DELA-01

AMENDMENT #2 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., with head office at 10, Via Tito Speri,
00071, Pomezia, Rome, Italy 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 lilb 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:

Oblastni nemocnice Kladno, a. s., nemocnice
Stiedoteského kraje (Regional Hospital
Kladno, a.s., hospital of the Central Bohemian
region),

Vanéurova 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
Bure§, Chairman of the Board and Ing. Michal
Feix, Vice-Chairman of the Board (the
“Institution”)

and

Eyad Lubbad, MD,

I ciing address:

Oblastni nemocnice Kladno, a. s., nemocnhice
Stifedoceského kraje, Chirurgické oddéleni,
Vanéurova 1548, 272 59, Kladno (the
“Investigator”’)

and
PSI CRO Czech Republic s.r.o.,

V Parku 2343/24, 148 00 Praha 4 - Chodov,
Czech  Republic, IN: 28196775, TIN:
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DODATEK #2 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek (dale jen ,Dodatek”) ke Smlouvé
o klinickém hodnoceni s datem 3. 10. 2019 (dale
jen ,Smlouva“) ke klinické studii (dale jen “Studie”)
zadané spole¢nosti MENARINI RICERCHE
S.P.A., se sidlem na adrese 10, Via Tito Speri,
00071, Pomezia, Rim, ltalie, s registrovanym
mistem podnik&ni na adrese 10, Via Tito Speri,
00071, Pomezia, Rim, Italie (dale jen ,Zadavatel"),
provadéné v souladu s protokolem DELA-01
»Randomizovana pro pozorovatele zaslepena
klinicka studie faze llib kontrolovana aktivnim
pfipravkem srovnavajici IV a peroralni podani
fixni davky delafloxacinu jako monoterapie s
nejlepsi dostupnou léchou zaméfujici se na
populaci  pacientd, u nichz  parast
mikroorganismu zpasobil infekci pooperacni
rany” a véemi jeho dodatky (dale jen ,Protokol")
se uzavird mezi:

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

Van&urova 1548, 272 59, Kladno, IC: 27256537,
DIC: CZ27256537, zapsana v obchodnim rejstiiku
vedeném Méstskym soudem v Praze oddil B,
vioZka 10020, =zastoupena Ing. Jaromirem
BureSem, pfedsedou pfedstavenstva a Ing. Michal
Feix, mistopfedsedou predstavenstva (dale jen
.Zdravotnické zarizeni*)

A
MUDr. Eyad Lubbad,

I - << oo

doru¢ovani: Oblastni nemocnice Kladno, a. s.,
nemocnice StfedoCeského kraje, Chirurgické
oddéleni, Vancurova 1548, 272 59, Kladno (dale
jen ,Hlavni zkousejici*)

a
PSI CRO Czech Republic s.r.0.,

V Parku 2343/24, 148 00 Praha 4 - Chodov, Ceska
republika, 1C: 28196775, DIC: CZ28196775,

CONFIDENTIAL



DELA-01

CZ28196775, registered in Business Register,
Municipal Court in Prague, section C, folio
132148, represented b
Country Manager, and

Power of Attorney (“PSI")

lby

PREAMBLE:

WHEREAS, the parties wish to revise section
7.3 of the Agreement in accordance with the
Protocol;

WHEREAS, the parties wish to add section 2 d)
to address the reimbursement of additional
therapies for the Study to the Institution;

WHEREAS, the parties wish to revise the Fee
and Payment Schedule, Attachment 1 to the
Agreement in order to adjust the clause entitled
“Patient Travel Reimbursement”;

WHEREAS, the parties agree that for the
purposes of efficient payment administration
they will completely replace the contents of
Attachment 1 with the relevant updated
contents;

WHEREAS, in order to introduce such revisions
to the Agreement, 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. Section 7.3 of the Agreement shall be
revised and read as follows:

“7.3. Record Keeping

The Institution and the Investigator shall
maintain accurate, complete and current records
of all Study Data, including the Case Report
Forms (or equivalent electronic data), relevant
source documents and any other essential
documents or materials as required by the
Protocol, the Applicable Regulatory
Requirements and PSI's and the Sponsor's
instructions (collectively the "Records"). The
Institution and the Investigator shall keep all the
Records in a safe and secure location until at
least two (2) years after the last approval of a
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zapsana v obchodnim rejstiiku u Méstského soudu
v Praze, oddil C, vlozka 132148, zastoupena
, Country Manager, a
, ha zakladé plné moci
(dale jen ,PSI")

PREAMBULE:

VZHLEDEM K TOMU, ZE si strany pfeji revidovat
odstavec 7.3 Smlouvy v souladu s Protokolem;

VZHLEDEM K TOMU, ZE si strany pfeji pfidat
odstavec 2 d) pro vyfeseni uhrady dodateénych
terapii pro Uéely Studie Zdravotnickému zafizeni;

VZHLEDEM K TOMU, ZE si strany pfeji revidovat
Rozpis plateb stanoveny v Piiloze 1 ke Smlouvé
za ucelem Upravy ustanoveni s ndzvem ,Cestovni
nahrady pacientiim®;

VZHLEDEM K TOMU, ZE strany souhlasi s tim,
aby obsah Pfilohy 1 byl zcela nahrazen
relevantnim aktualizovanym obsahem za uéelem
efektivni uhrady plateb;

VZHLEDEM K TOMU, Ze se strany dohodly na
uzavieni tohoto Dodatku s cilem zaélenit uvedené
revize do této Smiouvy.

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

1. Odstavec 7.3 Smlouvy se timto reviduje a ma
nasledujici znéni:
.1-3. Z&znamy

Zdravotnické zafizeni a Hlavni zkous$ejici povedou
pfesné, uplné a aktudlni zdznamy o v$ech
Studijnich  udajich, které budou zahrnovat
Zaznamy subjektl hodnoceni (nebo odpovidajici
udaje v elektronické podobé), pfisiusné zdrojové
dokumenty a jakékoli dalSi nezbytné dokumenty
nebo materialy dle pozadavk(i Protokolu, Platnych
regulaénich pozadavki a pokyni PSI a
Zadavatele (dale jen ,Zaznamy"). Zdravotnické
zafizeni a Hlavni zkou8ejici uchovavaji viechny
Zéznamy na zabezpeteném mist& nejméné dva
(2) roky po poslednim schvaleni Zadosti o
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marketing application in an ICH region; until
there are no pending or contemplated marketing
applications in an ICH region, or at least two (2)
years have elapsed since the formal
discontinuation of clinical development of the
Study Drug or twenty-five (25) years from the
end of the Study, whichever occurs last. The
Institution and/or the Investigator may destroy
the Records at the end of the Records keeping
period on the condition that the Institution and/or
the Investigator sends written notice to the
Sponsor at least sixty (60) days prior to the date
deletion/disposal will occur, and, if requested by
the Sponsor, cooperates with the Sponsor in
extending the Record keeping period or shipping
the Records to another facility for storage, at the
Sponsor’s reasonable expense.”

2. Agreement shall be amended to add
Section 2 d), subject to the following:

“2 d) The Institution may use the additional
therapy from its own stock in accordance with
the Protocol, and PSI or the Sponsor, directly or
through their vendor (s), shall reimburse the
Institution the costs regards the purchase of
such additional support therapy, without adding
any markup, upon presentation of supporting
documents, if applicable.”

3. The Fee and Payment Schedule under
Attachment 1 to the Agreement shall be replaced
in its entirety by the “Revised Fee and Payment
Schedule” as annexed to this Amendment.

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

5. The parties acknowledge that Act No.
340/2015 Call., on the Contract Register obliges
the Institution to publish this Amendment, the
Agreement and any other amendments to the
Agreement (the “Documents"). PS| shall
prepare a machine-readable electronic format of
the Documents which will blind out sensitive
infformation in compliance with Section 3
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registraci v regionu ICH; do doby, dokud v regionu
ICH nebudou zadné nevyfizené nebo zamyslené
Zadosti o registraci, nebo dokud neuplynou
nejméné dva (2) roky od formalniho pferuseni
klinického vyvoje Studijniho léku, nebo dokud
neuplyne dvacet pét (25) let od ukonéeni Studie,
podle toho, kterd ztéchto udalosti nastane
pozdéji. Zdravotnické zafizeni a/nebo Hiavni
zkouSejici mohou zni¢it Zaznamy na konci doby
uchovavani Zaznami za podminky, 2e
Zdravotnické zafizeni a/nebo Hlavni zkousejici
za$lou pisemné oznameni Zadavateli nejméné
Sedesat (60) dnli pred datem vymazu/likvidace, a
pokud o to Zadavatel pozada, poskytnou
Zadavateli soutinnost pfi prodluzovani doby
uchovavani Zaznami nebo pii odesilani Zaznama
do jiného zafizeni k uloZeni na piimérené naklady
Zadavatele.

2. Smlouva se méni pfidanim odstavce 2 pism.

d):

.2 d) Zdravotnické zafizeni miZe v pfipadé
potfeby pouZit dodateCnou terapii ze svych
vlastnich zasob v souladu s Protokolem a
spoleénost PSI nebo Zadavatel, pfimo &i
prostfednictvim  svych  dodavatell, uhradi
Zdravotnickému zafizeni naklady spojené s
nakupem takové doplitkové podplrné terapie, a to
bez pridani marze po pfedlozeni pfislusnych
dokumenta.”

3. Rozpis plateb v Pfiloze 1 ke Smiouvé byl
zcela nahrazen ,Revidovanym rozpisem plateb"
pfipojenym k tomuto Dodatku.

4, Tento dodatek se povazuje za uginny
k datu svého uvefejnéni v Registru smiuv.

5. Smluvni strany berou na védomi, Ze
Zdravotnické zafizeni je povinno uvefejnit tento
Dodatek, Smlouvu a jakékoli dal$i dodatky ke
Smiouvé v souladu se zakonem ¢&. 340/2015 Sb., o
registru smluv (,Dokumenty”). Spole¢nost PSI
piipravi strojové citelné verze Dokumentll se
znegitelnénymi citlivymi Gdaji v souladu
s ustanovenim § 3 odst. 1 zakona o registru smluv
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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:

and b email sent to:
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.

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

7. 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]
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a zaSle je Zdravotnickému zafizeni k uvefejnéni.
Zdravotnické zafizeni bude spole¢nost PSI
informovat o uvefejnéni Dokumenttl
prostiednictvim datové schranky spole¢nosti PSl s
identifikgtorem: a emailové adresy:

. Zdravotnické zafizeni
je povinno na zakladé zakona o registru smiuv
rovnéz uvefejnit piedpokladané celkové finantni
pinéni poskytnuté na zakladé Smlouvy ve znéni
tohoto Dodatku. Smluvni strany se dohodly, ze jde
o &astku 122 846 Euro.

6. Vyrazy s velkym pocateénim pismenem pouzité
v tomto Dodatku, které vSak nejsou redefinovany,
maji stejny vyznam jako ve Smiouvé.

7. Tento Dodatek je sou¢asti Smlouvy a pfipojuje
se k ni jako jeji pfiloha. S vyjimkou ustanoveni
tohoto Dodatku zlstavaji v plné platnosti veskeré
podminky stanovené Smiouvou.

[NASLEDUJE PODPISOVA STRANA]
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This Amendment has been executed in three Tento Dodatek byl vypracovan ve tfech
originals, one for each party. vyhotovenich, z nichz kazda strana obdrzi
jedno vyhotoveni.

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

Name/Jméno: Ing. Jaromir Bure$
Title/Pozice: Chairman of the Board/pfedseda pfedstavenstva

Name/Jméno: Ing. Michal Feix,
Title/Pozice: Vice-Chairman of the Board/mistopfedseda piedstavenstva

Dated/Datum:

The Investigator/Hlavni zkousejici: MUDr. Eyad Lubbad

Name/Jméno: MUDr. Eyad Lubbad

Dated/Datum:

PSI: PSI CRO Czech Republic s.r.o.

Title/Pozice: based on the Power of Attorney/na zakladé plné moci

Title/Pozice: based on the Power of Attorney/na zakladé piné moci

Dated/Datum:
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Annex 1 to Amendment #2 to Clinical Study Priloha 1 k Dodatku #2 ke Smlouvé
Agreement o klinickém hodnoceni
Revised Fee and Payment Schedule Revidovany rozpis plateb
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