zmluvy vykonavat sposobom,
ktory bude v sllade s platnymi
protikorupénymi a antitrustovymi zakonmi.
Zmluvni partneri priamo ani nepriamo
nevykonali ani neposkytli a ani nevykonajd
ani neposkytnl Ziadnu platbu alebo benefit
v prospech itatnych Gradnikav,
zakaznikov, obchodnych partnerov,
zdravotnikev alebo inych oséb s ciefom
zabezpedit si neprimerany benefit alebo
nespravodlivi cbchodnu vyhodu, ovplyvnit
sukromné alebo oficialne rozhodovacie
procesy, ovplyvnit predpisovanie liekov
alebo niekoho prinatit, aby porusil svoje
profesionalne povinnosti alebo
profesionalne  normy.  Zmluvni partneri
spoloénosti  Bayer okamzile pisomne
oznamia vietky podozrenia na porudenie
alebo zistené porusenia vyssie uvedenych
principov v suvislosti s jej obchodnou
tinnostou a v takychto pripadoch budu so
spolotnostou Bayer plne spolupracovat na
preskomani zaleZitosh.

13.3. Tato Zmluva obsahuje Upliné dojednanie o
predmete Zmluvy a vietkych
nalezitostiach, ktoré Strany mali a cheeli v
Zmluve dojednaf, a ktoré povaiuju za
dolezite.  Soéasne  zmluvné  strany
vyhlasujd a zarudujd, Ze si navzajom
poskylli vetky informacie, ktoré povaZujd
73 doledité a podstatné pro uzavretie tejto
Zmiuvy.

due. |
i

12.7 Upon termination of this Agreement,
Contract Partners will return to Bayer all |
materials and objects that were provided to
Contract Partners in relation to the Study. |

13.1 The conclusion of this Agreement is not |
conditioned on any pre-existing or future
business relationship between Bayer and
the Contract Partners. It is also not
conditioned on any business or other
decision the Contract Partners have made
or will make relating to Bayer or Bayer
products,

Art. 13 - Miscellaneous

13.2 Contract Partners shall perform  their
obligations under this Agreement in a
manner consistent with applicable anti-
bribery and anti-trust laws Contracl
Pariners affirm to have not made or
provided, and that they will not make or
provide, any payment or benefit, directly or
indirectiy, to  government officials,
customers, business partners, healthcare
professionals or any other person in order
to secure an improper benefit or unfair
business advantage., affect private of
official decision-making, affect prescription
behaviour, or induce someone to breach
professional duties or standards. Contract
Partners will immediately report to Bayer in
writing any suspected or detected violation
of the above principles in connection with
Bayer's business and, in such cases, will
cooperate fully with Bayer in reviewing the
matter.

13.3 This  Agreement  constitutes entire
agreement about the subject matter hereof
and all matters the Parties had and wished
to agree upon herein and which the Parties
consider important. At the same time the
Parties represent and warrant to have
provided to each other all information they
deem important and substantial for entering
inta this Agreement.

13.4 The Parties do not wish that any rights or
obligations of the Parties are derived from
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' 13.4 Strany si neprajd, aby nad ramec vyslovnych |

| ustanoveni tejte Zmluvy boli akékolvek |
prava a povinnosti Stran vyvodzované

| z doterajsej & buddicej praxe zavedene]
mezi Stranami & zvyklosti zachovavanych

' vo vieobecnosti &i v odvetvi tykajucom sa |

| predmetu plnenia tejto Zmiuvy, ibaze je v

1 Zmluve vyslovne dojednang inak. I

|
Kaida zo zmiuvnych stréan kona ako |

nezavisly dodavatel a nepovaZuje sa na
Ziadne Uucely za spoloCnika,
sprostredkovatela, zamestnanca alebo |
zastupcu druhej zmiuvne; strany, |

13.5

13.6 Spolognost’ Bayer bude mat’ pravo previest
o Zmluvu na ktorikolvek zo svojich
Prepojenych osbb. S pribliadautim na
predchadzajuce ustanovenie plati, 2ze
ziadna zo zmluvnych stran neprevedie
svoje prava alebo povinnosti na zaklade
tejlo  Zmiuvy na tretiv stranu  bez
predchadzajuceho  pisomného  sohiasu
druhej zmluvnej strany a tato Zmluva bude
pre prisiusné 2zmiluvné strany a ich
nastupcov a nadobldatelov zavazng a
bude slGzit v ich prospech.

13.7  Neplatnost  alebo nevykonatelnost'
niektorého  ustanovenia tejto Zmluvy
nebude mat  wplyv na platnost

zostavajlcich ustanoveni. Zmluvné strany
nahradia nepiatné alebo nevykonatelné
ustanovenie platnym alebo vykonatelnym
ustanovenim (podla situdcie), ktoré co
najvernejsie wystihuje zamer zmluvnych
stran v ¢ase uzatvorenia Zmluvy

13.8 Zrieknutie sa narokov alebo tichy sdhlas
zmluvnej strany alebo jej neprotestovanie
profi  poruSeniu niektorého ustanovenia
teflo Zmluvy sa nebude povazovat za
zrieknutie sa narokov v pripade daldieho
porusenia ustanoveni tejto Zmiuvy.

13.9 Pre ucely tejto Zmluvy sa kaddy ukon

urobeny  spoloénostou Bayer vosi

ktoremukofvek zo Zmluvnych parineroy
povaluje za Ukon urobeny a radne
dorugeny obom Zmiuvnym partnerom,

vratane avsak nielen (konu oznamenia o

zmene  Prolokolu  Skasania, okonu

smerujiceno k vypovedi tejto Zmiuvy,

Ibaze 2z podstaty Ukonu, o kiory ide,

vyplyva, Ze je urgeny iba pre niektorého zo

the current or future practice introduced |
between the Parties or from business
practice observed generally or in the field

related the subject matter of this
Agreement, unless explicitly agreed in the
Agreement,

13.5 Each party to this Agreement 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.

13.6 Bayer shall have the right to assign this
Agreement in whole or in part to any of its
Affiliates. Subject to the foregoing, neither
party shall assign its rights or duties undar
this Agreement (in whole or in part) to a
third party without prior written consent of
the other party and this Agreement shall
bind and inure to the benefit of the
respective parties and their successors and
assigns.

13.7 The invalidity or unenforceability of a
particular provision of thig Agreement shall
not affect the validity of the remaining
provisions. The parties shall replace the
invalid or unenforceable provision with a
valid or enforceable provision, as the case
may be, that comes closest to effectuating
the intent of the parties at the time of the
Agreement’s execution.

13.8 The waiver or acquiescence by any party
or the failure of any party to claim a breach
of any provision of this Agreement will not
be deemed to constitute a waiver with
respect to any subseguent breach of any
provisions hereaf.

13.8 For purposes of this Agreement any and all
actions taken by Bayer towards any of the
Contract Partners shall be considered as
actions made and duly delivered to both
Contract  Pariners, including  without
limitation  notification of the Protocol,
notices on termination, unless is ensues
from the nature of such an action that it is
addressed to only some of the Contract
Partners.

13.10 Amendments and extensions to thisit

_____Agreement shall not be effective unless in
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~Zmluvnych parinerov.

13,10 Dodatky a prolongécie tejto Zmiuvy nebudd

platné, ak nebudl mat' pisomnd formu a ak |
nebudu podpisané vsetkymi zmluvnymi |

stranami. Tato poZiadavka sa rovnako
uplatiuje na tato klauzulu v pisomnej forme
samostnu. V pripade, ak by doslo k takej
zmene protokolu &tadie, kiora by mala za
nasledok zmenu rozsahu sluZieb, resp.
vikonov vykonavanych Centrom/
Skugajicim podla tejto zmluvy, Bayer sa
zavazuje predlozit Centru navrh dodatku
k tejto Zmluve, predmetom ktoréha bude
prisludna zmena protokolu Studie a zaplatit
Centru odmenu za vykony vykonané na
zaklade zmeny protokolu Studie
1311 Na tato Zmluvu savztahujd zakony
Slovenskej republiky a bude sa riadit a
interpretovat podfa nich. Zmluyné strany sa
v pripade vsetkych kenani vzniknutych na
zaklade tejto Zmluvy peodriadia sudne)
pravomoci prislusnych siudav Slovenske)
republiky. \ pripade akychkofvek
nezrovnalosti medzi tymito  jazykovymi
verziami plati slovenska verzia.

13.12 Tato Zmluva je vyhotovena v slovenskom a
anglickom jazyku a zmluvné strany
povatujl obe jazykove Vverzie za
rOVNOCEnne, aviak pre pripad
nezrovnalosti medzi jednotlivymi verziami
sa strany dohodli, 2e prednost ma
slovenska verzia Zmluvy. Této Zmiluva 2
véetky jej prilohy predstavuji celu dohodu
a dohovor zmluvnych stran vo vztahu k je]
predmetu.

13,13 Tato zmluva sa uzatvara vpotte 4
vyhotoveni, ztoho 2 wyhotovenia pre
spoloénost BAYER, 1 vyhatovenie pre
In&titGiciu a 1 vyhotovenie pre Skusajuceho.

[ written form and signed by all parties, |

unless set forth explicitly otherwise herein.
| This requirement equally applies to this |
written. form clause itself. In case of
Protocol Amendment which results inl
change of provided Services or |
procedures performed by the Center.fl
Investigator  following this Agreement
Bayer undertakes to provide Amendment to |
this Agreement describing the Protocol |
change and to pay to the Center
remuneration based on the Amendment to l
the Study Protocol. |

13.11 This Agreement shall be governed by, -'
subject to and construed in accordance
with the laws of the Slovak RepublicFor
any and all proceedings arising hereunder
the parties agree fo the exclusive
jurisdiction of the competent courts of the
Slovak Republic.

1312 This Agreement is made in the Slovak
and English language and the Parties
consider both language versions to be
equivalent, however in case of any
discrepancies between individual versions
the Parties agreed that the Slovak version
shall prevail. This Agreement and any
Appendix hereto set forth the entire
understanding and agreement of the
parties relating to the subject matter hereof.
in case of any discrepancies between
English and Slovak version of this
Agreement, Slovak verson predominates.

13.13 This Agreement is made in 4 copies, out
of which Bayer receives 2 copies, Center 1
copy and 1 copy for the Investigator,

Art. 14 - Appendices

The following Appendices shail form an integral
part of this Agreement uniess set forth
otherwise herein:

€\. 14 — Prilohy
Appendix 1. Financial Terms
Nasledujice prilchy tvoria neocdd glitelnd sucast : .
tejto Zmiuvy, ak nestanovi tate Zmiuva inak: Appendix 2 Declaration ) Data
management

Priloha 1: Finantné podmienky Appendix 3:  State Institute for Drug Control
Priloha 2: Vyhiasenie o ddajoch vedicich Approval

R Appendix 4. Ethics ~ Commitiee  Positive

LFriIﬂna 3 Povolenie Statneho dstavu pre | Opinion
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| kantrolu liegiv | Appendix 5. Insurance certificale
| Priioha4:  Kladné stanovisko etickej komisie | Appendix6:  Study protocol
II Prilgha &: Poistny certifikat | Appendix 7. Protocol summary in Slovak
| Priloha 6 Protokol skdgania II Appendix 8:  Patient Informaticn and Informed
| Priloha 7: Suhrn protokolu v slov, jazyku I SN oI
| Priloha &: Informacie pre pacienta a formular |
I informovaného sthlasu |
Bayer, spol.s r.o.
Place/date - Mies 2017

M:

e

pi"oku ralproxy
Univerzitna nemocnica Bratislava

Place/date - Miesto/daturnniverziina nemocticy Braticigus
f

riiy lir ) :".'..'i".-';" -S‘ r.‘E‘:-‘C".
Narr
Riad
Univerzitna nemucroe—e. e
Place/date - Miesto/daturm: i y

MName/meno a p
Riadite[/Managin

Skusajicifinvestigator
Place/date - Mie LW
cha, PhD,
N TN
ABBT74229 1

kgj_mj

%) .',{J/ Tt

34/34

Version CUAYa dated 25 May 2017
Agrasmant between Bayer, Institution and Investigator for the pedformance of a chnical trial



BAY 1002670, Prosocol No [ S780

Priloha &. 1: Finanéné podmienky

1. Odmena Centra sa urdi ako suéet Ciastkovych

odmien uvedenych ni2sie za jednotlivé Cinnosti
riadne a vias vykonané, v obdobi, za ktoré je
odmena Gétovand. Marok na odmenu za
prisludné obdobie vznika poslednym diom
takeho obdaobia, a to v rozsahu
zodpovedajacemu riadne vyplnenym
elektronickym formuldrom CRF za jednotlivych
Ofasinikov Skusania, ktoré boli spolotne s
vyplnenou dokumentdciou k Uplne vykonane|
monitorovace] navsteve odovzdané spolocnosti
Bayer najneskdr v posledny den prislusného
obdobia

2. Odmena uréena podla tejto Prilohy kryje vietky

3.

naklady na wvsetky wySetrenia vyZadovane
Frotokolom okrem MR vySetrenia panvy, ale
vratane napr. Ghrady regulaénych poplatkov,
rovnako ako kryje vietky naklady na plnenia
zavazkov Centra vyplyvajicich zo Zmluvy, ak
nie je dale] alebo v Zmiluve expliciine
dohodnuté niedo ing.

Pri pred€asnom ukonceni Zmiuvy uhradi
spoloénost Bayer Centru iba naklady uZ
preukazatelne vynaloZené a dkony uZ
preukazatelne vykonane.

4, Schéma pre Uhradu jednotlivyich dkanov:

1.

21

Appendix 1: Financial Terms

The remuneration of the Center shall be
calculated as the total of particular prices
{amounts) presented herein below for
individual activities duly and timely performed
in the peried, for which the remuneration is
charged. The title to the remuneration for a
particular period shall arise on the last day of
such period and in the extent corresponding to
the duly filed electronic forms CRF for
individual patients, which were handed over to
Bayer together with the filled documentation
conceming the  completely performed
monitoring  visit on the last day of the
respective period at the latest.

The remuneration calculated under this

Appendix covers all costs for all examinations
required by the Study Protocol excluding pelvic
MRI examination but including all regulatory
charges and costs incurred by fulfilment of
Center's obligations resulting from the Contract
if not explicitly agreed otherwise further herein
or in the Agreement.

n case of an early termination of the Contract,
Bayer will pay the Center only the provably
spent costs and for the activities provably
accomplished.

4. Scheme for remittance of individual activities:

Podskupina 1. Subgoup 1
Navsteva Platba Visit Payment
W1 112,80 1 112,80
W2 63,40 W2 63,40
W3 79,40 W3 79,40
va 52,80 Va4 ] 1 52,80
V5 4840 T
V& 66,90 VB 66,90
T 0,40 W7 90,40
VE 66,50 Va 66,50
W8 107 40 Ve 107,40
Celkom 688 Total 688
Strankalz4
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Podskupina 2,

Naviteva Platba

W1 112,80
V2 63,40
V3 79,40
W4 52,80
vs N 48,40,
VB 86,10
W7 105,60
VE 50,70
Ve 50,70
V1D 50.70
V11 116,70
V12 123,30
Celkom 940,60

Subgroup 2

Visit Payment

W1 112,80
vz 63,40
Vi 79,40
W4 52,80
Ve 48,40,
VB 86,10
\ 105,60
V8 50,70
Vg 50,70
V10 50,70
V11 116,70
V12 123,30
Total 940,60

5. Poplatok za prisludného UZastnika SkuSania 5. The Per Individual Subject Fee will be reduced

6.

fo e

A

bude znizeny v nasledujicich pripadoch:

Vpripade déastnikov SkuSania, ktori presli
skriningom, ale nesplnili kritériza pre zaradenie
do Skifania v dbsledku vysledkov wySetren|
alalebo hodnoteni z dévodov, ktoré nemohli byt
zname pred prihldsenim k Oéasti v Skusani,
uhradi spolotnost Bayer platbu 112,80 EUR za
Uastnika SkaSania, pri ktorom bol skrining
nelspesny, ak boli vykonané vietky skriningové
dkony pri naviteve 1, a 133,50 EUR v pripade,
#e (castnik absolvoval aj navitevu 2, aviak
spolofne maximalne za 5 takych G&astnikov
SkiZania,

Cstatné naklady:

Spolofnost Bayer uhradi Centru nasledujice
naklady, ktoré nie si zahrnuté v poplatku za
Uéastnika Skigania:

1. MNeplanované ultrazvukové gynekologicke
vySetrenie 20,7 EUR

2. Neplanovand endometridina
{ambulantny zakrok) 21,60 EUR

biopsia

in the following cases:

With regard to trial subjects who have gone
through screening but did not meet the
enrclment criteria due to the results of the
tests andfor assessments that could not have
been known before entering the Study, Bayer
shall make a payment of EUR 112,80 per
scrgen failure trial subject provided that all
screening activities were properly performed
at visit 1, and 133,50 EUR in case the subject
completed also visit 2, however totally for 5
such trial subjects at maximum.

6. Pass through costs;

Bayer shall reimburse the Center with regard
o the following expenses, which are not
covered by the Per Subject Fee:

1. Unscheduled
exam 20,7 EUR

2. Unscheduled endometrial biopsy (no
hospitalization needed) 21,6 EUR

ultrasound gynecological

Strinka 2 z 4
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a) Administrativne naklady

b)

c)

7.

Y&

Spolognost Bayer zaplati Centru nahradu
nakladov stvisiacich s pripravou a spustenim
SkdSania v Centre a to jednorazovou &iastkou
vo vyske 500 EUR,

Uhrada nakladov na G&ast na_stretnutiach
spojenych so Sk i

Spoloénost Bayer nahradi Centru primerang
cestovng naklady a naklady na ubytovanie,
ktoré Zmluvnym partnerom vznikli v suvislosti
sich Gfastou na odbornych stretnutiach
tykajucich sa Skigania na Ziadost' spoloénosti
Bayer, a ktoré spoloénost Bayer vopred
odsihlasila, a fo na zaklade faktary
vystavenej Centrom a predioZenia kopii
prijmovych dokladov za cestovné vydavky.

Dalsie pripadne vzniknuté naklady budd
nahradené iba s predchadzajicim pisomnym
suhlasom spolognosti Bayer a po obdrzani
prisludne| faktury a prisludnych preukaznych
prijmovych dokladov,

Narok na nahradu vietkych nakladov podfa
odsekov 5 a 8 tejto prilohy vznika Centru diiom
ich preukdzatelného vynaloZenia. Véetky tieto
naklady su splatné wvnajblizSom termine
splatnosti odmeny podfa odsekov 1 az 4 tejio
prilchy spolone stouto odmenou, ak
nestanovi Zmluva alebo tate priloha inak.

a)

b}

Administrative costs

Bayer shall reimburse Center for costs related
to preparation and starting of the Study in
Center. For this purpose Bayer shall pay a
lump-sum in the amount of 500 EUR.

Reimbursement of Study related-mestings
costs!

Bayer shall reimburse the Center upon prior
approval by Bayer for reasonable expenses on
travelling and lodging which occurred through
Contract Parlner's participation in Study-
related meetings on request of Bayer, subject
o the receipt of invoice issued by the Center
and copies of receipts of travel expenses by
Bayer,

Other eventual pass-through costs shall be
reimbursed only after prior writlen approval of
Bayer and upon receipt of supporting
documentation with receipts attached.

7. The Center shall become entitled to any and all

costs under section 5 and 6 heraof as of the
day the Center demonstrably expended these
costs. Any and aill such costs are due within
the first next maturity period of the
remuneration under sections 1 to 4 hereof and
jointly with this remuneration, unless set forth
otherwise in the Agreement or herein.

Bayer, spol. s r.o.

Miesto/datum - Place/A=te:

—

Bratislava 12.10.2017

prokurarproxy

Stranka 3z 4
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Univerzitna nemocnica Bratislava

Miesto/datum - Places

U

NHITIH- CELL DL 1 il TERATVRF -

Riaditefﬂhﬁanayﬂmg director

Univerzitna nemocnica Bratislava
!
Place/date - Miesto/datum: _

Name/meno a priegvisko:
Riaditel/Managing director

Skasajaci/lnvestigator

Miesto/datum - Placea'clate:».l? i q;f:'.",{ "‘ﬂ.v-" . f4 { Leix

Hifiv jucHRImTspaldnves ator
j‘ AB8774229 1I
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Priloha €. 2
Vyhlasenie o idajoch vedicich oséb

Som si vedomy/a a sihlasim, 2e spolo&nost
Bayer alebe tretia strana  zmocnena
spolotnostou Bayer vklada Vysledky Skisania
s nazvom [Randomizované, dvaofito
zaslepené, dvojita maskované, aktivne
kontrolované, multicentrické klinické
skusanie s dvoma paralelnymi skupinami
zamerané na posudenie Géinnosti  a
bezpecnosti vilaprisanu u paclentov s
myémami maternice” s éislom Bayer 15789
(dale] len  Skl3anie®), ktorého vykonsvania sa
Zucasthujem, a wselky spravy tykajuce sa
Skusania, zaznamy o Skoleni v mieste
vykonavania SkaSania a vysledky wvsetkych

auditov vykonanych spoloénostou Bayer podla)

pravidiel spravne] klinickej praxe do internych

elektronickych databarz spoloénosti Bayer alebo |
tretich stran zmocnenych spoloénostou Bayer. |

WV ramci tejto spravy Gdajov mbzu byl v sllade
s poZiadavkami pravidiel spravne] klinickej praxe
a prisludnych pravnych predpisov na UOseku
ochrany  osobnych  GOdajov  uchovavané,
spracuvanég a pouZivané spolofnostou Bayer,
jel Prepojenymi oscbami a poverenymi tretimi
stranami osobné (daje Skisajuceho, ako sU
meno, priezvisko a adresa, finanéné zaujmy
podla Potvrdenia o finanénych zaujmoch (dale]
len ,osobné ddaje’), a vystupy auditov
vykananych spoloénostou Bayer podia pravidiel
spravng] klinickej praxe. Spoloénost’ Bayer mdze
poskytovat tielo (daje externym verejnym
databazam ako je napr. clinicaltrialsgov a
v nevyhnutnom rozsahu na zaklade prislugnych
pravnych predpisov aj organom verejnej moci.

Ja, MUDr. Mikuldd Redecha, PhD. hlavny
£ jratislava, tymto
£ wyer, zadavatel

Sausaine  a  ueua suala  zmocnena
spolognostou Bayer, uchovavali, spracivali a
pouzivali moje osobné Udaje a aj Gdaje o mojomn
zapojeni v Skdganl a aby vkladali tieto osobné
idaje spoloéne s Vysledkami Skadania a
vietkymi spravami tykajicimi sa Skosania,
skoleni v mieste vykondvania Skusania a
vysledkami wvsetkych auditov  vykonanych
spolotnostou Bayer podla pravidiel spravnej
klinickej praxe do internych elektronickych
databdz spoloénosti Bayer alebo tretich stran
zmocnenych  spoloénostou  Bayer. Tymto
udelujem spoloénosti Bayer, spol. s ro., so
sidlom KaradZitova 2/A, 811 08 Bratislava
zapisanej v obchodnom registri Okresného sidu
Bratislava |, oddiel; Sro, viedka & 18413/B,

ICO: 35 759143 a zadavatelfovi Skusania,|

Appendix 2
Declaration on Data Management

| am aware and agree that Bayer or a third party
authorized by Bayer is entering the Results of the
Study entitled "A randomized, parallel-group,
double-blind, double-dummy, active-
controlled, multicenter study to assess the
efficacy and safety of vilaprisan in subjects
with wuterine fibroids" 15789 (hereinafler
referred to as "Study”} in whose performance |
am involved and any reports related to the Study,
site training records and the outcome of any
audits performed by Bayer under GCP Rules into
internal andlor Bayer-authorized third party
electronic databases. In conneclion with such
data management, personal data about the
Contract Partners, such as name and address,
financial interests according to the Financial
Disclosure Forms (hereinafler referred to as
“personal data"), and the outcome of any audits
performed by Bayer under GCP Rules may be
stored, processed and used by Bayer, its |
Affiliates and authorized third parties in
accordance to ICH/GCP requirements and
applicable data protection laws. Bayer may
provide such data to external public databases
such as clinicaltrials.gov, as well as, to the extent
necessary under applicable law, to government
authorities.

Me, MUDr. Mikulad Redecha, PhD. Principal |
Investigator, a |
hereby auth study

and a third P Ly WU RILEU LY Uayor ue Jlore,
process and use my personal data as well as
data about my involvement in the Study and to
enter this personal data as well as the Results of
the Study and any reports related to the Study, |
site training records and the oulcome of any |
audits performed by Bayer under GCP Ruies into |
internal andfor Bayer-authorized third party
electronic databases. Hereby | give my consent |
to Bayer, spol s r.o., with its registered seat at:
KaraaZiCova 2/A, 811 09 Bratislava registered at
registered in the Commercial Register of the
District Court in Bratislava |, Section: Sro, Insert |

number: 18413/8, ID Mo 35 759143, and
sponsor of the Study, Bayer AG, with its
registered office in Leverkusen, 51368,

Germany, registered al the Local Court in
Cologne under the ref No. HRB 48248 to
process the personal data about myself, such as |
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spoloénosti Bayer AG, so sidlom v Leverkusen,
51368, Nemecko, zapisane] na Miestnom sude
v Koline nad Rynom, pod gislom HRB 48248
registri  spolotnosti, soOhlas, aby uchovavali,
spracivall a2 pouzivali moje osobné Odaje v
rozsahu meno, priezvisko a adresa, finanéné
zaujmy podia Potwrdenia o finanénych
zaujmoch, vsidlade s poZiadavkami spravng]
klinicke] praxe ICH a prisludnymi pravnymi
predpismi na Useku ochrany osobnych Odajov,
najma, aviak nielen zakonom ¢&. 122/2013 £.z. 0
ochrane oscbnych Gdajov v zneni neskorsich
predpisov za Ufelom wymedzenym vysiie
v tomto dokumente, Sdhlasim, aby spolotnosl
Bayer odovzdavala tieto udaje externym
vergjnym databazam ako je napr,
clinicaltrials.gov a v nevyhnutnom rozsahu na
zéklade prisiusnych pravnych predpisov 3
organom verejnej moci, a to aj do tretich krajin,
ktorych pravny ponadok nezabezpetuje rovnakd
urovef ochrany spracovania osobnych Gdajov
ako Slovenska republika. Svoj suhlas udelujem
na dobu nevyhnutne nutnd na dosiahnutie téelu
ich spracivania. Potvrdzujem, Ze pred
podpisanim tohto sdhlasu som bel pouCeny
spoloénostou  Bayer o  maojich  pravach
wyplyvajlcich zo spracovania mojich oscbnych
Udajov, najma aviak nielen o mojom prave na
informacie o Udajoch spracovavanych o mojgj
osobe, o osobach, ktoré moje Udaje spracuvaju,
o prave pozZadovat opravu v pripade, Ze moje
ldaje nie s spracovavané v spravne| podobe, o
prave poZadoval napravu v pripade, Ze
spraciivanie mojich oscbnych ldajov zasahuje
do méjho sukromia alebo osobného Zivota a aj
mojom prave obratit sa s pripadnymi obavami
tykajucimi sa spracavania mojich esobnych
udajov na Urad na ochranu osobnych udajov.

name and address and financial interests
according to the Financial Disclosure Forms,
may be stored, processed and used by Bayer, its
Affiliates and authorized third parties in
accordance with ICH/GCP requirements and
applicable data protection laws, especially but
without limitation the Act No, 122/2013 Coll, of
Laws, on Personal Data Processing, as
amended, for the purpose outlined herein above.
| agree that Bayer may provide such data to
external public databases such as
clinicaltrials.gov, as well as, to the extent
necessary under applicable law, lo government
authorities, including transfer of my data to third
countries who do not provide safeguards to
personal data processing on the same level as
the Slovak Republic does. | give my consent
hereunder for a period necessary for achieving
the purpose of such data processing. | confirm
that prior to execution of this consent | was
informed by Bayer about my rights resulting from
my personal data processing, especially but
without limitation the right to get information
about the data processed about me, persons
who are processing my data, right to demand
correction of my data subject to processing, the
right to demand rectification in case the
processing is infringing upon my privacy and
personal life andfor my right to address my
concerns regarding my personal data processing
to the Office for Personal Data Protection.

Date/place - Détumfw.

Butislae  Tr7 207>
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