performance of all duties. For
the avoidance of doubt, the
rights and duties discussed in
this subsection are only those
arising out of this Agreement.

18. Termination

18.1

Termination Events.
Termination of this Agreement
will be triggered by the earlier
of any of the following events.

zodpovednou voc¢i hlavnému
skiiSajucemu alebo institlcii za
vykonavanie tychto povinnosti.
Ak CRO prevedie vSetky svoje
prava a povinnosti vyplyvajuce
z tejto zmluvy a v sulade s jej
podmienkami na iného
poskytovatel'a sluzieb,
prevezme tento poskytovatel
sluzieb  zodpovednost  za
vykonévanie vSetkych
povinnosti. ~ Na  vylicenie
pochybnosti su prava
a povinnosti uvadzané v tejto
Casti len tie, ktoré vyplyvaju z
tejto zmluvy.

18. Ukondenie platnosti zmluvy

18.1

Udalosti veduce k ukonCeniu
platnosti. Téato zmluva bude
ukonéend  ktoroukol'vek z
tychto udalosti podla toho,
ktora z nich nastane skor.

a. Disapproval by a. Neschvalenie
SUKL/IEC. If the Study klinického skuSania
cannot be initiated SUKL/NEK. Ak
because of SUKL/IEC klinické skasanie
disapproval, this nemozno  zaat  z
Agreement will dovodu nesthlasného
terminate. stanoviska ;

SUKL/NEK, tato
zmluva straca platnost’.

b. Study Completion. This b. Dokoncenie klinického
Agreement will skiSania. Tato zmluva
terminate when the bude ukoncena, ked sa
Study is complete, dokonci klinické
which  means  the skiSanie, ¢o znamena
conclusion  of  all dokonc¢enie  vSetkych

Protocol-required

¢innosti pozadovanych
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activities for all
enrolled Study
Subjects.

Early Termination of
Study. This Agreement
will terminate if the
Study - is terminated
early as  described
below.

(D) Termination of
Study Upon
Notice. CRO or
Pfizer may
terminate  the
Study for any
reason upon 30
days’  written

notice to
Principal
Investigator and
Institution.

2) Immediate
Termination of
Study by CRO
or Pfizer. CRO
or Pfizer may
terminate  the

Study
immediately
upon  written
notice to

Three-Party Template (Slovakia) Template Version:
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na zaklade protokolu v
pripade vSetkych
zaradenych ucastnikov.

Pred¢asné  ukonéenie
klinického  skusania.
Tato  zmluva bude
ukon¢ena pri
pred¢asnom ukondéeni
klinického  skuisania,
ako je popisané nizsie:

(1) Ukongenie
klinického
sku$ania
vypoved'ou.
CRO alebo
spolo¢nost’
Pfizer mobze
ukoncit’
klinické
sktsanie V4
akéhokol'vek
dovodu
pisomnym
oznamenim
hlavnému
skusajucemu a
inStiticii S
vypovednou
lehotou 30 dni.

2) Okamzité
ukondenie
klinického
skusania CRO
alebo
spolo¢nost'ou
Pfizer. CRO
alebo
spolo¢nost’
Pfizer moze
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Principal
Investigator and
Institution  for
causes that
include failure
to enroll Study
Subjects at a
rate sufficient to
achieve Study
performance
goals; material
unauthorized
deviations from
the Protocol or
reporting
requirements;
circumstances
that in CRO’s or
Pfizer’s opinion
pose risks to the
health or well-
being of Study
Subjects;
regulatory
authority
actions relating
to the Study or
the
Investigational
Drug; or any
non-compliance
by the Principal
Investigator or
Institution with
local laws, ICH
GCP, or the
terms of Section
20 (Anti-
Corruption) of
this Agreement.

Template Version:

okamzite
ukoncit’
klinické
skusanie
pisomnym
oznadmenim
hlavnému
skusajicemu a
institacii z
dovodov, ktoré
zahffiaju
nezaradenie
dostato¢ného
poctu
ucastnikov
klinického
skuSania, ktoré
znemoziuje
dosiahnut’ ciele
klinického
skuiSania;
zasadné
nepovolené
odchylky od
protokolu alebo
od poziadaviek
oznamovacich
povinnosti;
okolnosti, ktoré
podla  nazoru
CRO alebo
spolo¢nosti
Pfizer
predstavuji
riziko pre
zdravie  alebo
blaho
ucastnikov
klinického
skusania;
opatrenia
regulacnych
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Immediate
Termination of
Study by
Principal
Investigator or
Institution.
Principal
Investigator or
Institution may
terminate  the

Study
immediately
upon
notification to
CRO if
requested to do
so by the
responsible

SUKL/IEC or if

Template Version:

(€))

organov
tykajtice sa
klinického
skisania alebo
skasaného
lieku;
akékol'vek
nedodrzanie
miestnych
pravnych
predpisov  zo
strany hlavného
skusajuceho
alebo institdcie,
smernice ICH
GCP alebo
ustanoventi
uvedenych v
Casti 20
(Protikorup¢né
opatrenia) tejto
zmluvy.

Okamzité
ukoncenie
klinického
sktiSania
hlavnym

alebo
institiciou.
Hlavny
skusajici alebo
inStiticia mozu
okamzite
ukongit’
klinické
skusanie
oznamenim
CRO, ak to
pozaduje
prislusny SUKL
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18.2

18.3

such
termination  is
required to
protect the
health of Study
Subjects.

Effective Date of Agreement
Termination. If termination of
the Agreement is triggered by
any of the events described in
Section 18.1, above, the
termination will be effective
after receipt by CRO or Pfizer
of all Protocol-required Study
Data and Biological Samples
generated up until termination;
receipt of all payments due to
any party; and completion by
all parties of any remaining
applicable Agreement
obligations.

Payment upon Early
Termination of Study. Except
as otherwise indicated in this
subsection, if the Study is
terminated early, CRO will pay
for work already performed, in
accordance with Attachment A,
less payments already made for
such work. CRO will also cover
any non-cancelable expenses,
other than future personnel
costs, so long as they were
properly incurred and
prospectively approved by

Three-Party Template (Slovakia) Template Version:
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/NEK alebo ak
je  ukoncenie

potrebné na
ochranu zdravia
ucastnikov
klinického
skasania.

18.2 Détum nadobudnutia u¢innosti
ukonlenia _zmluvy. Ak je
pri¢inou ukon&enia platnosti
zmluvy niektora z udalosti
popisanych v Casti 18.1 vyssie,
bude ukon¢enie ucinné od
okamihu, ked” CRO alebo
spolo¢nost’”  Pfizer dostane
vietky  udaje  klinického
skiSania a biologické vzorky
pozadované na zaklade
protokolu a vytvorené do
okamihu ukon¢enia zmluvy, po
dorudeni vSetkych splatnych
platieb zmluvnych stran a
potom, ako vsetky zmluvné
strany splnia vSetky svoje
zostavajuce povinnosti
vyplyvajice zo zmluvy.

18.3 Platba v pripade pred¢asného
ukonéenia klinického skusania.
Ak nie je v tomto pododseku
uvedené inak, pri predCasnom
ukonceni klinického skuSania
zaplati CRO za pracu vykonant
do tohto momentu v sulade s
prilohou A po od¢itani platieb,
ktoré uz boli za tGto pracu
uhradené. CRO tiez uhradi
vietky nezrusiteI'né vydavky s
vynimkou budtcich mzdovych
nakladov za predpokladu, Ze
boli tieto vydavky riadne
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18.4

CRO and only to the extent
they cannot reasonably be
mitigated. If the Study cannot
be initiated because of
disapproval by the SUKL/IEC
and through no fault of
Principal ~ Investigator  or
Institution, CRO will reimburse
Principal  Investigator  or
Institution, as applicable, for
any other expenses that were
prospectively —approved, in
writing, by CRO.

a. Non-Compliance with
Anti-Corruption
Provision. If CRO or
Pfizer terminates the
Study  because  of
Principal Investigator’s
or Institution’s non-
compliance with the
terms of Section 20,
Anti-Corruption, CRO
and Pfizer will not
provide any further
payment under this
Agreement, regardless
of any activities that
Principal Investigator
or Institution  has
undertaken or third-
party agreements that
Principal Investigator
or Institution  has
entered into before
termination.

Return of Materials. Unless
CRO instructs otherwise in
writing, upon termination of
the  Agreement, Principal

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

46

18.4

vynalozené a do budicna
schvalené CRO, len v takom
rozsahu, v ktorom nemozu byt
primerane zniZzené. Ak klinické
ski§anie nie je mozné zalat z
dovodu nesuhlasného
stanoviska SUKL/NEK a bez
viny hlavného skusajiceho
alebo institucie, uhradi CRO
hlavnému skuasajucemu alebo
in§titacii, akékol'vek iné
poplatky, ktoré vopred pisomne
schvalila CRO.

a. Nedodrzanie
protikorupéného
ustanovenia. Ak CRO
alebo spoloc¢nost’ Pfizer

ukon¢i klinické
sktsanie, pretoze
hlavny skasajtci alebo
indtithcia ~ nedodrzali
podmienky casti 20,
Protikorup¢cné

opatrenia, CRO a
spolo¢nost’ Pfizer
neposkytni ziadne

dalsie platby v ramci
tejto zmluvy, nezavisle
od akychkol'vek aktivit,
ktoré hlavny skusajtci
alebo institicia
vykonavaju, ¢i zmlav s
tretimi stranami, ktoré
hlavny skusajici alebo
indtitGcia uzavreli pred
ukonéenim zmluvy.

Vratenie materialov. Ak CRO
nedd iny pisomny pokyn,
hlavny skti$ajici a institicia po
ukonéeni zmluvy bezodkladne
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18.5

Investigator and Institution will
promptly return all materials
supplied by CRO or Pfizer for
Study  conduct, including
unused Investigational Drug,
unused Case Report Forms, and
any CRO or Pfizer-supplied
Equipment and Materials.

Survival of  Obligations.
Obligations relating to
Funding, Confidential
Information, Study Records,

Inventions, Publications,
Insurance Coverage,
Suitability, and Anti-

Corruption survive termination
of this Agreement, as does any
other  provision in this
Agreement, including
Attachments, that by its nature
and intent remains valid after
the term of the Agreement.

19. Other Terms

19.1

Three-Party Template (Slovakia)
May 2018

Suitability. Principal
Investigator and Institution

each certify that he/she/it is

licensed, registered, or
otherwise qualified and
suitable under local law,
regulations, policies, or

administrative requirements to
conduct the Study and required
Study-related activities or act
as Study site, as applicable.
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vratia v sulade s pokynmi CRO
vSetky materidly poskytnuté
CRO alebo spolo¢nost'ou
Pfizer na vykonavanie
klinického skuSania, vratane
nepouzitych skusanych liekov,
nevyplnenych  zaznamovych
formularov ucastnika
klinického sktSania a
akéhokol'vek vybavenia ¢&i
materidlov  dodanych CRO
alebo spolo¢nost’ou Pfizer.

18.5 Pretrvanie povinnosti.
Povinnosti tykajuice sa
financovania, dévernych
informacii, zaznamov
klinického skusania,
vynalezov, publikacii,
poistenia,  spdsobilosti  a
protikorupénych opatreni,
rovnako ako aj niektoré d’alSie
podmienky tejto zmluvy alebo
jej  priloh, ktoré svojou
povahou a ucelom zostavaji
platné aj po skonéeni zmluvy,
trvaji aj po skonceni platnosti
tejto zmluvy.

19. Ostatné ustanovenia
19.1  Sposobilost. Hlavny skusajici

a inStiticia kazdy za seba
osvedcuje, Ze ma opravnenie, je
registrovany alebo inak
kvalifikovany ¢i  spdsobily
podla miestnej legislativy,
smernic, zasad alebo
administrativnych poziadaviek,
na vykonavanie tohto
klinického sktsania a
pozadovanych aktivit v ramci
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19.2

Principal  Investigator  and
Institution also each certify that
he/she/it is not debarred under
subsections 306(a) or (b) of the
United States Federal Food,
Drug, and Cosmetic Act and any
applicable local law, that there
are no applicable regulations or
other obligations that prohibit
either party from conducting
the Study and entering into this
Agreement and that they will
not use in any capacity the
services of any person debarred
under such law with respect to
services to be performed under
this Agreement. During the
term of this Agreement and for
three years after its termination,
Institution and Principal
Investigator will notify CRO
promptly if any of these
certifications need to be
amended in light of new
information.

Investigations, Inquiries,
Warnings., or Enforcement
Actions Related to Conduct of
Clinical Research. Principal
Investigator and Institution
each certify that he/she/it is not
the subject of any past or
pending  governmental or

Three-Party Template (Slovakia) Template Version:
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19.2

klinického skuSania, alebo
vystupovat’ ako pracovisko
klinického skuSania, podla

toho, ¢o je pouzitené. Hlavny
skiiSajici a inStiticia dalej
vyhlasuju kazdy za seba, ze
nemaji  zakdzani  Cinnost’
podla casti 306(a) alebo (b)
federalneho zakona Spojenych
Statov americkych a
potravinach, liekoch a
kozmetike ani ziadneho iného
platného miestneho zdkona, ze
neexistujii ziadne uplatnitel'né
smernice alebo  povinnosti,
ktoré by zakazovali
ktorejkol'vek z tychto
zmluvnych stran vykonavat’
klinické skaSanie a uzavriet
tito zmluvu, a Ze Ziadnym
spdosobom nevyuzijii sluzby
inej osoby, ktorA ma podla
takychto zakonov zakézanu
¢innost’ v oblasti sluzieb, ktoré
sa maji vykonavat' v ramci
tejto zmluvy. Pocas trvania
tejto zmluvy a tri roky po jej
ukon¢eni hlavny skasajici
bezodkladne oznami CRO
alebo spolocnosti Pfizer, ak je
tieto osvedCenia na zéklade
novych informécii potrebné
doplnit’.

VySetrovania, zistovania,
upozornenia alebo donucovacie
opatrenia v suvislosti s
vykondvanim klinického
skSania. Hlavny skusajlci a
inStitiicia potvrdzuju, Ze nie st
a ani v minulosti neboli
predmetom vySetrovania,
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regulatory investigation,
inquiry, warning, or
enforcement action
(collectively, “Agency

Action”) related to its conduct
of clinical research or the
practice of medicine that has
not been disclosed to CRO or
Pfizer. Principal Investigator or
Institution will notify CRO
promptly if he/she/it receives
notice of or becomes the
subject of any Agency Action
regarding compliance with
ethical, scientific, or regulatory
standards for the conduct of
clinical research or the practice
of medicine if the Agency
Action relates to events or
activities that occurred prior to
or during the period in which
the Study was conducted.

Use of Name. CRO and Pfizer
reserve the right to identify the
Principal  Investigator and
Institution in association with a
listing of the Protocol in the

United States National
Institutes of Health (NIH)
Clinical Trials Data Bank,

other publicly available listings
of ongoing clinical trials, or
other Study Subject
recruitment services or
mechanisms. Neither CRO nor
Pfizer will otherwise use the
name of Principal Investigator,

Institution, or any  of
Institution’s  employees or
contractors, and neither

Template Version:
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19.3

upozornenia  Ci
opatrenia

zistovania,
donucovacieho
Statneho alebo regulacného
uradu  (spolocne ,iradné
konanie*) v suvislosti s
vykonavanim klinického
skusSania alebo lekarskej praxe,
o ktorom nebola CRO alebo

spolo¢nost’ Pfizer
informovana. Hlavny skusajtci
alebo  inStiticia  okamzite

oznami CRO alebo spolo¢nosti
Pfizer, ak dostanu oznamenie o
uradnom konani alebo sa stali
jeho predmetom v suvislosti s

dodrziavanim etickych,
vedeckych alebo regulacnych
Standardov vykonavania
klinického  skuasania  alebo
lekarskej praxe, ku ktorym
doslo pred obdobim
vykonavania klinického

sktiSania alebo pocas neho.

Pouzivanie mena. CRO a
spolo¢nost’ Pfizer si
vyhradzuji pravo uvadzat
hlavného skisajicecho  a

intiticiu v stvislosti s
uvedenim protokolu v databéaze
klinickych skuSani Narodnych
ustavov  zdravia (National
Institutes of Health, NIH), v
inych  verejne  pristupnych
zoznamoch prebiehajicich
klinickych skasani alebo inych
sluzbach alebo mechanizmoch
naboru ucastnikov. CRO ani

spolo¢nost’ Pfizer inym
sposobom nepouziju nazov
hlavného skusajuceho,
inStiticie, ani mena jej
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19.4

19.5

19.6

May 2018

Principal  Investigator  nor
Institution will use the name of
CRO, Pfizer, or any of their
respective  employees  or
contractors, for promotional or
advertising purposes without
written permission from the
party whose name will be used.

SUSARsS. Pursuant to a
sponsor’s  safety  reporting
obligations under 21 CFR

(Code of Federal Regulations)
312.32(c)(1), Pfizer will report
to the Principal Investigator all
Serious Unexpected Suspected
Adverse Reactions
(“SUSARs”). Principal
Investigator will receive and
review SUSAR  reports.
Institution will retain SUSAR
reports consistent with Section
11.3 of this Agreement.

Relationship of the Parties. The
relationship ~ of  Principal
Investigator and Institution to
CRO and Pfizer is one of
independent contractors and
not one of partnership, agents
and principal, employees and
employer, joint venture, or
otherwise.

Modification. Any
modification to this Agreement

Template Version:
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zamestnancov alebo
zmluvnych dodavatelov, a ani
hlavny skusajici ani institicia
nepouziju nazov CRO,
spolo¢nosti Pfizer, ani mena
ich  zamestnancov alebo
zmluvnych dodavatelov, na
propagacné ¢i reklamné ucely
bez predchadzajticeho
pisomného  sthlasu  strany,
ktorej ndzov ma byt pouzity.

19.4 Podozrenia na neolakdvané a zévazné
neziaduce reakcie. Vzhl'adom na povinnost
zadavatela podavat’ spravy o bezpe¢nosti v
sulade so smernicou 21 CFR 312.32(c)(1)
(Kodifikdcia federalnych predpisov Spojenych
Statov americkych, d’alej “CFR”) spolo&nost’
Pfizer ozndmi hlavnému skusajicemu vsetky

podozrenia na zivazné a neocakavané
neziaduce reakcie (Serious Unexpected
Suspected ~ Adverse  Reactions,  dalej

»SUSAR®). Hlavnému sktSajucemu buda
dorucené spravy o SUSAR, ktoré posudi.
Institucia bude uchovavat’ spravy o SUSAR v
sulade s ¢ast'ou 11.3 tejto zmluvy.

19.5 Vztah  zmluvnych  stran.
Hlavny skusajuci a institdcia st
vo vztahu k CRO a spolo¢nosti
Pfizer nezavislym
dodavatel'om, a ich vztah nie je

zdruzenim, vztahom medzi
zastupcom a  zastlipenym,
zamestnancom a
zamestnavatelom, spoloénym
podnikom, ani inym podobnym
vzt'ahom.

19.6 Zmeny. Akdkol'vek zmena
tejto  zmluvy musi byt
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19.7

19.8

19.9

19.10

must be in writing, signed by
the parties, and identified as an
Amendment, except for certain
mutually agreeable changes in
the Study budget as identified
in Attachment A.

No Waiver. Failure to exert a
right under this Agreement
does not constitute a waiver of
that right in the future. No
waiver of any right is effective
unless in writing and signed by
the party who waives the right.

Conflict with Attachments. If
there is any conflict between
this Agreement and any
Attachments to it, the terms of
this Agreement control. If there
is any conflict between this
Agreement and the Protocol,
the Protocol will control as to
any issue regarding treatment
of Study Subjects, and the
Agreement will control as to all
other issues.

Affiliates. As wused in this
Agreement, the term “affiliate”
means any entity that directly
or indirectly controls, is
controlled by, or is under
common control with the
named party.

Successors and Assigns. This
Agreement will bind and inure
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19.7

19.8

19.9

19.10

pisomna, podpisana
zmluvnymi stranami a
vyhotovena formou dodatku.
Vynimku  tvoria  niektoré
vzajomne dohodnuté zmeny
rozpoCtu klinického skusania
uvedené v prilohe A.

Ziadne zrieknutia sa prav.
Neuplatnenie prava podla tejto
zmluvy neznamena zrieknutie
sa tohto prava v budtcnosti.
Zrieknutie sa prava nie je
platné, pokial  nie  je
uskutocnené pisomne a
podpisané zmluvnou stranou,
ktora sa zrieka svojho prava.

Rozpor s prilohami. V pripade
rozporu medzi touto zmluvou a
niektorou z jej priloh sa
rozhodujice podmienky tejto
zmluvy. V pripade rozporu
medzi touto zmluvou a
protokolom sa  zalezitosti
tykajuce  zaobchadzania s
ucastnikmi klinického skusania
riadia protokolom a vSetky
ostatné zalezitosti sa riadia
zmluvou.

Pobocky. Pojem ,,pobocka®,
ktory sa pouziva v tejto zmluve,
oznacuje subjekt, ktory priamo
alebo nepriamo riadi uvedenu
zmluvnu stranu, alebo je touto
zmluvnou stranou riadeny, &i
podlieha spolo¢nému riadeniu s
vymenovanou stranou.

Nastupcovia a nadobudatelia.
Tato zmluva bude zavidzna a
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19.11

to the benefit of the successors
and permitted assigns of each

party.

Third Party Beneficiary. Pfizer
is an intended third-party
beneficiary to this Agreement
and is entitled to enforce
directly any and all of its rights
under it. If a third party
acquires rights in the Pfizer
Drug and Pfizer transfers
sponsorship of the Study to the
third party Pfizer may freely
transfer any or all of its rights

19.11

platna pre pravnych nastupcov
a povolenych nadobudatel'ov
obidvoch zmluvnych stran.

Koncovy pouzivatel /
Obmyslena osoba / Beneficient
zmluvy. Spolo¢nost’ Pfizer je
zamySlanym  beneficientom
pre tato zmluvu a ma narok na
priame uplatiiovanie
akychkol'vek a  vSetkych
svojich prav v ramci tejto
zmluvy. Ak niektord tretia
strana ziska prava na produkt
spolocnosti Pfizer a spolo¢nost’

and obligations under this Pfizer vymenuje dant tretiu
Agreement to the new sponsor. stranu za zadavatela tohto
klinického skisania,
spolocnost’  Pfizer = mozZe

slobodne previest’ ktorékol'vek
alebo vsetky svoje prava a
zavizky vyplyvajice z tejto
zmluvy na nového zadéavatel’a.

19.12 Disclaimer of Warranties by 19.12 Vyliclenie zodpovednosti
CRO. THE PARTIES CRO. ZMLUVNE STRANY
ACKNOWLEDGE THAT BERU NA VEDOMIE, ZE
PFIZER HAS ENGAGED SPOLOCNOST PFIZER
CRO TO PROVIDE NAJALA CRO, ABY
SERVICES IN REGARD TO POSKYTOVALA SLUZBY
THIS PFIZER-SPONSORED SPOJENE S TYMTO
CLINICAL STUDY. CRO KLINICKYM SKUSANIM,
HAS NOT PERFORMED KTOREHO
ANY INDEPENDENT ZADAVATELOM JE
RESEARCH OR ANALYSIS SPOLOCNOST PFIZER. CRO
REGARDING THE SAFETY NEVYKONALA  ZIADNY
OR EFFICACY OF ANY NEZAVISLY VYSKUM ANI
INVESTIGATIONAL DRUG ANALYZU TYKAJUCU SA
OR OTHER MATERIALS OR BEZPECNOSTI ALEBO
TREATMENT UCINNOSTI
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19.13

Three-Party Template (Slovakia)
May 2018

PROCEDURES TO BE USED
IN THIS STUDY AND
THEREFORE CRO MAKES
NO WARRANTIES,
EXPRESSED OR IMPLIED,
CONCERNING THOSE
DRUGS, MATERIALS, OR
TREATMENT

PROCEDURES, THE
RESULTS TO BE
OBTAINED BY
ADMINISTERING THEM

PURSUANT TO THE
PROTOCOL, OR TO THEIR
FITNESS FOR ANY
PARTICULAR  PURPOSE,
OR TO ANY OTHER PFIZER
OBLIGATION UNDER THE
PROTOCOL OR THIS
AGREEMENT.

Entire Agreement. This
Agreement, including
Attachments, represents the
entire understanding between
the parties relating to this
subject matter. This Agreement
supersedes all previous
agreements between the parties
(oral and written) relating to
this Study, except for any
obligations that, by their terms,
survive independent of this
Agreement.
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19.13

AKEHOKOLVEK

SKUMANEHO LIEKU
ALEBO INYCH
MATERIALOV CI

LIECEBNYCH PROCEDUR,
KTORE SA BUDU
POUZIVAT VvV  TOMTO
KLINICKOM SKUSANI, A
PRETO CRO NEPONUKA
ZIADNE ZARUKY,
VYSLOVNE ALEBO
IMPLIKOVANE,

TYKAJUCE SA TYCHTO
LIEKOV,  MATERIALOV
ALEBO LIECEBNYCH
PROCEDUR, VYSLEDKOV,
KTORE MAJU BYT
ZISKANE ICH PODAVANIM
A4 SULADE S
PROTOKOLOM ALEBO
PODLCA ICH VHODNOSTI
PRE AKYKOLVEK
KONKRETNY UCEL, ANI
NA ZIADNE POVINNOSTI

VYPLYVAJUCE Z
PROTOKOLU ALEBO
TEJTO ZMLUVY.

Uplnost zmluvy. Tato zmluva
vratane jej priloh predstavuje
uplné znenie dohody medzi
zmluvnymi stranami tykajticej
sa predmetu zmluvy. Téato

zmluva  nahradza  vSetky
predchéadzajtce dohody
zmluvnych stran (Gstne aj

pisomné) tykajuce sa tohto
klinického skaSania okrem
povinnosti, ktoré podla ich
podmienok pretrvavaju
nezavisle od tejto zmluvy.
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Definitions

Government. As used in
this Agreement,
“Government”
includes all levels and
subdivisions of
governments (ie.,
local, regional, and
national;
administrative,
legislative, and
executive).

Government __ Official.
As used in this

Agreement,
“Government
Official” includes (1)
any elected or

appointed non-US
Government  official
(e.g., a legislator or a
member of a non-US
Government ministry),
(2) any employee or
individual acting for or
on behalf of a non-US
Government  official,
non-US  Government
agency, or enterprise
performing a function
of, or owned or
controlled by, a non-US
Government (e.g., a
healthcare professional
employed by a non-US
Government hospital or
researcher employed by
a non-US Government
university), (3) any
non-US political party

Definicie

Vlada. Pojem ,,vlada®,
resp. ,Statny alebo
verejny organ® ako sa
pouziva v tejto zmluve,
zahina vsetky drovne a
poddivizie vlady (t;.
miestne, regionalne a
Statne, administrativne.
legislativne a vykonné).

Uradné osoba. V tejto
zmluve pojem ,,iradna
osoba“ zahma (1)
kazdého voleného
alebo menovaného
neamerického uradnika
Statnej spravy (napr.
z4konodarca alebo ¢len

neamerického
ministerstva); 2)
akéhokol'vek
zamestnanca alebo

osobu konajiicu v mene
neamerickej  uradnej
osoby, neamerickej
vladnej agentury alebo
podniku
vykonavajliceho
funkciu Statneho alebo
verejného organu alebo

vlastneného €1
riadeného
neamerickym Statnym
alebo verejnym
organom (napr.
zdravotnicky odbornik
zamestnany
neamerickou
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20.2

officer, candidate for
non-US public office,

nemocnicou alebo
vyskumnik zamestnany

or employee or univerzitou, ktora
individual acting for or podlieha neamerickému
on behalf of a non-US Statnemu alebo
political . party  or verejnému organu); (3)
candidate for public akéhokol'vek ¢lena

office, 4) any
employee or individual
acting for or on behalf
of a public international
organization, and (5)
any member of a royal
family or member of a
non-US military.

Anti-Bribery and Anti-
Corruption Principles.
Principal  Investigator and
Institution have each received a
copy of Pfizer’s International
Anti-Bribery and Anti-
Corruption Principles as an

20.2

neamerickej politickej
strany, kandidata na
neamericku verejnu
funkciu, zamestnanca
alebo osobu konajucu v
mene alebo na zaklade
poverenia neamerickej
politickej strany alebo
kandidata na verejnu

funkciu; “4)
akéhokol'vek

zamestnanca alebo
osobu konajticu v mene
alebo na zaklade
poverenia verejnej

medzinarodnej
organizacie; a  (5)

akéhokol'vek Clena
kralovskej rodiny alebo
prislusnika

neamerického vojska.

Principy boja proti uplatkom a
korupcii. Hlavny skuasajuci a
institucia dostali kopiu
Medzinarodnych zasad - boja
proti uplatkom a korupcii
spoloénosti Pfizer vo forme
prilohy k tejto zmluve. Hlavny

Attachment to this Agreement. skusajuci a institicia
Principal Investigator and zabezpecia, Ze oni a vsetci ich
Institution will ensure that they zastupcovia alebo
and any of their agents or subdodavatelia  vykonavajuici

subcontractors conducting
Pfizer work will comply with

aktivity pre spolo¢nost’ Pfizer,
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20.3

Three-Party Template (Slovakia)

May 2018

the Anti-Bribery and Anti-
Corruption Principles.

Warranties. Principal
Investigator and Institution

warrant to CRO and Pfizer the
following:

a. Any information that
Principal  Investigator
or Institution provided
to CRO or Pfizer as part
of CRO’s or Pfizer’s
anti-corruption  due-
diligence process s
complete and accurate.

b. If any response that
Principal Investigator
or Institution provided
on the CRO or Pfizer
due-diligence
questionnaire in regard

to Principal
Investigator or
Institution, any

individuals identified in
the questionnaire, or the

Family Relatives (as
defined in the
questionnaire) of those
individuals changes
during the term of this
Agreement,  Principal
Investigator or
Institution will notify
CRO.
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budt dodrziavat’ tieto principy
boja proti iplatkom a korupcii.

Zaruky. Hlavny skaSajici a
inStiticia zarucujt CRO a
spolo¢nosti Pfizer nasledujtice:

a. Akékol'vek informacie,
ktoré hlavny skuasajtci
alebo institacia poskytli
CRO alebo spolo¢nosti
Pfizer pocas hibkovej

protikorupénej

previerke (due
diligence) vykonavanej
CRO alebo

spolo¢nost'ou Pfizer, st
Uplné a presné.

b. Hlavny skisajuci alebo
inStiticia oznamia CRO
akukol'vek zmenu
odpovedi, ktora hlavny
sktsajtci alebo
inStiticia  poskytli v
dotazniku hibkovej
previerky CRO alebo
spoloc¢nosti Pfizer
ohl'adom hlavného
sktisajuceho alebo
inStitacie, akychkol'vek
0s6b identifikovanych
v dotazniku alebo ich
rodinnych prislusnikov
(ako st definovani v
danom dotazniku)

ktoré nastanii pocas
doby platnosti tejto
zmluvy.
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The funding provided
by CRO or Pfizer under
this Agreement will not
cause Principal
Investigator or
Institution  to do
anything that would
result in CRO or Pfizer
improperly obtaining or
retaining business or
gaining any improper
business advantage.

Principal Investigator
and Institution have not
and will not accept any
payment or anything of
value that would result
in CRO or Pfizer
improperly obtaining or
retaining business or
gaining any improper
business advantage.

Principal Investigator
and Institution have not
and will not in the
future  directly  or
indirectly offer or pay,
or authorize the offer or
payment of, any money
or anything of value in
an effort to influence
any Government
Official or any other
person.

Three-Party Template (Slovakia) Template Version:
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Finan¢né prostriedky,
ktor¢ = CRO alebo
spolo¢nost’ Pfizer
poskytli v ramci tejto
zmluvy nespdsobia, Ze
hlavny skaSajici  ¢i
institicia urobia
cokol'vek, ¢o by
sposobilo, ze CRO
alebo spolocnost’ Pfizer
nepatricnym sposobom
ziskaji alebo si udrzia
obchodu zékazku alebo
akukol'vek nepatricni
obchodnu vyhodu.

Hlavny skusajici a
inStitGcia neprijali ani
neprijmu ziadnu platbu
ani ni¢ hodnotné, ¢o by
sposobilo, ze CRO
alebo spolocnost’ Pfizer
nepatricnym spdsobom
ziskaju alebo si udrzia
obchodnu zékazku
alebo akukol'vek
nepatriéni  obchodnu
vyhodu.

Hlavny skusSajici a
inStitacia neponukli ani
v budticnosti priamo ¢i
nepriamo neponuknu,
ani  nezaplatia, ani
neschvalia ponuku ¢i
vyplatenie petazi ani
nicoho hodnotného v
snahe ovplyvnit’ tradna
osobu alebo akukol'vek
int osobu.
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20.5

Three-Party Template (Slovakia)

May 2018

Funding Requirements. CRO
will make no payment in
addition to the funding set out
in Attachment A (Study Budget
and Payment Terms) in
connection with this
Agreement unless CRO has
prospectively approved that
expenditure in writing. All
invoices and any supplemental
documents  that Principal
Investigator and Institution
submit to CRO or Pfizer under
this Agreement must be truthful
and show in reasonable detail
what the requested payment is
for. Principal Investigator and
Institution will maintain true,
accurate, and complete records
(e.g., invoices, reports,
statements, and books) relating
to the funding and expenditures
for this Study.

Right to Audit. Pfizer has the
right to take all reasonable
steps and actions to ensure that
each payment made by CRO on
behalf of Pfizer is properly and
legitimately used. To this end,
Principal  Investigator and
Institution will permit, during
the term of the Agreement and
for three years after the final
payment has been made under
the  Agreement, Pfizer’s
internal and external auditors
access to any relevant books,
documents, papers, and records

Template Version:
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20.5

Poziadavky na financovanie.
CRO neposkytne ziadnu platbu
na doévazok k  platbam
stanovenym v  prilohe A
(Rozpocet klinického skusania
a platobné podmienky) v
stvislosti s touto zmluvou, ak
CRO vopred a v pisomne;
forme takyto vydavok
neodsuhlasila. V3etky faktiry a
pripadné doplnkové doklady
predloZzené CRO alebo
spolocnosti  Pfizer hlavnym
sktSajicim a institaciou v
ramei  tejto  zmluvy musia
uvadzat’ primerané podrobnosti
0 predmete, za ktory sa
pozaduje  platba.  Hlavny
sktSajuci a institicia budd
udrziavat' pravdivé, presné a
Uplné zédznamy (napr. faktury,
hlasenia, prehlady a Gétovné

knihy) tykajuce sa
financovania a vydavkov
v stvislosti s vykonavanim

tohto klinického skugania.

Pravo na audit. Spolo¢nost’
Pfizer podnikne vsetky
prislusné kroky a opatrenia,
aby sa vsetky prostriedky, ktoré
zaplatit. CRO v mene
spolocnosti  Pfizer, vyuzivali
spravne a opravnene. V stlade
s tymto hlavny skasajiuci a
inStiticia povoli pocas trvania
platnosti zmluvy a tri roky po
uskutocneni posledne;j platby v
rameci  tejto  zmluvy pristup

internych a externych
inSpektorov spolo¢nosti Pfizer
ku  vietkym  relevantnym
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of the Principal Investigator uctovnym kniham,
and Institution involving dokumentom,  listinAm a
transactions related to the zaznamom hlavného

Agreement.  Because  this
Agreement relates to a clinical
study, there will be acceptable
safeguards employed in such an
audit to ensure confidentiality
and protect the privacy of the
Study Subjects.

Failure to Comply. If CRO or
Pfizer terminates the Study or
this Agreement because of
Principal Investigator’s  or
Institution’s breach of any of
the provisions in this Anti-
Corruption section, Principal
Investigator and Institution will
be liable to Pfizer for damages
or remedies as provided by law.
Further, Principal Investigator
and Institution will indemnify
CRO and Pfizer against any
third-party claim, fine, or
penalty against CRO or Pfizer
that results from such a breach
by Principal Investigator or
Institution.

20.6

skiSajuceho a inStitdcie, Vv
ktorych st uvedené transakcie
spojené s touto zmluvou.
KedZe sa taito zmluva tyka
klinického  skaSania, budu
pocas takéhoto auditu
dodrziavané bezpecnostné
opatrenia, aby sa zabezpecila
dovernost’ a ochrana siikromia
ucastnikov klinického
skusania.

Nedodrziavanie zasad. Ak
CRO alebo spolo¢nost’ Pfizer
ukonc¢ia  klinické  skuSanie
alebo tato zmluvu, pretoze
hlavny skasajuci alebo
institucia porusili ktorékol'vek
z ustanoveni v tejto Casti o
protikorupénych opatreniach,
hlavny skusajici a institicia
budi zodpovedni spolocnosti
Pfizer za S$kody alebo za
napravu, ako to ustanovuju
pravne predpisy. Dalej hlavny
skiSajici a institicia zbavia
CRO a spolocnost Pfizer
zodpovednosti za akékolvek
naroky, pokutu alebo penéle
vyplyvajuce z takéhoto
porusenia zo strany hlavného
sktgajliceho alebo institicie a
uvalenych na CRO alebo
spolo¢nost  Pfizer  tret'ou
stranou.
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Attachments

Attachment A Study Budget and
Payment Terms

Attachment B Insurance Certificate

Attachment C Equipment and
Materials

Attachment D Pfizer International
Anti-Bribery and Anti-
Corruption Principles

Attachment E Protection of Personal

Data
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Prilohy

Priloha A
Priloha B
Priloha C

Priloha D

Priloha E

Rozpocet klinického
skasania a platobné
podmienky

OsvedCenie o poistent
Vybavenie a materialy

Medzinarodné zasady boja
proti uplatkom a korupcii
spolo¢nosti Pfizer

Ochrana osobnych udajov
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Attachment A
STUDY BUDGET AND PAYMENT TERMS

Protocol Number B7931030

Investigator Request Form and Payment
Instructions:

CRO shall send, via e-mail transmission, an
electronic version of the Investigator Request
Form to the Institution. This e-mail will also
contain details of where to return the completed
version of the electronic form.

The Institution shall complete the electronic
version of the Investigator Request Form and
return it to CRO, via e-mail transmission, at the
email address specified in the e-mail referred to in
Section 1) above.

Payments shall be made by CRO and shall be paid
within forty five (45) days of receipt, review and
approval of an invoice.

Payee Name and Address: Payment of the sums
due under this Agreement will be made payable as
shown on the Investigator Request
Form.The Payee must provide full payment
instructions in writing to CRO, before any payment
can be made. The Payee is obliged to inform CRO,
in writing, of any changes or required updates of
payment instructions and/or bank details.

CRO will pay the Institution an amount as outlined
in the attached Exhibit 1.

If the Agreement is terminated before all payments
are earned, the remainder must be returned to CRO
immediately. If Institution fails to do so, Pfizer, in
its sole discretion, may apply such unearned sums
to payments otherwise due in connection with
Three-Party Template (Slovakia) Template Version: May 2018
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Priloha A )
ROZPOCET KLINIQKEHO SKUSANIA A
PLATOBNE PODMIENKY

Protokol ¢islo B7931030

Formular Ziadosti skasajiceho a pokyny:

1)  CRO posle institcii prostrednictvom e-
mailu elektronicka  verziu formuléra
Ziadosti skuSajuceho. Tento e-mail bude
tiez obsahovat' udaje otom, kam treba
zaslat vyplneni verziu elektronického

formuléra.

2)  Institacia vyplni elektronicki verziu
formulara ziadosti skii$ajuceho a zasle ho
e-mailom CRO na e-mailovi adresu
uvedent v e-maile uvedenom v Casti 1)
vyssie.

3)  Platby vykona CRO auskutocnia so do

Styridsiatich piatich (45) dni od prevzatia,
skontrolovania a schvalenia faktury.

Nézov_a adresa prijemca platby: Vyplatenie
sumy uvedenej v tejto faktare sa vykond podla
tdajov  uvedenych vo formulari Ziadosti
sktajuceho. Prijemca platby musi pisomne
poskytnit’ uplné platobné pokyny pre CRO, aby
bolo mozné akukol'vek platbu vykonat'.. Prijemca
platby je povinny pisomne informovat CRO

o akychkol'vek  zmendch alebo  povinnych
aktualizaciach  platobnych pokynov a/alebo
bankovych tudajov.

CRO vyplati institacii sumu, ako je uvedené v
prilozenej Dolozke €. 1.

Ak je zmluva ukongena skOr nez su zarobené
vietky platby, musi byt zvySok okamzite vrateny
CRO. Ak tak institicia neurobi, spolo¢nost’ Pfizer
modze na zéklade vlastného uvazenia odcitat’ tieto
nezarobené sumy od platieb, ktoré treba vykonat v
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Institution participation in another Pfizer study or
may pursue other available remedies.

Per Subject Cost: The per-subject cost is based
upon completion of all visits and procedures in
accordance with the Study specifications set forth
in the Protocol. Payments will be calculated based
on Study Data received by CRO and Pfizer and will
be paid as long as the site is in compliance with the
Protocol and the terms of this Agreement.

CRO will make payments on a quarterly basis
within forty-five (45) days of receipt of a valid
invoice. A valid invoice must include the Protocol
name, CRO Project Number and a detailed
summary of reimbursements to be made including
screen failures. If the Payee is VAT registered, the
VAT Registration Number must also be stated on
the invoice. Institution must make invoices payable

by CRO

Other Study-Level Costs and _Additional
Treatment-Related Costs: In addition to the per-
subject costs, CRO will pay Institution for the other
Study-level costs and additional treatment-related
costs that are pre-approved by Pfizer, as set forth in
Exhibit 1. To request payment of these costs,
Institution will remit itemized invoices to CRO, on
Institution’s letterhead, and including submission
of detailed back-up documentation or receipts
sufficient to support pass-through expenses. Any
non-procedural pass-through expenses will be
invoiced to CRO only in the amount actually
incurred, up to the maximum amounts shown in
Exhibit 1, with no mark-up in cost. Any costs
designated as invoiceable in Exhibit 1 should be
invoiced to CRO at the visits or timepoints
specified therein and not submitted to third party
payors.

Final Payment: The final payment will be paid
upon final review and acceptance of all Study
Data for enrolled patients by CRO and Pfizer,

Three-Party Template (Slovakia) Template Version: May 2018
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savislosti s Gcastou institicie v inom skaSani
spolo¢nosti Pfizer, alebo moze vyhladat iné
dostupné napravné prostriedky.

Niklady na jedného ucastnika: Néklady na
jedného Glastnika si zalozen¢ na absolvovani
vietkych navitev  aprocedir v sulade so
$pecifikaciou skusania uvedenou v protokole.
Platby budi vypoditané na zaklade udajov
skugania, ktoré ziska CRO a spolocnost’ Pfizer
abudd vyplatené, ak pracovisko dodrziava
protokol a ustanovenia tejto zmluvy.

CRO bude vykonavat platby kazdy Strtrok do
Styridsiatich piatich (45) dni od prijatia platne;j
faktary. Platna faktira musi obsahovat nazov
protokolu, &islo projektu CRO a podrobny suhrn
platieb, ktoré maju byt vykonané, vratane
neuspednych skriningov. Ak je prijemca platby
registrovanym platcom DPH, musi byt na faktire
uvedené aj registraéné &islo DPH. Intitacia musi
zariadit, aby faktury zaplatila CRO.

Daldie naklady na trovni skiSania a d’alSie
naklady savisiace s liecbou: Okrem nakladov na
jedného tigastnika zaplati CRO institucii aj dalsie
naklady savisiace so skuSanim, ako aj dalSie
néklady stvisiace s lietbou, ktoré spolo¢nost’
Pfizer vopred schvalila, ako je uvedené
v Dolozke & 1. Na poziadanie zaplatenia tychto
nakladov odogle institicia podrobné faktary CRO
na hlavickovom papieri intitucie, ku ktorym bude
prilozena podrobna podporna dokumentacia alebo
potvrdenky dostatujuce na zdévodnenie takychto
priebeznych vydavkov. Akékolvek priebezné
vydavky nestvisiace s postupmi budu fakturované
CRO iba v ich skutoénej hodnote do maximalnej
vyiky uvedenej v Dolozke ¢. 1, bez akéhokol'vek
navySenia.  Akékol'vek  ndklady oznacené
vDolozke & 1 ako fakturovatelné, musia byt
vyfakturované CRO pri névstevach alebo v
tasovych bodoch $pecifikovanych v Dolozke €. 1 a
nemajt byt odoslané platcom tretich stran.

Zavereéna platba: ZavereCna platba bude
vyplatena potom, ¢o CRO a spolo¢nost’ Pfizer
vykonajii zavere¢nt kontrolu a prijmua vetky udaje
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completion of all required administrative matters
by the Principal Investigator and/or Institution,
including, but not limited to (resolution of all
outstanding queries, and the return of any Pfizer
or Vendor-provided Equipment requested by
Pfizer and/or CRO.

No Payment: CRO will not pay Institutionfor any
Study subject whose enrollment in the Study
deviates from the Protocol's eligibility criteria or
from whom Study Data cannot be analyzed
because of Protocol deviations, lack of proper
records or incomplete, uncorrected or unverifiable
CRFs.

Investigational Drug: Per the Agreement, Pfizer
or CRO will provide the Pfizer Drug. The
following additional Protocol-required drugs will
be provided at no charge or Pfizer will cover the
costs of as indicated below: (PF-06700841) will
be provided by Pfizer

Standard of Care: Compensation for all Protocol-
required activities to be performed Institution is
included in the budget, except for any services
indicated as constituting Standard of Care (“SOC”)
in Exhibit 1. “Standard of Care” is defined to
include any medically necessary treatments,
procedures or tests, administered in a way
consistent with good medical practice, that would
be expected to be performed even if the subject
were not participating in the Study. Study subjects
or their health care insurers are responsible for the
costs of SOC services.

Screen Failures: A “Screen Failure” is a
consented subject who fails to meet the screening
visit criteria and is thus not eligible for enrollment
into the Study. Screen Failures will be reimbursed
as outlined in Exhibit 1.To receive payment for
Screen Failures, the Screening CRFs must be
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skaSania pre zaradenych pacientov potom, co
hlavny skuasajtci a/alebo institucia ukoncia vsetky
pozadované administrativne ulohy, ktoré okrem
iné¢ho zahfaju vyjasnenie vSetkych nevyrieSenych
otazok avratenie akéhokol'vek  vybavenia
spolo¢nosti Pfizer alebo dodavatela, ktoré si
spolocnost’ Pfizer a/alebo CRO vyziadala.

Ziadna platba: CRO nezaplati institicii za
Ziadneho udastnika skuiSania, ktorého zaradenie do
skusania sa odchyluje od kvalifikaénych kritérii
uvedenych v protokole, alebo u ktorého nie je
mozné analyzovat' adaje skuSania zdovodu
odchylky od protokolu, nedostatku vhodnych
zaznamov alebo neuplnych, neopravenych alebo
neoveritelnych formularov CRF.

Skusany liek: Podla tejto zmluvy poskytne
skasany liek spolocnost Pfizer alebo CRO.
Nasledujuce  dodatocné  lieky  vyzadované
protokolom budu tiez poskytované zadarmo, alebo
spolo¢nost’ Pfizer uhradi naklady, ako je uvedené
nizsie:  (PF-06700841) bude  poskytnuty
spolo¢nost'ou Pfizer

Standardni _starostlivost’: Kompenzicia za
vSetky cCinnosti pozadované protokolom, ktoré
maju byt vykonané v inStitGcii, je zahrnutd
v rozpocte, s vynimkou akychkol'vek sluzieb, ktoré
st v Dolozke ¢. 1 oznacené ako Standardna
starostlivost’ (Standard of Care, d’alej len ,,SOC*).
,Standardna starostlivost™ je definovana ako
starostlivost’, ktora zahima akukol'vek lekdrsky
nevyhnutni  liecbu, procedury alebo testy
vykonané sposobom, ktory je v sulade so spravnou
lekarskou praxou, ktora by sa ocakavala aj
vpripade, ak by sa ucastnik nezucasthoval
skiigania. Utastnici skusania alebo ich zdravotné
poistovne su zodpovedni za naklady spojené so
sluzbami SOC.

Neiispe$né skriningy: , Netspesny skrining® je
ucastnik, ktory poskytol suhlas, no nesplnil kritéria
skriningovej navitevy, a preto nesplita podmienky
na zaradenie do skuSania. Neuspe$né skriningy
budid preplatené tak, ako je uvedené
v Dolozke €. 1. Scielom ziskat platbu za

243176 B7931030 SVK 1151 Stancik CSA bilingual English-Slovak
20190826 1.0

66




completed. Institution shall request payment for
each Screen Failure by submitting an invoice to
CRO, specifying the subject’s screening number
(or other unique identifier) and the date of the
Screen Failure.

Start-Up Fee: Upon execution of this Agreement
and submission of the invoice by the Institution,
CRO will make a Start-Up Payment to reimburse
the Institution for work performed to prepare for
screening of the first subject.

Subject Travel Expenses: In accordance with the
Budget set out below (Exhibit 1), CRO will
reimburse 25 Euro per each patient visit to cover
for patient’s travel expenses and an extra 25 Euro
at the Visit Week 2 due to 4-hours collection of
pharmacokinetics samples. Travel reimbursement
will be issued directly by Institution to the Study
Subjects. Institution will maintain appropriate
records to document all payments made to subjects
for travel reimbursement.

Invoices & Payments:

Invoices should be issued to this Parexel
entity (party to this Agreement):

PAREXEL International (IRL)
Limited,

70 Sir John Rogerson's Quay
Dublin 2

Ireland

Company number 541507

VAT Number: IE 3249971HH

To expedite faster payment turnaround, please
electronically email invoices at the following
email address:

eclinicalgps@greenphire.com
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neuspesné skriningy musia byt vyplnené formulare
CRF zo skriningu. InStitacia poziada o platbu za
kazdy neuspesny skrining odslanim faktary CRO,
na ktorej bude uvedené skriningové cislo ucastnika
(alebo iny jedine¢ny identifikator) a datum
neuspesného skriningu.

Start-Up poplatok: Po uzavreti tejto zmluvy a
vystaveni faktiry institiciou, uhradi CRO institacii
Start-Up poplatok ako néhradu za pracu odvedenu
na priprave zaradenie prvého tcastnika skuSania.

Cestovné _niklady  uéastnikov  klinického
skii§ania: v stlade s rozpo¢zom $tudie (v Dolozke
1 nizsie) preplati CRO za kazdu navstevu 25 EUR
na pokrytie vydavkov na cestovné ucastnikov
§tidie a za navstevu v 2. tyzdni 25 EUR navySse
vzhladom na 4-hodinovy odber vzoriek na
farmakokinetiku. Institacia povede
ezodpovedajlce zdznamy na doloZenie v3etkych
sim vyplatenych pacientom za ich cestovné
vydavky.

Faktury a platby:

Faktiiry vystavt’e na tito entitu spolo¢nosti
Parexel (zmluvna strana tejto zmluvy):

PAREXEL International (IRL)
Limited,

70 Sir John Rogerson's Quay
Dublin 2

Ireland

Company number 541507 ,
VAT Number: IE 3249971HH

Pre urychlenie platieb, zasielajte prosim
faktiry e-mailom, a to na nasledujuce e-
mailovu adresu:

eclinicalgps@greenphire.com
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For any costs not in Exhibit 1, invoices must not be
submitted by Institution until a relevant Agreement
amendment has been fully executed or a budget
modification letter has been received. To expedite
payment, such invoices can be accompanied by a
copy of the amendment.

The following information must be included on all
invoices:

Invoice number

Invoice date

Total amount Payable

Principal Investigator Name
Institution Name

Protocol Number

CRO project Number
Description of Services Provided

Invoices for additional treatment-related costs,
other study level costs that are pre-approved by
CRO and/or Pfizer, as set forth in Exhibit 1, and
subject visits must also include:

e Subject identification number
o A visit identifier (i.e. Cycle 1, Day 1)
for when the procedure occurred (if applicable)

. The cost per Exhibit 1

Failure to include this required information on all
invoices will result in delayed payment.

All sums stated in Exhibit 1 shall be exclusive of
Value Added or an equivalent sales tax
(“VAT/GST etc.”).

Refunds: To confirm process for return of refunds,

Payee shall contact the Payment vendor at
eclinicalgps@greenphire.com.
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InStiticia nesmie posielat’ faktury na naklady, ktoré
nie st uvedené v Dolozke €. 1, kym nebola plne
vypracovand potrebna priloha k tejto zmluve alebo
bol doruceny list upravujuci rozpolet. Na
urychlenie platby musia byt’ faktiry sprevadzané
koépiou takejto prilohy.

Nasledujice informacie musi byt uvedené na
fakture.

¢islo faktary

datum faktary

celkovt splatnii sumu

meno hlavného skusajiceho
meno institicie

¢islo protokolu

¢islo projektu CRO

popis poskytnutych sluzieb

Faktiry za dodatocné néklady spojené s liecbou,
iné nez néklady na urovni skusania, ktoré CRO
a/alebo spolocnost’ Pfizer vopred schvalila, ako je
uvedené v Dolozke ¢.1 a navstevy ucastnika, musia
obsahovat’ aj:

o identifikacné ¢&islo tiastnika

. identifikator navstevy (t. j. 1. cyklus, 1.
den), pri ktorej sa procedira uskutoénila (ak je to
relevantné)

e cenu podl'a Dolozky ¢. 1

Ak pozadované informacie nebudu uvedené na
vSetkych faktrach, spdsobi to omeskanie platby.

Vsetky sumy uvedené v Dolozke €. 1 st uvedené
bez dane z pridanej hodnoty alebo ekvivalentnej
odbytovej dane (,,DPH®).

Vritenie platieb: Ak chcete potvrdit’ proces
vratenia pefazi, prijemca kontaktuje spracovatel’a
platieb na adrese
eclinicalgps@greenphire.com.
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Additional Testing, Treatment or Procedures:

DalSie testovanie, lie¢ba alebo procediry:

The Parties agree that the Exhibit 1 includes all
Study-related costs, as referenced in the Protocol.
Institution will not be reimbursed for any
additional testing, treatment, or procedures not
required by the Protocol or specified in the
Agreement or this Attachment A, unless such
additional testing, treatment or procedures are pre-
approved by CRO and/or Pfizer.

Amendments: The following Study budget
changes will be documented by a modification
letter signed by CRO: (1) increases in the total
Study budget, with or without modification of the
payment schedule, or (2) modification of the
payment schedule with no change in total Study
budget.
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Zmluvné strany suhlasia, ze Dolozka 1 zahffia
vietky naklady stvisiace so skusanim, ako st
uvedené v protokole. Institcii nebudu preplatené
ziadne dodato¢né testovania, lieCby ani procedry,
ktoré nevyzaduje protokol, alebo ktoré nie st
Specifikované v zmluve, €i v tejto Prilohe A.
Vynimkou st dodatocné testy, lie¢ba alebo
procedury, ktoré vopred schvalila CRO a/alebo
spolo¢nost’ Pfizer.

Zmeny: Nasledujice zmeny rozpoctu Stadie buda
uskutoénené zaslanim listu upravujiceho rozpocet
podpisaného CRO: (1) zvysenie rozpoctu Stadie s
alebo bez vplyvu na zmenu platobného kalendéra,
alebo (2) zmena platobného kalendéra bez vplyvu
na celkovil vy$ku rozpoctu studie.
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Exhibit 1 to Attachment A Dolozka ¢. 1 k Dodatku A

STUDY BUDGET ROZPOCET STUDIE

/a
|A PHASE 28, RANDO! , 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

Slovakia - EUR 1
25.00% |
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