CLINICAL TRIAL AGREEMENT SMLOUVA O KLINICKEM HODNOCENI

The Clinical Trial Agreement (“Agreement”) is
made by and between:

Tato smlouva o klinickém hodnoceni (,,Smlouva‘®)
je uzavirana mezi nésledujicimi stranami:

e VSeobecna fakultni nemocnice Vv Praze, e VSeobecna fakultni nemocnice Vv Praze, se

having a place of business at U Nemocnice
499/2, 128 08 Praha 2, Czech Republic,
Identification number: 00064165, Tax
identification number: CZ00064165,

reﬁresented under a Power of Attorney by

(the “Institution”), and

, date of birth:

having an address at

(the “Investigator”), and

¢ IQVIA RDS Czech Republic s.r.o., having
a place of business at Pernerova 691/42, 186
00 Praha 8 - Karlin, Czech Republic,
Identification number: 24768651, Tax
identification number: CZ24768651,

represented by |G

“IQVIA”), and

¢ InflaRx GmbH, having a place of business at
Winzerlaer Str. 2, Jena, 07745, Germany,
Identification number: HRB 502149, Tax

svidlem U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika, ldentifikacni ¢islo: 00064165,
Danové identifikacni ¢&islo: CZ00064165,

zastouEené na zékladé ﬁlne’ moci

(,,Zdravotnické zafizeni®), a

, datum narozeni:

s adresou

(,,ZKkousejici®), a

IQVIA RDS Czech Republic s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin,
Ceska republika, Identifikacni ¢islo: 24768651,
Danové identifikaéni ¢islo: CZ24768651,

zastoupen I

(,IQVIA®), a

InflaRx GmbH, se sidlem Winzerlaer Str. 2,
Jena, 07745, Némecko, Identifikacni ¢islo: HRB
502149, Danové identifikaéni ¢islo: DE

identification number: DE 257741992 257741992 (,,Zadavatel).
(“Sponsor”).
Each a “Party” and together the “Parties”. Kazda samostatné jako ,,Strana“ a spole¢né jako
Lotrany*.

Protocol IFX-1-P2.5 Cislo Protokolu: | IFX-1-P2.5

Number:
A RANDOMIZED, DOUBLE- RANDOMIZOVANE, DVOJITE
BLIND, DOUBLE-DUMMY, ZASLEPENE, DVOJITE
ACTIVE-CONTROLLED, MASKOVANE, AKTIVNE

Protocol Title: MULTICENTER, 2-PART | Nazev Protokolu: | KONTROLOVANE,
PHASE Il STUDY ON MULTICENTRICKE
REPLACEMENT OF KLINICKE HODNOCENI
STEROIDS BY IFX-1 IN FAZE 1l O DVOU CASTECH
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ACTIVE GRANULOMATOSIS
WITH POLYANGIITIS (GPA)
AND MICROSCOPIC
POLYANGIITIS (MPA)

7ZA  UCELEM  NAHRADY
STEROIDU  PRIPRAVKEM
IFX-1 U AKTIVNI
GRANULOMATOZY

S POLYANGIITIDOU

A MIKROSKOPICKOU
POLYANGIITIDOU (MPA)

(GPA)

Protocol Date: 3 December 2018 Datum , 3. prosince 2018
Protokolu:

Sponsor: InflaRx GmbH Zadavatel: InflaRx GmbH
Stat, ve kterém

Country  where ma sidlo Misto

?;I:; ducting S| Czech Republic gﬁ:iii:ﬁ; Ceskd republika

Study:

hodnoceni, které
provadi Studii:

Location where

Nephrology Clinic, which is

Misto, kde bude

Klinika nefrologie, kterd je

the study will be a division/part of the Institution provadéna soucasti/oddélenim
conducted: Studie: Zdravotnického zarizeni
100  kalendarnich dnii  po
Iniciacni navstéve Mista
100 Calendar Days after Site provddeni klinického hodnoceni
Initiation Visit (being the date (a to jakoZto den, ke kterému je
Key Enrollment | by which Site must enrol at least | Klicové  datum | Misto  provadeni  klinického
Date: as more | zafazeni: hodnoceni ovinno  zaradit
specifically set out in section 1.7 minimainé _ jak
“Key Enrollment Date” below) je ddle podrobnéji rozvedeno
nize vodstavci 1.7 , Klicové
datum zarazeni )
ECMT: MEK:
Eticka komise IKEM aTN, Eticka komise IKEM aTN,
Videnska 800, 140 59 Praha 4 — Videnska 800, 140 59 Praha 4 —
Kré, Czech Republic Kré, Ceskd republika
EC: LEK:
ECMT / EC / Eticka ’ komis? Vseobecné MEK |/ EK / Eticka ' komis? Vseobecné
RA: fakultni nemocnice v Praze, Na SUKL: fakultni nemocnice v Praze, Na

Bojisti 1, 128 08 Praha 2, Czech
Republic

RA:

Statni ustav pro kontrolu léciv,
Srobdrova 48, 100 41 Praha 10,
Czech Republic

Bojisti 1, 128 08 Praha 2, Ceska
republika

SUKL:

Statni ustav pro kontrolu léciv,
Srobdrova 48, 100 41 Praha 10,
Ceskd republika
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The following additional definitions shall
apply to this Agreement:

Protocol: the clinical protocol referenced
above as it may be amended from time to
time by the Sponsor (defined below).

Case Report Form or CRF: case report form
(paper or electronic) to be used by Site to
record all of the Protocol-required
information to be reported to Sponsor on
each Study Subject.

Study: the portion of the Multi-Center
Clinical Trial that is to be performed solely
at Institution in accordance with this
Agreement and the Protocol.

Study Subject: an individual who participates
in the Study, either as arecipient of the
Investigational Product (defined below) or as
a control.

Study Staff: the medical, technical,
laboratory, clerical and other personnel,
including sub-investigators and permitted
subcontractors pursuant to Section 16.4
involved in conducting the Study under the
direction of the Investigator.

Investigational Product:
investigational drug, IFX-1.

Sponsor’s

Sponsor: InflaRx GmbH.

Medical Records: the Study Subjects’
primary medical records.

Ve Smlouvé jsou pouzity nasledujici smluvni
definice:

Protokol: klinicky protokol, na ktery je
odkazano vyse, a ktery muze podléhat ¢as od
Casu zménam provedenym Zadavatelem (ve
smyslu nize uvedené definice).

Formulafe pro  zaznamy 0 subjektech
hodnoceni (Case Report Form) nebo CRF:
formular pro zdznamy 0 subjektech hodnoceni
(v listinné ¢i  elektronické podob&) bude
pouzivan Mistem provadéni  klinického
hodnoceni za ucelem zdznamu veskerych
informaci pozadovanych Protokolem, které
podléhaji oznamovani Zadavateli ve vztahu ke
kazdému Subjektu studie (ve smyslu niZe
uvedené definice).

Studie: ¢ast multicentrického klinického
hodnoceni, ktera bude provadéna vyhradné ve
Zdravotnickém zafizeni Vv souladu s touto
Smlouvou a s Protokolem.

Subjekt studie: jednotlivec, ktery se ucastni
Studie, bud’ jakozto piijemce Hodnoceného
lé¢iva (ve smyslu niZe uvedené definice) nebo
jako kontrolni subjekt.

Studijni _ personal:  lékarsky, technicky,
laboratorni, administrativni a dal$i personal,
vcéetné  spoluzkousejicich  a schvalenych

subdodavateld podle ¢lanku 16.4, podilejici se
na provadéni Studie pod vedenim Zkousejiciho.

Hodnocené  1é¢ivo:  Hodnocené  1é¢ivo
Zadavatele IFX-1.

Zadavatel: InflaRx GmbH.

Zdravotni zdznamy: primarni zdravotni

zaznamy Subjekth studie.

RYA20397 CTAINV& INST Template Czech Republic v1.0 03Sep2018 / Czech Republic _Clinical Trial Agreement _INST & INV 21 August

2013 - IQVIA Global template — 15 April 2013
Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni
InflaRx / IFX-1-P2.5

Vseobecna fakultni nemocnice v Praze /
Version / Verze: Redacted // 25.03.2019

CONFIDENTIAL / DUVERNE 3/43



Multi-Center Clinical Trial: the performance
of the Protocol at all participating sites.

Study Data: all data generated in the conduct
of the Study including CRFs, X-rays, MRIs
andr other types of medical images, ECGs,
EEGs and other types of tracings or printouts,
data summaries, and reports and all records
regarding inventories and dispositions of all
Investigational Product.

Government  Official: any officer or
employee of agovernment or of any
ministry, department, agency, or
instrumentality of a government; any person
acting in an official capacity on behalf of
a government or of any ministry, department,
agency, or instrumentality of a government;
any officer or employee of a company or of
a business owned in whole or part by
a government; any officer or employee of
a public international organization such as
the World Bank or the United Nations; any
officer or employee of a political party or any
person acting in an official capacity on behalf
of a political party; and/or any candidate for
political office; any doctor, pharmacist, or
other healthcare professional who works for
or in any hospital, pharmacy or other
healthcare facility owned or operated by
agovernment  agency, ministry  or
department.

Item(s) of Value: should be interpreted
broadly and may include, but is not limited
to, money or payments or equivalents, such
as gift certificates; gifts or free goods; meals,
entertainment, or hospitality; travel or
payment of expenses; provision of services;
purchase of property or services at inflated
prices; assumption or forgiveness of
indebtedness; intangible benefits, such as
enhanced social or business standing

Multicentrické klinické hodnoceni: provadéni
Studie podle Protokolu ve vSech zicastnénych
mistech provadéni klinického hodnoceni.

Studijni data a tidaje: veSker¢ udaje ziskané pti
provadéni  Studie, napf.zdznamy CRF,
rentgenové snimky, vySetfeni MR a dalsi typy
snimka z vysetieni, EKG, EEG adalsi typy
zdznaml nebo vytiskl, souhrny dat a zpravy
aveskeré zaznamy 0 zasobach avydejich
Hodnoceného léciva.

Zastupce vetejné moci: jakykoli ufednik Cci
jakykokoli zaméstnanec vladniho uradu ¢i
jakéhokoli ministerstva, rezortu, ufadu i
agentury, nebo zastupce statniho/spravniho
ufadu; jakakoli osoba jednajici v ufedni funkei
jménem statniho/spravniho uradu ¢i jakéhokoli
ministerstva, Gstavu, Gfadu ¢i agentury nebo
zastupce vladniho Ufadu; jakykoli ufednik ¢i
zaméstnanec spolecnosti €1 podnikatelského
subjektu vlastnéného statem, v dilé¢im ¢i plném
rozsahu; jakykoli tufednik ¢i zaméstnanec
mezinarodni organizace vefejného charakteru
jako napt. Svétova banka ¢&i Organizace
spojenych narodi; jakykoli ufednik €1 jakykoli
zaméstnanec politické strany ¢i jakékoli osoba
jednajici v ramci ji svéfené pravomoci jménem
politické strany; a/nebo jakykoli kandidat na
politickou funkci; jakykoli 1ékat, farmaceut ¢i
jiny profesional ve zdravotnictvi, pracujici pro
¢1 Vv jakékoli nemocnici, lékarné ¢i jakémkoli
jiném  zafizeni zdravotnického typu ve
vlastnictvi ¢1 provozovaném statnim/spravnim
ufadem, ministerstvem ¢i Ustavem.

Hodnotné véci: budou vyklddany Vv Sir§Sim
smyslu a mohou tak zejména zahrnovat penézni
Castky, platby ¢i ekvivalenty plateb, jako
napiiklad darkové certifikaty ¢i poukazy; dary
¢1 bezplatn€ poskytované vyrobky; pohosténi,
zabavu, ¢i pohostinnost; cesty €i proplaceni
nakladl; poskytovani sluzeb; koupé majetku €1
sluzeb za nadhodnocené castky; pfevzeti ¢i
prominuti  splatnych  zavazki;  vyhody
nehmotného charakteru, jako naptiklad zvySené
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(including, by way of example, donations to
Government Official’s favored charity);
and/or benefits to third persons related to
Government Officials (including, by way of
example,close family members such as
spouse, parents, children and siblings).

RECITALS:

WHEREAS, IQVIA is providing clinical
research organisation services to Sponsor under
a separate contract between IQVIA and Sponsor.
IQVIA’s services include monitoring of the
Study and contracting with clinical research
sites; and

WHEREAS, the Institution and Investigator,
who is employed by the Institution and
experienced in the conduct of clinical studies in
humans, (hereinafter sometimes collectively
referred to as the “Site”) are willing to conduct
the Study and IQVIA requests the Site to
undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1 Compliance with Laws, Requlations,
and Good Clinical Practices

Site is responsible to Sponsor for
compliance by all Trial Staff with the terms
of this Agreement. Site will ensure that all
Trial Staff are informed of and agree to
abide by all terms of this Agreement
applicable to the activities they perform.
Site will conduct the Trial in accordance
with (i) the Protocol; (ii) IQVIA’s and
Sponsor’s written instructions; and (iii) all
applicable  laws, ethical principles,
regulations and guidances governing the

socidlni ¢i podnikatelské postaveni (napf.
poskytovani darG ¢i podpory na dobrocinné
ucely, jez jsou podporovany statnimi/spravnimi
tiady); a/mebo vyhod vi¢i tfetim osobam
vztahujici se K zastupcim vefejné moci (napf.
blizci ¢lenové rodiny jako manzel/manzelka,
rodice, déti nebo sourozenci).

UVODNI CAST:

VZHLEDEM K TOMU, ze IQVIA poskytuje
Zadavateli sluzby smluvni vyzkumné organizace,
a to na zaklad¢ samostatné smlouvy uzaviené¢ mezi
IQVIA a Zadavatelem. Sluzby IQVIA zahrnuji
monitoring Studie a uzavirani smluv s klinickymi
vyzkumnymi centry; a

VZHLEDEM K TOMU, Ze Zdravotnické zafizeni
a Zkousejici, ktery je v zaméstnaneckém poméru se
Zdravotnickym  zafizenim améa  zkuSenosti
s provadénim  klinickych  studii s fyzickymi
osobami (dale nekdy spole¢né jen ,,Misto
provadéni klinického hodnoceni®), hodlaji
provést Studii a lQVIA po Mistu provadéni
klinického hodnoceni pozaduje provedeni takové
Studie.

NYNI S OHLEDEM NA SHORA UVEDENE,
bylo dohodnuto nasledujici:

1. PROVEDENI STUDIE

1.1 Soulad s Pravnimi pfedpisy, nafizenimi
a Spravnou klinickou praxi

Misto provadéni klinického hodnoceni nese
vu¢i Zadavateli odpovédnost za to, Ze
podminky této Smlouvy budou dodrzovat
vSichni Clenové Studijniho personalu. Misto
provadeéni klinického hodnoceni zajisti, aby byl
Studijni personal seznamen S podminkami této
Smlouvy vztahujicimi se na cinnosti, které
provadi, a aby se zavazal, Ze je bude dodrzovat.
Klinické hodnoceni bude Misto provadéni
klinického hodnoceni provadét v souladu
s (i) Protokolem (ii) pissmnymi pokyny od
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performance of clinical investigations
where the Trial is being performed
including all relevant International
Conference on  Harmonisation-Good
Clinical Practice guidelines and standards
(“ICH-GCP”), Act No. 378/2007 Coll., on
Pharmaceuticals and on amendments to
some related acts (“Act on
Pharmaceuticals”) and Decree No.
226/2008 Coll., on good clinical practice
and detailed conditions of clinical trials on
medicinal products, as amended, Act No.
372/2011 Coll., on Medical Services and
terms and conditions of performance of
such services (“Act on Medical Services”)
or any subsequent amendments or laws
substantially replacing any of the foregoing
and all laws and regulations relating to data
protection, data privacy, anti-bribery and
anti-corruption (collectively, “Applicable
Law”).

1.2 Informed Consent Form

Site agrees to use an informed consent form
that has been approved in writing by
Sponsor and is in accordance with
applicable regulations and has been
approved by the Ethics Committee for
Multicentrics Trials (“ECMT”) and Local
Ethics Committees (“LEC”), jointly Ethics
Committees (“EC”) that is responsible for
reviewing the Study (“EC”). Investigator
shall obtain the prior written informed
consent of each Study Subject. Site agrees
that any revised versions of the informed
consent form previously approved by the
Sponsor and the EC must be approved by
the Sponsor and the EC.

1.3 Medical Records and Study Data

spolecnosti IQVIA aod Zadavatele a (iii)
veskerymi  platnymi  pravnimi predpisy,
etickymi  principy, piedpisy apokyny
upravujicimi provadéni klinickych hodnoceni
Vv misté, kde je provadéno, vcetné piislusnych
smérnic a standardi Mezindrodni konference
0 harmonizaci a spravné klinické praxi (,,ICH-
GCP*), zakona ¢.378/2007 Sh., o lécivech
a 0 zménach nékterych souvisejicich zakont
(,,zakon 0 lécivech®), vyhlasky ¢. 226/2008
Sb., ospravné klinické praxi ablizsich
podminkach klinického hodnoceni léc¢ivych
pfipravka, Vvplatném  znéni, azakona
¢.372/2011 Sbh., o0 zdravotnich sluzbach
a podminkach jejich poskytovani (,,zakon
0 zdravotnich sluzbach®) nebo piipadnych
pozd¢jsich zmén a zékond, které vySe uvedené
pravni predpisy V podstatném rozsahu nahradi,
a veskerych zakonli a predpisti tykajicich se
ochrany a soukromi osobnich tdaji, uplaceni
aboje proti korupci (dale souhrnné ,,Platné
pravni piredpisy*).

1.2 Formulaf  pisemného  informovaného
souhlasu
Misto  provadéni  klinického  hodnoceni

souhlasi stim, Ze bude pouzivat formulaf
informovaného souhlasu, ve znéni pisemné
schvaleném Zadavatelem, a ktery je v souladu
S ptisluSnymi pravnimi predpisy a byl schvélen
Etickou komisi pro multicentricka hodnoceni
(L,MEK*“) aMistnimi etickymi komisemi
(,LEK®), spole¢né dale jen Etickych komisi,
které jsou zodpovédné za kontrolu Studie
(,-,EK®). Zkousejici pfedem zajisti pisemny
informovany souhlas kazdého Subjektu studie.
Misto  provadéni  klinického  hodnoceni
souhlasi s tim, Ze veSkeré zmény ve formulafi
informovaného souhlasu, ktery uz byl schvalen
Zadavatelem aEK, museji byt znovu
schvaleny Zadavatelem i EK.

1.3 Zdravotni zdznamy a Studijni data a udaje
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1.3.1 Collection, Storage and Destruction.
Site shall ensure the prompt, complete, and
accurate  collection, recording and
classification of the Medical Records and
Study Data.

Site shall:

I. maintain and store Medical
Records and Study Data in
a secure manner with physical
and electronic access restrictions,
as applicable and environmental
controls appropriate to the
applicable data type and in
accordance with applicable laws,
regulations and industry
standards; and

ii. protect the Medical Records and
Study Data from unauthorized
use, access, duplication, and
disclosure. If directed by Sponsor
or IQVIA, Site will submit Study
Data using the electronic system
provided by Sponsor or IQVIA or
their designated representative
and in accordance with Sponsor’s
instructions for electronic data
entry.  Site  shall  prevent
unauthorized access to the Study
Data by maintaining physical
security of the electronic system
and ensuring that Study Staff
maintain the confidentiality of
their  passwords. Investigator
agrees to collect all Study Data in
Medical Records prior to entering
it into the CRF. Site shall ensure
the prompt submission of CRFs;
and

1.3.1 Shromazd’ovani, ulozeni a likvidace.
Misto provadéni klinického hodnoceni
zajisti vcasng, uplné a presné
shromazd’ovani, zaznamenavani
a klasifikacni  roztfidéni ~ Zdravotnich
zaznamu a Studijnich dat a udaja.

Misto provadéni klinického hodnoceni
bude:

i. vést aukladat Zdravotni zaznamy
a Studijni data audaje bezpecnym
zpusobem S omezenim fyzického
i elektronického  pfistupu, dle
podminek konkrétniho ptipadu as
kontrolou prostiedi ptislusnou pro
konkrétni typ dat a udaju v souladu
S ptislusnymi pravnimi piedpisy,

nafizenimi a technickymi
standardy; a
ii. chranit Zdravotni zaznamy

a Studijni data audaje proti
neopravnénému zneuziti, pristupu,
kopirovani ¢i odhaleni. Bude-li tak
pozadovano Zadavatelem ¢i IQVIA,
Misto provadéni klinického
hodnoceni pfedlozi Studijni data
audaje za pouziti elektronického
systému pro elektronicky zaznam
dat, ktery bude poskytnuty
Zadavatelem nebo IQVIA nebo jimi
urenym zastupcem, a to v souladu
s pokyny Zadavatele pro
elektronicky zaznam dat. Misto
provadéni klinického hodnoceni
zabrani neopravnénému piistupu ke
Studijnim datlim a udajlim
zajisténim  fyzické  bezpe€nosti
elektronického  systému  a dale
zajisti, Ze Studijni persondl bude
zachovavat v divérném rezimu jim
ptidélena piistupova hesla.
Zkousejici souhlasi, ze shromazdi
veSkera Studijni data audaje
obsazené ve Zdravotnich
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iii. take measures to prevent
accidental or premature
destruction or damage of these
documents. Prior to expiry of the
agreed term, neither Institution
nor Investigator shall destroy or
permit the destruction of any
Medical Records or Study Data
without prior written notification
to the Sponsor. The Institution
will keep all Medical Records and
Study Data as well as any
documentation related to study
subjects for 15 vyears after
completing the Study at the
Institution. After the expiration of
mentioned period, the Institution
may destroy Study documents in
accordance with applicable legal
regulations. In case that the
Sponsor wishes to extend the
archiving period, they shall
submit his requirement in writing
to the Institution at least two
months before the expiration of
the agreed archiving period and
the Institution shall ensure such
further archivation on Sponsor’s
expense, or the Site shall hand
over the Study documents to the
Sponsor.

In case of termination of Investigator
employment relationship, the
responsibility for maintaining Medical
Records and Study Data shall be
determined in accordance with applicable
regulations but Institution will not in any
case be relieved of its obligations under
this Agreement for maintaining the

zaznamech pred jejich vlozenim do
CRF. Misto provadéni klinického
hodnoceni  zajisti ~ neprodlené
predkladani CRFs; a

iii. pfijme opatieni za G¢elem zabranéni
nahodného ¢i predcasného zniceni
¢1 poskozeni téchto dokumentti. Ani
Zdravotnické zafizeni, ani
Zkousejici pted uplynutim sjednané
jakychkoli Zdravotnich zdznamu ¢i
Studijnich  dat audaji  bez
piredchoziho pisemného oznameni
zaslaného Zadavateli. Zdravotnické
zafizeni uchova Zdravotni zaznamy
a Studijni data audaje, jakoz
i veSkerou dokumentaci vztahujici
se ke Subjektim Studie po dobu 15
let od ukonfeni Studie ve
Zdravotnickém zafizeni. Po
uplynuti  uvedené  lhuty je
Zdravotnické zafizeni opravnéno
dokumenty skartovat dle
pfislusnych  pravnich  pfedpisi.
V ptipadé, ze Zadavatel ma zijem
0 dalsi prodlouzeni obdobi
archivace dokumentace, je povinen
svllj pozadavek uplatnit pisemné
U Zdravotnického zatizeni nejméné
dva mésice pied uplynutim sjednané
doby archivace a Zdravotnické
zatizeni dalSi archivaci na naklady
zadavatele  zajisti, popf. mu
dokumentaci vyda.

V piipadé ukonCeni pracovnépravniho
poméru Zkousejiciho, odpoveédnost za
vedeni Zdravotnich zaznaml a Studijnich
dat audaji bude uréena Vv souladu
S pfisluSnymi pravnimi piedpisy, avSak
Zdravotnické zafizeni se v Zadném piipadé
nezprosti svych povinnosti, jez mu plynou
ztéto Smlouvy ve vztahu kvedeni
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Medical Records and Study Data.
Institution shall promptly notify Sponsor
and/or IQVIA of the name and contact
information for the individual who
assumes such responsibility.

1.3.2 Ownership. Institution shall retain
and store Medical Records. Sponsor shall
own all Study Data. The Institution and the
Investigator will assign to Sponsor all of
their rights, title and interest, including
intellectual property rights, to all Study
Data.

1.3.3 Access, Use, Monitoring and
Inspection. Site hereby agrees that in
accordance with the terms set forth in this
Agreement upon written notice and to the
extent provided by the informed consent of
Study Subject or as required by law, it
shall provide original or copies (as the case
may be) of all Study Data to IQVIA and
Sponsor for Sponsor’s use, unless such
copies contain legally impermissible
individually identifiable data of the Study
Subject. Site shall afford Sponsor and
IQVIA and their representatives and
designees reasonable  access  to
Institution’s facilities at which the Study is
conducted and to Medical Records and
Study Data so as to permit Sponsor and
IQVIA and their representatives and
designees to monitor the Study or
otherwise comply with their legal and
regulatory obligations.

IQVIA agrees to comply with Site’s
policies and procedures while at Site of
which it is made aware to the extent
possible  without violating Protocol

Zdravotnich zaznamii a Studijnich dat
audaji. Zdravotnické zatizeni Zadavateli
a/nebo spolecnosti IQVIA neprodlené
ozndmi jméno a kontaktni udaje osoby,
ktera za to ponese odpovédnost.

1.3.2 Vlastnictvi. Zdravotnické zafizeni si
ponecha abude uchovavat Zdravotni
zaznamy. Vlastnikem vSech Studijnich dat
audaji bude Zadavatel. Zdravotnické
zafizeni  a ZkouSejici  pfevedou na
Zadavatele veskera sva préva, naroky
a tituly, véetn¢ prav duSevniho vlastnictvi
ke vSem Studijnim datim a udajim.

1.3.3 Piistup, Pouziti, Monitoring
a Kontrola. Misto provadéni klinického
hodnoceni timto souhlasi, Ze za podminek
stanovenych Vv této Smlouv€, na zakladé
pisemné Zzadosti aV rozsahu stanoveném
informovanym souhlasem Subjektu studie
nebo na zaklad¢ zakona poskytne originaly
¢i kopie (dle podminek konkrétniho
ptipadu, pouze vSak za ptedpokladu, ze
takové  kopie = nebudou  obsahovat
nepovolené, individudlné identifikovatelné
informace o Subjektu  studie)  vSech
Studijnich dat a udaji IQVIA a Zadavateli
pro moznost jejich vyuziti Zadavatelem.
Misto provadéni klinického hodnoceni
umozni  Zadavateli alQVIA ajejich
zastupcim azmocnéncim odpovidajici
pfistup do prostor a zarizeni
Zdravotnického zatizeni, Vv nichz je Studie
provadéna, ake Zdravotnim zaznamim
a Studijnim datim a udajtim, aby umoznilo
Zadavateli a spole¢nosti IQVIA a jejich
zastupcim  azmocnéncim  provedeni
monitoringu Studie ¢i jinak plnit své
zékonné povinnosti a pozadavky
kontrolnich utadd.

IQVIA souhlasi stim, Ze bude jednat
v souladu s vnitinimi predpisy a postupy
Mista provadéni klinického hodnoceni, se
kterymi byla seznamena, ato do takové
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requirements, including all policies and
procedures relating to ingress and egress to
and from Site’s facilities, parking,
confidentiality of patient information,
smoking, waste disposal and infection
control. Site agrees to immediately notify
IQVIA of any policies or procedures that
would cause it to be unable to follow
Protocol requirements and IQVIA,
Sponsor and Site will discuss the conflict
to determine whether a resolution can be
reached. If the conflict cannot be resolved
to the satisfaction of all Parties, either
Party may terminate this Agreement upon
written notice, and neither Party shall be in
breach of this Agreement due to such
termination.

Site shall afford regulatory authorities
reasonable access to Institution’s facilities
at which the Study is conducted and to
Medical Records and Study Data.

The Site agrees to cooperate with the
representatives of IQVIA and Sponsor
who visit the Site, and the Site agrees to
ensure that the employees, agents and
representatives of the Site do not harass, or
otherwise create ahostile working
environment for such representatives.

The Site shall immediately notify IQVIA
of, and provide IQVIA copies of, any
inquiries, correspondence or
communications to or from any
governmental or regulatory authority
relating to the Study, including, but not
limited to, requests for inspection of the

miry, kterou umoziuji  pozadavky
Protokolu, vcetné¢ vesSkerych vnitinich
predpist a postupti tykajicich se vstupu
aopusténi  aredlu  Mista  provadéni
klinického hodnoceni, parkovani, zachovani
davérnosti informaci 0 pacientech, koufeni,
likvidace odpadu a kontroly infekei. Misto
provadéni klinického hodnoceni souhlasi
S tim, ze bude okamzité informovat IQVIA
stran  veskerych  vnitfnich  pfedpist
a postupti, které¢ by mohli zptsobit poruseni
pozadavkt Protokolu a IQVIA, Zadavatel
a Misto provadeéni klinického hodnoceni
projednaji ptedmétny rozpor a zjisti, zda je
mozné najit vhodné feSeni. Nebude-li
mozné rozpor odstranit ke spokojenosti
vSech Stran, kazda ze Stran bude opravnéna
ukon¢it  tuto  Smlouvu  pisemnym
ozndmenim atoto ukonceni nebude
povazovano za poruseni Smlouvy.

Misto provadéni klinického hodnoceni
umozni regulatornim Ufadim pfiméereny
pristup do prostor a zafizeni
Zdravotnického zafizeni, v nichz je Studie
provadéna, ake Zdravotnim zaznamim
a Studijnim datim a udajam.

Misto provadéni klinického hodnoceni
souhlasi, ze bude spolupracovat se zastupci
IQVIA a Zadavatele, ktefi navstivi Misto
provadéni klinického hodnoceni, a Misto
provadéni klinického hodnoceni souhlasi,
Ze zajisti, Ze zamé&stnanci a zastupci Mista
provadéni klinického hodnoceni nebudou
klast jakékoli piekdzky ¢i jakkoli jinak
vytvaret nepfiznivé pracovni podminky pro
takové zastupce.

Misto provadéni klinického hodnoceni
neprodlen¢ vyrozumi IQVIA, avtéze
souvislosti spolecnosti IQVIA poskytne
veskeré¢  kopie, 0 jakékoli  Zadosti,
korespondenci ¢i komunikaci pfijaté ¢i
zaslané jakémukoli statnimu/spravnimu
utfadu ¢i regulatorni autorité vztahujici se ke
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Institution’s facilities where the Study is
conducted, and the Site shall permit
IQVIA and Sponsor to attend any such
inspections. The Site will make reasonable
efforts to separate, and not disclose, all
Confidential Information that is not
required to be disclosed during such
inspections.

1.3.4Use of Study Data. Site may use
Study Data in connection with Study
Subject care and for internal, non-
commercial research purposes subject to
the terms of this Agreement including
Section 5 “Publication Rights”.

1.4 Duties of Investigator

Investigator is responsible for the conduct
of the Study at Institution. and for
supervising any individual or party to whom
the Investigator delegates Study-related
duties and functions. In particular, but
without limitation, it is the Investigator’s
duty to review and understand the
information in the Investigator’s Brochure.
IQVIA or Sponsor will ensure that all
required reviews and approvals by
applicable regulatory authorities and ECs
are obtained. The Investigator is responsible
prior to commencement of the study to
ensure that all approvals by applicable
regulatory authorities and ECs have been
obtained and to to review all CRFs to ensure
their accuracy and completeness. At the
request of IQVIA, Investigator shall
promptly correct any errors and/or
omissions to the CRFs and shall make
available to IQVIA the corrected CRFs and
supporting records for further verification.

Studii, zejména véetné zadosti ¢1 ozndmeni
0 kontrole prostor a zafizeni
Zdravotnického zafizeni, v nichz je Studie
provadéna, a Misto provadéni klinického
hodnoceni umozni IQVIA a Zadavateli, aby
se takovych kontrol =zuacastnili. Misto
provadeéni klinického hodnoceni vyvine
nezbytné usili za ucelem odd¢€leni, nikoli
vSak odhaleni ¢i zpfistupnéni, veskerych
Duvérnych informaci, jejichz odhaleni ¢i
zptistupnéni neni  Vtéto  souvislosti
vyzadovano béhem takovych kontrol.

1.3.4 Pouzivani Studijnich dat a uadaji.
Studijni data audaje smi Misto provadéni
klinického hodnoceni pouzivat K péci
0 Subjekty studie apro ucely interniho,
nekomeréniho vyzkumu v souladu
S podminkami  této  Smlouvy vcetné
¢lanku 5 ,,Prava na zvetejnéni®.

1.4 Povinnosti ZkouSejiciho

Zkousejici je odpovédny za provedeni Studie
ve Zdravotnickém zatizeni aza dohled nad
osobami nebo stranami, které povéti plnénim
povinnosti a funkci V souvislosti se Studii.
Konkrétné¢ pak jde =zejména ale nejen
0 povinnost Zkousejiciho zkontrolovat
a porozumeét informacim obsaZzenym
V Souboru informaci pro zkousejiciho. IQVIA
nebo Zadavatel zajisti, Ze budou opatiena
veSkera pozadovand kontrolni schvaleni od
ptislusnych  regulatornich Ofadi a EK.
ZkouSejici se zavazuje, Ze pred zahajenim
Studie ovéti, ze byly ziskany veskeré souhlasy
a povoleni prislusnych regulatornich uradt
a EK aze byly zkontrolovany vSechny CRF
tak, aby byla zajiSténa jejich pfesnost
auplnost. Na zadost spolecnosti IQVIA
Zkousejici neprodlené opravi ptipadné chyby
a/nebo opomenuti ve formulatich CRF a pieda
Jji opravené formulare CRF vcetné ptipadnych
podkladi k dalsimu ovéfeni.
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If the Investigator and Institution retain the
services of any individual or party to
perform Study-related duties and functions,
the Institution and Investigator shall ensure
this individual or party is qualified to
perform those Study-related duties and
functions and shall implement procedures to
ensure the integrity of the Study-related
duties and functions performed and any data
generated.

Site agrees to provide prompt advance
notice to Sponsor and IQVIA if Investigator
will be terminating its employment
relationship in the Institution or is otherwise
no longer able to perform the Study. The
appointment of anew Investigator must
have the prior approval of Sponsor and
IQVIA. Any replacement Investigator will
be required to agree in writing to the terms
and conditions of this Agreement. In the
event Sponsor or IQVIA does not approve
areplacement Investigator, IQVIA may
terminate this Agreement in accordance
with Section 14 “Term and Termination”.

1.5 Adverse Events

The Investigator shall report adverse events
and serious adverse events as directed in the
Protocol and by applicable laws and
regulations.  The Investigator  shall
cooperate with Sponsor in its efforts to
follow-up on any adverse events. The Site
shall comply with its LEC reporting
obligations.

Sponsor and/or IQVIA will report to the Site
any information that, in Sponsor’s sole
judgment, could directly affect the safety of
Study Subjects or their willingness to

Pokud Zkousejici a Zdravotnické zafizeni
poveii plnénim povinnosti a funkci Vv ramci
Studie néjakou tieti osobu nebo stranu, zajisti,
aby takova osoba nebo strana mély
dostate¢nou kvalifikaci K plnéni povinnosti
a funkci v ramci Studie, azavedou postupy,
kterymi zajisti integritu plnénych povinnosti

afunkei vramci Studie  apfipadnych
vytvarenych udaji.
Misto provadéni  klinického  hodnoceni

souhlasi, Zze bez prodleni zasle pfedem
oznameni Zadavateli a IQVIA v pfipad¢, ze
Zkousejici ukonéi pracovni pomér ve
Zdravotnickém  zafizeni ¢ nebude-li
Zkousejici  z jakéhokoli  jiného  divodu
schopen provadét Studii. Ustanoveni nového
Zkousejiciho bude podléhat predchozimu
schvaleni Zadavatele a spolecnosti IQVIA.
Nahrazujici ZkousSejici bude povinen pisemné
se zavazat, ze bude dodrZzovat podminky této
Smlouvy. V piipadé, ze Zadavatel nebo
spole¢nost IQVIA nahrazujiciho ZkousSejiciho
neschvali, bude moci spole¢nost IQVIA tuto
Smlouvu vypovédét v souladu s ¢lankem 14
,Platnost a ukonceni platnosti‘.

1.5 Nezadouci prihody

ZkousSejici  oznami  nezddouci  ptrihody
azavazné nezadouci piihody v souladu
S poZadavky Protokolu a ptisluSnymi pravnimi
predpisy a nafizenimi. ZkousSejici se zavazuje,
7ze bude spolupracovat se Zadavatelem
v souvislosti sjeho UGsilim vynalozeném
vramci kontrolniho procesu ve vztahu
k jakékoli nezadouci ptihodé. Misto provadéni
klinického hodnoceni bude jednat v souladu
S oznamovacimi povinnostmi vyZadovanymi
jeho LEK.

Zadavatel a/nebo spolecnost IQVIA sdéli
Mistu provadéni klinického hodnoceni veskeré
informace, které by podle Zadavatele mohly
mit pfimy vliv na bezpecnost Ucastnikd i
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continue participation in the Study,
influence the conduct of the Study, or alter
the LEC approval to continue the Study.

The Sponsor is responsible for the
fulfillment of legal obligations in relation to
State Institute for Drug Control (“SUKL”)
and Ethics Committee (“EC”), and, as
appropriate, to any other authorities,
including notifications of initiation and
termination of the Study, submitting reports
and reporting adverse effects, notifications
of new facts, measures taken and other
informational obligations, approval of the
Informed Consent and its changes, approval
of the amendments to the Protocol, as well
as for any actions towards State Institute for
Drug Control and EC in the context of the
Study.

The Sponsor undertakes to inform the
Institution, without delay, of the end of the
Study (prior to or on the scheduled due
date). Furthermore, the Sponsor is obliged
to immediately inform the Institution in the
event that SUKL shall suspend or prohibit
the conduct of the Study and if the consent
of EC is (temporarily or permanently)
withdrawn.

1.6Use and Return of Investigational
Product and Equipment

Sponsor or aduly authorized agent of
Sponsor, shall supply Institution or
Investigator with sufficient amount of
Investigational Product and placebo as
described in the Protocol.

jejich vali aochotu pokracovat v ucasti ve
Studii, mit vliv na provadéni Studie, ¢i zménit
vydané souhlasné stanovisko LEK vztahujici
se k pokracovani ve Studii.

Zadavatel odpovidda za plnéni zakonnych
povinnosti ve vztahu ke Statnimu ustavu pro
kontrolu 1é¢iv (,,SUKL*) a Etickym komisim
(,,EK®), ptipadné k jinym kontrolnim tfradiim,
ato vcetné ohlaSeni zahajeni a ukonceni
Studie, podavani zprav a hldseni nezadoucich
u¢inkdi, oznameni novych  skute¢nosti
a prijatych opatteni a dalSich informacnich
povinnosti, schvaleni informovaného souhlasu
ajeho zmén, schvaleni dodatkd k Protokolu,
ataké za jednani vagi SUKL aEK
v souvislosti s touto Studii.

Zadavatel se zavazuje neprodlen¢ informovat
Zdravotnické zafizeni 0 ukonceni Studie
(pfedcasném nebo Viadném predpokladaném
terminu). Daéle je Zadavatel povinen
Zdravotnické zatizeni neprodlen¢ informovat,
v pfipad€, Ze SUKL pozastavi nebo zakaze
provadéni Studie a dale bude-li souhlas EK
(docasné nebo trvale) odvolan.

1.6 Pouziti avraceni Hodnoceného Iéciva
a Materialu

Zadavatel, ¢i jeho fadné opravnény zastupce,
doda Zdravotnickému zafizeni ¢i
ZkousSejicimu dostate¢né mnozstvi
Hodnoceného léciva a placeba dle podminek
popsanych v Protokolu.
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The Site shall use the Investigational
Product and placebo provided in connection
with the Study, solely for the purpose of
properly completing the Study and shall
maintain the Investigational Product and
placebo as specified by Sponsor and
according to applicable laws and
regulations, including storage in a locked,
secured area at all times.

The Sponsor shall ensure the distribution of
the Investigational Product, to the pharmacy
of the Institution, where it will be received
and examined by the authorised pharmacist
(in the same manner as any other shipment,
i.e. whether the delivery is unharmed, in
case of specific requirements for
a transportation, whether such requirements
have been duly followed, and afterwards the
receipt of shipment will be confirmed),
furthermore on the basis on presenting an
order form, the Investigator shall collect the
Investigational Product and take full
responsibility for the consignment.

IQVIA shall notify in advance, when the
shipment is scheduled to be delivered. This
notification shall be done either by e-mail to
a following address: || GG
or by phone. IQVIA shall deliver the
shipment to the following address: OPC
department, Karlovo nam. 32, Praha 2,
Czech Republic, responsible pharmacists:

Sponsor undertakes to provide for the
Investigational product within time frames
necessary for proper conduct of the Study.

Upon completion or termination of the
Study, the Site shall return all unused the
Investigational Product and placebo

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené 1éCivo  aplacebo
poskytnutd V souvislosti se Studii vyhradné
pro ucely fadného dokonceni Studie a bude
uchovavat Hodnocené 1éCivo dle pokyni
Zadavatele a v souladu s pfislusnymi pravnimi
piedpisy, nafizenimi a pravidly, véetné
povinnosti  skladovat Hodnocené¢ 1é¢ivo
aplacebo vuzaméeném azabezpeCeném
prostoru, a to po celou pfedmétnou dobu.

Zadavatel zajisti distribuci zasilky
Hodnoceného 1é¢iva do 1ékéarny
Zdravotnického zatizeni, kde je odpovédny
farmaceut pievezme a zkontroluje (jako jiné
zésilky - tzn. neni-li poSkozena, V piipadé
zvlastnich pozadavku na transport, byly-li tyto
pozadavky dodrzeny, ptijem zasilky potvrdi),
nasledné si na zadanku ZkousSejici zasilku
vyzvedne a je za ni plné zodpovédny.

IQVIA je povinna oznamit S piiméfenym
pfedstihem prfed dodanim zasilky, kdy bude

zasilka do l1ékarny predana bud’to emailem na
I, oo tclefonicky.
IQVIA zajisti dodani zasilky na adresu:
Oddéleni ptipravy cytostatik, Karlovo nam.
32, Praha 2, Ceskd republika, odpovédny
farmaceut

Zadavatel se zavazuje zajistit Hodnocené
lécivo v mnozstvi a asovych intervalech
potiebnych pro fadné provedeni Studie.

V navaznosti na dokonceni ¢i ukonéeni Studie,
Misto provadéni klinického hodnoceni vrati
veskeré nespotiebované Hodnocené 1é€ivo
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provided by Sponsor at Sponsor’s sole
expense. Sponsor undertakes that, as
a waste producer, it will at its own expense
ensure that unused Investigational Product
is handed to the authorized person
according to Act No. 185/2001 Coll., on
Waste, as amended.

Institution and Investigator shall comply
with all laws and regulations governing the
disposition of Investigational Product and
any instructions from IQVIA that are not
inconsistent with such laws and regulations.

1.7 Key Enrollment Date

The Site understands and agrees that if Site
has not enrolled at Ieast_
by the Key Enrollment Date then IQVIA
orf/and Sponsor may terminate this
Agreement in accordance with Section 14
“Term & Termination” Sponsor/IQVIA has
the right to limit enrollment at any time.

1.8 Study Staff

Site will ensure that all Study Staff have the
medical, technical and/or laboratory
expertise to conduct the Study and are
available to support and carry out Site’s
obligations under this Agreement. Further,
Institution  will ensure that before
commencing any work on the Study, all
Study Staff are subject to written
obligations to Institution under which they
(i) are bound to obligations of
confidentiality and non-use with respect to
Confidential Information (as defined below)

a placebo dodané Zadavatelem pln¢ a vylucné
na naklady Zadavatele. Zadavatel se jako
puvodce odpadu zavazuje, Ze zajisti na vlastni
naklady, jak v prabchu, tak ipo skonceni
Studie, pfedani nepouzitelného Hodnoceného
1é¢iva opravnéné osob¢ v souladu
s ustanovenimi zakona ¢. 185/2001 Sb.,
0 odpadech ajeho provadécimi piedpisy
Vv platném znéni.

Zdravotnické zatizeni a ZkousSejici se zavazuji,
7ze budou jednat vsouladu s veskerymi
pravnimi predpisy, nafizenimi a pravidly
upravujicimi  nakladéani s Hodnocenym
l1é¢ivem a jakymikoli instrukcemi a pokyny
poskytnutymi IQVIA, jeZ nejsou V rozporu
S takovymi pravnimi piepisy, nafizenimi

a pravidly.

1.7 Kli¢ové datum zatrazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, ze V ptipad¢, ze Misto
provadéni klinického hodnoceni nezafadi
alespon ke Kli¢ovému
datu zatfazeni, pak IQVIA a/nebo Zadavatel
budou opravnéni ukoncit tuto Smlouvu
v souladu s Clankem 14 ,,Platnost a Ukonéeni
platnosti“. Zadavatel/IQVIA jsou opravnéni
omezit zafazeni Subjektl studie, ato
Vv kterykoli ¢asovy okamzik.

1.8 Studijni personal

Misto provadéni klinického hodnoceni zajisti,
ze vSichni ¢lenové Studijniho personalu budou
mit odbornou lékarskou, technickou a/nebo
laboratorni kvalifikaci nezbytnou k provadéni
Studie a budou k dispozici pro plnéni zavazka
Mista provadéni klinického hodnoceni z této
Smlouvy. Zdravotnické zafizeni dale zajisti,
aby se vSichni ¢lenové Studijniho personalu
jesté pred zahdjenim Cinnosti tykajicich se
Studie vii¢i Zdravotnickému zatizeni pisemné
zavazali, Ze (1) budou dodrzovat zachovavat
mlcenlivost 0 Duvérnych informacich
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that are consistent with the terms of this
Agreement; and (ii) assign and otherwise
effectively vest in Institution any and all
rights that such Study Staff might otherwise
have in the results of their work without any
obligation of Sponsor to pay any royalties or
other consideration to such Study Staff.

1.9 Biological Samples

“Biological Samples” means blood, fluid
and/or tissue samples collected from Study
Subjects as may be set forth in the Protocol,
and tangible materials directly or indirectly
derived from such samples. Institution and
Investigator will collect, retain and/or use
Biological Samples solely as set forth in the
Protocol. Institution and/or Investigator will
provide Sponsor or its designee with
quantities of Biological Samples as required
by the Protocol. Sponsor may use such
Biological Samples as specified in the
Protocol, and as permitted in the informed
consent form signed by the Study Subjects
and by applicable law.

1.10Survival

This Section 1 shall survive termination or
expiration of this Agreement.

2. PAYMENT

In consideration for the proper performance
of the Study by Site in compliance with the
terms and conditions of this Agreement,
payments shall be made in accordance with
the provisions set forth in Attachment A,
with the last payment being made after the
Site completes all its obligations hereunder,
and IQVIA has received all properly
completed CRFs and, if IQVIA requests, all

2.

(definice viz niZze) aomezeni pro jejich
pouzivani, jak to stanovuji podminky této
Smlouvy, a (i) postoupi nebo jinym zptisobem
ucinné pievedou na Zdravotnické zafizeni
veskera prava Kk vysledktim jejich prace, aniz
by Zadavateli vznikla povinnost vyplécet jim
za to honoraf ¢i jinou odménu.

1.9 Biologické vzorky

,Biologickymi vzorky“ se rozumi vzorky
krve, tekutin atkani odebirané Subjektim
studie podle Protokolu ahmotné materialy
pfimo nebo nepfimo ziskané z takovych
vzorkd. Zdravotnické zafizeni a ZkouSejici
budou Biologické vzorky shromazdovat,
uchovavat apouzivat pouze zpusobem
stanovenym V Protokolu. Biologické vzorky
budou  Zdravotnické  zafizeni  a/nebo
Zkousejici Zadavateli nebo jim urcenému
zastupci predavat v mnozstvich pozadovanych
Protokolem. Zadavatel mutze Biologické
vzorky pouzivat zplUsobem stanovenym
v Protokolu akucelim, snimiz Subjekty
studie souhlasily podepsanim formulare
informovaného souhlasu, nebo pfipadné
zpisobem piipustnym podle platnych pravnich
predpist.

1.10 Pietrvavajici platnost

Ustanoveni ¢lanku 1 zistavaji v platnosti i po
ukonéeni nebo skonceni platnosti Smlouvy.

PLATBY

V souvislosti s fadnym plnénim Studie Mistem
provadéni  klinického  hodnoceni, ato
v souladu s podminkami a ustanovenimi této
Smlouvy, budou poskytovany platby dle
podminek a ustanoveni definovanych v Ptiloze
A, pficemz posledni platba bude uskute¢néna
poté, co Misto provadéni klinického hodnoceni
splni a dokon¢i veskeré zavazky, jez mu
vyplyvaji z této Smlouvy, alQVIA obdrzi
veskeré fadné vyplnéné CRF a, bude-li tak
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other Confidential Information (as defined
below).

Institution acknowledges and agrees that the
Investigator and his Study Staff shall be
compensated on the basis of aseparate
contract entered into by Investigator and
Sponsor.

The estimated value of financial payment
under this  Agreement shall be
approximately CZK 196,358.

3. CONFIDENTIALITY

3.1 Definition

“Confidential Information” means (i) any
and all non-public information disclosed by
or on behalf of Sponsor to Institution,
Investigator or Study Staff, including
without limitation, the Investigational
Product, technical information relating to
the Investigational Product, all Pre-Existing
Intellectual Property (as defined below) of
Sponsor, and the Protocol; and (ii) Study
enrollment  information, information
pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the
regulatory status of the Investigational
Product, and (iii) Study Data and Inventions
(as defined below).

3.2 Obligations
Site and Study Staff shall not

i. use Confidential Information for
any purpose other than the
performance of the Study or

3.

IQVIA vyzadovat, veSkeré dalsi Duvérné
informace (ve smyslu nize uvedené definice).

Zdravotnické zafizeni bere na védomi
a souhlasi, ze Zkousejici ajeho studijni tym
budou odménéni na zakladé samostatné
smlouvy  uzaviené mezi  ZkouSejicim
a Zadavatelem.

Piedpokladana hodnota finan¢niho plnéni dle
této Smlouvy Cini ptiblizn¢ 196 358 K¢.

DUVERNY REZIM

3.1 Definice

,Duvérné informace* budou vykladany jako
(i) veskeré nevetejné informace, jez byly
Zdravotnickému zafizeni, ZkouSejicimu ¢i
kterémukoli ¢lenu  Studijniho  persondlu
poskytnuty, odhaleny, zpfistupnény ¢i sdéleny
Zadavatelem ¢i jeho jménem, zejména véetné
informaci 0 Hodnoceném 1é¢ivu, technickych
informaci vztahujicich se Kk Hodnocenému
1é¢ivu, veskeré Existujici duSevni vlastnictvi
(ve smyslu definice nize) Zadavatele,
a Protokol; a(ii) informace vztahujici se
k procesu zatazovani do Studie, informace
vztahujici se K aktualnimu stavu Studie,
komunikace vii¢i aod regulatornich ufadi,
informace vztahujici se K aktualnimu stavu
Hodnocen¢ho léciva na regulatorni urovni
a Studijnich dat a tidaju, a dale (iii) kK Objeviim
(ve smyslu definice nize).

3.2 Povinnosti

Misto  provadéni  klinického  hodnoceni

a Studijni personal nebudou
i. vyuzivat Davérné informace pro
jakykoli jiny ti€el, nezli je provadéni
Studie, nebo
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ii. disclose Confidential Information
to any third party, except as
permitted by this Section 3. or by
Section 5 “Publication Rights”, or
as authorized in writing by the
Sponsor or IQVIA.

To protect Confidential Information,
Institution agrees to:

. limit dissemination of
Confidential Information to only
those Study Staff having a need
to know for purposes of
performing the Study;

ii. advise all Study Staff who receive
Confidential Information of the
confidential nature of such
information; and

iii. use reasonable measures to
protect Confidential Information
from disclosure.

Nothing herein shall limit the right of Site to
disclose Study Data as permitted by Section
5 “Publication Rights”.

The obligations of non-disclosure and non-
use under this Agreement will not apply to
any portion of Confidential Information that
Institution or Investigator can demonstrate
by competent proof:

i. are or become generally known to
the public at the time of or after
disclosure by or on behalf of
Sponsor, other than through

ii. odhalovat, zpfistupnovat ¢i sd€lovat
Duvérné informace jakékoli treti
stran¢,  Svyjimkou  opravnéni
povoleného v tomto Clanku 3. nebo
Clanku 5 ,Prava na zvetejnéni®,
nebo na zakladé pisemného svoleni

Zadavatele nebo spolecnosti
IQVIA.

Za ucelem ochrany Duvérnych informaci,

Misto  provadéni  klinického  hodnoceni
souhlasi, Ze:
i. omezi distribuci Duivérnych

informaci pouze vuci tém c¢lentim
Studijniho personalu, ktefi takové
skute¢nosti potiebuji Znat
v souvislosti s provadénim Studie;

ii. bude informovat vsSechny ¢leny
Studijniho personalu, kterym budou
Divérné  informace  odhaleny,
zptistupnény ¢i sdéleny, 0 davérné
povaze takovych informaci; a

iii. pfijme nezbytna opatieni za Gic¢elem
ochrany Duvérnych informaci pfed
jejich odhalenim ¢i zptistupnénim.

Zadné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista  provadeni
klinického hodnoceni odhalit, zpfistupnit,
zvefejnit €1 sdélit Studijni data atudaje
V povoleném rozsahu Vv souladu s upravou
uvedenou v Clanku 5 ,,Prava na zvefejnéni®.

Povinnost nesdélovat anepouzivat Diveérné
informace podle této Smlouvy se nevztahuje na
Divérné informace, U nichz Zdravotnické
zafizeni nebo ZkouSejici mohou dostatecné
dolozit, ze:

i. jsou vokamziku jejich sdéleni
Zadavatelem nebo jeho jménem uz
jsou vefejné dostupné nebo se
vetejné dostupnymi stanou pozdéji,
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wrongful acts or omissions
attributable to Institution,
Investigator or the Study Staff;

ii. are in the possession of
Institution, Investigator or the
Study Staff prior to disclosure by
or on behalf of Sponsor, from
sources other than Sponsor or
IQVIA, that did not have an
obligation of confidentiality to

Sponsor; or
iii. have been independently
developed by Institution,

Investigator or the Study Staff
without use, reference to or
reliance  upon  Confidential
Information.

3.3 Compelled Disclosure

In the event that Institution or Investigator
receives notice from a third party seeking to
compel disclosure of any Confidential
Information, the notice recipient shall
provide Sponsor with prompt notice so that
Sponsor may seek a protective order or
other appropriate remedy. In the event that
such protective order or other remedy is not
obtained, the notice recipient shall furnish
only that portion of the Confidential
Information which is legally required to be
disclosed, and shall request confidential
treatment for the Confidential Information.

Notwithstanding the foregoing, Institution,
Sponsor and IQVIA hereby acknowledge
that this Agreement shall be published
pursuant to Act No. 340/2015 Coll., on

aniz by K tomu doslo protipravnim
jednanim nebo opomenutim na
stran€ Zdravotnického zafizeni,
Zkousejictho  nebo  Studijniho
personalu,

ii. Zdravotnické =zatizeni, ZkousSejici
nebo Studijni personal je méli uz
pfed sdélenim Zadavatelem nebo
jeho jménem a ziskali je zjinych
zdroji nez od Zadavatele nebo od
spolecnosti IQVIA, které nemcly
vici Zadavateli vazény povinnosti
zachovavat mlCenlivost, nebo

iii. byly Zdravotnickym zafizenim,
Zkous$ejicim  nebo Studijnim
personalem vytvoreny nezavisle bez

vyuziti  Duvérnych  informaci,
odkazovani na n¢€ nebo spoléhani na
ne.

3.3 Zakonem ulozené odhaleni

V piipadé¢, ze Zdravotnické zafizeni ¢i
Zkousejici obdrzi oznameni ¢1 vyzvu od tieti
strany, kterd bude pozadovat odhaleni, sdéleni
¢i zpfistupnéni jakékoli Divérné informace,
pfijemce takové vyzvy Zadavateli takovou
skute€nost neprodlené oznami, aby mél
Zadavatel moznost uplatnit predbéZné/
ochranné opatfeni ¢i jakykoli jiny vhodny
ochranny ¢i napravny prostiedek. V piipadé, ze
takové predbéZné/ochranné opatfeni ¢i jiny
vhodny ochranny ¢i napravny prostfedek neni
vydan ¢i dosazen, piijemce vyzvy poskytne
pouze takovou ¢ast Divérnych informaci, a to
v rozsahu, v jakém je jejich odhaleni, sd¢leni ¢i
zptistupnéni  pozadovano, pficemz bude
vyzadovat uplatiiovani divérného rezimu ve
vztahu K témto Divérnym informacim.

Bez ohledu na vySe uvedené, Zdravotnické
zafizeni, Zadavatel a IQVIA timto berou na
védomi, Ze tato smlouva bude uUvefejnéna
v souladu se zak. ¢. 340/2015 Sb., o registru
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Agreements Register. As and between the
Parties, Institution agrees to publish the
Agreement pursuant to the foregoing. Any
information which constitutes trade secret
of either Party is exempted from such
publication. For the purposes of this
Agreement, trade secrets include, but are
not limited to, Attachment A — Budget and
payment schedule, the minimum enrollment
goal, expected number of Study subjects
enrolled and the expected duration of the
Study. Furthermore, personal data of the
individuals are also exempted from
publication, unless they have been
previously published in another public
register. The version for publication shall be
created and provided to the Institution by
the Sponsor in a machine-readable formate
to the following e-mail address:
B o the date of the execution
hereof at the latest. The Institution will
inform IQVIA of publishing the Agreement
in the Agreements Register by designating

the followin email address:
I 5 e e
address to which anotification of
publication in the Agreements register shall
be sent. Should the Institution fail to publish
this Agreement within 5 working days from
the date of the last signature hereof, it may

be published by the Sponsor or IQVIA.

3.4 Return or Destruction

Upon termination of this Agreement or
upon any earlier written request by Sponsor
at any time, Site shall return to Sponsor, or
destroy, at Sponsor’s option, all
Confidential Information other than Study
Data.

3.5Survival

smluv. Za uvefejnéni dle piedchozi véty
odpovida Zdravotnické zatizeni. Takovémuto
uvefejnéni nepodléhaji ty udaje, které tvoii
obchodni tajemstvi n¢které ze smluvnich stran.
Dle této Smlouvy se obchodnim tajemstvim
rozumi zejména Pfiloha A - Rozpocet
aplatebni ptrehled, minimalni cilovy pocet
zafazeni, oCekavany zarazeny pocet subjektl
a ofekavana délka trvani Studie. Dale nebudou
takovémuto uUvetejnéni podléhat osobni tdaje
fyzickych osob, ledaze jsou jiz Uvefejnény
Vjiném vefejné pfistupném registru. Verzi
Smlouvy Kk uvefejnéni vytvoii a poskytne
Zdravotnickému zafizeni Zadavatel nejpozd¢ji
Vv den podpisu této Smlouvy, ato ve strojové
citelném formatu V elektronické podobé
zaslanim na emailovou adresu: *
Zdravotnické zafizeni vyrozumi IQVIA
0 uvefejnéni smlouvy V registru smluv tak, ze

ve formulafi pouzivaném K uvetejnéni
smlouvy zada adresu

jako emailovou adresu, na kterou ma byt
zaslana  notifikace 0 uvefejnéni.  Neni-li
smlouva Zdravotnickym zafizenim uvetejnéna
ve lhaté 5 pracovnich dni od data posledniho
podpisu, jsou K jejimu uvefejnéni opravnéni
IQVIA ¢i Zadavatel.

3.4 Vriceni ¢i likvidace

V névaznosti na ukonceni platnosti této
zaklad¢ pisemného pozadavku Zadavatele,
Misto  provadéni  klinického  hodnoceni
Zadavateli vrati, piipadné¢ dle poZadavku
Zadavatele zlikviduje, veskeré Duvérné
informace, odlisné od Studijnich dat a udaju.

3.5 Pietrvavajici platnost
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4.

This Section 3 “Confidentiality” shall
survive termination or expiration of this
Agreement for ten (10) years.

INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property

Ownership of inventions, discoveries,
works of authorship and other developments
existing as of the Effective Date (as defined
below) and all patents, copyrights, trade
secret rights and other intellectual property
rights therein (collectively, “Pre-existing
Intellectual Property”), is not affected by
this Agreement, and no Party or Sponsor
shall have any claims to or rights in any Pre-
existing Intellectual Property of another,
except as may be otherwise expressly
provided in any other written agreement
between them.

4.2 Inventions

“Inventions” means all inventions,
discoveries and developments resulting
from the performance of the Study, or the
use of the Investigational Product or the
Confidential Information, that are, in each
case, made by Institution, Investigator or
any Study Staff. Sponsor shall own all
Inventions.

4.3 Assignment of Inventions

Institution shall, and shall cause Study Staff
to, disclose all Inventions promptly and
fully to Sponsor in writing, and Institution,
on behalf of itself and its Study Staff, will
assign to Sponsor all of its rights, title and
interest in and to Inventions, including all
patents, copyrights and other intellectual
property rights therein and all rights of
action and claims for damages and benefits

4.

Tento Clanek 3 ,Duveérny rezim* zlstane
v platnosti i v pfipad¢ ukonceni platnosti ¢i pti
uplynuti platnosti této Smlouvy, ato po dobu
deseti (10) let.

DUSEVNI VLASTNICTVI

4.1 Existujici duSevni vlastnictvi

Vlastnictvi vSech objevi, vynalezl, autorskych
dél ajinych vysledkii dusevni Cinnosti, jez
existuji k Datu ucinnosti (definice viz nize),
adale veskeré patenty, autorskd prava,
obchodni tajemstvi a dal$i prava k objektim
duSevniho vlastnictvi, Stimto souvisejici
(spolecné dale jen, ,Existujici duSevni
vlastnictvi©), neni jakkoli doteno touto
Smlouvou, ajakakoli Strana ¢&i Zadavatel
nemaji naroky vuci ¢i prava K jakémukoli
pfedmétu Existujiciho dusSevniho vlastnictvi
jiného, neni-li tak vyslovné pisemné¢ ujednano
Vv jakékoli pisemné dohod¢ mezi Stranami
uzaviené.

4.2 Objevy

Pojem ,,Objevy“ znamena veSkeré objevy,
vynalezy apfedméty vyvoje, jez jsou
vysledkem provadéni Studie nebo pouZzivani
Hodnoceného lé¢iva ¢i Divérnych informaci
ajsou ucinény Zdravotnickym zafizenim,
ZkouSejicim nebo Studijnim personalem.
Zadavatel bude vlastnikem veSkerych Objevii.

4.3 Ptevod prav K Objevim

Zdravotnické zatizeni se zavazuje, Ze odhali,
zptistupni €1 sdéli a dale zajisti, ze Studijni
persondl odhali, zpfistupni ¢i sdéli veskeré
Objevy, ato neprodlené aplné¢ Zadavateli
v pisemné formé, a Zdravotnické zafizeni,
jménem svym ajménem av zastoupeni
Studijniho persondlu, pfevede na Zadavatele
veskera sva prava, naroky a zajmy k Objevim,
véetné vSech patentl, autorskych dél a jinych
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arising due to past and present infringement
of said rights. Institution shall cooperate and
assist Sponsor by executing, and causing its
Study Staff to execute, all documents
reasonably necessary for Sponsor to secure
and maintain Sponsor’s ownership rights in
Inventions.

4.4 Patent Prosecution

Site shall cooperate, at Sponsor’s request
and expense, with Sponsor’s preparation,
filing, prosecution, and maintenance of all
patent applications and patents for
Inventions.

4.5 Survival

This Section 4 “Intellectual Property” shall
survive termination or expiration of this
Agreement.

5. PUBLICATION RIGHTS

5.1 Publication and Disclosure

Institution and Investigator shall have the
right to publish or present the results of
Institution’s and Investigator’s activities
conducted under this Agreement, including
Study Data, only in accordance with the
requirements of this Section 5 “Publication
Rights”. Subject to the terms of Section 5.2
“Multi-Center Clinical Trial Publications”,
Institution and Investigator agree to submit
any proposed publication or presentation to
Sponsor for review at least thirty (30) days
prior to submitting any such proposed

5.

prav  duSevniho vlastnictvi Ktomuto se
vztahujicim, jakoz 1 veSkera prava procesni
povahy a naroky na nahrady skod a uzitky, jez
jiz vznikly v dasledku minulého ¢i soucasného
poruseni shora uvedenych prav. Zdravotnické
zafizeni se =zavazuje, ze bude nalezité
spolupracovat a poskytne Zadavateli
soucinnost pfi vyhotoveni a uzavieni, a zajisti,
ze Studijni persondl vyhotovi auzaviou,
veskeré dokumenty divodné Zadavatelem
pozadované za ucCelem ochrany a zajisténi
vlastnickych prav Zadavatele k Objevim.

4.4 Patentové fizeni

Misto provadéni klinického hodnoceni se
zavazuje, ze bude spolupracovat a poskytne
soucinnost, ato Vnavaznosti na vyzvu
Zadavatele ana jeho naklady as jeho ucasti,
v souvislosti s pfipravou, podanim, vedenim
patentového fizeni audrzovédnim veskerych
patentovych prihlasek a patentli pro veskeré
Objevy.

4.5 Pretrvavajici platnost

Tento Clanek 4 ,,Dusevni vlastnictvi ziistane
v platnosti i v piipad¢ ukonceni platnosti ¢i pti
uplynuti platnosti této Smlouvy.

PRAVA NA ZVEREJNENI

5.1 Publikovani a zpfistupnéni

Zdravotnické zafizeni a ZkouSejici budou
opravnéni publikovat a prezentovat vysledky
¢innosti Zdravotnického zafizeni
a Zkousejiciho, jeZ je provadéna na zakladé
této Smlouvy, ato vcetné¢ Studijnich dat
audaji, vyluéné¢ vsouladu s pozadavky
stanovenymi V tomto Clanku 5 ,Prava na
zvefejnéni®. V souladu s podminkami clanku
5.2 ,,Zvetejiiovani V piipad¢ multicentrickych
klinickych hodnoceni* Zdravotnické zatizeni
a ZkousSejici souhlasi, ze Zadavateli ptredlozi
jakoukoli navrhovanou publikaci a prezentaci
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publication to a publisher or proceeding
with such proposed presentation. Within
thirty (30) days of its receipt, Sponsor shall
advise Institution and/or Investigator, as the
case may be, in writing of any information
contained therein which is Confidential
Information (other than Study Data) or
which may impair the availability of patent
protection for Inventions. Sponsor shall
have the right to require Institution and/or
Investigator, as applicable, to remove
specifically identified Confidential
Information (other than Study Data) and/or
to delay the proposed publication or
presentation for an additional sixty (60)
days to enable Sponsor to seek patent
protection for Inventions.

5.2 Multi-Center Clinical Trial Publications

pro ucely jejich kontroly ve lhaté alespon
tiiceti (30) dnd pted ptedlozenim jakékoli
takové publikace pfislusSnému vydavateli ¢i
pted jejich navrhovanou prezentaci. Ve lhuté
tficeti (30) dnt od jejich piijeti, Zadavatel se
pisemné vyjadii Zdravotnickému zafizeni
a/nebo Zkousejicimu, vzdy dle podminek
konkrétniho pfipadu, ve vztahu Kk jakékoli
informaci obsazené V takovych materialech,
jez predstavuje Diivérnou informaci (odliSnou
od Studijnich dat audaji) nebo jez muze
predstavovat piekdzku moznosti dosazeni
patentové ochrany piislusného  Objevu.
Zadavatel bude opravnén pozadovat vuci
Zdravotnickému zafizeni a/nebo Zadavateli,
vzdy dle podminek konkrétniho ptipadu,
odstranéni definovanych informaci
oznacenych jako Duvérné informace (jez jsou
odlisné od Studijnich dat audaji) a/nebo
pozadovat odlozeni navrhované publikace ¢i
prezentace po dobu dodatecnych Sedesati (60)
dni, aby umoznil Zadavateli uplatnéni
patentové ochrany ve vztahu Kk takovému
Objevu.

5.2 Zvefejiiovani V pfipadé multicentrickych
studii
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As the Study is part of the Multi-Center
Clinical Trial, Institution and Investigator
agree that they shall not, without the
Sponsor’s  prior  written  consent,
independently publish, present or otherwise
disclose any results of or information
pertaining to Institution’s and Investigator’s
activities conducted under this Agreement
until Multi-Center Clinical Trial publication
IS published; provided, however, that if
Multi-Center Clinical Trial publication is
not published within eighteen (18) months
after completion of the Study and lock of the
database at all research sites or any earlier
termination of the Multi-Center Clinical
Trial, Institution and Investigator shall have
the right to publish and present the results of
Institution’s and Investigator’s activities
conducted under this Agreement, including
Study Data, solely in accordance with the
provisions of Section 5.1 “ Multi-Center
Clinical Trial”.

5.3 Confidentiality of Unpublished Data

Institution and Investigator acknowledge
and agree that Study Data that is not
published, presented or otherwise disclosed
in accordance with Section 5.1 or Section
5.2 (“Unpublished Data”) remains within
the definition of Confidential Information,
and Institution and Investigator shall not,
and shall require that Study Staff not,
disclose Unpublished Data to any third
party or disclose any Study Data to any third

party.

Protoze tato Studie je multicentrickym
klinickym hodnocenim, Zdravotnické zatizeni
a Zkousejici  timto  souhlasi, ze bez
predchoziho pisemného souhlasu Zadavatele
nebudou nezavisle publikovat, prezentovat ¢i
jakkoli jinak odhalovat, zvetejnovat, sdélovat
¢1 zpristupniovat jakékoli vysledky nebo
informace  vztahujici se  k ¢innostem
Zdravotnického zafizeni a Zkousejiciho, jez
jsou provadény na zaklade této Smlouvy, a to
az do doby, nez dojde ke zvetejnéni publikace
za celé multicentrické klinické hodnoceni; to
vSak za  podminky, Ze  nedojde-li
k multicentrickému zvetejnéni nejpozdéji do
osmnacti (18) mésici od okamziku dokonceni
Studie awuzavieni databaze ve vSech
vyzkumnych centrech ¢i K pfipadnému

'''''' ukonceni multicentrického
klinického hodnoceni, Zdravotnické zafizeni
a Zkousejici budou opravnéni publikovat
a prezentovat vysledky ¢innosti
Zdravotnického zatizeni a Zkousejiciho, jez je
provadéna na zakladé¢ této Smlouvy, ato
véetné¢ Studijnich dat audaji, vyhradné

v souladu s podminkami stanovenymi
vodstavci 5.1 ,,Multicentrické klinické
hodnoceni*.

5.3 Duveérnost nepublikovanych udaju

Zdravotnické zatizeni a ZkousSejici timto berou
na védomi a souhlasi, Ze Studijni data a udaje,
jez nebyly publikovany, prezentovany C¢i
jakkoli  jinak  odhaleny, zvetejnény,
zptistupnény ¢i sdéleny na zdkladé upravy
stanovené¢  vodstavci 51 nebo 5.2
(,,Nepublikované tdaje*), zistanou zahrnuty
do rémce definice Duvérnych informaci,
a Zdravotnick¢  zafizeni a ZkousSejici se
zavazuji, ze neodhali, nezvetejni, nezptistupni
¢i nesdéli azavazou Studijni personal ve
shodném rozsahu Vv této souvislosti, jakékoli
Nepublikované udaje jakékoli tfeti strané ¢i
nezvefejni jakdkoli Studijni data ¢i Udaje
jakeékoli tieti strané.
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5.4 Media Contacts

Institution and Investigator shall not, and
shall ensure that Institution’s personnel do
not engage in interviews or other contacts
with the media, including but not limited to
newspapers, radio, television and the
Internet, related to the Study, the
Investigational Product, Inventions, or
Study Data without the prior written consent
of Sponsor. This provision does not prohibit
publication or presentation of Study Data in
accordance with this section 5.

5.5 Use of Name, Reqistry and Reporting

No Party hereto shall use any other Party’s
name, or Sponsor’s name, in connection
with any advertising, publication or
promotion without the prior written
permission of that party, except that the
Sponsor and IQVIA may use the Site’s
name in Study or Multi-Center Clinical
Trial publications and communications,
including clinical trial websites and Study
or Multi-Center Clinical Trial newsletters.
Sponsor will register the Multi-Center
Clinical Trial with a public clinical trials
registry in accordance with applicable laws
and regulations and will report the results of
the Multi-Center Clinical Trial publicly
when and to the extent required by
applicable laws and regulations.

5.6 Survival

5.4 Kontakty s médii

Zdravotnické zatfizeni a ZkousSejici nebudou,
azajisti, Zze zaméstnanci Zdravotnického
zafizeni nebudou, poskytovat jakékoli
rozhovory ¢i jiné formy kontakti s médii,
zejména  véetné¢  vydavatelstvi  novin,
provozovateli radiového vysilani,
provozovateli televizniho vysilani
a spolecnostmi plisobicimi na internetu, ato
Vv souvislosti se Studii, Hodnocenym 1é¢ivem,
Objevy nebo Studijnimi daty audaji bez
pfedchoziho pisemného svoleni Zadavatele.
Toto ustanoveni nebrani moznosti publikovat
¢i prezentovat Studijni data a udaje v souladu
s timto Clankem 5.

55 Pouziti ndzvu &1 jména, registrace
a oznamovani

Z4dna strana této Smlouvy neni opravnéna
pouzit jména ¢i nazvu jiné Strany, nazvu
Zadavatele, ato v souvislosti s jakoukoli
reklamni  ¢innosti, K publikaénim  ¢i
marketingovym ucelim bez predchoziho
pisemného svoleni dané strany, S vyjimkou
ptipadid, kdy Zadavatel alQVIA budou
opravnéni pouzit nazvu Mista provadeéni
klinického hodnoceni v souvislosti
S publikacemi tykajicimi se Studie nebo
Multicentrického  klinického  hodnoceni
avramci komunikace, vcetné¢ webovych
stranek vénovanych klinickym hodnocenim
apro ucely newsletteri  vydavanych
v souvislosti s Multicentrickym  klinickym
hodnocenim. Zadavatel bude Studii registrovat
v souladu s pfisluSnymi pravnimi predpisy
anafizenimi abude oznamovat vysledky
Multicentrického  klinického ~ hodnoceni
vefejn¢  tehdy avrozsahu  uloZzeném
pfisluSnymi pravnimi pfedpisy a nafizenimi.

5.6 Pfetrvajici platnost
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This Section 5 “Publication Rights” shall
survive termination or expiration of this
Agreement.

6. PERSONAL DATA

6.1 Study Team Member Personal Data

Both prior to and during the conduct of the
Study, the Investigator and the Study Staff
may provide Sponsor and IQVIA, and their
respective designees with their Personal
Data (as defined under applicable data
protection legislation, including applicable
national legislation, in particular Act No.
101/2000 Coll., on Personal Data
Protection, as amended, and the General
Data Protection Regulation (EU) 2016/679
of the European Parliament and of the
Council (“GDPR”) collectively “Data
Protection Legislation”).The Investigator
consents to the processing (including use,
disclosure or transfer) of his/her Personal
Data by Sponsor and IQVIA, and their
respective agents and affiliates and national
and foreign governmental or regulatory
agencies for the following purposes (the
“Purposes™):

I. the conduct of clinical trials
and/or statistical analysis,

ii. verification by governmental or
regulatory agencies, the Sponsor,
IQVIA, and their agents and

affiliates,

iii. compliance with legal and
regulatory requirements,

iv. publication on
www.clinicaltrials.gov and

websites and databases that serve
a comparable purpose;

6.

Tento Clanek 5 ,,Prava na zvetejnéni* zlstane
v platnosti i v piipad¢ ukonceni platnosti ¢i pti
uplynuti platnosti této Smlouvy.

OSOBNIi UDAJE

6.1 Osobni udaje ¢lenu Studijniho tymu

Pred zahijenim Studie abc¢hem jejiho
provadéni mohou ZkouSejici  a Studijni
persondl Zadavateli, spole¢nosti IQVIA nebo
jejich zastupcim sd€lovat své Osobni udaje
(definice viz platné pravni pfedpisy 0 ochrané
osobnich udajl, zejména zakon ¢&. 101/2000
Sb., oochrané¢ osobnich udaji, V platném
znéni, a Nafizeni Evropského parlamentu
a Rady (EU) 2016/679 ze dne 27. dubna 2016
0 ochran¢ osobnich udaju (,,GDPR®); dale
souhrnn¢  ,,Pravni predpisy 0 ochrané
osobnich 1daji*). ZkouSejici souhlasi se
zpracovavanim (vcetné¢ pouzivani, sdélovani
nebo predavani) jeho Osobnich udaji
Zadavatelem aspolecnosti IQVIA a jejich
zastupci a ptidruzenymi spolecnostmi
a narodnimi a zahrani¢nimi statnimi
a kontrolnimi Gfady pro nasledujici ticely (dale
,, Ukely®):

i. provadéni klinickych hodnoceni
nebo statistickych analyz,

ii. ovéfeni ze strany statnich/spravnich

nebo regulatornich uradd,
Zadavatele, spolecnosti IQVIA,
ajejich  zastupci,  sesterskych

organizaci €1 pobocek,

iii. zajisténi souladu s pravnimi
a regulatornimi poZadavky,

Iv. zvefejnéni na strankach
www.clinicaltrials.gov a webovych
strankach a serverech, které slouzi
obdobnému ucelu;
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v. storage in databases to facilitate
the selection of investigators for
future clinical trials or other
business; and

vi. anti-corruption compliance.

Names of members of Study Staff may be
processed in IQVIA’ study contacts
database for study-related purposes only.
Site agrees and confirms that no individual
who fails to provide aconsent for the
processing and transfer of private personal
information under this provision shall
provide services to or perform as Study
Staff for the Study.

The Sponsor shall be the Controller (as
defined under Data Protection Legislation)
for the Personal Data of the Investigator and
the Study Staff provided under this
Agreement for the Purpose and IQVIA shall
be the Processor (as defined under Data
Protection Legislation) for such Personal
Data. IQVIA shall be Controller of Personal
Data stored in IQVIA databases to facilitate
the selection of investigators for future
clinical trials or other businesses.

IQVIA shall comply with Data Protection
Legislation in its capacity as Controller of
Personal Data stored in IQVIA databases
and in its capacity as Processor for Sponsor
of the Personal Data of the Investigator and
the Study Staff.

This Section 6 “Personal Data” shall survive
termination or expiration of this Agreement.

6.2 Study Subject Personal Data

The Investigator shall obtain Study Subject
written consent for the collection and use of
Study Subject personal data for Study

V. evidovani Vv databazich pro ucely
usnadnéni vybéru zkousSejicich pro
budouci klinicka hodnoceni nebo
jiné ¢innosti; a

Vi. zajisténi souladu na poli zakazu
jakéhokoli korup¢niho jednéni.

Jména Clenti Studijniho persondlu mohou byt
zpracovana V databazich vedenych IQVIA pro
ucely studijnich kontakti, ato vylu¢né pro
ucely souvisejici S klinickymi studiemi. Misto
provadéni klinického hodnoceni potvrzuje, ze
fyzické osoby, které neposkytnou souhlas se
zpracovanim a ptredavanim osobnich tdaji se
nebudou ucastnit poskytovani sluzeb ¢i
provadéni Studie jako Studijni personal.

Spravcem (definice viz Pravni ptedpisy
0 ochrané osobnich udaji) Osobnich udajh
Zkousejiciho a Studijniho personalu
poskytovanych podle této Smlouvy pro
uvedené  Utely je Zadavatel, jejich
zpracovatelem (definice viz Pravni predpisy
0 ochran¢ osobnich 1udaji) je spolecnost
IQVIA. Spolecnost IQVIA je spravcem
Osobnich udaji ukladanych do jejich databazi
Kk usnadnéni vybéru zkousejicich pro budouci
klinicka hodnoceni nebo jiné ¢innosti.

Spolecnost IQVIA je povinna dodrzovat Platné
pravni predpisy 0 ochran¢ osobnich udaji
jakoZzto spravce Osobnich tidaji ukladanych do
jejich databazi a jakozto zpracovatel Osobnich
udaju Zkousejiciho a Studijniho personalu pro
Zadavatele.

Tento Clanek 6 ,,Osobni udaje” zlistane
v platnosti i v piipad¢ ukonceni platnosti ¢i pti
uplynuti platnosti této Smlouvy.

6.2 Osobni udaje Subjektu studie

Zkousejici zajisti ziskani pisemného souhlasu
Subjektu studie pro ucely k ziskani a pouziti
osobnich udaji Subjektu studie pro Ucely
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purposes using the Informed Consent Form
as provided by the Sponsor according to this
Agreement, including the disclosure,
transfer and processing of data collected in
accordance with the Protocol, in compliance
with applicable data protection provisions.

7. STUDY SUBJECT INJURY, INSURANCE AND

souvisejici se Studii dle Zadavatelem
poskytnutého vzoru Informovaného souhlasu
dle této Smlouvy, ato vcetné¢ odhaleni,
pfevodu  azpracovani  osobnich  udaji
ziskanych dle Protokolu, adale Vv souladu
S ptislusSnymi pfedpisy na poli ochrany dat.

POSKOZENI ZDRAViI SUBJEKTU STUDIE,

DAMAGES

Sponsor hereby represents and warrants that
it will provide clinical trial insurance in
accordance with § 52, par. 3, letter f) Act on
Pharmaceuticals as may be subsequently
amended.

The Site shall report adverse events
experienced by Study Subjects (a) to IQVIA
and Sponsor within twenty-four (24) hours
of learning of such event; (b) in accordance
with instructions in the Protocol; and (c)
pursuant to Applicable Law. The Site shall
promptly notify IQVIA and Sponsor in
writing of any claim of illness or injury
actually or allegedly due to an adverse
reaction to the Investigational Product or
procedure required by the Protocol and
cooperate with Sponsor in the handling of
the adverse event.

Sponsor shall reimburse Institution for the
direct, reasonable and necessary medical
expenses incurred by Institution for the
treatment of injuries that are determined
jointly by Investigator and Sponsor to be the
direct result of (i) use of the Study Drug in
accordance with the Protocol; or (ii)
a procedure that the Study Subject would
not have undergone but for such Study
Subject’s participation in the Study, except
to the extent that such injury is caused by:

POJISTENiI A ODSKODNENI

Zadavatel prohlaSuje a potvrzuje, ze v souladu
Sust. § 52 odst. 3, pism. f) zdkona ¢. 378/2007
Sb., olécivech, vplatném znéni, zajisti
pojisténi klinického hodnoceni.

Misto provadéni klinického hodnoceni je
povinno hlésit nezadouci piihody u Subjekth
studie (a) spolecnosti IQVIA a Zadavateli do
dvaceti ¢tyt (24) hodin od okamziku, kdy se
0 piihodé¢ dozvi, (b)vsouladu s pokyny
stanovenymi Vv Protokolu a (c) podle Platnych
pravnich ptedpist. Misto provadéni klinického
hodnoceni je povinno neprodlen¢ pisemné
vyrozumét spolecnost IQVIA a Zadavatele
0jakémkoli  naroku  vztahujicimu  se
k onemocnéni ¢i Gjmé na zdravi, Knimz
skuteéné¢ ¢i  udajné doslo v souvislosti
s nezadouci reakci na Hodnocené 1é¢ivo nebo
v disledku procedury ¢i postupu
vyzadovanych Protokolem a zavazuje se plné
spolupracovat se Zadavatelem pii feSeni
nezadouci udalosti.

Zadavatel uhradi Zdravotnickému zatfizeni
pfimé, pfimefené a nezbytné zdravotni vydaje,
které vznikly Zdravotnickému  zafizeni
v souvislosti s 1é¢bou ujmy na zdravi, kterou
Zkousejici spolecné se Zadavatelem vyhodnoti
jako piimy duasledek (i) uzivani Hodnoceného
lé¢iva  vsouladu s Protokolem,  nebo
(if) ukonu, ktery by  Subjekt studie
nepodstoupil, pokud by se Studie neucastnil,
s vyjimkou ptipadl, kdy takova jma na zdravi
je zpisobena:
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i. failure by Institution, Investigator
or any of their respective
personnel to comply with this
Agreement, the Protocol, any
written instructions of IQVIA or
Sponsor concerning the Study, or
any Applicable Law, or

ii. negligence or willful misconduct
by Institution, Investigator or any
of their respective personnel.

Sponsor shall not be obligated to pay for the
treatment of medical complications that are
a part of the natural course of the Study
Subject’s primary disease.

The Sponsor’s liability to reimburse the
Institution under this provision shall not be
limited to the amount payable under any
insurance required to be carried by Sponsor
but shall extend to the full amount of the
Institution’s actual damages in the amount
of subject’s claim or of subject's legal
representative’s claim successfully claimed
under Czech legal order.

Institution shall not be entitled to such
reimbursement according to the previous
paragraph if:

I. The injury of subject (including
death) has been caused by willful
act, negligence, wrongful conduct
or breach of any obligation
stipulated for the Institution or the
Investigator by legal guideline or
by this Agreement including all
its appendices;

i. pochybenim Zdravotnického
zafizeni, Zkousejiciho nebo
jakéhokoliv  jejich  zaméstnance
jednat v souladu s touto Smlouvou,
Protokolem, jakoukoliv pisemnou
instrukci spolecnosti IQVIA nebo
Zadavatele tykajici se Studie, nebo
Platnych pravnich piedpist, nebo

ii. nedbalosti nebo umyslnym
nespravnym jednanim
Zdravotnického zafizeni,
Zkousejicim nebo jakymkoliv jejich
zastupcem.

Zadavatel nebude povinen hradit 1écbu
zdravotnich komplikaci, které budou soucasti
ptirozen¢ho pribehu primarniho onemocnéni
Subjektu studie.

Odpovédnost Zadavatele odskodnit
Zdravotnické zafizeni dle tohoto ustanoveni
nebude limitovana castkou splatnou dle
jakéhokoliv pojisténi uzavien¢ho
Zadavatelem, ale bude se vztahovat na celou
castku  skuteéné Skody  Zdravotnického
zafizeni ve vysi naroku Subjektu studie nebo
naroku jeho zdkonného zastupce uspesne
uplatnéného dle ceského pravniho radu.

Narok Zdravotnického zafizeni na nahradu
Skody dle predchoziho ustanoveni nevznika,
jestliZe:

i. poSkozeni zdravi (vCetné smrti)
Subjektu studie bylo zpisobeno
umyslng, nedbalosti, protipravnim

jednanim nebo nesplnénim
povinnosti stanovené
Zdravotnickému zatizeni ¢i

ZkouSejicimu pravnim predpisem
nebo v této Smlouve, véetné vsech
jejich ptiloh;
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ii. The Institution fails to notify the
Sponsor in writing within twenty
(20) working days of the date the
Institution became aware of the
claim for damages having been
made. The notice shall be send by
registered post to the Sponsor.

iii. Upon Sponsor’s request the
Institution has not made possible
for the Sponsor take a part in out
of court negotiations concerning
the claim which may result in
a legal suit at law;

iv. The Institution has recognized the
claim without prior obtaining
Sponsor’s written consent to such
recognition.

This Section 7 subsection “Study Subject

Injury and Damages” shall survive
termination or expiration of this Agreement.

8. IOVIA DISCLAIMER

IQVIA expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any claim arising
out of acondition caused by or allegedly
caused by any Study procedures associated
with such product except to the extent that
such liability is caused by the negligence,
willful misconduct or breach of this
Agreement by IQVIA.

This Section 8 “IQVIA Disclaimer” shall
survive termination or expiration of this
Agreement.

ii. Zdravotnického zafizeni do dvaceti
(20) pracovnich dnti ode dne, kdy se
dozvédela, ze byl vici ni uplatnén
narok na  nahradu  Skody,
neoznamila tuto skutecnost pisemné
Zadavateli. Oznameni musi byt

odeslano  doporucenou  postou
Zadavateli.
iii. Na  Zadost  Zadavatele —mu

Zdravotnické zafizeni neumoznila
ucastnit se mimosoudniho
vyjednavani 0 vzneseném naroku
nebo nasledného soudniho fizeni;

iv. Zdravotnické  zafizeni  uznalo
vzneseny narok, aniz by obdrzela
predchozi pisemny souhlas
Zadavatele.

Tento Clanek 7 podsekce ,,Poskozeni zdravi
Subjektu  Studie a Odskodnéni®  zlstane
Vv platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

8. ODMITNUTI ODPOVEDNOSTI SPOLECNOSTI

IQVIA
Spole¢nost IQVIA timto vyslovné odmita
jakoukoli odpovédnost v souvislosti

s Hodnocenym léCivem, vcetné jakékoliv
odpovédnosti za jakékoliv naroky vyplyvajici
Z okolnosti  zplisobené  nebo  domnéle
zpusobené jakymkoliv Studijnim postupem
spojenym S takovym léCivem vyjma rozsahu,
nedbalosti, imyslnym protipravnim jedndnim
nebo porusenim této Smlouvy ze strany
spole¢nosti IQVIA.

Tento Clanek 8 ,,Odmitnuti odpovédnosti
spolec¢nosti IQVIA* zistane Vv platnosti i po
ukonceni nebo uplynuti doby trvani této
Smiouvy.
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9. CONSEQUENTIAL DAMAGES

Neither IQVIA nor Sponsor shall be
responsible to the Site for any lost profits,
lost opportunities, or other consequential
damages, nor shall Site be responsible to
IQVIA or Sponsor for any lost profits, lost
opportunities, or other consequential
damages.

Nothing herein is intended to exclude or
limit any liability of any party for death or
personal injury caused by the negligence of
such party.

This Section 9 “Consequential Damages”
shall survive termination or expiration of
this Agreement.

10. DEBARMENT

The Site represents and warrants that neither
Institution, nor Investigator, nor, to the best
of their knowledge, any Study Staff have
been debarred, disqualified or banned from
conducting clinical trials or are under
investigation by any regulatory authority for
debarment or any similar regulatory action
in any country, and the Site shall notify
IQVIA  immediately if any such
investigation, disqualification, debarment,
or ban occurs.

This Section 10 “Debarment” shall survive
termination or expiration of this Agreement.

9. NASLEDNA SKODA

Spolecnost IQVIA ani Zadavatel neponesou
vuci Mistu provadéni klinického hodnoceni
odpovédnost za usly zisk, ztratu ptilezitosti ani
jiné nasledné¢ Skody aMisto provadéni
klinického hodnoceni neponese odpovédnost
za usly zisk, ztratu ptilezitosti ani jiné nasledné
Skody, které ptipadné vzniknou spolecnosti
IQVIA nebo Zadavateli.

Utelem Zadného z ustanoveni této Smlouvy
neni vylou¢it nebo omezit odpovédnost
kterékoli ze stran za umrti nebo jjmu na zdravi
osob zpiisobenou nedbalosti dané strany.

Tento Clanek 9 ,Nasledna $koda“ zlstane
Vv platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

10. VYLOUCENI

Misto  provadéni  klinického  hodnoceni
prohlasuje a potvrzuje, ze ani Zdravotnické
zatizeni, ani Zkousejici, a dle jejich nejlepsiho
védomi ani Studijni personal nebyli zbaveni
pfislusSného opravnéni, nebyla jim uloZena
sankce zdkazu vykonu cinnosti klinickych
hodnoceni adale, Zze kterykoli z téchto
subjektll neni vySetfovan jakoukoli kontrolni
instituci, kdy vysledkem takového Setfeni ¢i
fizeni miiZze byt uloZeni sankce zdkazu vykonu
¢innosti ¢ odebrani  opravnéni, ato
v kterémkoli  stat§, aMisto  provadeéni
klinického hodnoceni se dale zavazuje
neprodlené¢ vyrozumét IQVIA v piipadé, Ze
dojde k takovému vysetfovani, diskvalifikaci,
ulozeni sankce zdkazu vykonu ¢innosti nebo
k odejmuti opravnéni Kk vykonu klinického
hodnoceni.

Tento Clanek 10 ,»Vylouceni“ zistane
v platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.
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11. ANTI-KICKBACK AND ANTI FRAUD

Institution and Investigator agree that their
judgment with respect to the advice and care
of each Study Subject will not be affected
by the compensation they receive from this
Agreement, that such compensation does
not exceed the fair market value of the
services they are providing, and that no
payments are being provided to them for the
purpose of inducing them to purchase or
prescribe any drugs, devices or products.

If the Sponsor or IQVIA provides any free
products or items for use in the Study,
Institution and Investigator agree that they
will not bill any Study Subject, insurer or
governmental agency, or any other third
party, for such free products or items.

Institution and Investigator agree that they
will not bill any Study Subject, insurer, or
governmental agency for any visits, services
or expenses incurred during the Study for
which they have received compensation
from IQVIA or Sponsor, or which are not
part of the ordinary care they would
normally provide for the Study Subject, and
that neither Institution nor Investigator will
pay another physician to refer subjects to the
Study.

12. ANTI-BRIBERY

Institution agrees that the fees to be paid
pursuant to this Agreement represent fair
compensation for the services to be
provided by Institution. Institution and
Investigator represent and warrant that
payments or Items of Value received
pursuant to this Agreement or in relation to
the Study will not influence any decision
that Institution, officers or directors,
Investigator, Study Staff, or any Payee (as

11. ZAMEZENI UPLATKARSTVIi A PODVODU

Zdravotnické zatizeni a Zkousejici souhlasi, ze
jejich usudek, pokud jde o poradenstvi a péci
0 kazdy subjekt hodnoceni, nebude ovlivnén
uhradou, kterou obdrzi na zakladé této
Smlouvy, a dale osvédéuji, Ze tato kompenzace
nepfesahuje redlnou trzni hodnotu sluzeb, které
poskytuji aze zaddné platby nejsou
poskytovany za ucelem piimét je K nakupu
nebo ptredepisovani jakychkoliv 1€kd, zatizeni
nebo produkti.

Pokud Zadavatel nebo IQVIA poskytnou
jakékoli produkty nebo predméty pro pouziti
ve Studii zdarma, Zdravotnického zafizeni
a Zkousejici souhlasi, ze nebudou zadat thradu
po zadném Subjektu studie, pojistovné nebo
statnim/spravnim Gfadu nebo jakékoli jiné treti
stran¢ za tyto zdarma poskytnuté produkty
nebo predmeéty.

Zdravotnické zatizeni a Zkousejici souhlasi, ze
nebudou Zzadat thradu po Zadném Subjektu
Studie, pojistovné nebo statnim ufadé za
jakékoliv navstévy, sluzby nebo vydaje vzniklé
v prubéhu Studie, za které obdrzeli thradu od
spolecnosti IQVIA nebo Zadavatele, nebo
které nejsou soucasti bézné péce, kterou by za
normalnich okolnosti poskytli Subjektu studie
a ze ani Zdravotnické zatizeni ani ZkouSejici
nebudou poskytovat platbu jinému Iékafi za
doporuceni subjekti do Studie.

12. ZAKAZ PODPLACENI

Zdravotnické zafizeni timto souhlasi, Ze
platby, které budou uhrazeny na zaklad¢ této
Smlouvy, predstavuji fadnou kompenzaci za
sluzby poskytnuté Zdravotnickym zatizenim.
Zdravotnické zafizeni a ZkouSejici timto
prohlasuji a zavazuji se, Ze platby ¢i Hodnotné
véei, které obdrzi na zakladé této Smlouvy ¢i
v souvislosti se Studii jakkoli neovlivni
jakékoli rozhodnuti Zdravotnického zafizeni,
jeho vykonnych fidicich pracovnikii nebo
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defined in Attachment A) under this
Agreement may make, as a Government
Official or otherwise, in order to assist
Sponsor or IQVIA to secure an improper
advantage or obtain or retain business.

Institution and Investigator further represent
and warrant that neither Institution, nor its
officers or directors, nor Investigator, Study
Staff, or any Payee (as defined in
Attachment A) they nor any of their
respective owners, directors, employees,
agents, or consultants, nor any payee under
this Agreement, will, in order to assist
Sponsor or IQVIA to secure an improper
advantage or obtain or retain business,
directly or indirectly pay, offer or promise
to pay, or give any ltems of Value to any
person or entity for purposes of (i)
influencing any act or decision: (ii) inducing
such person or entity to do or omit to do any
act in violation of their lawful duty; (iii)
securing any improper advantage; or (iv)
inducing such person or entity to use
influence with the government or
instrumentality thereof to affect or influence
any act or decision of the government or
instrumentality.

In addition to other rights or remedies under
this Agreement or at law, IQVIA or Sponsor
may terminate this Agreement if Site
breaches any of the terms contained in this
Section or if IQVIA or Sponsor learns that
improper payments are being or have been
made to or by Institution or Investigator or
any individual or entity acting on its or their
behalf.

¢lent jeho statutarniho organu, Zkousejiciho,
Studijniho personalu ani Pfijemct plateb (viz
definice v Pfiloze A) na zakladé této Smlouvy
k tomu, aby udinil, jakozto Zastupce vefejné
moci ¢i jakkoli jinak, za ucelem poskytnuti
pomoci Zadavateli ¢i spolecnosti IQVIA
V podobé zajisténi neopravnéné vyhody ¢i za
ucelem ziskani ¢i zachovani si obchodni
prilezitosti.

Zdravotnické zafizeni ani jeho vykonni fidici
pracovnici nebo clenové jeho statutarniho
organu, ZkousSejici, Studijni personal ani
Piijemci plateb (viz definice Vv Ptiloze A) dle
té¢to Smlouvy, ato za ucelem pomoci
Zadavateli ¢i spolecnosti IQVIA K zajisténi
neopravnéné vyhody ¢i ziskani ¢i zachovani
obchodni pfilezitosti, pfimo ¢i nepiimo,
neuhradi, nenabidne ¢i neslibi uhradit, nebo
nedaruje jakoukoli Hodnotnou véc jakékoli
osobé ¢i subjektu v souvislosti s nasledujicimi
ucely: (i) ovlivnéni jakéhokoli jednéni C¢i
rozhodnuti: (ii) pobidky ¢i pohnuti takové
osoby ¢i subjektu, aby néco konal nebo se
zdrzel urcitého jednani v rozporu s se zdkonem
uloZenou povinnosti; (iii) zajiSténim jakékoli
neopravnéné vyhody; nebo (iv) pobidky ¢i
pohnuti takové osoby ¢i subjektu K zneuziti
vlivu vi€i statnimu/spravnimu organu ¢i jeho
zastupci V této souvislosti, ato za ucelem
ovlivnéni jakéhokoli jednani ¢i rozhodnuti
statniho/spravniho orgéanu ¢i jeho zastupce.

Nad ramec ostatnich prav a prostfedki napravy
dle této Smlouvy, ¢i na zakladé piislusnych
pravnich ptedpist, spolecnost IQVIA nebo
Zadavatel budou opravnéni ukoncit platnost
této Smlouvy V ptipadé, ze Misto provadeéni
klinického  hodnoceni  porusi  jakékoli
podminky obsazené v tomto Clanku, ptipadng,
pokud IQVIA nebo Zadavatel zjisti, ze jsou
poskytovany ¢i byly poskytnuty neopravnéné
platby viéi ¢i ze strany Zdravotnického
zafizeni €1 ZkouSejictho nebo jakéhokoli
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13. INDEPENDENT CONTRACTORS

The Investigator and Institution are acting
as independent contractors of IQVIA and
Sponsor and shall not be considered the
employees or agents of IQVIA or Sponsor.

Neither 1QVIA nor Sponsor shall be
responsible for any employee benefits,
pensions, workers’ compensation,
withholding, or employment-related taxes
as to the Investigator or Institution or their
staff.

14, TERM & TERMINATION

14.1Term

This Agreement will become binding on the
date on which it is last signed by the Parties
and effective on the date of its publication
in the Register of Agreements in accordance
with Act No. 340/2015 Coll., on Register of
Agreements (the “Effective Date”) and
shall continue until completion of the Study
or until terminated in accordance with this
Section 14 “Term & Termination”.

14.2 Termination

The Study may be terminated (i) by any
Party immediately upon written notice to
the other Parties if necessary to protect the
safety, health or welfare of Study Subjects;
or (i) by IQVIA, (a) immediately upon
written notice to the other Parties if
a suitable replacement for the Investigator is
not found, as set forth under Section 1.4
“Duties of Investigator” or (b) upon thirty
(30) days prior written notice to the other

jednotlivece ¢i  subjektu jednajiciho jejich
jménem.

13. NEZAVISLI POSKYTOVATELE

Zkousejici a Zdravotnické zafizeni budou
jednat jako nezavisli poskytovatelé smluvniho
plnéni spolec¢nosti IQVIA a nebudou jakkoli
povazovani za zameéstnance i zastupce
spolecnosti IQVIA nebo Zadavatele.

Ani spole¢nost IQVIA ani Zadavatel nebudou
mit jakoukoli odpovédnost vztahujici se
K benefitim, penzim, nahradam, narokium
k dichodovému ptipojisténi, pracovnépravnim
odméném, srazkovym ¢i jinym
pracovnépravnim  danim  tykajicim  se
ZkouSejiciho nebo Zdravotnického zatizeni
nebo jejich zaméstnanct.

14. PLATNOST A UKONCENI PLATNOSTI

14.1 Platnost

Tato Smlouva nabyva platnosti k datu, kdy
bude podepsana posledni Stranou a ucinnosti
k datu jejiho uvetejnéni v registru smluv dle
zakona ¢. 340/2015 Sb., oregistru smluv
(,,Datum ac¢innosti“) a zlistane v ucinnosti do
okamziku dokonCeni ¢i ukonceni Studie
vsouladu stimto Clankem 14 ,Platnost
a Ukonceni platnosti®.

14.2 Ukonceni platnosti

Studie muze byt ukoncena (i) kteroukoli ze
Stran s okamzitou UCinnosti na zadkladé
pisemného ozndmeni ostatnim Stranam, bude-
li to nezbytné Kk ochrané bezpecnosti, zdravi
nebo prospéchu Subjektii studie, nebo
(ii) spolecnosti  IQVIA  (a) s okamzitou
ucinnosti na zaklad€ pisemného ozndmeni
ostatnim Stranam, nepodati-li se najit vhodnou
nahradu za Zkousejiciho, jak je stanoveno
Vv ¢lanku 1.4 ,,Povinnosti Zkousejiciho®, jinak
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Parties. In addition, any Party (the “Non-
Breaching Party”) may terminate this
Agreement for amaterial breach of
a provision of this Agreement by another
Party (the “Breaching Party”) if such
breach is not cured within thirty (30) days
following the Breaching Party’s receipt of
written notice of such breach from the Non-
Breaching Party.

14.3Effects of Termination or Study
Completion

Upon an early termination under Section
14.2 “Termination”: (i) this Agreement will
terminate; (ii) Investigator will immediately
stop enrolling subjects into the Study and
cease administering the Investigational
Product to Study Subjects and conducting
Study procedures on Study Subjects, to the
extent medically advisable and cooperate
with IQVIA to ensure a plan for the health,
safety or well-being of any Study Subject
enrolled in the Study; (iii) IQVIA shall
make afinal payment for wvisits or
milestones properly performed pursuant to
this Agreement in the amounts specified in
Attachment A; provided, however, that ten
percent (10%) of this final payment will be
withheld until final acceptance by Sponsor
in writing of all CRF pages and all data
clarifications issued and satisfaction of all
other applicable conditions set forth herein;
(iv) any funds not due under the foregoing
calculation but already paid by IQVIA to
Investigator will be promptly returned to
IQVIA; and (v) Site will (a) furnish to
IQVIA or Sponsor, within thirty (30) days
of the effective date of termination, all
Study Data, including completed or
partially completed CRFs and (b) return or
destroy all Investigational Product and
Confidential Information in accordance
with the terms of this Agreement. Upon

(b) do tiiceti (30) dni na zakladé pisemného
ozndmeni ostatnim Stranam. Tuto Smlouvu
muze Strana (dale ,,NeporuSujici strana®)
vypovédét také z divodu zdvazného poruseni
nekterého z jejich ustanoveni jinou Stranou
(dale ,,Porusujici strana®), jestlize takové
poruseni nebude odstranéno do tiiceti (30) dnti
poté, co PoruSujici strana obdrzi od
Neporusujici strany pisemné upozornéni na
poruseni.

14.3 Uginky ukonéeni platnosti Smlouvy nebo
ukonceni Studie

Pti pfedCasném ukonceni podle ¢lanku 14.2
,UkonCeni platnosti“: (i) tato  Smlouva
pozbyva platnosti, (ii) ZkouSejici neprodlené
ukon¢i nabor Subjektt do Studie a piestane jim
podavat  Hodnocené¢  IéCivo  a provadét
vySetfeni Vv ramci Studie, pokud to bude
Z 1€katského hlediska vhodné, a ve spolupraci
se spolecnosti IQVIA vypracuje plan dalsi
1écby Subjektt studie, (iii) spole¢nost IQVIA
uhradi zavére¢nou platbu za navstévy nebo
mezniky Studie tadn€ splnéné podle této
Smlouvy ve vysi stanovené V Ptiloze A, avSak
S tim, ze deset procent (10 %) této zdvérecné
platby si ponechd, dokud Zadavatel pisemné
nepotvrdi, Ze obdrzel vSechny stranky
formuldit. CRF aze byly zodpovézeny
vSechny dotazy k udajim a splnény vSechny
ostatni podminky stanovené V této Smlouve,
(iv) veskeré  castky, které podle vyse
uvedeného vypoctu nebudou splatné, ale
spole¢nost IQVIA je Zkousejicimu uZ uhradila,
budou neprodlen¢ vraceny spolecnosti IQVIA,
a (v) Misto provadéni klinického hodnoceni
(@) doda spolecnosti IQVIA nebo Zadavateli
do ticeti (30) dnti od data Gcinnosti ukonceni
Smlouvy vesSkeré Studijni udaje vcetné
vyplnénych nebo  Castecné  vyplnénych
formulait CRF a (b) v souladu s podminkami
této Smlouvy vrati nebo zlikviduje veSkeré
Hodnocené lécivo a Divérné informace. Po
ukonceni Studie budou podminky ¢lanku 14.3

RYA20397 CTAINV& INST Template Czech Republic v1.0 03Sep2018 / Czech Republic _Clinical Trial Agreement _INST & INV 21 August

2013 - IQVIA Global template — 15 April 2013
Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni
InflaRx / IFX-1-P2.5

Vseobecna fakultni nemocnice v Praze /
Version / Verze: Redacted // 25.03.2019

CONFIDENTIAL / DUVERNE 35/43



completion of the Study, the terms of
Sections 14.3(i), 14.3(iii), 14.3(iv) and
apply as of the Study

14.3(v) will
completion date.

15. NOTICE

Any notices required or permitted to be
given hereunder shall be given in writing,
shall be effective upon receipt (or a later
date specified in the notice), and shall be

delivered:

i. inperson

ukonceni Studie.

15. OZNAMENI

a budou dorucena:

i. osobnég

(i), 14.3 (iii), 14.3 (iv) a 14.3 (v) platit k datu

Veskera oznameni vyzadovana nebo povolena
podle této Smlouvy budou ucinéna v pisemné
podobé, stavaji se platnymi dorucenim (nebo
K pozd¢jSimu datu uvedenému V oznameni)

ii. by certified mail, postage prepaid, ii.

return receipt requested,

iii. by e-mail of .pdf/scan or other
non-editable format notice with
confirmed transmission report, or

iv. by acommercial overnight
courier that guarantees next day
delivery and provides a receipt,
and such notices shall be

doporu¢enym dopisem, S predem
zaplacenym postovnym,
s dorucenkou

e-mailem ve formatu pdf/scan nebo
Vv jiném formatu, ktery znemoziuje
zasah do obsahu s potvrzenou
zpravou 0 prenosu nebo

komeréni no¢ni kuryrni sluzbou,
ktera zarucuje doruceni dalSi den
a poskytne potvrzeni. Tato
ozndmeni budou adresovana takto:

addressed as follows:

To Sponsor / Zadavateli:

Name / Nazev: InflaRx GmbH
Address / Adresa: Winzerlaer Str. 2, Jena, 07745,
Germany / Némecko

Tel./ Tel: |

To IQVIA/ IQVIA:

Name / Nazev: IQVIA RDS Czech Republic s.r.o.
Address / Adresa: Pernerova 691/42, 186 00 Praha 8 -

Karlin, Czech Republic / Cesk4 republika
Tel. Toi- I

And to

IQVIA Inc.

Office of the General Counsel

P.O. Box 13979

Research Triangle Park, North Carolina 27709-3979,
USA

Attention: General Counsel

Email: |
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To Institution / Zdravotnickému
zafizeni.

Name / Nazev: VSeobecna fakultni nemocnice
v Praze Address / Adresa: U Nemocnice 499/2, 128 08

Praha 2, Czech Republic/Ceska republika
Email:

To Investigator / Zkousejicimu:

Name / Jméno a ptijmeni:

Address / Adresa: U Nemocnice 499/2, 128 08 Praha 2,

Czech Republic/Ceska republika
Tel./ Tel:
Email:

16. MISCELLANEOUS

16. RUZNE

16.1Entire Agreement

This Agreement, including its
attachment(s), constitutes the sole and
complete agreement between the Parties
and replaces all other written and oral
agreements relating to the Study.

16.2 No Waiver/Enforceability

Failure to enforce any term of this
Agreement shall not constitute a waiver of
such term.

If any part of this Agreement is found to be
unenforceable, the rest of this Agreement
will remain in effect.

16.3Modifications

This Agreement may only be extended or
otherwise amended by written agreement of
the Parties.

16.4 Assignment/Subcontracting

Sponsor may at any time and upon written
notice to the Site, assume the obligations
and rights of IQVIA under this Agreement
or substitute IQVIA with another
independent contractor. For avoidance of
doubt, any assumption of the obligations
and rights of IQVIA under this Agreement

16.1 Celistvost Smlouvy

Tato Smlouva, vcetné piiloh, piedstavuje
vyhradni, celistvé auplné ujednani Stran
a nahrazuje veSkeré ostatni pisemné a ustni
dohody vztahujici se k této Studii.

16.2. Vzdani se uplatnéni/Vynutitelnost

Neuplatnéni jakéhokoli prava ¢i podminky této
Smlouvy nezakladd domnénku vzdani se
uplatnéni takového prava ¢i podminky.

V ptipadé, Ze bude kterakoli ¢ast této Smlouvy
shledana jako nevykonatelnd, zbytek této
Smlouvy zlstane i nadale v platnosti.

16.3 Zmény

Tuto Smlouvu je mozné dopliovat nebo jinak
ménit pouze na zdklad€ pisemné dohody Stran.

16.4 Pievod Smlouvy/povéreni subdodavatelu

Zadavatel je opravnén kdykoli na zakladé
pisemného ozndmeni pfevzit povinnosti
aprava spolecnosti IQVIA ztéto Smlouvy
nebo nahradit spole¢nost IQVIA jinym
nezavislym dodavatelem. Aby se piedeslo
pfipadnym pochybnostem, ma se za to, Ze
pfevzeti povinnosti a prav spolecnosti IQVIA
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by Sponsor or another independent
contractor will be from and after the
effective date of such written notice.

With IQVIA’s prior written consent in each
instance, Institution may subcontract the
performance of certain of its activities under
this Agreement to qualified third parties;
provided that (i) such permitted third parties
perform such activities in amanner
consistent with the terms and conditions in
this Agreement; (ii) Institution causes such
permitted third parties to be bound by and
comply with the terms of this Agreement;
(iii) Institution remains liable for such
permitted third parties’ performance; and
(iv) neither Investigator nor any sub-
investigator has any direct or indirect
financial interest in any such permitted third
parties. For the avoidance of doubt, all
permitted third parties used to perform the
Study are included in the definition of Study
Staff.

This Agreement shall be binding upon the
Parties and their successors and assigns.

The Site shall not assign or transfer any
rights or obligations under this Agreement
without the written consent of IQVIA and
Sponsor.

16.5Governing Law

This Agreement shall be interpreted and
enforced under the laws of Czech Republic

The Parties agree that the courts of the

Czech Republic have jurisdiction to decide
any question arising out of this Agreement.

16.6Prevailing language

ztéto Smlouvy Zadavatelem nebo jinym
nezavislym dodavatelem plati od data
ucinnosti uvedeného pisemného oznameni.

S ptedchozim pisemnym souhlasem
spolecnosti  IQVIA v kazdém jednotlivém
ptipadé¢ je Zdravotnické zafizeni opravnéno
povétit provadénim nékterych jeho Cinnosti
Z této Smlouvy kvalifikovanou tfeti stranu pod
podminkou, Ze (i) takova schvalena tfeti strana
bude svéfené Cinnosti vykonavat zplsobem,
ktery bude vsouladu spodminkami této
Smlouvy, (ii) Zdravotnické zatizeni zajisti, aby
treti strana byla vazdna podminkami této
Smlouvy adodrzovala je, (iii)za plnéni
poskytované schvalenou tieti stranou bude
nadale odpovidat Zdravotnické zafizeni
a (iv) Zkousejici ani nikdo ze
spoluzkousejicich nemaji pfimy ani nepiimy
finan¢ni podil ve spolecnosti schvalené treti
osoby. Aby se predeslo pochybnostem, ma se
za to, ze na kazdou takovou schvalenou treti
stranu povéfenou provadénim Studie se
vztahuje definice Studijniho personalu.

Tato Smlouva bude zavaznd vici Stranam
i jejich pravnim nastupciim a postupnikiim.

Misto  provadéni  klinického  hodnoceni
nepievede jakakoli prava ¢i zavazky z této
Smlouvy bez piedchoziho pisemného souhlasu
spole¢nosti IQVIA nebo Zadavatele.

16.5 Rozhodné pravo

Tato Smlouva bude vykladana avyméhana
v souladu s pravnim fadem Ceské republiky.

Strany timto souhlasi, ze piipadné spory

vyplyvajici  ztéto  Smlouvy  ptedlozi
piislusnym soudiim v Ceské republice.

16.6 Rozhodna jazykova verze
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The Agreement is drawn up in English and
in Czech language versions. In case of any
dispute Czech language version shall
prevail.

16.7 Survival

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive
termination or completion of this
Agreement, even if not expressly stated
herein.

THIS SECTION IS INTENTIONALLY
LEFT BLANK

Tato Smlouva je vyhotovena vV anglickém
aceském jazykovém  znéni. V piipadée
jakéhokoli rozporu bude rozhodujici Ceska
jazykova verze.

16.7 Pfetrvavajici platnost

Podminky této Smlouvy, jez obsahuji prava
a povinnosti, jez svoji povahou ptekracuji
okamzik dokonceni Studie, zistanou zavazné
i v piipadé ukoncéeni ¢i uplynuti platnosti této
Smlouvy, ato iv ptipad€, ze tak neni V této
Smlouvé vyslovné uvedeno.

TATO CAST JE ZAMERNE PONECHANA
PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic s.r.o. / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE IQVIA RDS Czech
Republic s.r.o.

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY Vseobecna fakultni nemocnice v Praze / NA
DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE V3eobecné
fakultni nemocnice v Praze

By/ Jméno:

(must authorized to sign on Institution’s behalf)/(musi se jednat 0 podpis opravnéného zastupce
Zdravotnického zatizeni)

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS ZKOUSEJICi

Name/ Jméno: I

Signature/ Podpis:

Date/ Datum:
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Signed by IQVIA RDS Czech Republic s.r.o., under a Power of Attorney dated 12 October
2018, in the name of InflaRx GmbH / Podepsano IQVIA RDS Czech Republic s.r.0., na zaklad¢
PIné moci vystavené dne 12. Fijna 2018, jménem InflaRx GmbH

Name/ Jméno:

Signature/ Podpis:

Date/ Datum:

Attachments: Piilohy:

Attachment A - Budget & payment schedule Ptiloha A — Rozpocet a platebni piehled
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ATTACHMENT A PRILOHA A

BUDGET & PAYMENT SCHEDULE ROZPOCET A PLATEBNI PREHLED
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