DELA-01

AMENDMENT #1 TO CLINICAL STUDY
AGREEMENT

This Amendment (the "Amendment”) to the
Clinical Study Agreement, dated 3. October 2019
(the “Agreement’), for the clinical study (the
“Study”) sponsored by MENARINI RICERCHE
S.P.A. having its registered place of business at 10,
Via Tito Speri, 00071, Pomezia, Rome, ltaly (the
"Sponsor"), conducted in accordance with the
protocol DELA-01 “A randomized, observer-
blinded, active-controlled, Phase Illb study to
compare IV [/ Oral delafloxacin fixed-dose
monotherapy with best available treatments in a
microbiologically enriched population with surgical
site infections” and any amendments thereto (the
“Protocol”), is made by and between:
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Oblastni nemocnice Kladno, a. s., nemocnice
Stfedoceského kraje (Regional Hospital 'Kladno,
a.s., hospital of the Central Bohemian region),

Vancurova 1548, 272 59, Kladno, IN: 27256537,
TIN: CZ27256537, registered in Business Register,
Municipal Court in Prague, section B, folio 132148
10020, represented by Ing. Jaromir Bures§,
Chairman of the Board and Ing. Michal Feix, Vice-
Chairman of the Board (the “Institution”)

and

Ronald Pospisil, MD,
I ailing address:

Oblastni nemocnice Kladno, a. s., nemocnice
StfedoCeského  kraje, Chirurgické oddéleni,
Vandéurova 1548, 272 59, Kladno (the “Former
Investigator”)

and

Eyad Lubbad, MD,

I ailing address:
Oblastni nemocnice Kladno, a. s., nemocnice
StredoCeského  kraje, Chirurgické oddéleni,

MUDr. Eyad Lubbad

DODATEK #1 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek (dale jen ,Dodatek”) ke Smiouvé
o klinickém hodnoceni s datem 3. 10. 2019 (dale jen
Smlouva“) ke klinické studii zadané spoleénosti
MENARINI RICERCHE S. P. A. se sidlem 10, Via
Tito Speri, 00071, Pomezia, Rim, ltdlie (dale jen
.Zadavatel’) provadéné v souladu s Protokolem
DELA-01 (dale jen ,Protokol) s nazvem:
Randomizovana pro pozorovatele zaslepena
klinickd studie faze lllb kontrolovana aktivnim
pfipravkem srovnavajici IV a peroralni podani fixni
davky delafloxacinu jako monoterapie s nejlepsi
dostupnou léCbou zaméfujici se na populaci
pacientl, u nichZ narist mikroorganism( zpUsobil
infekci pooperaéni rany a véemi jeho dodatky (dale
jen ,Studie”) se uzavira mezi:

Oblastni nemocnice Kladno, a. s., nemocnice
Stredoceského kraje,

Vanéurova 1548, 272 59, Kladno, IC: 27256537,
DIC: CZ27256537, zapsana v obchodnim rejstFiku
vedeném Méstskym soudem v Praze oddil B, vlozka
10020, zastoupend Ing. Jaromirem BureSem,
pfedsedou predstavenstva a Ing. Michal Feix,
mistopfedsedou  predstavenstva (dale jen
LZdravotnické zarizeni)

MUDr. Ronald Pospisil,
I  cdresa pro

doru¢ovani: Oblastni nemocnice Kladno, a. s.,
nemocnice Stfedoceského kraje, Chirurgické
oddéleni, Vandurova 1548, 272 59, Kladno (dale jen
,Byvaly zkousejici“)

MUDr. Eyad Lubbad,

I  adresa pro
doruéovani: Oblastni nemocnice Kladno, a. s.,
nemocnice StfedoCeského kraje, Chirurgické
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Vandurova 1548, 272
“‘Replacement Investigator”)

59, Kladno (the

and

PSI CRO Czech Republic s.r. 0.,

V Parku 2343/24, 148 00 Praha 4 - Chodov, Czech
Republic, IN: 28196775, TIN: CZ28196775,
registered in Business Register, Municipal Court in
Prague, section C, folio 132148, represented by
Petr Vaculik, MD, Country Manager, and by Petr
Sedlak, PhD, by Power of Attorney (“PSI") (“PSI")

PREAMBLE:

WHEREAS, the parties wish to revise the
Agreement in order to reflect the change of principal
investigators in the Study;

WHEREAS, in order to so replace the Former
Investigator by the Replacement Investigator, the
parties have agreed to enter into this Amendment.

NOW, THEREFORE, in consideration of the terms
and conditions set forth herein, the parties agree as
follows:

1. The Former Investigator is now unavailable to
pursue the performance of the rights and
obligations under the Agreement. As from 1
November 2019 (“Replacement Date”) all parties
hereto agree that the Former Investigator will be
replaced by the Replacement Investigator and,
therefore, from the Replacement Date:

(i)  Former Investigator shall be released from
his/her obligations under the Agreement except
those foreseen to survive the termination or
expiration of the Agreement. Nevertheless, the
Former Investigator shall remain fully liable for any
acts or omissions arising under the Agreement until
the Replacement Date and states having return all
information/documentation related to the Study; and

MUDr. Eyad Lubbad

oddéleni, Vancurova 1548, 272 59, Kladno (dale jen
,Novy zkousejici“)

a

PSI CRO Czech Repubilic s.r.o.,

V Parku 2343/24, 148 00 Praha 4 - Chodov, Ceska
republika, IC: 28196775, DIC: CZ28196775,
zapsana v obchodnim rejstfiku u Méstského soudu
v Praze, oddil C, vlozka 132148, zastoupena MUDr.
Petrem Vaculikem, Country Manager, a PhDr.
Petrem Sedlakem, na zakladé piné moci (dale jen
,PSI”)

PREAMBULE:

VZHLEDEM KTOMU, ZE si strany preji
revidovat Smlouvu za UCelem reflektovani zmény
hlavniho zkousejiciho Studie;

VZHLEDEM KTOMU, ZE strany souhlasi
s uzavienim tohoto Dodatku za G¢elem nahrazeni
Byvalého zkou$ejiciho Novym zkousejicim;

SE NYNi PROTO strany pii zvazeni podminek
stanovenych timto Dodatkem dohodly nasledovné:

1. Byvaly zkouSejici nyni neni schopen dostat
svym pravim a povinnostem dle Smiouvy. V§echny
strany tohoto dodatku se dohodly, ze ke dni 1. 11.
2019 (dale jen ,Datum nahrazeni“) bude byvaly
zkousejici nahrazen Novym zkousejicim, a tudiz od
Data nahrazeni:

(i) bude Byvaly zkouSejici zprostén svych
povinnosti die Smlouvy s vyjimkou povinnosti, které
zUstavaji v platnosti i po ukonéeni Smlouvy.
Nicméné Byvaly zkousejici zlistava dle Smlouvy
piné odpovédny za jakékoli €iny ¢i opomenuti, ktera
nastanou do Data nahrazeni, a prohladuje, Ze vratil
veskeré informace/dokumentaci souvisejici se
studii; a
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(i) Replacement Investigator shall be fully
responsible for the performance of rights and
obligations under the Agreement from the
Replacement Date. For the avoidance of doubt,
Replacement Investigator hereby acknowledges
that he/she has read and agrees to be bound by the
Agreement as from the Replacement Date and that
he/she has been fully handover all the relevant
information.

2. This Amendment shall be considered
effective as of the date of its publication on the
Contracts Register.

3. The parties acknowledge that Act No.
340/2015 Coll., on the Contract Register obliges the
Institution to publish this Amendment, the
Agreement and any other amendments to the
Agreement (the “Documents®). PSI shall prepare a
machine-readable electronic format of the
Documents which will blind out sensitive information
in compliance with Section 3 Subsection 1 of the Act
on the Contract Register and send them to the
Institution for publication. Once the Institution
publishes the Documents, the Institution shall
inform PSI of the publication via the PSI data box
with identifier: gw5vnbb and by email sent to:
I  The Act on the
Contract Register also obliges the Institution to
publish the estimated value of the Agreement as
amended by the Amendment. The parties agree
that this amount shall be defined as EUR 122,846.

4, Capitalized terms used but not re-defined in
this Amendment shall have the same meaning as
they have in the Agreement.

5. This Amendment shall be made part of the
Agreement and attached thereto. Except as
provided herein, all other terms of the Agreement
shall remain in full force and effect.

[SIGNATURE PAGE TO FOLLOW]

MUDr. Eyad Lubbad

0] bude Novy zkousejici piné odpovédny za
plnéni prav a povinnosti dle Smlouvy od Data
nahrazeni. Z diivodu vyhnuti se pochybam Novy
zkousSejici timto potvrzuje, Ze si precetl Smlouvu a
souhlasi, aby ji byl vazan od data nahrazeni a ze
mu byly pfedany v8echny relevantni informace.

2. Tento Dodatek nabyva uc¢innosti k datu jeho
uverejnéni v registru smiuv.

3. Smluvni strany berou na védomi, Ze
Zdravotnické zafizeni je povinno uvefejnit tento
Dodatek, Smlouvu a jakékoli dal$i dodatky ke
Smlouveé v souladu se zakonem €. 340/2015 Sb., o
registru smiuv (,Dokumenty“). PSI pfipravi strojové
¢itelné verze Dokumentt se znecitelnénymi citlivymi
Udaji v souladu s ustanovenim § 3 odst. 1 zakona o
registru smluv a zasle je Zdravotnickému zarizeni k

uvefejnéni. Zdravotnické zafizeni bude PSI
informovat o] uverejnéni Dokument(
prostfednictvim  datové schranky PSI s

identifikatorem: gw5vnbb a emailové adresy:
] Zdravotnicke
zafizeni je povinno na zakladé Zakona o registru
smluv rovnéz uverfejnit predpokladané celkové
finanéni plnéni poskytnuté na zakladé Smlouvy ve
znéni tohoto Dodatku. Smluvni strany se dohodly,
Ze jde o Castku 122 846 Euro.

4. Vyrazy svelkym pocatecnim pismenem
pouzit¢ vtomto Dodatku, které v8ak nejsou
redefinovany, maji stejny vyznam jako ve Smlouvé.

5, Tento Dodatek je soucasti Smlouvy jako jeji
pfiloha. S vyjimkou ustanoveni tohoto Dodatku
v piné platnosti veskeré podminky
stanovené Smlouvou.

ztstavaji

[NASLEDUJE PODPISOVA STRANA]
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This Amendment has been executed in four Tento Dodatek byl vypracovan ve &tyfech
originals, one for each party. vyhotovenich, z nichZ kazda strana obdrZi jedno.

The Institution/Zdravotnické zafizeni: Oblastni nemochnice Kladno, a. s., nemocnice
Stredoceského kraje ( Regional Hospital Kladno, a.s., hospital of the Central Bohemian
region)

Name/Jméno: Ing. Jaromir Bure§
Title/Pozice: Chairman of the Board/ )fedseda predstavenstva

-

Name/Jméno: Ing. Michal !_:eix, -
Title/Pozice: Vice-Chairman of the Board/mistopfedseda pfedstavenstva

Dated/Datum: 20 -11- 2019

The Former Investigator/Byvaly zkousejici: MUDr. Ronald PospiSil

Name/Jméno: MUDr. Ronald Pospisil

Dated/Datum: 2'7 -11- 2019

The Replacement Investigator/Novy zkouSejici: MUDr. Eyad Lubbad

28 -11- 2019

Name/Jméno: Dr. E

Dated/Datum:

Oblastni nemochnice Kladno, a.s.
nemocnice Stredoceského kraje
Vancurova 1548, 272 59 Kladno

tel: 312 606 111
(- 27256537, DIC: 227256537 O
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DELA-01 MUDr. Eyad Lubbad

PSI: PSI CRO Gzech Republic 8.1.0. pg; oo G2e¢h Repubiic .10

V Parku 2343/24 148 00 Praha 4
IC: 281 96 775 ®
DIC: CZ 28106775

Name/JméngAUDr. Petr Vaculik
Title/P6zice: based on the Power of Attorney/na zakladé piné moci

Name/JMéno: Petr Sedlak Ph.D.
Title/Pozice: based on the Power of Attorney/na zakladé plné moci

Dated/Datum: =
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