DODATEK # 1
KE SMLOUVE O PROVEDENI KLINICKEHO HODNOCEN{
FLU-A
(podporujici smlouvu s viadou USA cislo
HHS0100201500014C)

Tento Dodatek # 1 (dale jen ,Dodatek”) ke Smlouvé o
klinickém hodnoceni (,Smlouva®) je acinny kdatu
zvefejnéni v Registru smluv Ceské republiky (dale jen
»,Datum ucinnosti“)

a je uzvaren meazi:

IQVIA RDS Czech Republic s.r.o., ¢eskou spolecnosti, se
sidlem Pernerova 691/42, 186 00 Praha 8 - Karlin, Ceska
republika (dale jen "CRO"), a

Janssen Pharmaceutica NV, se sidlem Turnhoutseweg 30.
B-2340, Beerse, Belgie (dale jen “Janssen”), a

Nemocnice Na Bulovce

se sidlem Budinova 67/2, 180 81 Praha 8, Ceska republika
ICO: 00064211

DIC: CZ00064211

Néazev bankovniho Uc¢tu: Nemocnice Na Bulovce

Cislo Gi¢tu: 16231081/0710

IBAN: CZ47 0710 0800 0400 1623 1081

Nazev banky: Ceska narodni banka

Adresa banky: Na Pfikopé 28, 115 03 Praha 1, Ceska
republika

SWIFT: CNBACZPP

Variabilni symbol: -

Variabilni symbol - Iékarna: -

zastoupenda MUDr. Livii Vecfefovou, MBA, naméstkyni
feditele pro védu, vyzkum, grantovou ¢innost a rozvoj, na
zakladé povéreni

(dale jen “zdravotnické zafizeni”)

Klinické hodnoceni: 63623872FLZ3001
Studijni IéCivo: Pimodivir

Nazev protokolu: Randomizované, dvojité zaslepené,
placebem  kontrolované multicentrické  klinické
hodnoceni fdze 3 hodnotici ucinnost a bezpecnost
pimodiviru v kombinaci s obvyklou [é¢bou

AMENDMENT # 1
to the FLU-A CLINICAL TRIAL AGREEMENT

(Supporting U.S. Government Contract Number
HHS0100201500014C)

This Amendment # 1 (hereinafter called the
“Amendment”) to Clinical Trial Agreement
(“Agreement”) shall enter into effect on the date of
publication into the Register of Contracts in the Czech
Republic (the “Effective Date”)

and is made by and between:

IQVIA RDS Czech Republic s.r.o., a Czech corporation,
with registered offices at Pernerova 691/42, 186 00
Praha 8 - Karlin, Czech Republic (“CRO”), and

Janssen Pharmaceutica NV, with registered offices at
at Turnhoutseweg 30. B-2340, Beerse, Belgium
(“Janssen”), and

Nemocnice Na Bulovce

with registered offices at Budinova 67/2, 180 81 Praha
8, Czech Republic

ID No: 00064211

Tax ID: CZ00064211

Account Name: Nemocnice Na Bulovce

Account number: 16231081/0710

IBAN: CZ47 0710 0800 0400 1623 1081

Name of the Bank: Ceska narodni banka

Address of the Bank: Na Prikopé 28, 115 03 Praha 1,
Czech Republic

SWIFT: CNBACZPP

Variable symbol: -

Variable symbol — pharmacy: -
represented by MUDr. Livia Vefefova, MBA, Deputy

for Science, Research, Grant Activities and
Development, based on authorization
(“Institution”)

Clinical Trial Number: 63623872FLZ3001
Study Product: Pimodivir

Protocol Title: A Phase 3 Randomized, Double-blind,
Placebo-controlled, Multicenter Study to Evaluate
the Efficacy and Safety of Pimodivir in Combination
With the Standard-of-care Treatment in
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u adolescentnich, dospélych a starsich

hospitalizovanych pacient( s chfipkou typu A
Cislo EUdraCT: 2017-002156-84
Misto klinického hodnoceni: Nemocnice Na Bulovce,

Klinika infekcnich, parazitarnich a tropickych nemoci,
Budinova 67/2, 180 81 Praha 8, Ceska republika

Adolescent, Adult, and Elderly Hospitalized Patients
With Influenza A Infection

EUdraCT number: 2017-002156-84
Study Site: Nemocnice Na Bulovce, Clinic of

Infectious, Parasitic and Tropical Diseases, Budinova
67/2, 180 81 Praha 8, Czech Republic

CRO a
19.

Vzhledem ktomu,
zdravotnické zatizeni
listopadu 2018.

Zze spolecnost Janssen,
uzaviely Smlouvu ke dni

Vzhledem k tomu, Ze si smluvni strany dale preji zménit
nékteré podminky Smlouvy, jak je uvedeno nize.

Nyni, z tohoto dlivodu, s ohledem na vzajemna ujednani
stanovend vtomto Dodatku, se smluvni strany tohoto
Dodatku dohodly takto:

1. Definice

Pro ucely tohoto Dodatku maji vyrazy psané v Dodatku
s velkym pocatecnim pismenem stejny vyznam, jaky je
definovan ve Smlouvé, pokud neni vyslovné uvedeno néco
jiného.

2. Priloha B — Financni ustanoveni

Smluvni strany souhlasi, Ze Pfiloha B

ustanoveni“ Smlouvy se méni takto

,Finanéni

a) odstranénim odstavce d) v Clanku 5 ,Platebni
podminky“ a nahrazenim nasledujicim znénim:

Whereas, Janssen, CRO and Institution have executed
the Agreement on 19 November 2018.

Whereas, the parties have further expressed their
desire to amend certain terms of the Agreement, as
hereinafter set forth.

Now therefore, in consideration of the mutual
covenants set forth herein, the parties hereto agree as
follows:

1. Definitions

For the purpose of this Amendment all capitalized
terms used herein shall have the same meaning as set
forth in the Agreement, except as expressly stated
otherwise herein.

2. Annex B - Financial Provisions

The parties agree that Annex B “Financial
Provisions” of the Agreement shall be amended as
follows

a) by deleting paragraph d) in Section 5
“Payment Terms” and replacing it with the
following:
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VSechna vySe uvedena ustanoveni nabyvaji Uc¢innosti
Dnem ucinnosti. Neni-li zde vyslovné uvedeno jinak,
vSechna ostatni ustanoveni a podminky Smlouvy nadale
plati a jsou uc¢inné beze zmén. Timto Dodatkem nejsou
ménéna Zadnad jind ustanoveni Smlouvy ani Zadna
nezanikaji s vyjimkou vyse vyslovné uvedenych zmén.

2. Registr smluv v Ceské republice

Bez ohledu na vyse uvedené, zdravotnické zafizeni,
spolec¢nost Janssen a CRO timto berou na védomi, Ze tento
Dodatek bude uverejnén v souladu se zak. ¢. 340/2015 Sb.,
o registru smluv. Za uverejnéni dle predchozi véty

odpovida Zdravotnické zafizeni. Takovémuto uvefejnéni

nepodléhaji ty Udaje, které tvori obchodni tajemstvi
nékteré ze smluvnich stran. Pro ucely tohoto Dodatku a
Smlouvy se obchodnim tajemstvim rozumi zejména
Pfiloha B Smlouvy — Finanéni ustanoveni, minimalni cilovy
pocet zarazeni, oCekavany pocet zarazenych subjekt( a
oCekdvana délka trvani Studie. Dale nebudou takovémuto
uverejnéni podléhat osobni udaje fyzickych osob, ledaze
jsou jiz uverejnény v jiném verejné pristupném registru. Za
uverejnéni Dodatku dle prfedchoziho odstavce odpovida
zdravotnické zafizeni. zdravotnické zafizeni vyrozumi CRO
o uverejnéni Dodatku v registru smluv tak, Ze ve formulafi
pouZivaném uverejnéni zada adresu

_Jako emailovou adresu, na kterou

ma byt zaslana notifikace o uverejnéni. Neni-li Dodatek

All above stated provisions shall be effective as from
the Effective Date. Except as specifically provided
herein, all other terms and conditions in the
Agreement shall remain unchanged and in full force
and effect and this Amendment shall not be construed
to amend or waive any provisions of the Agreement
except as specifically set forth above.

2. Register of Contracts in the Czech Republic

Notwithstanding the foregoing, Institution, Janssen
and CRO hereby acknowledge that this Amendment
shall be published pursuant to the Act No. 340/2015
Sb., on Agreements Register. As and between the
Parties, Institution agrees to publish this Amendment
pursuant to the foregoing. Any information which
constitutes trade secret of either Party is exempted
from such publication. For the purposes of this
Amendment and the Agreement, such trade secrets
include, but are not limited to, Annex B to the
Agreement — Financial Provisions, minimum
enrollment goal, expected number of Study subjects
enrolled and the expected duration of the Study.
Furthermore, personal data of individuals are also
exempt from such publication, unless they have been
previously published in another public register. The
Institution is obliged to publish this Amendment in
accordance with the article herein above. The
Institution will inform CRO of publishing this

uverejnén zdravotnickym zafizenim ve Ih(té 15 pracovnich Amendment in the Agreements Register by
designating  the following  email address:
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dni od jeho podpisu véemi smluvnimi stranami, jsou k _as the email address to which
jejich uverejnéni opravnéni CRO i spolenost Janssen. a notification of publication in the Agreements register

shall be sent. Should the Institution fail to publish this
Amendment within 15 working days from its full
execution by all Parties, it may be published by Janssen
or CRO.

Pfedpokladanda hodnota finanéniho plnéni dle Smlouvy ve The estimated value of financial payment under the

znéni Dodatku ¢ini pfiblizné 243,024 K¢. Agreement as amended shall be approximately CZK
243,024.
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NA DUKAZ TOHO smluvni strany uzvarely tento Dodatek IN WITNESS WHEREOF, the parties hereto have
ve Ctyfech vyhotovenich prostfednictvim svych fadné caused this Amendment to be executed in four original
opravnénych zastupcl v niZze uvedeny den posledniho copies by their duly authorized representatives as of
podpisu, pficemz kazdd strana potvrdi pfijeti kazdého the date of last signature, each party acknowledging

vyhotoveni. receipt of each original copy.
Podpis Signature

Datum Date

IQVIA RDS Czech Republic s.r.o. jménem Janssen IQVIA RDS Czech Republic s.r.o. on behalf of Janssen
Pharmaceutica, NV Pharmaceutica, NV
Zastoupena: Represented by:

Podpis Signature

Datum Date

IQVIA RDS Czech Republic s.r.o. IQVIA RDS Czech Republic s.r.o.
Zastoupena: Represented by:

Podpis Signature

Datum Date

Nemocnice Na Bulovce Nemocnice Na Bulovce

Zastoupend: MUDr. Livia Vecefova, MBA, naméstkyné pro Represented by: MUDr. Livia Vecefova, MBA, Deputy
védu, vyzkum, grantové cinnosti a rozvoj for Science, Research, Grant Activities and
Development
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