CONFIDENTIAL

AMENDMENT #1 TO
CLINICAL STUDY AGREEMENT

between

ICON Clinical Research Limited
and
ROZVOJOVA AGENTURA
Banskobystrického samospravneho kraja, n.o.

Pfizer Protocol # B7471012

This Amendment #1 (“Amendment”) relates to
the Clinical Study Agreement between

ICON Clinical Research Limited,
with a place of business at South Country
Business Park, Leopardstown, Dublin 18, Ireland
represented by PharmDr. Pavel Lebesle, MBA,
Senior Director Management (“CRO)

and

ROZVOJOVA AGENTURA
Banskobystrického samospravneho kraja, n.o.,
with a place of business at Nam. SNP ¢.14585/1,

974 01 Banska Bystrica, Slovak Republic, a
company represented by JUDr. Gabriela
Bielikova, as a Manager Director, Co. ID No: 51
744 422, SK ID No.: 2120807117 (“Institution™),
concluded on 05" November 2020
(“Agreement”).

This Amendment shall enter into force on the day
of its signature by all contracting parties and shall
take effect on the day following the day of its
publication in the Central Register of Contracts of
the Slovak Republic.

The parties agree to the following modifications to
the Agreement:

CRO and Institution Template (Slovakia)

B7471012 9002/0612_Site number: 1060_PI: MUDr. Janka Wrede BIP-INST CSA AM#1

|| CON

DODATOK C.1 K ZMLUVE
O KLINICKOM SKUSANI

DOVERNE

medzi

ICON Clinical Research Limited
a
ROZVOJOVA AGENTURA
Banskobystrického samospravneho kraja, n.o.

Protokol Pfizer ¢. B7471012

Tento dodatok ¢. 1 (d’alej len ,,dodatok*) sa
vztahuje k zmluve o klinickom skisani medzi

ICON Clinical Research Limited,
so sidlom na adrese South Country Business
Park, Leopardstown, Dublin 18, frsko,
zastiipenou PharmDr. Pavlem Lebeslem, Senior

Director Management
(d’alej jen ,,CRO*)

a

ROZVOJOVOU AGENTUROU
Banskobystrického samospravneho kraja, n.o.,
so sidlom na adrese Nam. SNP ¢.14585/1, 974 01
Banska Bystrica, Slovenska republika, zastipenou

JUDr. Gabrielou Bielikovu, Statutarnym
zastupcom, ICO: 51 744 422, DIC: 2120807117
(d’alej ,.institdicia”), uzatvorenu dna
5. novembra 2020 (d’alej len ,,zmluva®).

Tento dodatok nadobuda platnost” diilom podpisu

vietkymi zmluvnymi stranami a ucinnost’
nasledujuci deft po dni jeho zverejnenia
v Centralnom registri zmlav  Slovenske]
republiky.

Zmluvné strany sa dohodli na nasledujicich
upravach zmluvy:
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. As of the Effective Date of this 1. Od datumu tc¢innosti tohto dodatku sa k 1.
Amendment, the following shall be added strane zmluvy po vyhlaseni, Ze .ked ju
to page 1 of the Agreement after the podpiSu vSetky zmluvné strany, bude platit’
statement that “when signed by all od 5. novembra 2020 prid4 tento text:

parties, is effective as of 05" November
2020:

“subject to compliance with the
requirement to publish the redacted
version of the Agreement in accordance
with ~ Section 15.5 (Publication of
Redacted Agreement).”

As of the Effective Date of this
Amendment, Section 104 of the
Agreement is revised to add a sub-article
point ¢. “c. CRO and Pfizer specifically
authorize publication of a redacted
version of this Agreement (or any written
amendment to it) strictly in accordance
with the provisions of Section 15.1.

As of the Effective Date of this
Amendment, Section 15. of the
Agreement is revised to add wording in
relation to  Publication of Redacted
Agreement. The following section 15.1 is
hereby added to the Agreement:

“15.1. Publication of Redacted Agreement. On

or before execution of this Agreement,
CRO will provide Institution with a
redacted version of the Agreement in
Slovak only in PDF format (“Redacted
Agreement”), having removed any
information which in CRO’s or Pfizer’s
reasonable opinion constitutes a CRO or
Pfizer trade secret. Within 5 days of
execution of this Agreement, Institution
will publish the Redacted Agreement (i)
in the Central Register of Contracts
operated by the Office of the Government
of the Slovak Republic at www.crz.gov.sk
(“Contract Registry”); or (ii) where
Institution is a municipality, local
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wpodlieha  suladu s poZiadavkou na
publikovanie redigovanej verzie zmluvy v
sulade s clankom 15.5 (Publikdcia
revidovanej zmluvy) “.

K datumu G¢innosti tohto dodatku sa
¢lanok 10.4 zmluvy reviduje tak, aby sa
pridal bod c. .c Zmluvnd vyskumna
organizacia a spolocnost’ Pfizer vyslovne
povoluju zverejnenie redigovanej verzie
tejto zmluvy (alebo jej pisomnych
dodatkov)  vylucne v  sulade s
ustanoveniami casti 15.1%.

Od datumu uc¢innosti tohto dodatku sa
¢lanok 15 zmluvy upravuje tak, aby sa
pridalo znenie tykajice sa publikovania
redigovanej zmluvy. Do zmluvy sa
dopliia nasledujtci ¢lanok 15.1:

. 15.1. Zverejnenie zredigovane] zmluvy.
Pri uzavreti alebo pred uzavretim tejto
zmluvy spolocnost’ Pfizer alebo zmluvna
vyskumnd organizdacia poskytne centru
zredigovanu verziu zmluvy vo formdte
PDF (dalej len ,, zredigovana zmluva*), v
ktorej  budu  odstranené  akékolvek
informdcie, ktoré podla odévodneného
ndzoru zmluvnej vyskumnej organizdcie
alebo zadavatela predstavuji obchodné
tajomstvo zmluvnej vyskumnej
organizdcie alebo zadavatela. Do 5 dni
od podpisania tejto zmluvy institucia
zverejni zmluvu (i) v Centralnom registri
zmliv prevddzkovanych Uradom vlddy
Slovenskej  republiky  na  adrese
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governments or legal entities sourced
(partially or completely) from their funds
or a legal person in which the
municipalities and local governments
have shares exceeding 50%, on the
Institution’s website, in accordance with
Act No. 546/2010 Coll. supplementing
Act No. 40/1964. Institution will provide
CRO with evidence of publication of the
Redacted Agreement as soon as is
reasonably practicable and in any event
within 7 days of execution of the
Agreement. If CRO does not receive such
confirmationwithin 7 days of execution of
this Agreement, CRO or Pfizer will be
entitled to file a request for publication of
the contract in the Trade Bulletin
operated by the Ministry of Health. The
parties acknowledge that the Agreement
is not valid until the day following
publication in the Contract Registry and
agree that no contracted Study-related
activities will commence until both

parties are in receipt of confirmation of

such  publication. Any  written
amendments 10 this Agreement made
pursuant to Section 19.6 (Modification)
shall be redacted and published in
accordance with the procedure set out in
this Article 15.1.”

All other terms of the Agreement remain in

effect.
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www.crz.gov.sk (dalej len ,, Register
zmluv*); alebo (ii) ak je institicia obcou,
miestnou vladou alebo  pravnickym
subjektom financovanym (Ciastocne alebo
uplne) z viastnych  fondov  alebo
pravnickej osoby, v ktorej obce a miestne
samospravy maju podiely presahujiice 50
%, na webovej strdnke institicie v sulade
so zdkonom ¢ 542/2011 Z. z. dopliajiicim
zdkon ¢ 40/1964. Institucia predloZi
zmluvnej vyskumnej organizdcii
potvrdenie o zverejneni zredigovanej
zmluvy, a to v najkratSom moznom
termine, najneskor vSak do 7 dni od
uzavretia zmluvy. Ak zmluvna vyskumnda
organizdcia nedostane takéto potvrdenie
do 7 dni od podpisania tejto zmluvy,
zmluvnd vyskumnd organizacia alebo
spolocnost’ Pfizer budii mat’ pravo podat’
Jiadost o zverejnenie  zmluvy v
obchodnom bulletine prevadzkovanom
Ministerstvom zdravotnictva. — Zmluvné
strany berti na vedomie, Ze zmluva
nadobiida platnost’ az po jej zverejneni v
registri zmluv, a zavdzuju sa zacat’
vykondavat akékolvek zmluvne dohodnuté
Ginnosti suvisiace s klinickym skuSanim
az po doruceni potvrdenia o tomio
zverejneni obidvom zmluvnym strandm.
Akékolvek pisomné dodatky v sulade s
podmienkami  tejto  zmluvy budhi
zredigované a zverejnené v sulade s
postupom ustanovenym v tomlo Clanku
I§.1.%

DOVERNE

Vietky ostatné podmienky tejto  zmluvy
zostavaju v platnosti.
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Agreed to and Accepted by / Suhlasil a prijal:

ICON Clinical Research Limited ROZVOJOVA AGENTURA
Banskobystrického samospravneho kraja,
n.o.

Date/Datum:

Signature/Padpis Signature/Podpis
PharmDr. Pavel Lebesle, MBA JUDr. Gabriela Bielikova
Printed Name / Meno tla¢enym pismom Printed Name / Meno tlacenym pismom
Sr Director Project Manapgement Managing Director / Statutarny zastupca
Title/Funkcia Title/Funkcia

0§ SEP 2021 o I

Date/Datum:
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