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doc. MUDr. Richard Imrich, DrSc., Director
General,
MUDr. JUDr. Daniela Kilaze Dolezalova,
Medical Director, '
MUDr. JUDr. Daniela Kiaze Dolezalova,
Finance Director

(“Institution”),

shall become effective as of the date of the
last party signature.

Pfizer Inc. (“Pfizer”) wishes to sponsor a
clinical study entitted “A PHASE 2B,
RANDOMIZED, DOUBLE-BLIND,
PLACEBO-CONTROLLED

STUDY OF PF-06700841 TO EVALUATE
THE EFFICACY AT 16 WEEKS AND TO

EVALUATE THE SAFETY AND
EFFICACY UP TO 1 YEAR IN
SUBJECTS WITH

ACTIVE PSORIATIC ARTHRITIS”
(“Study”) to be conducted by Principal
Investigator at Institution under the Pfizer
protocol identified above (“Protocol”). Pfizer
has delegated responsibility for management
of this Study, including contracting and Study
monitoring, to CRO, and has authorized CRO
to bind Pfizer to all commitments within this
Agreement identified as belonging to Pfizer.

The parties agree as follows:

1. Responsibilities
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doc. MUDr. Richard Imrich, PhD, Dr.Sc.,
generalny riaditel,

MUDr. JUDr. Daniela Kiiaze Dolezalova,
medicinsky riaditel,

Ing. Veronika Judi¢akova, MBA, ekonomicky
riaditel’

.....

nadobudne G&innost’ diiom podpisu poslednej
zmluvnej strany.

Spolo¢nost’ Pfizer Inc. (dalej ,spolotnost’
Pfizer*) si zela byt zadavatelom klinického
skigania s nazvom ,,RANDOMIZOVANE,
DVOJITO ZASLEPENE, PLACEBOM
KONTROLOVANE KLINICKE
SKUSANIE FAZY 2B SO SKUSANYM
PRODUKTOM PF-06700841, NA
ZHODNOTENIE UCINNOSTI PO 16
TYZDNOCH, A ZHODNOTENIE
BEZPECNOSTI A UCINNOSTI AZ DO 1
ROKA, U UCASTNIKOV S AKTiVNOU
PSORIATICKOU ARTRITIDOU* (dalej
JKklinické skusanie), ktora bude vykonavat
hlavny skasajuci v institicii podla vysSie
uvedeného protokolu spolo¢nosti Pfizer (dalej
,,protokol®). Spoloc¢nost’ Pfizer preniesla
zodpovednost' za riadenie tohto klinického
skG§ania, vratane vztahov so zmluvnymi
dodavatermi a monitorovanie klinického
skigania na CRO a poverila CRO, aby
zaviazala  spolotnost  Pfizer  vSetkymi
zaviazkami v ramci tejto zmluvy, ktoré si
identifikované ako patriace spolo¢nosti Pfizer.

Zmluvné strany sa dohodli na nasledujiicom:

1 Zodpovednosti
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1.1 Investigators and Research 1.1 Skusajuci a skasajuci personal.
Staff. The Study will be Klinické skasanie bude
conducted by Principal vykonavat' hlavny skasajtci.
Investigator. ‘ Principal Hlavny skuSajici nie je
Investigator is not an employee zamestnancom institucie.
of  Institution. Principal Institicia povolila hlavnému
Investigator is authorized by skuSajicemu vykonavanie
Institution to conduct the Study klinického sktisania v institacii
at Institution under a separate samostatnou zmluvou medzi
agreement between Principal hlavnym sktsajucim a
Investigator and Institution. institaciou. Hlavny skuSajuci
Principal  Investigator  will zabezpeci, ze len osoby, ktoré
ensure that only individuals si  riadne vyskolené¢ a
who are appropriately trained kvalifikované budi pomahat
and qualified assist in the pri  vykonavani klinického
conduct of the Study as sub- skiSania ako spoluskusajici
investigators or research staff. alebo skusajuci personal.

1.2 Compliance Obligations. 1.2 Povinnost’ dodrziavania
Principal  Investigator and pravidiel. Hlavny skuSajici a

Institution are responsible to
CRO and Pfizer for compliance
by all Study personnel with the
terms of this Agreement and
International Conference on
Harmonization Good Clinical
Practice (ICH GCP) guidelines,
as well as applicable law,
regulations, and governmental
guidance. Institution is
responsible for compliance by
all  personnel who are
employees or contractors of

institucia zodpovedaji CRO a
spolo¢nosti Pfizer za to, ze cely
skuSajici  personal  bude
dodrziavat' ustanovenia tejto
zmluvy, smernice
Medzinarodnej konferencie pre
harmonizéaciu spravnej
klinickej praxe (International
Conference on Harmonization
Good Clinical Practice, ICH
GCP), ako aj prislusné pravne
predpisy a usmernenia Statu.
Institucia je zodpovedna za to,

Institution, and  Principal Ze vSetci Clenovia personalu v
Investigator is responsible for sktiSani, ktori st
compliance by any personnel zamestnancami alebo
not employed or contracted by zmluvnymi dodavatel'mi

Institution.

institucie, budi dodrziavat
zasady a hlavny skuSajuci je
zodpovedny za to, ze zasady
budu dodrziavat vsetci
¢lenovia persondlu v skuaSani,
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1.4

Pfizer GCP Training. Prior to

enrollment of any Study Subjects
(as defined in Section 4, Subject
Enroliment), Principal
Investigator and any sub-
investigators will complete the
Pfizer-provided Good Clinical
Practice training course (“Pfizer
GCP Training”). Any investigators
who later join the Study will
complete the Pfizer GCP Training
before performing Study-related
duties. For studies of applicable
duration, Principal Investigator
and sub-investigators will
complete Pfizer GCP Training
every three years during the term
of the Study, or more often if
there are significant changes to
the ICH GCP guidelines or course
materials.

Compliance with Global Trade
Controls. The parties agree that
activities under this Agreement
may be subject to applicable
import, export, and economic
sanctions laws and regulations
(“Global Trade Control

ktori nie su zamestnancami
alebo zmluvnymi dodavatel'mi
in§titacie.

1.3 $kolenie spolo&nosti Pfizer o GCP.
Pred zaradenim akéhokolvek
Ucastnika klinického skusania

(ako je definované v Ccasti 4,
Zaradovanie Ucastnikov), hlavny
skusajuci a ktorykolvek
spoluskusajuci absolvuje Skolenie
o spravnej klinickej praxi
spolocnosti Pfizer (dalej ,,Skolenie
spolocnosti Pfizer o GCP“). Kazdy
skusajuci, ktory sa zapoji do
vykondvania klinického skusania
neskoér, bude absolvovat $kolenie
spolo¢nosti Pfizer o GCP predtym,
nez zatne vykonadvat svoje
povinnosti v ramci klinického
skisania. V pripade klinickych
skadani s prislusnou dizkou
trvania bude absolvovat hlavny
skusajuci a spoluskusajuci
Skolenie spolocnosti Pfizer o GCP
kazdé tri roky pocas trvania
klinického skusania alebo
Castejsie, ak dojde k vyznamnym
zmendm v smerniciach ICH GCP
alebo v skoliacom materiali.

1.4 Sulad s pravidlami medzinarodného
obchodu. Zmluvné strany berti na vedomie, ze
¢innosti vyplyvajice z tejto zmluvy mozu
podliehat’ prislusSnym zédkonom a predpisom
tykajucim sa dovozu, vyvozu a hospodarskych
sankcii (d’alej ,,zakony tykajuce sa pravidiel
medzinarodného obchodu®). Institicia, hlavny
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Laws”). Institution, Principal
Investigator and CRO will
comply with all applicable
Global Trade Control Laws.

a. The parties confirm that
none of the activities
under this Agreement
will (i) take place in a
Restricted Market; (ii)
involve individuals
from or ordinarily
resident in a Restricted
Market; and (iii)
involve companies,
organizations, or
Governmental Entities
from a  Restricted
Market. “Restricted
Market” shall mean the
Crimean Peninsula,
Cuba, the Donbass
Region, Iran, North
Korea, Sudan, and
Syria.

b; Each party represents
and warrants that (i) it is
not on any Restricted
Party Lists (defined
below); (ii) it is not
owned or controlled by
any individual or entity
on any Restricted Party
Lists; and (iii) that it
will not involve any
individual or entity on
any Restricted Party
Lists in the activities
under this Agreement.
In the event that an
individual or entity on a

Three-Party Template (Slovakia) Template Version:
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skusajici a CRO budu dodrziavat vsetky
prislusné zdkony tykajuce sa riadenia
globalneho obchodu.

a. Zmluvné strany potvrdzujii, Ze Ziadna
Cinnost’ vyplyvajica z tejto zmluvy (i) sa
nebude vykonavat’ v ramci obmedzeného trhu;
(i1) nebuda angazovat’ jednotlivcov z oblasti
obmedzeného trhu ani beznych rezidentov
oblasti s obmedzenym trhom; a (iii) nebudu
angazovat’ spolo¢nosti, organizacie €1 Statne
subjekty z oblasti obmedzeného trhu. Pojem
,,obmedzeny trh* sa vztahuje na Krymsky
polostrov, Kubu, region Donbas, Iran, Severnu
Koéreu, Sudan a Syriu.

b. Kazda zmluvna strana vyhlasuje a zarucuje,
(i) Ze nie je na zozname obmedzenych stran
(definované nizsie); (ii) Ze nie je vlastnend ani
riadend Ziadnou osobou ani subjektom na
zozname obmedzenych stran; a (iii) a Ze na
vykonavania &innosti vyplyvajucich z tejto
zmluvy nebude angazovat’ ziadnu osobu ani
subjekt na zozname obmedzenych stran. Ak na
vykonavania &innosti vyplyvajucich z tejto
zmluvy bude angazovana osoba alebo subjekt
na zozname obmedzenych stran, zmluvna
strana, ktorej sa tyka dana osoba alebo subjekt,
to okamzite oznami druhej zmluvnej strane a
prerusdi relevantné dotknuté Cinnosti vratane
kazdej dotknutej platby, dokym sa zmluvné
strany nedohodn(1 na pokrac¢ovani.

243176 B793103(j SVK 1151 Stancik CSA bilingual English-Slovak
20190826 1.0



Restricted Party List is
included in activities
under this Agreement,
the party connected
with such individual or
entity will immediately
notify the other party
and suspend the

relevant affected
activities, including any
and all affected
payments, until the
parties agree to go
forward.

¢ With respect to this
Agreement, Restricted

Party Lists include the
Consolidated Screening
List
(https://www.export.
gov/consolidated_scr
eening_list); the
Excluded Parties List
System
(https://lwww.sam.go
v); and the
Consolidated List of
Persons, Groups, and
Entities Subject to E.U.
Financial Sanctions
https://eeas.europa.e
uw/headquarters/hea
dquarters-
homepage/8442/cons
olidated-list-
sanctions_en

Company
Principal

1.5 Health Insurance
notification.

Three-Party Template (Slovakia)
May 2018

Template Version:

c. V savislosti s touto zmluvou zoznamy
obmedzenych stran zahfiaji konsolidovany
preverovaci zoznam
(https://www.export.gov/consolidated_sc
reening_list), systém zoznamu vylagenych
stran (https://www.sam.gov) a
konsolidovany zoznam o0s6b, skupin a
subjektov podliehajucich finanénym sankciam
EU
https://eeas.europa.eu/headquarters/he
adquarters-
homepage/8442/consolidated-list-
sanctions_en.

1.5 Oznamenie zdravotnej
poistovni. Hlavny sktsajuci sa
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Investigator hereby undertakes tymto  zavazuje, Ze bude

to inform the Health Insurance informovat’ zdravotnl
Company of each enrolled poistoviiu o zaradeni kazdého
insured person, Study Subject poistenca, Ucastnika klinického
(defined below), and of each skusania (ako je definovany
Study Subject completion of niz$ie) do klinického skuSania,
participation in the Study. ako aj o ukonceni ucasti kazdého

ucastnika klinického skuasania
v klinickom sk$ani.

2. Funding. CRO will provide funding 2 Financovanie. CRO poskytne institicii

in support of this Study to Institution financovanie na  podporu tohto

as delineated in Attachment A, klinického sku$ania, ako je uvedené v

Study Budget and Payment Terms, prilohe A, Rozpo¢et klinického skuSania

and subject to the terms specified in a platobné podmienky a v silade s

that Attachment. Institution certifies ustanoveniami uvedenymi v tejto

that payments to the Institution prilohe. Institicia potvrdzuje, Ze platby

comply with applicable law and any poukazované inStiticii si v sualade s

applicable policies and procedure of prisluSnym zidkonom a  vSetkymi

the Institution. prisluSnymi zasadami a s postupom
inStitacie.

2.1 Payee. As indicated in 2.1 Prijemca__platby. Ako je
Attachment A, Institution is uvedené v prilohe A, inStitucia
the payee for all Study je prijemcom platby za vSetky
funding. CRO’s only ukony preplatené v ramci
payment obligation wunder Kklinického skusania. CRO ma
this Agreement is to v ramci tejto zmluvy platobni
Institution.  Allocation of povinnost’ len vo¢i inStitdcii.
funds between Institution Rozdelenie  fondov  medzi
and Principal Investigator is inStitaciou a hlavnym
governed by an internal skusajucim podlieha
Institutional guidance. internému nariad’eniu
Principal Investigator releases institicie. Hlavny skusajuci
CRO and Pfizer from any zbavuje CRO a spolocnost’
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obligation or liability related to
the disbursement of funds by
Institution.

Investigator  Meetings.  If
Principal Investigator or other
Study personnel are required to
attend investigator meetings for
this Study, CRO will arrange
and pay directly for travel and
accommodation, and will cover
the reasonable costs of meals in

connection with those
meetings, but does not provide
compensation for such
attendance.

Disclosure by Pfizer. In the
interest of transparency relating
to its relationships with
investigators and study sites or
to ensure compliance with
applicable local law, Pfizer
may publicly disclose the
support it provides under this
Agreement. Such a disclosure
by Pfizer may identify both the
Institution and the Principal
Investigator, but will clearly
differentiate between payments
or other transfers of value to
institutions and those made to
individuals.

Protocol. Principal Investigator will
conduct the Study and Study-related
activities in accordance with the

Three-Party Template (Slovakia) Template Version:
May 2018

Pfizer povinnosti alebo
zodpovednosti za vyplacanie
finan¢nych prostriedkov
institaciou.

2.2 Stretnutia skasajacich. Ak sa od

hlavného skusajiceho alebo
iného ¢lena personalu v skiSani
pozaduje, aby sa zhcastnil
stretnuti skuSajhcich v stvislosti
s tymto  klinickym skuSanim,
CRO zabezpeci a priamo uhradi
naklady na cestovanie a
ubytovanie a  pokryje aj
primerané naklady na jedlo v
stvislosti s tymito stretnutiami,
nebude vSak poskytovat platbu
za ucast’.

2.3 Zverejnenie informaécii zo strany

spolo¢nosti Pfizer. V zaujme
transparentnosti ohladom jej
vztahu so skaSajucimi a
pracoviskami klinického
skisania, alebo aby sa
zabezpecilo dodrziavanie
prislusnych pravnych predpisov,
moze spolo¢nost’ Pfizer
zverejnit podporu, ktort
poskytuje v ramci tejto zmluvy.
Takéto zverejnenie informacii
zo strany spolocnosti Pfizer
moze identifikovat’ institlciu aj
hlavného skasajuceho, ale jasne
rozli§i medzi platbami alebo
inymi prevodmi hodnot institacii
a jednotlivcom.

Hlavny  skasajuci  bude

vykonavat’ toto klinické skusanie a vietky
ginnosti v ramci klinického skusania v
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Protocol, including, but not limited to,
the requirements relating to the State
Institute for Drug Control/Independent
Ethics Committee (“SUKL/IEC”)
approval and adverse event reporting.

3.1 Amendments. The Protocol
may be modified only by a
written amendment, approved
by Pfizer, the Principal
Investigator, and the
responsible SUKL/IEC
(“Amendment”) except, as
described in the Protocol, for
emergency changes necessary
to protect the safety of the
Study Subjects (as defined in
Section 4, Subject Enrollment).

3.2  No Additional Research. No
additional research may be
conducted on Study Subjects
(as defined in Section 4,
Subject Enrollment) during the
conduct of the Study or on
biological samples collected
during the conduct of the Study
unless it is approved by Pfizer
and documented as an
Amendment to the Protocol or
made subject to mutually
agreeable terms otherwise
documented by the parties.

Subject Enrollment. Principal
Investigator has agreed to enroll

Three-Party Template (Slovakia) Template Version:
May 2018

sulade s protokolom, ako aj podmienkami
stanovenymi v schvaleni  klinického
sktSania Statnym ustavom pre kontrolu
lie¢iv a nezavislou etickou komisiou (d’alej
,,gl’JKL/N EK") as nahlasovanim
neziaducich udalosti.

3.1 Dodatky. Protokol moéze byt
upraveny len pisomnym
dodatkom odsuhlasenym
spolo¢nost'ou Pfizer, hlavnym
skagajicim  a  SUKL a
zodpovednou  NEK  (dalej
,Dodatok). Vynimkou su
pripady popisané v protokole a
tykajice sa nudzovych zmien
potrebnych na ochranu
bezpecnosti ucastnikov
klinického skasania (ako je
definované v Casti 4,
Zarad’ovanie ucastnikov).

3.2 Zakaz dodatocného vyskumu.
Ziadny dodatoény vyskum
nemodze byt vykonany na
ucastnikoch klinického
sktiSania (ako st definovani v
Casti 4), ani na biologickych
vzorkach odobratych pocas
vykonavania tohto klinického
skiSania  pokial nebude
odsthlaseny spolocnost'ou
Pfizer a zdokumentované vo
forme dodatku k protokolu,
alebo ak sa na tom zmluvné
strany nedohodli na zaklade
vzajomne  prijatelnych a
zdokumentovanych
podmienok.

4. Zaradenie ucastnika. Hlavny sktiSajtci
suhlasi, ze zaradi kvalifikovanych
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qualified Study participants during the
Pfizer-specified enrollment period,
unless CRO, upon Pfizer’s prior
instructions, modifies the enrollment
period by written notice. A qualified
participant is one who meets all
Protocol criteria for inclusion in the
Study (“Study Subject”).

4.1 Multi-Center _Studies. CRO,
upon Pfizer’s prior instructions,
may end Study Subject
enrollment early if the total
enrollment needed for a multi-
center study has been achieved
before the end of the
enrollment period for this
Study.

Study Conduct

54 Charging  Study  Subjects.
Neither Principal Investigator
nor Institution will charge a
Study Subject or third-party
payer for Investigational Drug
(see Section 8, Investigational
Drug) or for any services
reimbursed by CRO under this
Agreement.

5.2 Safety Measures and Serious
Protocol or ICH GCP

ucastnikov klinického sktsania pocas
obdobia zarad’ovania $pecifikovaného
spolo¢nost'ou Pfizer, okrem pripadu,
ze CRO po ziskani pokynov od
spolo¢nosti Pfizer zmeni toto obdobie
zaradovania pisomnym oznamenim.
Za kvalifikovaného ucastnika sa
povazuje osoba, ktora spliia v3etky
kritéria protokolu na zaradenie do
klinického skusania (dalej ,,ucastnik
klinického skusania“).

4.1 Multicentrické klinické
skiSania. Po predchadzajicom
pokyne spolo¢nosti  Pfizer,
mdze CRO ukonéit nabor
ucastnikov klinického skuiania
predcasne, ak bol celkovy
pocet ucastnikov, ktorych bolo
potrebné zaradit’ do
multicentrického  klinického
skiSania  dosiahnuty  pred
ukoncenim obdobia
zarad’ovania do tohto
klinického skusania.

Vykonévanie klinického skt$ania

i Poplatky  od  ucastnikov
klinického skusania. Hlavny
sktsajici ani inStiticia nebuda
ucastnikovi klinického
skuSania alebo platitelovi -
tretej strane uctovat’ za skasany
liek (pozri cast’ 8, SkuSany
liek), ani za ziadne sluzby,
ktoré v ramci tejto zmluvy
preplaca CRO.

5.2 BezpeCnostné  opatrenia _ a
zavazné poruSenia protokolu
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Breaches. Principal

alebo  smernic  ICH GCP.

Investigator will inform CRO Hlavny sktsajuci bude
immediately of any urgent okamzite informovat CRO o
safety measures taken by akychkol'vek naliehavych
Principal Investigator to protect bezpe¢nostnych  opatreniach,

Study Subjects against
immediate hazard. Principal

ktord musel hlavny skuasajici
prijat na ochranu ucastnikov

Investigator and Institution will klinického  skusania  pred
inform CRO immediately of bezprostrednym
any serious breaches of the nebezpecenstvom. Hlavny

Protocol or of ICH GCP
guidelines of which Principal
Investigator or  Institution
becomes aware.

skiSajuci a inStitacia bude
okamzite informovat CRO o
akomkol'vek zavaznom
poruseni  protokolu  alebo
smernic ICH GCP, o ktorom sa
dozvedia.

Data Protection and FDA Financial Ochrana  udajov a _ zverejnenie

Disclosure finanénych informaécii podl'a
poziadaviek FDA.

6.1 Personal Data. Pfizer, 6.1 Osobné udaje. Spolocnost’

Institution  and  Principal Pfizer, inStiticia a hlavny

6.2

Investigator shall comply with skuSajaci  bude dodrziavat’
the protection of personal data podmienky a zaviazky
terms and obligations set forth ustanovené v  prilohe E

in Attachment E.

Financial Disclosure. Where
the Study is deemed by Pfizer
to be a “covered study” for the
purpose of the United States
Food and Drug Administration
regulation entitled “Financial

6.2

tykajuce sa ochrany osobnych
udajov.

Finanéné priznanie. V pripade,
ked’ spolo¢nost’ Pfizer usidi, zZe
klinické skuasanie ,,bude
podlichat™ nariadeniu
JFinancné priznanie

skuSajucich®, ktoré vydal Urad

Disclosure by Clinical pre potraviny a lieky USA
Investigators”  (the “FDA (dalej ,nariadenie FDA®),
Regulation”), Principal hlavny skuSajici sthlasi a
Investigator  agrees, and hlavny skusajici alebo
Principal ~ Investigator  or inStitacia (podl'a toho, ¢o je
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Institution, as appropriate, will
ensure  that any  sub-
investigator engaged in the
Study agrees, to disclose to
CRO and Pfizer all relevant
financial and other information
(including details of equity
interests in Pfizer or any of its
affiliates) relating to the
Principal Investigator or sub-
investigators, as the case may
be (and, where relevant, spouse
and dependants of Principal

Investigator or sub-
investigator) as required by
CRO to enable Pfizer to
comply with the FDA
Regulation.
T Informed Consent and  Subject
Recruitment.
7.1 Informed Consent. Principal
Investigator will obtain a

Three-Party Template (Slovakia)

May 2018

written informed consent for
each Study Subject and will
maintain a signed original of
that consent in that Study
Subject’s record. CRO and/or
Pfizer will provide a template
informed consent document for
the Study. Institution and
Principal Investigator must not
make any changes to this
document with the prior written
approval of the CRO or Pfizer
(including any revisions made
during the course of the Study)
before the revised informed

Template Version:

12

T Informovany

pouzitelné)  zabezpeci, Zze
vSetci spoluskisajuci zapojeni
do tohto klinick¢ho sktSania
spristupnia CRO a spolo¢nosti
Pfizer  vSetky  relevantné
finanéné a iné informacie
(vratane podielov na vlastnom
imani spoloc¢nosti Pfizer alebo
ktorejkol'vek z jej pridruzenych
spolo¢nosti), ktoré sa viazu k
hlavnému skuasajucemu alebo
spoluskus$ajucim, podl'a daného
pripadu (a tam, kde je to

nalezité, aj k
manzelovi/manzelke a
zavislym osobam hlavného
skusajaceho alebo
spoluskusajuceho), ako to

vyzaduje CRO, aby umoznilo
spolo¢nosti  Pfizer konat’ v
sulade s nariadenim FDA.

suhlas a nabor

7.1

Informovany suhlas. Hlavny
sktSajuci  ziska  pisomny
informovany suhlas od
kazdého ucastnika klinického
skisania a uchové podpisany
original tohto suhlasu v
zaznamoch ucastnika
klinického skasania. CRO
a/alebo  spolo¢nost’  Pfizer
poskytne  vzor dokumentu
informovaného sthlasu pre
klinické skaSanie. InStitucia a
hlavny skasajuci nesmi menit’
tento dokument bez
predchadzajiceho pisomného
suhlasu CRO alebo spolo¢nosti
Pfizer (to sa tyka aj pripadnych
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consent document is used for
the Study.

7.2 Subject Recruitment. Principal
Investigator will provide CRO
an opportunity to review and
approve the content of any
Study recruitment materials
directed to potential Study
Subjects before such materials
are used. This requirement
applies to all such materials,
regardless of medium.

Investigational Drug. CRO  will
arrange for Institution to receive, at no
charge, sufficient quantities of the
Pfizer product that is being studied
(“Pfizer Drug”) to allow Principal
Investigator to conduct the Study.
Unless  otherwise indicated in
Attachment A (Study Budget and
Payment Terms), CRO will also
arrange for Institution to receive at no
charge, or will cover the costs of, any
other Protocol-required drugs (e.g.,
placebo, comparator drug, concomitant
drug). Any other Protocol-required
drug that CRO or Pfizer provides or
covers the cost of is, together with the
Pfizer Drug, considered
“Investigational Drug”.

Three-Party Template (Slovakia) Template Version:
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revizii v priebehu klinického
skiSania). Takyto suhlas je
potrebné ziskat' pred pouzitim
revidovaného dokumentu
informovaného suhlasu
v klinickom skusani.

7.2  Nabor tucastnikov. Hlavny
sktSajici  poskytne  CRO
moznost  skontrolovat  a
schvalit obsah akychkol'vek
materidlov na nabor do
klinického skiSania urcenych
potencialnym ucastnikom
klinického  skuSania  pred
pouzitim tychto materialov.
Tato poziadavka sa vzt'ahuje na
vSetky takéto materidly bez
ohl'adu na médium.

Skusany liek. CRO poskytne inStiticii
bezplatne dostatoéné mnozstvo lieku
spolo¢nosti Pfizer, ktory sa skuma
(d’alej ,.liek spolo¢nosti Pfizer), aby
umoznila  hlavnému  sktsajicemu
vykonat’ toto klinické skusanie. Pokial
nie je uvedené v prilohe A (Rozpocet
klinického skasania a platobné
podmienky) inak, CRO tiez zariadi,
aby inStiticia dostala bezplatne
akékol'vek d’alsie lieky pozadované na
zaklade protokolu (napr. placebo,
porovnavaci liek, subezny liek), alebo
uhradi naklady na ich obstaranie.
Akykol'vek iny liek pozadovany na
zéklade protokolu, ktory CRO alebo
spolo¢nost’ Pfizer poskytne, alebo v
pripade ktorého uhradi naklady na
zabezpeCenie, sa spolu s lieckom
spolo¢nosti  Pfizer povazuje za
,,Skusany liek".
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8.1 Custody _and  Dispensing.
Principal Investigator  will
maintain appropriate control of
supplies of Investigational
Drug and will not administer or
dispense it to anyone who is not
a Study Subject, or provide
access to it to anyone except
Study personnel.

8.2 Use. Principal Investigator will
use Investigational Drug only
as specified in the Protocol.
Any other use of
Investigational Drug by
Principal  Investigator  or
Institution or permitted by
Principal  Investigator  or
Institution constitutes a
material breach of this
Agreement.

8.3  Ownership of Pfizer Drug.
Pfizer Drug is and remains the
property of Pfizer. Except for,
and limited to, the use specified
in the Protocol, Pfizer grants
neither Principal Investigator
nor Institution any express or
implied intellectual property
rights in the Pfizer Drug or in
any methods of making or
using the Pfizer Drug.

Equipment or Materials. CRO or Pfizer
may provide, or arrange for a vendor to
provide, certain equipment
(“Equipment”) or proprietary
materials for use by Principal

8.1 Uchovévanie a vydavanie.
Hlavny skaSajici zabezpeci
vhodnu kontrolu stavu zéasob
skusaného lieku a nepodéa ani
nevyda ho nikomu, kto nie je
ucastnikom klinického
sktiSania, ani neumozni pristup
k liecku nikomu inému ako
personalu v skdsani.

8.2  Pouzivanie. Hlavny skusajici
pouzije skusany liek iba v
sulade s protokolom.
Akékol'vek iné  pouzitie
skuSaného  liecku  hlavnym
skisajucim alebo institiciou
alebo  povolené  hlavnym
skasajucim alebo institiciou
predstavuje zavazné porusenie
tejto zmluvy.

83 Vlastnictvo lieku spolo¢nosti
Pfizer. Vyhradnym vlastnikom
liecku spolo¢nosti Pfizer je a
zostava majetkom spolo¢nost’
Pfizer. Okrem $pecifického
pouzitia uvedeného v protokole
spolo¢nost’ Pfizer neudel'uje
hlavnému  skaSajucemu ani
inStitacii ziadne vyslovné ani
implikované prava na dusevné
vlastnictvo lieku spolo¢nosti
Pfizer ani ziadnych postupov
vyroby ¢i pouzitia lieku
spolo¢nosti Pfizer.

Vybavenie a materidly. CRO alebo
Spolo¢nost’ Pfizer mdze poskytnat
alebo moze prostrednictvom
dodavatela poskytovat’ urcité
vybavenie (d’alej ,,vybavenie*) alebo
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10.

Three-Party Template (Slovakia)
May 2018

Investigator or Institution during the
conduct of Study. Such proprietary
materials may include computer
software, methodologies, rating scales
and other instruments that are owned or
licensed for use by CRO or Pfizer
(collectively, “Materials”).
Equipment or Materials to be provided
for the Study and any requirements
relating to them are described in
Attachment C, Equipment and
Materials which is incorporated into
this Agreement by reference.

Confidential Information. During the
course of the Study, Principal
Investigator and Institution may
receive or generate information that is
confidential to CRO, Pfizer, or a Pfizer
affiliate.

10.1  Definition. Except as specified
in Section 10.2, Exclusions,
below, “Confidential
Information” includes:

a. the Protocol,
b. the Investigator
Brochure,

¢ Study Data (as defined
in Section 11, Study
Data, Biological
Samples, and Study
Records below),

Template Version:
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10.

materialy dusevného vlastnictva na
pouzitie hlavnym skuSajiucim alebo
inStiticiou pocas vykonavania tohto

klinického skuSania. K takymto
materialom  duSevného vlastnictva
patri pocitacovy softvér, metodiky,
stupnice hodnotenia a iné nastroje,
ktoré st vlastnictvom CRO alebo
spolo¢nosti Pfizer alebo na ktoré
vlastni CRO alebo spolo¢nost’ Pfizer
licenciu na pouzivanie (spoloc¢ne
»,materialy*). Vybavenie alebo
materidly poskytnuté na pozitie pocas
vykonavania klinického skdSania a
akékol'vek s nimi stuvisiace poziadavky
su uvedené v prilohe C, Vybavenie a
materidly, ktora je do tejto zmluvy
zahrnuta formou odkazu.

Doverné informacie. Pocas celého
trvania klinického skusania moze
hlavny skasajici a institacia obdrzat
alebo vytvorit' informacie, ktoré su
doverné v CRO, v spolo¢nosti Pfizer
alebo v pobocke spolo¢nosti Pfizer.

10.1 Definicia. Okrem ustanoveni
uvedenych nizsie v Casti 10.2.
Vynimky, k ,dévernym
informaciam*® patria:

a. protokol,

b. prirucka pre
skusajaceho,

(A udaje klinického
sktiSania  (definované
nizsie v Casti 11, Udaje
klinického skusania,
biologické vzorky a
zédznamy  klinického
skusania),
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Biological Sample
Analysis Data (as
defined in Section 11,
Study Data, Biological
Samples, and Study
Records, below),

Attachment A (Study
Budget and Payment
Terms) to this
Agreement, and

any other information
related to the Study, the
Pfizer Drug, or CRO,
Pfizer, or Pfizer affiliate
technology, research, or
business plans that
CRO, Pfizer, or a Pfizer
affiliate provides to
Principal Investigator
or Institution in writing
or other tangible form
and marks as
CONFIDENTIAL or
initially discloses orally
and then summarizes
and confirms in writing
as CONFIDENTIAL
within 30 days after the
date of oral disclosure.
Information of the type
described  in  this
Section 10.1.f. that is
disclosed orally will
also be considered
Confidential
Information even if not
later confirmed in
writing if the
confidential nature of
the disclosure is

Three-Party Template (Slovakia) Template Version:

16

udaje z analyz
biologickych  vzoriek
(definované nizSie Vv
Casti 11; Udaje
klinického skusSania,
biologické vzorky a
zéznamy  klinického
skusania),

Priloha A (Rozpocet
klinického skusania a
platobné podmienky) k
tejto zmluve a

vSetky dalsie
informacie  stvisiace
s klinickym skasanim,
lieckom spolocnosti
Pfizer alebo s
technoldgiou,
vyskumom,
obchodnym planom
CRO, spoloc¢nosti
Pfizer alebo pobocky
spolo¢nosti Pfizer,
ktoré¢ CRO, spolo¢nost’
Pfizer alebo jej pobocka
poskytne hlavnému
skasajucemu alebo
inStitucii pisomne alebo
v inej hmotnej podobe a
ozna¢i ako DOVERNE,
alebo  ktoré najprv
oznami ustne a neskor
zhrnie a potvrdi
pisomne - ako
DOVERNE do 30 dni
od datumu ustneho
oznamenia. Typ
informécii popisanych
v tejto Casti 10.1.f, ktoré
su poskytnuté ustne,
buda tiez povazované
za doverné informacie,
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reasonably apparent to
the other party.

10.2  Exclusions. Confidential
Information does not include
information that:

a. is in the public domain
at the time of disclosure
or during the term of
this confidentiality
obligation by means
other than breach of this
Agreement by Principal

Investigator or
Institution,
b. is already known to

Principal Investigator
or Institution at the time
of disclosure and is free
of any obligations of
confidentiality,

c. is obtained by Principal
Investigator or
Institution, free of any
obligations of
confidentiality, from a
third party who has a
lawful right to disclose

it, or
d. is independently
developed, as

documented by written
records, by individuals
within Institution who
had no access to

Three-Party Template (Slovakia) Template Version:
May 2018
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a to aj v pripade ak
nebudu neskor
potvrdené pisomne, ak
je ich doverny charakter
druhej zmluvnej strane
dostatocne zrejmy.

10.2  Vynimky. Medzi doverné
informécie nepatria informacie,
ktoré:

a. su verejne dostupné v
Case ich spristupnenia
alebo v priebehu tohto
zavazku  zachovania
dovernosti, ale nestali
sa  verejne  zname
porusenim tejto zmluvy
hlavnym  skusSajicim
alebo inStituciou,

b. su hlavnému
skusajicemu alebo
inStitlcii zname uz v
Case ich spristupnenia a
nevztahuje sa na ne
ziaden zavizok
zachovania dovernosti,

¢, hlavny skasajuci alebo
inStitacia ich ziskali bez
akychkol'vek zavizkov
zachovania dovernosti
od tretej strany, ktora
ma zékonné pravo ich
poskytovat’, alebo

d. ktoré nezavisle vytvoria
osoby A% ramci
institucie, ktoré nemaju
pristup k ddvernym
informaciam, ako je
zdokumentované
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10.3

10.4

Three-Party Template (Slovakia)

May 2018

Confidential
Information.

Confidentiality of Personal
Data. All Personal Data (as
defined in Attachment E) that
Principal  Investigator  or
Institution collects, processes,
stores, transfers, or uses in
connection with the conduct
and reporting of the Study is
also to be identified and treated
as Confidential Information for
the purposes of this Agreement.

Obligations of Confidentiality.
Unless CRO or Pfizer provides
prior written consent, Principal
Investigator and Institution
may not use Confidential
Information for any purpose
other than that authorized in
this Agreement, nor may they
disclose Confidential
Information to any third party
except as authorized in this
Agreement or as required by

law, including applicable

regulations.

a. CRO and Pfizer
specifically  authorize
any required disclosure
of Confidential
Information to
SUKL/IEC or
regulatory authority
representatives.

Template Version:
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10.3

10.4

pisomnymi zaznamami.

Doévernost’ _osobnych tdajov.
Vsetky osobné udaje (ako st
definované v prilohe E), ktoré
hlavny skasajuci alebo
institdcia  ziska,  spracuje,
uchova, prenesie alebo pouZzije
v suvislosti s vykondvanim
tohto klinického sktSania a
s podavanim hlaseni 0
klinickom skus$ani, su pre ucely
tejto zmluvy tiez
identifikované a nardba sa s
nimi ako s dovernymi
informaciami.

Povinnost’ zachovania
dovernosti _informécii. Bez
poskytnutia pisomného suhlasu
CRO a/alebo spolo¢nost'ou
Pfizer hlavny skaSajuci ani
inStitGcia nesmie  pouzivat
doverné informacie na ziaden
iny ucel, ako na ucel schvaleny
touto zmluvou a nesmie
doverné informacie poskytnut
tretej strane s vynimkou
pripadov, ktoré povoluje tato
zmluva alebo ktoré vyzaduju

pravne predpisy.

a. CRO a spolocnost
Pfizer konkrétne
schvaluje poskytnutie
dovernych informaécii
SUKL /nezavislej
etickej komisii (NEK)
alebo zastupcom
prislusného

regula¢ného orgéanu.
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10.5

b. Permitted uses of Study
Data and Biological
Sample Analysis Data
are described in Section
15 (Publications) of this
Agreement, and use of
Personal Data is
discussed in Section 6
(Data Protection and
FDA Financial
Disclosure).

Disclosure Required by Law. If
disclosure of Confidential
Information  beyond  that
expressly authorized in this

Agreement is required by law,

that disclosure does not

constitute a breach of this

Agreement so long as the party

disclosing the information:

a. notifies CRO in writing
as far as possible in
advance of the
disclosure so as to allow
CRO or Pfizer to take
legal action to protect
its Confidential
Information,

b. discloses only that
Confidential

Information required to
comply with the legal
requirement, and

Three-Party Template (Slovakia) Template Version:
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10.5

b. Povolené spdsoby
pouzitia udajov
klinického sktsania a
udajov z analyz
biologickych vzoriek su
uvedené v casti 15
(Publikécie) a pouzitia
osobnych udajov v ¢asti
6 (Ochrana udajov a
poskytnutie finan¢nych
udajov uradu FDA)
tejto zmluvy.

Poskytnutie _informacii na
zaklade poziadaviek pradvnych
predpisov. Ak pravne predpisy
vyzaduju poskytnutie
dovernych  informéacii  vo
vicSom rozsahu, ako povoluje
tdito zmluva, nepovazuje sa
takéto poskytnutie informacii
za poruSenie tejto zmluvy za
predpokladu, Ze zmluvna
strana:

a. pisomne upozorni CRO
S ¢o najvacsim
predstihom pred
poskytnutim informacii
tak, aby CRO alebo

spolo¢nost’ -Pfizer
mohla podniknut’
pravne  kroky  na
ochranu svojich

dovernych informacii,

b. poskytne iba  tie

doverné informacie,
ktoré su pozadované na
splnenie zékonnej

poziadavky a
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& continues to maintain
the confidentiality of
this Confidential
Information with
respect to all other third
parties.

10.6  Survival of Obligations. For
Confidential Information other
than Personal Data (as defined
in Attachment E), Study Data,
and Biological Sample
Analysis Data (as defined in
Section 11, Study Data,
Biological Samples, and Study
Records), these obligations of
nonuse and nondisclosure
survive termination of this
Agreement and continue for a
period of five years after
termination.  Confidentiality
obligations for Personal Data,
Study Data, and Biological
Sample Analysis Data survive
for as long as Principal
Investigator or  Institution
retain this information, subject
to the permitted uses and
disclosures  described in
Attachment E and Section 15
(Publications) of this
Agreement.

Return of Confidential
Information. If requested by
CRO and/or Pfizer in writing,

10.7

Principal Investigator and
Institution will return all
Confidential Information

Three-Party Template (Slovakia) Template Version:
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zachova
tychto
informacii
vSetkymi
tretimi

c. nad’alej
dovernost’
dévernych
pred
ostatnymi
stranami.

povinnosti.
nepouzivat  a
doverné

Pretrvanie
Povinnost’
neposkytovat’
informacie S vynimkou
osobnych udajov (ako su
definované v prilohe E), udajov
klinického skuSania a udajov z
analyz biologickych vzoriek
(ako je definované v casti 11,
Udaje  klinického skusania,
biologické vzorky a zaznamy
klinického skasania) trva aj po
ukonceni tejto zmluvy po dobu
piatich rokov po jej skonceni.
Zavazok zachovania dovernosti
osobnych  udajov, udajov
klinického skasania a udajov z
analyz biologickych vzoriek
trva tak dlho, ako dlho hlavny
skaSajuci  tieto  informécie
uchovava, S vynimkou
povolenych spdsobov pouzitia
a zverejnenia uvedenymi Vv
prilohe E av  castil5
(Publikacie) tejto zmluvy.

10.6

10.7  Vratenie dovernych informaécii.
Ak CRO a/alebo spolocnost’
Pfizer poziada o vratenie
dovernych informacii, hlavny
skuSajici a inStitdcia vratia
vSetky doverné informaécie, s
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