CLINICAL TRIAL AGREEMENT

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

Fakultni nemocnice Hradec Kralové,
having a place of business at Sokolskd 581,
Hradec Kréilové — Novy Hradec Krélové,

Zip Code 500 05, Czech Republic,
Identification number: 00179906, Tax
identification number: CZ00179906,
represented by prof. MUDr. Vladimir

Palicka, CSc., dr. h. c.,
“Institution”), and

I i ing an

address at]

“Investigator”), and

director (the

(the

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  Alasdair MacDonald,

Managing Director (“IQVIA”), and

InflaRx GmbH, having a place of business
at Winzerlaer Str. 2, Jena, 07745, Germany,
Identification number: HRB 502149, Tax
identification number: DE 257741992
(“Sponsor”)

SMLOUVA O KLINICKEM HODNOCENI

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

e Fakultni nemocnice Hradec Kralové, se

sidlem Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Krilové, Ceska republika,
Identifika¢ni ¢islo: 00179906, Danové
identifikacni ¢islo: CZ00179906, zastoupené
zastoupend  prof. MUDr. Vladimirem
Palickou, CSc., dr. h. c., reditelem
(,,Poskytovatel), a

I  :rcsou
I . Zkousejici), a

IQVIA RDS Czech Republic s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika, Identifikaéni &islo:
24768651, Danové identifikaCni cislo:
CZ24768651, zastoupend Alasdairem
MacDonaldem, jednatelem (,,IQVIA®), a

InflaRx GmbH, se sidlem Winzerlaer Str. 2,
Jena, 07745, Némecko, Identifikacni cislo:
HRB 502149, Danové identifikacni Cislo: DE
257741992 (,,Zadavatel*)

Each a “Party” and together the “Parties”.

Kazd4d samostatné jako ,Strana“ a spolecné¢

jako ,,Strany*.

Protocol IFX-1-P2.5 Cislo Protokolu: | IFX-1-P2.5
Number:
A RANDOMIZED, DOUBLE- RANDOMIZOVANE, DVOJITE
BLIND, DOUBLE-DUMMY, ZASLEPENE, DVOJITE
Protocol Title: ACTIVE-CONTROLLED, Nazev MASKOVANE, ) AKTIVNE
MULTICENTER, 2-PART | Protokolu: KONTROLOVANE,
PHASE I STUDY ON MULTICENTRICKE
REPLACEMENT OF KLINICKE HODNOCENI

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 o klinickém hodnoceni
InflaRx / IFX-1-P2.5

Fakultni nemocnice Hradec Kralové /
Version / Verze Redacted // 14012019

CONFIDENTIAL / DUVERNE

1/48




STEROIDS BY IFX-1 IN

FAZE 1I O DVOU CASTECH

ACTIVE GRANULOMATOSIS ZA  UCELEM  NAHRADY
WITH POLYANGIITIS (GPA) STEROIDU PRIPRAVKEM
AND MICROSCOPIC IFX-1 U AKTIVNI
POLYANGIITIS (MPA) GRANULOMATOZY S
POLYANGIITIDOU (GPA)
A MIKROSKOPICKOU
POLYANGIITIDOU (MPA)
Protocol Date: 03 December 2018 Datum 3. prosince 2018
Protokolu:
Sponsor: InflaRx GmbH Zadavatel: InflaRx GmbH
Stat, ve kterém
Country  where ma sidlo Misto
Site is . provadéni . .
Conducting Czech Republic Winického Ceskd republika
Study: hodnoceni, které
provadi Studii:
Location where | Hemodialysis Department, | Misto, kde bude | Hemodialyzacni stredisko, které
the study will be | which is a division/part of the | provddéna je soucdsti/oddeélenim
conducted: Institution Studie: Poskytovatele
100  kalenddrnich dmi po
100 Calendar Days after Site InlCléfCI”il , .nqufeve Mlsta,
e .. . provddeni klinického hodnoceni
Initiation Visit (being the date S Lo
by which Site must enrol at (a to jakoZto den, ke kterému je
Key Enrollment Y Klicové datum | Misto provddeni klinického
least |GGG s nore N . . . N
Date: s . . zafazeni: hodnoceni  povinno  zaradit
specifically set out in section e )
minimdlné jak

1.7 “Key Enrollment Date”
below)

je ddle podrobnéji rozvedeno
nize vodstavci 1.7 ,,Kli¢ové
datum zavazeni“)

ECMT / EC /
RA:

ECMT:

Etickd komise IKEM a TN
Videriskd 800, 140 59 Praha 4 —
Kré, Czech Republic

EC:

Etickd  komise FN Hradec
Krdlové, Sokolskd 581, 500 05
Hradec Krdlové — Novy Hradec
Krdlové, Czech Republic

RA:

Stdtni tstav pro kontrolu léciv,
Srobdrova 48, 100 41 Praha
10, Czech Republic

MEK / EK /
SUKL:

MEK:

Etickd komise IKEM a TN
Viderniskd 800, 140 59 Praha 4 —
Kr¢, Ceskd republika

LEK:

Etickd  komise FN Hradec
Krdlové, Sokolskd 581, 500 05
Hradec Krdlové — Novy Hradec
Krdlové, Ceskd republika

SUKL:

Stdtni dstav 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 acontrol, i.e. trial
subject as defined in the Act No. 378/2007
Coll.

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: an investigational
medicinal product according to the meaning
in Act No. 378/2007 Coll., i.e. Sponsor’s
investigational drug, IFX-1.

Sponsor: InflaRx GmbH, as defined above.

Ve Smlouvé jsou pouZzity nésledujici
smluvni definice:

Protokol: klinicky protokol, na ktery je
odkdzano vyse, a ktery mutze podléhat Cas
od Casu zménam provedenym Zadavatelem
(ve smyslu niZze uvedené definice).

Formulafe pro zdznamy o Subjektech studie
(Case Report Form) nebo CRF: formular
pro zaznamy o Subjektech studie (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
kaZzdému Subjektu studie (ve smyslu nize
uvedené definice).

Studie: c¢ast multicentrického klinického
hodnoceni, kterd bude provadéna vyhradné
u Poskytovatele v souladu s touto Smlouvou
a s Protokolem.

Subjekt studie: jednotlivec, ktery se ucastni
Studie, bud’ jakoZto pifjemce Hodnoceného
1éCiva (ve smyslu niZze uvedené definice)
nebo jako kontrolni subjekt, tedy jednd se o
subjekt hodnoceni ve smyslu zdkona C¢.
378/2007 Sb.

Studijni persondl: lékafsky, technicky,
laboratorni, administrativni a dalSi personal
a spolupracujici osoby, véetné
spoluzkousejicich a schvélenych
subdodavatelii podle ¢lanku 16.4, podilejici
se na provadéni Studie pod vedenim
Zkousejiciho.

Hodnocené 1é¢ivo: Hodnoceny 1éCivy
piipravek ve smyslu zdkona ¢&. 378/2007
Sb., ve vlastnictvi Zadavatele IFX-1.

Zadavatel: InflaRx GmbH, jak je vySe
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Medical Records: the Study Subjects’
primary medical records.

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
agovernment 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 agovernment; any officer or
employee  of apublic 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 a government
agency, ministry or department.

Item(s) of Value: should be interpreted

vymezen.

Zdravotni zdznamy: primdrni zdravotni
zaznamy Subjektl studie.

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

Studijni data a idaje: vesSkeré udaje ziskané
pii provadéni Studie, napt. zdznamy CREF,
rentgenové snimky, vySetfeni MR a dalSi
typy snimku z vySetteni, EKG, EEG a dalsi
typy zdznami neb vytiskl, souhrny dat
azpravy aveSkeré zdznamy o zdsobdch
a vydejich Hodnoceného léciva.

Zastupce vetejné moci: jakykoli urednik ¢i
jakykokoli zaméstnanec vladniho ufadu ci
jakéhokoli ministerstva, rezortu, ufadu ci
agentury, nebo zdstupce statniho/spravniho
ufadu; jakdkoli osoba jednajici v ufedni
funkci jménem stdtniho/spravniho tradu ¢i
jakéhokoli ministerstva, ustavu, ufadu Cci
agentury nebo zdstupce vladniho tradu;
Jakykoli ufednik ¢i1 zaméstnanec spolecnosti
¢i podnikatelského subjektu vlastnéného
statem, v dil¢im ¢i plném rozsahu; jakykoli
ufednik ¢ zaméstnanec  mezindrodni
organizace vetrejného charakteru jako napf.
Svétovd banka ¢i Organizace spojenych
ndrodl; jakykoli dfednik ¢i  jakykoli
zaméstnanec politické strany ¢i jakakoli
osoba jednajici vramci ji  svéfené
pravomoci jménem politické strany; a/nebo
jakykoli kandiddt na politickou funkci;
jakykoli 1ékaft, farmaceut ¢i jiny profesional
ve zdravotnictvi, pracujici pro ¢i v jakékoli
nemocnici, 1lékdrné¢ ¢i jakémkoli jiném
zafizeni zdravotnického typu ve vlastnictvi
¢i provozovaném statnim/spradvnim tradem,
ministerstvem ¢i Ustavem.

Hodnotné véci: budou vyklddany v Sir§im
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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
(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:

smyslu amohou tak zejména zahrnovat
penéZni ¢astky, platby ¢i ekvivalenty plateb,
jako naptiklad darkové certifikdty Ci
poukazy; dary ¢i bezplatn€ poskytované
vyrobky; pohosténi, zabavu, ¢i
pohostinnost; cesty ¢i proplaceni nakladii;
poskytovani sluzeb; koup€ majetku ¢i sluzeb
za nadhodnocené cCdastky; prevzeti ¢i
prominuti splatnych zdvazkd; vyhody
nehmotného charakteru, jako napfiklad
zvySené socidlni ¢i podnikatelské postaveni
(napt. poskytovani dar ¢i podpory na
dobrocinné tcely, jeZ jsou podporoviny
stitnimi/spravnimi urady); a/nebo vyhod
vaci  tfetim  osobam  vztahujici  se
k zastupcim vefejné moci (napf. blizci
Clenové rodiny jako manzel/manzelka,
rodice, déti nebo sourozenci).

UVODNI CAST:

VZHLEDEM K TOMU, 7e IQVIA poskytuje
Zadavateli  sluzby  smluvni  vyzkumné
organizace, a to na zdkladé samostatné smlouvy
uzaviené mezi IQVIA a Zadavatelem. Sluzby
IQVIA zahrnuji monitoring Studie a uzavirani
smluv s klinickymi vyzkumnymi centry; a

VZHLEDEM K TOMU, 7Ze Poskytovatel
a ZkouSejici, ktery je v zaméstnaneckém
poméru u Poskytovatele amd zkuSenosti
s provddénim  klinickych studii s lidskymi
pacienty (dale nékdy spolecné jen ,.Misto
provadéni klinického hodnoceni) hodlaji
provést Studii a IQVIA po Mistu provadéni

klinického hodnoceni poZaduje provedeni
takové Studie.
NYNI SOHLEDEM NA SHORA

UVEDENE, bylo dohodnuto nasledujici:
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1. CONDUCT OF THE STUDY

1.1 Compliance with Laws, Regulations,
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
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”)
and the General Data Protection Regulation
(EU) 2016/679 of the European Parliament
and of the Council 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. PROVEDENI STUDIE

1.1 Soulad s Pravnimi pfedpisy, nafizenimi
a Spravnou klinickou praxi

Misto provadéni klinického hodnoceni nese
vaci Zadavateli odpovédnost za to, Ze
podminky této Smlouvy budou dodrZovat
vSichni ¢lenové Studijniho persondlu. Misto
provadéni klinického hodnoceni zajisti, aby
byl Studijni personal sezndmen
s podminkami této Smlouvy vztahujicimi se
na ¢innosti, které provadi, a aby se zavazal,
Ze je bude dodrzovat. Klinické hodnoceni
bude Misto provadéni klinického hodnoceni
provadeét v souladu s (i) Protokolem
(i1) pisemnymi  pokyny od spole¢nosti
IQVIA aod Zadavatele a (iii) veskerymi
platnymi prdvnimi predpisy, etickymi
principy, predpisy a pokyny upravujicimi
provadéni klinickych hodnoceni v misté,
kde je provadéno, vcetné piislusnych
smérnic a standardi Mezindrodni
konference o harmonizaci a spravné
klinické praxi (,,JCH-GCP*), zdkona
¢.378/2007 Sb., olécivech a o zménach
n¢kterych souvisejicich zdkond (,,zakon
o lé¢ivech™), vyhlasky ¢. 226/2008 Sb.,
ospravné  klinické  praxi  ablizsich
podminkach klinického hodnoceni 1é¢ivych
pfipravkl, v platném znéni, a zdkona
¢.372/2011 Sb., o zdravotnich sluzbach
a podminkach jejich poskytovani (,,zakon
o zdravotnich sluzbach“) a Nafizeni
Evropského parlamentu a Rady (EU)
2016/679 o ochran€ osobnich udajii nebo
piipadnych pozdéjSich zmén a zdkond,
které vySe uvedené pravni predpisy
v podstatném rozsahu nahradi, a veSkerych
zakonll a pfedpist tykajicich se ochrany
a soukromi osobnich udaja, uplaceni a boje
proti korupci (didle souhrnné¢ ,Platné
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The estimated Study duration is from [}
B B 20d s subject to
change in accordance with the Sponsor and
Protocol requirements.

The expected number of Study Subjects
enrolled is [|j

Sponsor and IQVIA hereby acknowledge
that they will not enter into any other
agreement with the Investigator or any
other employee of the Institution in relation
to this Study.

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”). Site 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

1.3.1 Collection, Storage and Destruction.
Site shall ensure the prompt, complete,
and accurate collection, recording and

pravni piedpisy”).

Predpoklddand doba trvani Studie je od
I o I o iccm tato
doba muZze byt pfedmétem zmény na
zaklad¢ pozadavki Zadavatele a v souladu
s podminkami Protokolu.

Predpokladany pocet zatazenych Subjektt
studie jejJij

Zadavatel a IQVIA timto potvrzuji, Ze v
souvislosti s touto Studii neuzaviou se
ZkouSejicim ani jinym zaméstnancem
Poskytovatele Zadnou jinou smlouvu.

1.2 Formulaf pisemného informovaného
souhlasu

Misto provadéni klinického hodnoceni
souhlasi s tim, Ze bude pouZzivat formulaf
informovaného souhlasu, ve znéni pisemné
schvédleném Zadavatelem Etickou komisi
pro multicentrickd hodnoceni (,,MEK")
a Mistnimi etickymi komisemi (,,LEK®),
spole¢né déle jen Etickych komisi, které
jsou zodpovédné za kontrolu Studie
(,EK*). Misto provadéni klinického
hodnoceni  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 schvdlen Zadavatelem a EK, museji
byt znovu schvileny Zadavatelem i EK.

1.3 Zdravotni zaznamy a Studijni data
a udaje

1.3.1 ShromaZzd’ovéni, uskladnéni
a likvidace. Misto provadéni klinického
hodnoceni  zajisti promptni, uplné
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classification of the Medical Records and

Study Data.

Site shall:
1. maintain and store Medical
Records and Study Data in

il.

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

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

a presné shromazd’ovani, zaznamendvani

a klasifika¢ni

roztfidéni Zdravotnich

zdznamu a Studijnich dat a ddaja.

Misto provadéni klinického hodnoceni

bude:

1l.

vést  askladovat  Zdravotni
zdznamy a Studijni data a udaje
bezpecnym zpusobem
s omezenim fyzického
i elektronického pfistupu, dle
podminek konkrétnitho piipadu
as kontrolou prostiedi
piislusnou pro konkrétni typ dat
a udaji v souladu s piisluSnymi
pravnimi pfedpisy, nafizenimi
a technickymi standardy; a

chrdnit ~ Zdravotni  z4znamy
a Studijni data audaje proti
neopravnénému zneuziti,

pfistupu, kopirovani ¢i odhaleni.
Bude-li tak poZadovano
Zadavatelem ¢i IQVIA, Misto
provadéni klinického hodnoceni
predlozi Studijni data a tidaje za
pouziti elektronického systému
pro elektronicky zdznam dat,
ktery bude poskytnuty
Zadavatelem nebo IQVIA nebo
jimi urenym zdstupcem, ato
v souladu s pokyny Zadavatele
pro elektronicky zdznam dat.

Misto  provadéni  klinického
hodnoceni zabrani
neoprdvnénému  piistupu ke
Studijnim  datim  a ddajim

zajiSténim fyzické bezpecnosti
elektronického systému a déle
zajisti, Ze Studijni persondl bude
zachovdvat v divérném reZimu
jim piidélend piistupova hesla.
Zkousejici souhlasti, 7e
shromdzdi veSkera Studijni data
a udaje obsaZené ve Zdravotnich
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1il.

take measures to prevent
accidental or premature
destruction or damage of these
documents. Neither Institution
nor Investigator shall destroy or
permit the destruction of any
Medical Records or Study Data
without prior written notification
to the Sponsor before the
expiration of the Retention
Period (as defined below). The
Institution will keep all Medical
Records and Study Data as well
as any documentation related to
study subjects for 15 years after
completing the Study (“the
“Retention Period”). This
archiving will be free of charge
for the period of first 5 years in
accordance with the Act No.
378/2007 Coll. and for the
remaining period for the
archiving fee stipulated in
Attachment A. If Sponsor seeks
for Institution to archive data and
documentation after the
Retention Period, Sponsor shall
notify the Institution at least 6
months before the end of the
Retention Period of its interest in
further archiving and will pay
the archive fee stipulated in
Attachment A for any such
continued archiving. If Sponsor
do not communicate to the
Institution in a timely fashion, as
stipulated above, how the Study
documents shall be dealt with,
and does not pay the fee for
further archiving after the

1il.

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

pfijme opatieni za tcelem
zabranéni ndhodného ¢i
pfed€asného zniceni i
poskozeni téchto dokumentd.
Ani Poskytovatel, ani ZkousSejici
nezni¢i ¢i nepovoli likvidaci
jakychkoli Zdravotnich zdznamu
¢i Studijnich dat auddaju bez
ptedchoziho pisemného
ozndmeni zaslaného Zadavateli
pfed uplynutim Archivacni doby
(gak je definovdna  niZe).
Poskytovatel uchovd Zdravotni
zdznamy a Studijni data a udaje,
jakoZz i veSkerou dokumentaci
vztahujici se k Subjektim studie
po dobu 15 let od ukonceni
Studie (,,Archiva¢ni doba*), a to
bezplatn¢ po dobu prvnich 5 let,
v souladu se zdkonem ¢.
378/2007 Sb., a na zbylou dobu
za archivacni poplatek uvedeny v
platebni piiloze A. Bude-li si
Zadavatel ptat, aby Zdravotnické
zafizeni archivovalo data a Udaje
1 po uplynuti Archivacni doby,
Zadavatel v ptredstihu 6 mésici
od konce Archivacni doby
oznami Poskytovateli, Ze trvd na
dal§i  archivaci a  uhradi
archivacéni poplatek za takovou
dal§i archivaci vypocteny dle
piiSlusné udpravy v Piiloze A. V
piipadé, Ze ve shora uvedené
lhteé Zadavatel nesdéli
pozadavek na dalSi archivaci €1
neuhradi poplatek na dalsi
archivaci po Archivaéni dobg,
ma se za to, Ze je Poskytovatel
opravnén k likvidaci vSech
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Retention Period, it shall be
presumed that the Institution is
entitled to destroy all such
documents at the end of the
Retention Period.

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
Medical Records and Study Data.
Institution shall promptly inform Sponsor
and IQVIA in writing of (a) any change
of address or relocation of the Study Data
and Medical Records or (b) change in
Study Staff responsible for maintaining
the Study Data and Medical Records
during the period prescribed by the
Applicable Law.

1.3.2 Ownership. Institution is the sole
owner of 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 shall provide original or
copies (as the case may be) of all Study
Data to IQVIA and Sponsor for Sponsor’s
use. 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

archivovanych dokumentt
Studie po uplynuti Archivaéni
doby.

V pfipadé¢ ukonceni pracovnépravniho
poméru Zkousejictho, odpovédnost za
vedeni Zdravotnich zdznamu
a Studijnich dat atddaji bude urcena
v souladu s prisluSnymi pravnimi
pfedpisy, avSak  Poskytovatel se
v zddném piipadé¢ nezprosti svych
povinnosti, jeZ mu plynou z této
Smlouvy ve vztahu k vedeni
Zdravotnich zdznaml a Studijnich dat
audaja.  Poskytovatel —musi  bez
zbytecného odkadu pisemné informovat
Zadavatele a IQVIA o (a) jakékoli
zméné adresy nebo o piemisténi
Studijnich dat a udaji a Zdravotnich
zdznaml nebo (b) o zméné Studijniho
persondlu odpovédného za udrzovani
Studijnich dat a Zdravotnich zdznamu
béhem doby predepsané Platnymi
pravnimi predpisy.

1.3.2 Vlastnictvi. Poskytovatel ma ve
vyluéném vlastnictvi Zdravotni
zdaznamy. Vlastnikem vSech Studijnich
dat a udaji bude Zadavatel. Poskytovatel
a ZkouSejici prevedou na Zadavatele
veSkerd svd prava, ndaroky a tituly,
véetn¢ prav dusSevniho vlastnictvi ke
vSem Studijnim datim a ddajim.

1.3.3 Pristup, Pouziti, Monitoring
a Kontrola. Misto provadéni klinického
hodnoceni poskytne origindly ¢i kopie
(dle podminek konkrétniho ptipadu)
vSech Studijnich dat audaji IQVIA
a Zadavateli pro mozZnost jejich vyuZziti

Zadavatelem. Misto provadéni
klinického hodnoceni umozZni Zadavateli
a IQVIA a jejich zastupclim
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permit Sponsor and IQVIA and their
representatives and designees to monitor
the Study or otherwise comply with their
legal and regulatory obligations.

Site shall afford regulatory authorities
reasonable access to Institution’s facilities
at which the Study is conducted and to
Medical Records and Study Data, and the
right to copy Medical Records and Study
Data to the extent permitted by
Applicable Law and Study Subject’s
consent.

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 a hostile 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
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

a zmocnéncliim odpovidajici pfistup do
prostor a zafizeni Poskytovatele, v nichz
je Studie provddéna, ake Zdravotnim
zdznamUm a Studijnim datim a ddajim,
aby umoznil Zadavateli a spole¢nosti
IQVIA a jejich zastupciim
a zmocnéncim provedeni monitoringu
Studie ¢i  jinak plnit své zdkonné
povinnosti  a pozadavky  kontrolnich
uradu.

Misto provadéni klinického hodnoceni
umozni regulatornim dfadim pifiméfeny
piistup do prostor a zafizeni
Poskytovatele, vnichz je  Studie
provadéna, a ke Zdravotnim zdznamim
a Studijnim datlim a ddajiim, a poskytne
opravnéni ke kopirovani Zdravotnich
zdznamU  a Studijnich dat atdaji
v rozsahu Platnych pravnich pfedpist a
souhlasu Subjektil studie.

Misto provadéni klinického hodnoceni
souhlasi, Ze bude spolupracovat se
zastupci  IQVIA aZadavatele, ktefi
navstivi Misto provadeéni klinického
hodnoceni, a Misto provadéni klinického
hodnoceni souhlasi, zZe =zajisti, Ze
zameéstnanci a zdstupci Mista provadéni
klinického hodnoceni nebudou klast
jakékoli prekdzky ¢i  jakkoli jinak
vytvéret nepfiznivé pracovni podminky
pro takové zéstupce.

Misto provadéni klinického hodnoceni
neprodlené vyrozumi IQVIA, av téZe
souvislosti spolecnosti IQVIA poskytne
veskeré  kopie, o jakékoli Zadosti,
korespondenci ¢i komunikaci pfijaté Ci
zaslané jakémukoli statnimu/spravnimu
ufadu ¢i regulatorni autorit€ vztahujici se
ke Studii, zejména vcetné¢ Zadosti Ci
ozndmeni o kontrole prostor a zatizeni
Poskytovatele, vnichz je  Studie
provadéna, a Misto provadéni klinického
hodnoceni umozni IQVIA a Zadavateli,
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disclose, all Confidential Information that
is not required to be disclosed during
such inspections.

1.3.4 Use 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.

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

aby se takovych kontrol zdcastnili. Misto
provadéni klinického hodnoceni vyvine
nezbytné usili za ic¢elem odd¢leni, nikoli
vSak odhaleni ¢i zpfistupnéni, veskerych
Duvérnych informaci, jejichZ odhaleni ¢i
zptistupnéni neni v této souvislosti
vyZadovano béhem takovych kontrol.

1.3.4 PouZzivani Studijnich dat a ddaju.
Studijni data atddaje smi Misto
provadéni klinického hodnoceni
pouzivat k péci o Subjekty studie a pro
ucely interniho, nekomeréniho vyzkumu
v souladu s podminkami této Smlouvy
vCetné €lanku 5 ,,Prava na zvefejnéni®.

1.4 Povinnosti Zkousejiciho

ZkouSejici je odpovédny za provedeni
Studie u Poskytovatele aza dohled nad
osobami nebo stranami, které poveri
plnénim povinnosti a funkci v souvislosti se
Studii. Konkrétn¢ pak jde zejména ale
nejen 0 povinnost Zkousejiciho
zkontrolovat  a porozumét  informacim
obsazenym v Souboru informaci pro
zkouSejictho. IQVIA nebo Zadavatel
zajisti, Ze budou opatfena veSkera
pozadovand  kontrolni  schvaleni od
piislusnych regulatornich uradi a EK.
ZkousSejici se zavazuje, Ze pred zahdjenim
Studie ovéii, Ze byly ziskdny veskeré
souhlasy a povoleni ptislusnych
regulatornich dradi aEK aze byly
zkontrolovany vSechny CRF tak, aby byla
zajiSténa jejich pfesnost a dplnost. Na
zadost spolecnosti  IQVIA  ZkouSejici
neprodlené opravi ptipadné chyby a/nebo
opomenuti ve formuldfich CRF a ptedd ji
opravené formulafe CRF vcetné piipadnych
podkladii k dal$imu ovétend.

Pokud Zkousejici a Poskytovatel povéii
plnénim povinnosti a funkci v rdmci Studie
néjakou tieti osobu nebo stranu, zajisti, aby
takova osoba nebo strana mély dostateCnou
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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 by written amendment hereto.
In the event Sponsor or IQVIA does not
approve a replacement 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 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
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

kvalifikaci k plnéni povinnosti a funkci
v rdmci Studie, a zavedou postupy, kterymi
zajisti  integritu  plnénych  povinnosti
afunkci vrdmci Studie a pfipadnych
vytvarenych didaja.

Misto provadéni klinického hodnoceni
souhlasi, Ze zaSle pfedem promptni
ozndmeni Zadavateli a IQVIA v piipadé, Ze
Zkousejici ukonéi pracovni pomeér u
Poskytovatele ¢i nebude-li  ZkouSejici
z jakéhokoli  jiného divodu schopen
provadét  Studii. Ustanoveni nového
ZkouSejiciho bude podléhat predchozimu
schvéleni Zadavatele a spolecnosti IQVIA.
Nahrazujici ZkouSejici bude povinen
pisemn¢ se zavdzat, Ze bude dodrzovat
podminky této Smlouvy, a to formou
pisemného  dodatku.  V pfipad¢, 7Ze
Zadavatel nebo  spoleCnost IQVIA
nahrazujicitho Zkousejiciho neschvali, bude
moci spole¢nost IQVIA tuto Smlouvu
vypovedét v souladu s ¢lankem 14
,,Platnost a ukonceni platnosti®.

1.5 Nezadouci piihody

ZkouSejici ozndmi nezadouci piithody
azavazné neziddouci pithody u Subjektl
studie (a) spoleCnosti IQVIA a Zadavateli
do dvaceti ¢tyt (24) hodin od okamziku,
kdy se o pfithodé¢ dozvi, (b) v souladu
s pokyny stanovenymi v Protokolu
a(c) podle Platnych pravnich ptedpist.
Zkous$ejici se  zavazuje, Ze bude
spolupracovat se Zadavatelem v souvislosti
sjeho  usilim  vynaloZeném v ramci
kontrolniho procesu ve vztahu k jakékoli
nezddouci pithodé. Misto provadéni
klinického  hodnoceni = bude  jednat
v souladu s oznamovacimi povinnostmi
vyzadovanymi jeho LEK.

Zadavatel a/nebo spolecnost IQVIA sdéli
Mistu provadéni klinického hodnoceni
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judgment, could directly affect the safety
of Study Subjects or their willingness to
continue participation in the Study,
influence the conduct of the Study, or alter
the LEC approval to continue the Study.

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.

The Investigational Product shall be
supplied to the pharmacy of the Institution
always duly packed in packaging
designated for the Investigational Product
and labelled in compliance with applicable
legislation. Delivery of the Investigational
Product shall be done from Monday to
Friday between 7 AM and 2 PM.

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.

Upon completion or termination of the
Study, the Site shall return or destroy, at
Sponsor’s  option, all unused the
Investigational Product and placebo
provided by Sponsor at Sponsor’s sole
expense.

veSkeré informace, které by podle
Zadavatele mohly mit pfimy vliv na
bezpecnost tcastniki ¢i jejich vili a ochotu
pokracovat v ucasti ve Studii, mit vliv na
provadéni Studie, ¢i zménit vydané
souhlasné stanovisko LEK vztahujici se
k pokracovani ve Studii.

1.6 Pouziti a vraceni Hodnoceného 1éciva
a Materidlu

Zadavatel, ¢i jeho fddné oprdvnény
zastupce, doda Poskytovateli ¢i
ZkouSejicimu dostatecné mnozstvi
Hodnoceného  1é¢iva  aplaceba dle
podminek popsanych v Protokolu.

Hodnocené 1éCivo bude dodano do
nemocni¢ni 1€kdrny Poskytovatele, vzdy v
fadn¢ zabalenych obalech urcenych pro
Hodnocené 1éCivo a oznacené v souladu s
piisluSnymi pravnimi ptedpisy. Dodavky se
budou uskutecnovat v Po-P4a od 7.00 h do
14.00 h.

Misto provadéni klinického hodnoceni
bude pouzivat Hodnocené 1écivo a placebo
poskytnutd v souvislosti se Studii vyhradné
pro ucely fddného dokonceni Studie a bude
uchovdvat Hodnocené 1éCivo dle pokynil
Zadavatele av souladu s pfisluSnymi
pravnimi predpisy, nafizenimi a pravidly,
vcetn€ povinnosti skladovat Hodnocené
1é¢ivo a placebo v uzamceném
a zabezpeCeném prostoru, ato po celou
pfedmétnou dobu.

V névaznosti na dokonceni ¢i ukonceni
Studie, Misto provadéni  klinického
hodnoceni vrati ¢i zlikviduje, a to plné dle
volby Zadavatele, veskeré nespotiebované
Hodnocené 1éCivo aplacebo dodané
Zadavatelem pln¢ a vylucné na ndklady
Zadavatele.
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Institution and Investigator shall comply
with all laws and regulations governing the
disposition or destruction of Investigational
Product and any instructions from IQVIA
that are not inconsistent with such laws and
regulations.

The Site shall return any equipment or
materials provided by Sponsor or IQVIA
for use in the Study unless otherwise
agreed to in writing by Sponsor or IQVIA
and Institution.

1.7 Key Enrollment Date

The Site understands and agrees that if Site
has not enrolled at least one (1) Study
Subject by the Key Enrollment Date then
IQVIA or/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) that are consistent with the terms of

Poskytovatel a ZkouSejici se zavazuji, Ze
budou jednat v souladu s veskerymi
pravnimi predpisy, nafizenimi a pravidly
upravujicimi  nakldddni s Hodnocenym
léCivem ¢i likvidaci Hodnoceného 1éc¢iva
a jakymikoli instrukcemi a pokyny
poskytnutymi IQVIA, jeZ nejsou v rozporu
s takovymi prdvnimi pfepisy, nafizenimi
a pravidly.

Misto provadéni klinického hodnoceni vrati
jakékoli vybaveni ¢i materidly poskytnuté
Zadavatelem nebo spole¢nosti IQVIA pro
jejich  pouziti ve Studii, pokud se
Zadavatelem nebo se spolecnosti IQVIA
pisemné nedohodne jinak.

1.7 Klicovy datum zarazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, Ze v pfipadé, Ze
Misto provadéni klinického hodnoceni
nezafadi alespon jeden (1) Subjekt studie
ke KliCovému datu zatazeni, pak IQVIA
a/nebo Zadavatel budou opravnéni ukoncit
tuto  Smlouvu v souladu s Clankem 14
“Platnost &  Ukonceni  platnosti”.
Zadavatel/IQVIA jsou oprdvnéni omezit
zatazeni Subjektl studie, ato v kterykoli
casovy okamzik.

1.8 Studijni personal

Misto provadéni klinického hodnoceni
zajisti, ze vSichni c¢lenové Studijniho
persondlu budou mit odbornou lékatskou,
technickou a/nebo laboratorni kvalifikaci
nezbytnou k provddéni Studie abudou
k dispozici pro plnéni zdvazki Mista
provadéni klinického hodnoceni z této
Smlouvy. Poskytovatel dale zajisti, aby se
vSichni ¢lenové Studijniho persondlu jesté
pfed zahdjenim Cinnosti tykajicich se
Studie vuci Poskytovateli pisemné zavézali,
Ze (1) budou dodrZzovat zachovavat
mlcenlivost o Davérnych  informacich
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this Agreement; and (ii) assign and
otherwise effectively vest in Institution any
and all rights that such Study Staff might
otherwise have in the Study-related 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.

1.10 Survival

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

(definice viz niZe) aomezeni pro jejich
pouzivéni, jak to stanovuji podminky této
Smlouvy, a(ii) postoupi nebo jinym
zpusobem ucinné pievedou na
Poskytovatele veSkerd prava k vysledklim
jejich préace souvisejici se Studii, aniZz by
Zadavateli vznikla povinnost vyplédcet jim

v W

za to honordr ¢i jinou odmeénu.

1.9 Biologické vzorky

,,Biologickymi vzorky“ se rozumi vzorky
krve, tekutin a tkdni odebirané Subjektim
studie podle Protokolu a hmotné materidly
piimo nebo nepiimo ziskané z takovych
vzorkd. Poskytovatel a Zkousejici budou
Biologické vzorky shromazd’ovat,
uchovdvat a pouZivat pouze zplsobem
stanovenym v Protokolu.  Biologické
vzorky  budou  Poskytovatel a/nebo
ZkouSejici Zadavateli nebo jim uréenému
zastupci pfeddvat v mnozstvich
pozadovanych Protokolem. Zadavatel mize
Biologické vzorky pouZivat zplUsobem
stanovenym v Protokolu  ak dceltim,
snimiZ  Subjekty  studie  souhlasily
podepsdnim  formuldfe  informovaného
souhlasu, nebo pifipadné¢ zplisobem
piipustnym podle platnych prdvnich
ptredpis.

1.10 Pfetrvavajici platnost

Ustanoveni ¢ldnku 1 zGstdvaji v platnosti
ipo ukonceni nebo skonceni platnosti
Smlouvy.

2. PLATBY

V souvislosti s fadnym plnénim Studie
Mistem provadéni klinického hodnocent,
ato v souladu s podminkami
a ustanovenimi  této  Smlouvy, budou
poskytovany  platby dle  podminek
a ustanoveni definovanych v Pfiloze A,
pficemz posledni platba bude uskutecnéna
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obligations hereunder, and IQVIA has
received all properly completed CRFs and,
if IQVIA requests, all other Confidential
Information (as defined below).

The estimated value of financial payment
under this  Agreement shall be
approximately CZK 356 382.

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
(i) 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
3.2.1 Site and Study Staff shall not

i. use Confidential Information for

any purpose other than the
performance of the Study or
ii. disclose Confidential

3.

poté, co Misto provadéni klinického
hodnoceni splni a dokon¢i veskeré zavazky,
jez mu vyplyvaji z této Smlouvy, a IQVIA
obdrzi veSkeré tadn¢ vyplnéné CRF a,
bude-li tak IQVIA vyZadovat, veskeré dalsi
Divérné informace (ve smyslu nize
uvedené definice).

Predpoklddand hodnota finan¢niho plnéni
dle této Smlouvy ¢ini pfiblizné 356 382 K¢.

DUVERNY REZIM

3.1 Definice

,Davérné informace“ budou vykladany
jako (1) veSkeré nevetejné informace, jez

byly  Poskytovateli, ZkouSejicimu ¢i
kterémukoli ¢lenu Studijniho personalu
poskytnuty, odhaleny, zpfistupnény i

sdéleny Zadavatelem ¢i jeho jménem,
zejména veetn¢ informaci o Hodnoceném
1éCivu, technickych informaci vztahujicich
se  k Hodnocenému  1éCivu,  veskeré
Existujici duSevni vlastnictvi (ve smyslu
definice nize) Zadavatele, a Protokol; a (ii)
informace  vztahujici se  k procesu
zatazovéani do Studie, informace vztahujici
se k aktudlnimu stavu Studie, komunikace
vaci aod regulatornich ufadd, informace
vztahujici se k aktudlnimu stavu
Hodnoceného 1éciva na regulatorni drovni
a Studijnich dat a udaju, a dale
(ii1) k Objeviim (ve smyslu definice nize).

3.2 Povinnosti

3.2.1 Misto  provadéni  klinického
hodnoceni a Studijni persondl nebudou

i. vyuzivat Divérné informace pro
jakykoli jiny ucel, nezli je
provadéni Studie, nebo

ii. odhalovat, zpfistupfiovat i
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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.

3.2.2 To protect Confidential Information,
Institution agrees to:

i.  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

ili. 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”.

3.2.3 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:

1. are or become generally known
to the public at the time of or

sdélovat Duvérné informace
jakékoli treti strang, s vyjimkou
opravnéni povoleného v tomto
Clanku 3. nebo Cldnku 5 ,Priva
na zvefejnéni, nebo na zdkladé
pisemného svoleni Zadavatele
nebo spolecnosti IQVIA.

32.2 Za udcelem ochrany Dulvérnych
informaci, Poskytovatel souhlasi, Ze:

i. omezi distribuci Divérnych
informaci pouze vi¢i t€m
¢lenim Studijniho persondlu,
ktefi takové skutecnosti potiebuji
znat v souvislosti s provddénim
Studie;

ii. bude informovat vSechny cleny
Studijntho  persondlu, kterym
budou  Duvérmé  informace
odhaleny, zptistupnény ¢i
sdéleny, odavérné  povaze
takovych informaci; a

. pfijme nezbytnd opatfeni za
ucelem ochrany Duvérnych
informaci pted jejich odhalenim
¢i zptistupnénim.

Z4dné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni
klinického hodnoceni odhalit, zpfistupnit,
zvefejnit ¢i sdélit Studijni data a ddaje
v povoleném rozsahu v souladu s upravou
uvedenou v Clinku 5 ,Priva na
zvetejnéni®.

3.2.3 Povinnost nesdélovat a nepouZivat
Duvérné informace podle této Smlouvy se
nevztahuje na Duvérné informace, u nichz
Poskytovatel nebo ZkouSejici mohou
dostate¢né dolozZit, Ze:

1. jsou vokamziku jejich sdéleni
Zadavatelem nebo jeho jménem
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after disclosure by or on behalf
of Sponsor, other than through
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.

uz jsou vetejné dostupné nebo se
vefejn¢  dostupnymi  stanou
pozd¢ji, aniz by k tomu doSlo
protiprivnim  jedndnim  nebo
opomenutim na stran¢
Poskytovatele, Zkousejiciho
nebo Studijniho personélu,

ii. Poskytovatel, ZkouSejici nebo
Studijni persondl je méli uz pred
sdélenim Zadavatelem nebo jeho
jménem aziskali je zjinych
zdroji neZz od Zadavatele nebo
od spolecnosti IQVIA, které
nemély vaci Zadavateli vdzany

povinnosti zachovavat
mlcenlivost, nebo

iii. byly Poskytovatelem,
ZkouSejicim  nebo  Studijnim

persondlem vytvofeny nezdvisle
bez vyuziti Duvérnych
informaci, odkazovani na né
nebo spoléhdni na né.

3.3 Zakonem ulozené odhaleni

V pripadé, ze Poskytovatel ¢i ZkouSejici
obdrzi ozndmeni ¢i vyzvu od tfeti strany,
kterd bude poZadovat odhaleni, sd€leni ¢i
zptistupnéni jakékoli Divérné informace,
piijemce takové vyzvy Zadavateli takovou
skute¢nost neprodlené ozndmi, aby mél

Zadavatel moznost uplatnit
predbéZné/ochranné opatieni ¢i jakykoli
jiny  vhodny ochranny ¢i  népravny
prostiedek. V piipadé, Ze takové

pfedbézné/ochranné opatieni €i jiny vhodny
ochranny ¢i ndpravny prostiedek neni
vydan ¢1 dosazen, piijemce vyzvy poskytne
pouze takovou ¢dst Dlvérnych informaci,
ato vrozsahu, vjakém je jejich odhaleni,

sdéleni ¢i  zpfistupnéni  poZadovano,
pficemz bude vyZzadovat uplatiovani

davérného rezimu ve vztahu Kk témto
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Notwithstanding the foregoing, Institution,
Sponsor and IQVIA hereby acknowledge
that this Agreement shall be published
pursuant to Act No. 340/2015 Sb., on
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 Institution is obliged to
publish this Agreement in accordance with
the article herein above. The Institution
will inform IQVIA of publishing the
Agreement in the Agreements Register by
sending a confirmation of publication to
the following email address:
I 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.

Before signing this Agreement, IQVIA
shall provide the Institution with the final
machine-readable version of  the
Agreement with highlighted sections
considered by Sponsor as trade secrets.

The Parties agree that the initiation visit
shall not occur until the final Agreement
has been published in the Agreements
Register and until then neither Sponsor nor
IQVIA shall supply any Investigational

Dtvérnym informacim.

Bez ohledu na vySe uvedené, Poskytovatel,
Zadavatel a IQVIA timto berou na védomi,
Ze tato smlouva bude uvefejnéna v souladu
se zak. ¢. 340/2015, o registru smluv. Za
uvefejnéni dle predchozi véty odpovida
Poskytovatel. =~ Takovémuto  uvefejnéni
nepodléhaji ty ddaje, které tvoii obchodni
tajemstvi nckteré ze smluvnich stran. Dle
této Smlouvy se obchodnim tajemstvim
rozumi zejména Piiloha A - Rozpocet
a platebni pfehled, minimélni cilovy pocet
zatazeni, ocekdvany zafazeny pocet
Subjekt studie a ofekdvand délka trvani
Studie.  Ddle  nebudou  takovémuto
uvetejnéni podléhat osobni tdaje fyzickych
osob, ledaZe jsou jiZ uvefejnény v jiném
vefejné piistupném registru. Za uveiejnéni
smlouvy dle pfedchoziho  odstavce
odpovidd  Poskytovatel.  Poskytovatel
vyrozumi IQVIA o uvefejnéni smlouvy
v registru smluv odesldanim potvrzeni o
uvetejnéni na nasledujici emailovou adresu:

Neni-li smlouva
Poskytovatelem uvefejnéna ve lhaté 5
pracovnich dni od data posledniho podpisu,
jsou k jejimu uvetejnéni opravnéni IQVIA
¢1 Zadavatel.

Pred podpisem smlouvy IQVIA zasSle
Poskytovateli findlni verzi Smlouvy ve
strojové Citelném formdtu s podbarvenym
textem Smlouvy, ktery povazuje Zadavatel
za obchodni tajemstvi.

Strany berou na védomi, Ze nedojde
"""" ndvstévé do  okamZziku
uvefejnéni konec¢ného dokumentu v registru
smluv, pficemz nebude ze strany
Zadavatele ¢1 IQVIA pied uvefejnéni
Smlouvy doddno Zaddné Hodnocené 1é¢ivo
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Product to the institutional pharmacy.

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.

3.5 Survival

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

4. 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

do nemocni¢ni 1ékarny.

3.4 Vraceni ¢i likvidace

V ndvaznosti na ukonceni platnosti této
Smlouvy ¢i v kterykoli diivéj$i okamzik na
zakladé pisemného pozadavku Zadavatele,
Misto provadéni klinického hodnoceni
Zadavateli vrati, ptipadné dle poZadavku
Zadavatele zlikviduje, veskeré Duvérné
informace, odliSné od Studijnich dat
a idaju.

3.5 Pretrvavajici platnost

Tento Cldnek 3 ,Duveérny rezim* ziistane
v platnosti i v ptipad¢ ukonceni platnosti ¢i
pii vyprSeni platnosti této Smlouvy, a to po
dobu deseti (10) let.

4. DUSEVNI VLASTNICTVI

4.1 Existujici duSevni vlastnictvi

Vlastnictvi  vSech  objevi, vyndlezt,
autorskych dél ajinych vysledki dusevni
Cinnosti, jez existuji k Datu ucinnosti
(definice viz niZe), a ddle veskeré patenty,
autorskd prava, obchodni tajemstvi a dalsi
prava k objektim duSevniho vlastnictvi,
s timto souvisejici (spolecné dale jen,
,Existujici duSevni vlastnictvi), neni
jakkoli dotéeno touto Smlouvou, a jakdkoli
Strana ¢i Zadavatel nemaji ndroky vici ¢i
prava k jakémukoli pfedmétu Existujiciho
duSevniho vlastnictvi jiného, neni-li tak
vyslovné pisemné ujednano v jakékoli
pisemné dohod¢ mezi Stranami uzaviené.

4.2 Objevy

Pojem ,,Objevy* znamend veskeré objevy,
vynalezy apfedméty vyvoje, jeZ jsou

vysledkem  provadéni  Studie  nebo
pouziviani  Hodnoceného  1éciva  ¢i
Dlvérnych informaci ajsou ucinény
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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 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.

Poskytovatelem, Zkousejicim nebo
Studijnim persondlem. Zadavatel bude
vlastnikem veskerych Objevi.

4.3 Pievod prav k Objevim

Poskytovatel se zavazuje, Ze odhali,
zptistupni ¢i sd€li a ddle zajisti, Ze Studijni
persondl odhali, zpfistupni ¢i sd€li veSkeré
Objevy, ato neprodlené a plné¢ Zadavateli
v pisemné formé, a Poskytovatel, jménem
svym ajménem av zastoupeni Studijniho
persondlu, pfevede na Zadavatele vesSkera
svd prdva, ndroky azdjmy k Objeviim,
véetné¢ vSech patentd, autorskych d¢l
ajinych prav  duSevniho  vlastnictvi
k tomuto se vztahujicim, jakoZz i veSkera
prava procesni povahy a naroky na nahrady
Skod auzitky, jez jiz vznikly v dusledku
minulého ¢i1 soucCasného poruseni shora
uvedenych prav. Poskytovatel se zavazuje,
Ze bude nélezit¢ spolupracovat a poskytne
Zadavateli souCinnost pfi  vyhotoveni
auzavieni, azajisti, Ze Studijni persondl
vyhotovi auzaviou, veSkeré dokumenty
divodné¢ Zadavatelem poZadované za
ucelem ochrany a zajiSténi vlastnickych
prav Zadavatele k Objevim.

4.4 Patentové fizeni

Misto provadeéni klinického hodnoceni se
zavazuje, Ze bude spolupracovat a poskytne
soucinnost, ato v ndvaznosti na vyzvu
Zadavatele ana jeho ndklady as jeho
ucasti, v souvislosti s pfipravou, podanim,
vedenim patentového fizeni a udrzovanim
vesSkerych patentovych pfihlaSek a patentd
pro veskeré Objevy.

4.5 Pretrvavajici platnost

Tento Clének 4 ,DuSevni vlastnictvi
zlstane v platnosti i v pfipad¢ ukonceni
platnosti ¢i pfi vyprSeni platnosti této
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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
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

Smlouvy.

5. PRAVA NA ZVEREJNENI{

5.1 Publikovani a zpfistupnéni

Poskytovatel a ZkouSejici budou oprdvnéni
publikovat a prezentovat vysledky cinnosti
Poskytovatele  a ZkouSejictho, jez je
provddénd na zdkladé této Smlouvy, ato
véetné Studijnich dat addaji, vyluéné
v souladu s pozadavky stanovenymi
vtomto Clénku 5 ,,Prdva na zvefejnéni®.
Vsouladu s podminkami ¢ldnku 5.2
,wZverejiovani v piipadé multicentrickych
klinickych hodnoceni* Poskytovatel
aZkouSejici  souhlasi, Ze Zadavateli
pfedlozi jakoukoli navrhovanou publikaci
a prezentaci pro ucely jejich kontroly ve
Ihut¢ alespon tficeti (30) dnG pred
pfedloZzenim jakékoli takové publikace
pfisluSnému vydavateli ¢i pfed jejich
navrhovanou prezentaci. Ve lhité tficeti
(30) dnti od jejich pftijeti, Zadavatel se
pisemné vyjadii Poskytovateli a/nebo
Zkou$ejicimu, vzdy dle  podminek
konkrétniho ptfipadu, ve vztahu k jakékoli
informaci obsazené v takovych materidlech,
jez ptfedstavuje  Diivérnou informaci
(odlisnou od Studijnich dat addajii) nebo
jeZz miZe predstavovat prekdzku moZnosti
dosazeni patentové ochrany piisluSného
Objevu.  Zadavatel bude  opravnén
pozadovat vaci Poskytovateli  a/nebo
Zadavateli, vZdy dle podminek konkrétniho
piipadu, odstranéni definovanych informaci
oznacenych jako Diivérné informace (jez
jsou odlisné od Studijnich dat a ddajh)
a/nebo pozadovat odloZzeni navrhované
publikace ¢i  prezentace po  dobu
dodatecnych Sedeséti (60) dnil, aby umozZnil
Zadavateli uplatnéni patentové ochrany ve
vztahu k takovému Objevu.

5.2 Zvefejnovani v piipadé
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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.

multicentrickych studii

ProtoZe tato Studie je multicentrickym

klinickym hodnocenim, Poskytovatel
a ZkouSejici timto souhlasi, Ze bez
pfedchoziho pisemného souhlasu

Zadavatele nebudou nezavisle publikovat,
prezentovat ¢i jakkoli jinak odhalovat,
zvetejiiovat, sd¢lovat ¢&i  zpfistupiiovat
jakékoli  vysledky  nebo  informace
vztahujici se k ¢innostem Poskytovatele
a ZkouSejicitho, jez jsou provadény na
zékladé této Smlouvy, a to az do doby, nez
dojde ke =zvefejnéni publikace za celé
multicentrické klinické hodnoceni; to vSak
za podminky, ze nedojde-li
k multicentrickému zvefejnéni nejpozdéji
do osmnicti (18) meésici od okamziku
dokonceni Studie auzavieni databdze ve
vSech vyzkumnych centrech ¢i
k ptipadnému  drivejsi ukonceni
multicentrického  klinického hodnoceni,
Poskytovatel a ZkouSejici budou oprdvnéni
publikovat a prezentovat vysledky cinnosti
Poskytovatele  a ZkouSejictho, jez je
provadéna na zdkladé této Smlouvy, ato
véetn¢ Studijnich dat audaji, vyhradné
vsouladu s podminkami  stanovenymi
v odstavei 5.1 ,,Multicentrické klinické
hodnoceni*.

5.3 Duavérnost nepublikovanych udaju

Poskytovatel a ZkouSejici timto berou na
védomi a souhlasi, Ze Studijni data a tdaje,
jez nebyly publikovany, prezentovany ¢i
jakkoli  jinak  odhaleny, zvefejnény,
zptistupnény ¢i sdé€leny na zdklad€ dpravy
stanovené v odstavci 5.1 nebo 5.2
(,,Nepublikované udaje*), zustanou
zahrnuty do rdmce definice Divérnych
informaci, a Poskytovatel a ZkousSejici se
zavazuji, ze neodhali, nezveftejni,
nezpiistupni ¢i nesd€li azavazou Studijni
persondl ve shodném rozsahu v této
souvislosti, jakékoli Nepublikované tudaje
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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, Registry 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.

jakékoli treti stran€ €i nezvetejni jakdkoli
Studijni data ¢i tidaje jakékoli tfeti strané.

5.4 Kontakty s médii

Poskytovatel a ZkousSejici nebudou,
azajisti, Ze zaméstnanci Poskytovatele
nebudou, poskytovat jakékoli rozhovory ¢i
jiné formy kontakti s médii, zejména
véetn¢ vydavatelstvi novin, provozovateli
radiového vysilani, provozovateli
televizniho vysilan{ a spole¢nostmi
pusobicimi na internetu, ato v souvislosti
se Studii, Hodnocenym IéCivem, Objevy
nebo  Studijnimi daty atddaji bez
piedchoziho pisemného svoleni Zadavatele.
Toto  ustanoveni  nebrdni  moZnosti
publikovat ¢i prezentovat Studijni data
a idaje v souladu s timto Clankem 5.

5.5 Pouziti nazvu &1 jména, registrace
a oznamovani

Z4dn4 strana této Smlouvy neni oprivnéna
pouZit jména ¢i ndzvu jiné Strany, ndzvu
Zadavatele, ato v souvislosti s jakoukoli
reklamni  ¢innosti,  k publikaénim  ¢i
marketingovym ucelim bez pfedchoziho
pisemného svoleni dané strany, s vyjimkou
pfipadli, kdy Zadavatel a IQVIA budou
opravnéni pouzit ndzvu Mista provadéni
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 prisluSnymi
pravnimi pfedpisy a nafizenimi a bude
oznamovat  vysledky = Multicentrického
klinického  hodnoceni  vefejné¢  tehdy
a v rozsahu uloZeném piisluSnymi pravnimi
pfedpisy a nafizenimi.
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5.6 Survival

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

6. 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”):

1. 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

6.

5.6 Pretrvajici platnost

Tento Cldnek 5 “Priva na zvefejnéni”
zlstane v platnosti iv piipadé¢ ukonceni
platnosti ¢i pii vyprSeni platnosti této
Smlouvy.

OSOBNI UDAJE

Pred zahdjenim Studie abé&hem jejiho
provadéni mohou ZkouSejici a Studijni
persondl Zadavateli, spole¢nosti IQVIA
nebo jejich zdstupctim sdélovat své Osobni
udaje (definice viz platné pravni piedpisy
o ochrané¢ osobnich ddajl, zejména zdkon
¢. 101/2000 Sb., o ochrané osobnich udajd,
v platném znéni, a Nafizeni Evropského
parlamentu a Rady (EU) 2016/679 o
ochrané osobnich uddaji (,,GDPR*); déle
souhrnn¢ ,,Pravni predpisy o ochrané
osobnich udaji“). Zkousejici souhlasi se
zpracovavanim (v€etné pouZzivani,
sdélovini nebo pfeddavani) jeho Osobnich
udaji Zadavatelem a spolecnosti IQVIA
a jejich zastupci a ptidruzenymi
spoleCnostmi a ndrodnimi a zahrani¢nimi
stdtnimi a kontrolnimi ufady pro nasledujici
tcely (ddle ,,Ucely*):

i. provéadéni klinickych hodnoceni
nebo statistickych analyz,

ii. ovéfeni ze strany
statnich/spravnich nebo
regulatornich dfadl, Zadavatele,
spoleCnosti  IQVIA,  ajejich
zastupct, sesterskych organizaci
¢1 pobocek,

iii. zajisténi  souladu s pravnimi
a regulatornimi poZadavky,

iv. zvefejnéni na strankach
www.clinicaltrials.gov
a webovych strankdch
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a comparable purpose;

v. storage in databases to facilitate
the selection of investigators for
future clinical trials or other
business; and

vi. anti-corruption compliance.

Investigator also agrees to the transfer of
his/her Personal Data abroad, even if such
Personal Data is transferred to countries
that do not ensure an equivalent level of
protection as in the country where the
Study is taking place. Sponsor through
IQVIA shall obtain consents of all Study
Staff to the processing of their Personal
Data for the Purposes, including the
transfer to other countries not having an
equivalent level of protection as the
country where the Study is taking place.
Sponsor and IQVIA undertake to protect
the Personal Data in compliance with their
obligations under Applicable Law.

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. In relation to the Personal
Data of Study Subjects processed for Study
purposes the Sponsor acts as a data
controller and the Institution acts as a data
processor.

IQVIA shall comply with Data Protection
Legislation in its capacity as Controller of

a serverech, které slouzi
obdobnému ucelu;

v. evidovani v databdzich pro ucely
usnadnéni vybéru zkousejicich
pro budouci klinickd hodnoceni
nebo jiné ¢innosti; a

vi. zajiSténi souladu na poli zdkazu
jakéhokoli korup¢niho jednéni.

ZkouSejici rovnéz souhlasi s pfeddvanim
Osobnich  ddaji  do zahrani¢i, ato
iv ptipadé, Ze budou pfeddvany do zemi,
které nezajiStuji obdobnou miru ochrany
jako zemé¢, kde Studie probihd. Zadavatel
prostiednictvim IQVIA ziska souhlas vSech
¢lend Studijniho persondlu se zpracovanim
jejich Osobnich tdaji pro uvedené Ucely,
véetné pfedavani do zemi, v nichZ neplati
obdobna troven ochrany jako v zemi, kde
Studie probihd. Zadavatel a IQVIA se
zavazuji poskytnout Osobnim ddajim
ochranu v souladu s jejich povinnostmi dle
Platnych pravnich ptedpist.

Spravcem (definice viz Pravni piedpisy
o ochrané osobnich idaji) Osobnich ddaja
Zkousejiciho a Studijniho personalu
poskytovanych podle této Smlouvy pro
uvedené Ucely je Zadavatel, jejich
zpracovatelem (definice viz Pravni ptedpisy
o ochran¢ osobnich udajii) je spolecnost
IQVIA. Spolecnost IQVIA je spravcem
Osobnich ddaji uklddanych do jejich
databdzi k usnadnéni vybéru zkouSejicich
pro budouci klinickd hodnoceni nebo jiné
¢innosti. Ve vztahu k Osobnim uddajim
Subjektli studie zpracovdvanym pro ucely
Studie plisobi Zadavatel jakoZto spravce a
Poskytovatel jakoZto zpracovatel.

Spolecnost IQVIA je povinna dodrzovat
Platné pravni pfedpisy o ochran¢ osobnich
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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.

7. STUDY SUBJECT INJURY, INSURANCE AND

udaji  jakozto spravce Osobnich tdaji
uklddanych do jejich databazi a jakoZto
zpracovatel Osobnich udajii ZkousSejiciho
a Studijniho persondlu pro Zadavatele.

Tento Cléanek 6 ,,Osobni udaje” zUstane
v platnosti i v ptipad¢ ukonceni platnosti ¢i
pfi vyprSeni platnosti této Smlouvy.

7. POSKOZENI ZDRAVI SUBJEKTU STUDIE,

DAMAGES

Sponsor has provided a separate letter of
indemnification which is incorporated by
reference.

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 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 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 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:

i. failure by Institution,
Investigator or any of their
respective personnel to comply

POJISTENI A ODSKODNENI

Zadavatel  poskytl separatni  dohodu
o odSkodnéni, kterd je soucdsti této
Smlouvy.

Zadavatel prohlaSuje  a potvrzuje, Ze

vsouladu sust. § 52 odst. 3, pism. f)
zakona ¢. 378/2007 Sb., olécivech,
v platném znéni, zajisti pojiSténi klinického
hodnoceni.

Misto provadéni klinického hodnoceni je
povinno neprodlené¢ pisemné vyrozumeét
spolecnost IQVIA a Zadavatele o jakémkoli
naroku vztahujicimu se k onemocnéni c¢i
uyme na zdravi, k nimz skutecné ¢i udajné
doSlo v souvislosti s nezddouci reakci na
Hodnocené 1éCivo azavazuje se plné
spolupracovat se Zadavatelem pii feSeni
nezadouci udalosti.

Zadavatel uhradi Poskytovateli piimé,
pfiméifené anezbytné zdravotni vydaje,
které vznikly Poskytovateli v souvislosti
s 1écbou Ujmy na zdravi, kterd je pfimym
dusledkem (i) uzivani Hodnoceného 1éCiva
v souladu s Protokolem, nebo (ii) ikonu,
ktery by Subjekt studie nepodstoupil, pokud
by se Studie neucastnil, s vyjimkou
piipadt, kdy takovd djma na zdravi je
zplisobena:

i. pochybenim Poskytovatele,
Zkousejictho nebo jakéhokoliv
jejich zam¢stnance  jednat
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with  this  Agreement, the
Protocol, any written instructions
of IQVIA or Sponsor concerning
the Study, or any Applicable
Law, or

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

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:

1. The injury of subject (including
death) has been caused by wllful
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;

ii. The Institution fails to notify the
Sponsor in writing within twenty
(20) working days of the date the
Institution became aware of the

v souladu stouto Smlouvou,
Protokolem, jakoukoliv
pisemnou instrukci spolecnosti
IQVIA nebo Zadavatele tykajici
se Studie, nebo Platnych

pravnich piedpist, nebo

ii. nedbalosti nebo  Umyslnym
nespravnym jedndnim
Poskytovatele, ZkouSejicim nebo
jakymkoliv  jejich zdstupcem.
nebo

Zadavatel nebude povinen hradit 1éCbu
zdravotnich  komplikaci, které budou
soucdsti pfirozeného prabchu primarniho
onemocnéni Subjektu studie.

Odpovédnost Zadavatele odskodnit
Poskytovatele dle tohoto ustanoveni nebude
limitovana ¢4stkou splatnou dle jakéhokoliv
pojisténi uzavieného Zadavatelem, ale bude
se vztahovat na celou castku skutecné
Skody Poskytovatele ve vySi ndroku
subjektu nebo naroku jeho zdkonného
zéastupce uspeésné uplatnéného dle ceského
pravniho fadu.

Narok Poskytovatele na ndhradu Skody dle
piedchoziho ustanoveni nevznika, jestlize:

1. poSkozeni zdravi (v€etn€ smrti)
Subjektu studie bylo zplsobeno
umyslné, nedbalosti,
protiprivnim  jedndnim  nebo
nesplnénim povinnosti stanovené
Poskytovateli ¢i  ZkousSejicimu
pravnim piedpisem nebo v této
Smlouvé, vcetné vSech jejich
ptiloh;

ii. Poskytovatel do dvaceti (20)
pracovnich dnl ode dne, kdy se
dozvédél, ze byl va¢i nému
uplatnén narok na nahradu
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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 a condition 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.

Skody, neozndmil tuto skute€nost
pisemné Zadavateli. Ozndmeni
musi byt odeslano doporucenou
postou Zadavateli.

ii. Na zadost Zadavatele mu
Poskytovatel neumoznil dcastnit
se mimosoudniho vyjednavéni
0 vzneseném naroku nebo
nasledného soudniho fizenf;

iv. Poskytovatel uznal vzneseny
narok, aniz by obdrzel predchozi
pisemny souhlas Zadavatele.

Tento Cldnek 7 podsekce ,,Poskozeni
zdravi Subjektu studie a OdSkodnéni*
zustane v platnosti po ukonceni nebo
uplynuti doby trvani této Smlouvy.

8. ODMITNUTI ODPOVEDNOSTI SPOLECNOSTI

IQVIA

Spolecnost IQVIA timto vyslovné odmité
Jjakoukoli odpovédnost v souvislosti
s Hodnocenym Ié¢ivem, vcetn¢ jakékoliv
odpovédnosti  za  jakékoliv  naroky
vyplyvajici z okolnosti zptusobené nebo
domnéle zpiisobené jakymkoliv Studijnim
postupem spojenym s takovym 1é¢ivem
vyjma rozsahu, vjakém je takovd
odpovédnost zapiicinéna nedbalosti,
umyslnym protiprdvnim jedndnim nebo
poruSenim této Smlouvy ze strany
spole¢nosti IQVIA.

Tento Clanek 8 ,,Odmitnuti odpovédnosti
spolecnosti IQVIA* zlistane v platnosti i po
ukonceni nebo uplynuti doby trvani této
Smlouvy.

9. CONSEQUENTIAL DAMAGES 9. NASLEDNA SKODA

Neither IQVIA nor Sponsor shall be Spole¢nost IQVIA ani Zadavatel neponesou
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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, Investigator, nor 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.

vaci Mistu provadéni klinického hodnoceni
odpovédnost za usly zisk, ztratu piileZitosti
ani jiné ndsledné Skody a Misto provadéni
klinického hodnoceni neponese
odpovédnost za usly zisk, ztratu piileZitosti
ani jiné nésledné Skody, které piipadné
vzniknou  spole¢nosti  IQVIA  nebo
Zadavateli.

Ugelem 74dného z ustanoveni této Smlouvy
neni vylou¢it nebo omezit odpovédnost
kterékoli ze stran za Umrti nebo djmu na
zdravi osob zpiisobenou nedbalosti dané
strany.

Tento Clanek 9 ,,Nasledna Skoda“ zustane
v platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

10. VYLOUCENI

Misto provadéni klinického hodnoceni
prohlaSuje a potvrzuje, Ze Poskytovatel,
ZkousSejici Studijni persondl nebyli zbaveni
piislusSného opravnéni, nebyla jim uloZena
sankce zakazu vykonu cinnosti klinickych
hodnoceni adéle, Ze kterykoli z téchto
subjekti  neni  vySetfovdn  jakoukoli
kontroln{ instituci, kdy vysledkem takového
Setfeni ¢i fizeni miZe byt uloZeni sankce
zékazu vykonu ¢Cinnosti ¢i  odebrani
opravnéni, a to v kterémkoli staté, a Misto
provadéni klinického hodnoceni se dale
zavazuje neprodlené vyrozumét IQVIA
v piipadé, ze dojde k takovému
vySetfovani, diskvalifikaci, uloZzeni sankce
zdkazu vykonu Ccinnosti nebo k odejmuti
opravnéni k vykonu klinického hodnoceni.

Tento Cldnek 10 ,»Vylouceni* zlstane
v platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

11. ANTI-KICKBACK AND ANTI FRAUD 11. ZAMEZENI UPLATKARSTVi A PODVODU

Institution and Investigator agree that their Poskytovatel a ZkousSejici souhlasi, zZe
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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 and Investigator agree that the
fees to be paid pursuant to this Agreement
represent fair compensation for the services
to be provided by Site. 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

jejich dsudek, pokud jde o poradenstvi
apéci okazdy Subjekt studie, nebude
ovlivnén thradou, kterou obdrzi na zakladé
této Smlouvy, adédle osvédCuji, Ze tato
kompenzace nepifesahuje redlnou trZzni
hodnotu sluzeb, které poskytuji a Ze zadné
platby nejsou poskytoviany za tcelem
pfimét je k ndkupu nebo piedepisovini
jakychkoliv 1ékt, zafizeni nebo produktii.

Pokud Zadavatel nebo IQVIA poskytnou
jakékoli produkty nebo predméty pro
pouziti ve Studii zdarma, Poskytovatel
a ZkousSejici souhlasi, Ze nebudou zidat
tdhradu po Z4dném Subjektu studie,
pojisStovné nebo statnim/spravnim tdfadu
nebo jakékoli jiné tfeti strané za tyto
zdarma  poskytnuté  produkty = nebo
pfedméty.

Poskytovatel a ZkouSejici souhlasi, Ze
nebudou Zadat dhradu po Zddném Subjektu
studie, pojiStovné nebo stitnim tfadé za
jakékoliv ndvstévy, sluzby nebo vydaje
vzniklé v priibéhu Studie, za které obdrzeli
thradu od spole¢nosti IQVIA nebo
Zadavatele, nebo které nejsou soucasti
bézné péce, kterou by za normadlnich
okolnosti poskytli Subjektu studie a Ze ani
Poskytovatel ani ZkouSejici nebudou
poskytovat platbu jinému lékafi za
doporuceni subjektti do Studie.

12. ZAKAZ PODPLACENI

Poskytovatel a Zkousejici timto souhlasi, Ze
platby, které budou uhrazeny na zakladé
této  Smlouvy, predstavuji  fddnou
kompenzaci za sluzby poskytnuté Mistem
provedeni klinického hodnoceni.
Poskytovatel a ZkouSejici timto prohlasuji
a zavazuji se, ze platby ¢i Hodnotné véci,
které obdrzi na zdklad¢é této Smlouvy ci
v souvislosti se Studii jakkoli neovlivni
jakékoli rozhodnuti Poskytovatele, jeho

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 o klinickém hodnoceni

InflaRx / IFX-1-P2.5

Fakultni nemocnice Hradec Kralové /

Version / Verze Redacted // 14012019 CONFIDENTIAL / DUVERNE 32/48



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 the 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 Items 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.

vykonnych fidicich pracovnikl nebo ¢lent
jeho statutdrntho orgdnu, Zkousejiciho,
Studijniho persondlu ani Pi{jemcti plateb
(viz definice v Priloze A) na zakladé této
Smlouvy ktomu, aby wucinil, jakoZto
Zastupce vetejné moci ¢i jakkoli jinak, za
ucelem poskytnuti pomoci Zadavateli ¢i
spole¢nosti  IQVIA v podobé&  zajisténi
neopravnéné vyhody ¢i za ucelem ziskdni ¢i
zachovani si obchodni piileZitosti.

Poskytovatel ani jeho vykonni fidici
pracovnici nebo Clenové jeho statutarniho
orgénu, ZkouSejici, Studijni persondl ani
Piijemce plateb (viz definice v Piiloze A)
dle této Smlouvy, ato za ufelem 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
0sob¢ ¢i subjektu v souvislosti
s nasledujicimi  ucely: (i)  ovlivnéni
jakéhokoli jedndni ¢i rozhodnuti: (ii)
pobidky ¢1  pohnuti takové osoby Ci
subjektu, aby néco konal nebo se zdrzel
urcitého jednani vrozporu sse zdkonem
uloZzenou povinnosti; (iii)  zajiSténim
jakékoli neopravnéné vyhody; nebo (iv)
pobidky ¢i pohnuti takové osoby ¢i
subjektu k zneuziti vlivu vici
statnimu/spravnimu orgédnu ¢i jeho zastupci
v této souvislosti, a to za ucelem ovlivnéni
jakéhokoli jednani ¢i rozhodnuti
statniho/spravniho orgénu ¢i jeho zastupce.

Nad rdmec ostatnich prav a prostredkl
nipravy dle této Smlouvy, ¢i na zdkladé
piisluSnych pravnich ptedpisi, spole¢nost
IQVIA nebo Zadavatel budou opravnéni
ukoncit platnost této Smlouvy v piipadé, ze
Misto provadéni klinického hodnoceni
porusi jakékoli podminky obsaZené v tomto
Clanku, pifpadng, pokud IQVIA nebo
Zadavatel zjisti, Ze jsou poskytovany Ci

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 o klinickém hodnoceni

InflaRx / IFX-1-P2.5

Fakultni nemocnice Hradec Kralové /

Version / Verze Redacted // 14012019 CONFIDENTIAL / DUVERNE 33/48



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 IQVIA 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

14.1 Term

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 Sb.,
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 (ii) by IQVIA, (a) immediately upon
written notice to the other Parties if

byly poskytnuty neopravnéné platby vuci ¢i
ze strany Poskytovatele ¢i ZkousSejictho
nebo jakéhokoli jednotlivce ¢i subjektu
jednajiciho jejich jménem.

13. NEZAVISLI POSKYTOVATELE

ZkouSejici a Poskytovatel budou jednat
jako nezdvisli poskytovatelé smluvniho
plnéni  spolecnosti IQVIA anebudou
jakkoli povaZovédni za zaméstnance i
zastupce  spolecnosti  IQVIA  nebo
Zadavatele.

Ani spole¢nost IQVIA ani Zadavatel

nebudou mit jakoukoli odpovédnost
vztahujici se  k benefitim, penzim,
nahradam, narokum k duchodovému

piipojiSténi, pracovnéprdvnim odméndm,
sraZkovym ¢i  jinym pracovnépravnim
danim tykajicim se ZkouSejictho nebo
Poskytovatele nebo jejich zaméstnanci.

14. PLATNOST A UKONCENI PLATNOSTI

14.1 Platnost

Tato Smlouva nabyva platnosti k datu, kdy
bude podepsdna posledni Stranou a
ucinnosti k datu jejiho uvefejnéni v registru
smluv dle zdkona ¢. 340/2015 Sb., o
registru smluv  (,Datum Wc¢innosti*)
azustane v ucCinnosti do  okamziku
dokonceni ¢i ukoncCeni Studie v souladu
s timto Cldnkem 14 ,Platnost a Ukoné&en{
platnosti®.

14.2 Ukonceni platnosti

Studie muze byt ukoncena (i) kteroukoli ze
Stran s okamZitou ucCinnosti na zdkladé
pisemného ozndmeni ostatnim Strandm,
bude-li to nezbytné k ochrané bezpecnosti,
zdravi nebo prospéchu Subjektd studie,
nebo (i1) spolecnosti IQVIA
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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
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; (i1) 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; (ii1)
IQVIA shall make afinal payment for
visits 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
CREF 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

(a) s okamzitou ucinnosti na zakladé¢
pisemného ozndmeni ostatnim Strandm,
nepodaii-li se najit vhodnou ndhradu za
Zkousejiciho, jak je stanoveno v ¢lanku 1.4
,Povinnosti ZkousSejictho®, jinak (b)do
tiiceti (30) dnt na zdkladé pisemného
ozndmeni ostatnim Strandm. Tuto Smlouvu
muze Strana (déle ,,Neporusujici strana®)
vypoveédét také zdivodu zdvazného
poruseni n¢kterého 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 Ijéinkv ukonceni platnosti Smlouvy
nebo ukonceni Studie

Pti predCasném ukonceni podle ¢lanku 14.2
,UkonCeni platnosti“: (i) tato Smlouva
pozbyva platnosti, (11) ZkousSejici
neprodlen¢ ukon¢i ndbor Subjektd do
Studie a pfestane jim podavat Hodnocené
1é¢ivo a provadét vysetfeni v rdmci Studie,
pokud to bude zlékarského hlediska
vhodné, ave spoluprici se spolecnosti
IQVIA vypracuje plan dalsi 1écby Subjekti
studie, (iii) spoleCnost IQVIA  uhradi
zavéreCnou platbu za navStévy nebo
mezniky Studie fadné splnéné podle této
Smlouvy ve vySi stanovené v Pfiloze A,
avSak stim, Ze deset procent (10 %) této
zavéreCné platby si  ponechd, dokud
Zadavatel pisemné nepotvrdi, Ze obdrzel
vSechny stranky formuldiit CRF a Ze byly
zodpovézeny vSechny dotazy k ddajim
asplnény 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
neprodlené vraceny spolecnosti IQVIA,
a (v) Misto provadéni klinického hodnoceni
(a) doda spolec¢nosti IQVIA nebo
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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 completion of the Study,
the terms of Sections 14.3(1), 14.3(iii),
14.3(iv) and 14.3(v) will apply as of the
Study 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:

1. 1n person

ii. by certified mail, postage
prepaid, return receipt requested,

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

iv. by acommercial courier that
guarantees next day delivery and
provides areceipt, and such
notices shall be addressed as
follows:

Zadavateli do tficeti (30)dni od data
ucinnosti  ukonceni Smlouvy  veSkeré
Studijni udaje vcetné¢ vyplnénych nebo
¢asteéné¢  vyplnénych formuldtt CRF
a (b) v souladu s podminkami této Smlouvy
vrati nebo zlikviduje vesSkeré Hodnocené
lé¢ivo a Dvérné informace. Po ukonceni
Studie budou podminky c¢lanku 14.3 (i),
14.3 (iii), 14.3 (iv) a 14.3 (v) platit k datu
ukonceni Studie.

15. OZNAMENI

Veskerd oznameni vyzadovand nebo
povolend podle této Smlouvy budou
u¢inéna v pisemné podobé¢, stivaji se
platnymi doru¢enim (nebo k pozdé&jSimu
datu uvedenému v oznameni) a budou
dorucena:

1. osobné

ii. doporufenym dopisem, s pfedem
zaplacenym postovnym,
s doruc¢enkou

1il. e-mailem ve formdtu pdf/scan
nebo vjiném formatu, ktery
znemoZziuje zéasah do obsahu
s potvrzenou zpravou o pfenosu
nebo

vi. komercni kuryrni sluzbou, kterd
zaruCuje doruceni dalSi den

aposkytne  potvrzeni.  Tato
oznameni budou adresovana
takto:

To Sponsor / Zadavateli:

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

Tel./ Te!l: [N

To IQVIA / IQVIA:

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

Tel/ Tel: |
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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. [

To Institution / Poskytovateli:

To the attention of / K rukdm: _

Name / Nazev: Fakultni nemocnice Hradec Kralové
Address / Adresa: Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Krilové, Czech Republic /
Ceska republika

Tel./ Tel: [N

To Investigator / ZkouSejicimu:

Name / Jméno a piijmen;: | IENENEEE——
I

Address / Addresa: Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Krilové, Czech Republic /
Ceska republika

Tel./ Tel: [

16. MISCELLANEOUS

16.1 Entire Agreement

This Agreement,

including
constitutes the sole and

16. RUZNE

16.1 Celistvost Smlouvy

its Tato Smlouva, vCetné piiloh, predstavuje

attachment(s),
complete agreement between the Parties
and replaces all other written and oral

vyhradni, celistvé atplné ujedndni Stran
a nahrazuje veSkeré ostatni pisemné a ustni
dohody vztahujici se k této Studii.

agreements relating to the Study.

16.2No Waiver/Enforceability

Failure to enforce any term

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.

16.2. Vzdani se uplatnéni/Vynutitelnost

of this Neuplatnéni jakéhokoli prdva ¢i podminky
této Smlouvy nezaklddd domnénku vzdani

se uplatnéni takového prava ¢i podminky.

V piipadé, Ze bude kterdkoli cast této
Smlouvy shleddna jako nevykonatelna,
zbytek této Smlouvy zlstane inadile
v platnosti.
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16.3 Modifications
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
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

16.3 Zmény

Tuto Smlouvu je moZné dopliiovat nebo
jinak ménit pouze na zdkladé¢ pisemné
dohody Stran.

16.4 Prevod
subdodavateld

Smlouvy / povéreni

Zadavatel je opravnén kdykoli na zédkladé
pisemného ozndmeni pievzit povinnosti
a prava spolecnosti IQVIA z této Smlouvy
nebo nahradit spolecnost IQVIA jinym
nezavislym dodavatelem. Aby se piedeSlo
pfipadnym pochybnostem, mé se za to, Ze
pfevzeti povinnosti aprdv spolecnosti
IQVIA ztéto Smlouvy Zadavatelem nebo
jinym nezavislym dodavatelem plati od data
ucinnosti uvedeného pisemného oznameni.

S pfedchozim pisemnym souhlasem
spoleCnosti IQVIA v kazdém jednotlivém
piipadé je Poskytovatel oprdvnén povéfit
provadénim nékterych jeho Cinnosti z této
Smlouvy kvalifikovanou tfeti stranu pod
podminkou, Ze (i) takovd schvélend tieti
strana bude svéfené Cinnosti vykondvat
zpusobem, ktery bude v souladu
s podminkami této Smlouvy,
(i1) Poskytovatel zajisti, aby tfeti strana byla
vdzdna  podminkami  této  Smlouvy
a dodrzovala je, (ii1) za plnéni poskytované
schvdlenou tfeti stranou bude nadéle
odpovidat Poskytovatel a (iv) ZkouSejici
ani nikdo ze spoluzkousejicich nemaji
piimy ani nepifimy financni podil ve
spolecnosti schvélené tfeti osoby. Aby se
pfedeslo pochybnostem, mé se za to, Ze na
kazdou takovou schvdlenou tieti stranu
povéfenou provadénim Studie se vztahuje
definice Studijniho personélu.

Tato Smlouva bude zavazna vuci Stranam
i jejich pravnim ndstupctim a postupnikiim.

Misto provadéni klinického hodnoceni
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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

Any disputes arising out of this Agreement
shall be resolved by the competent courts
of the Czech Republic.

16.6Prevailing language

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.

nepievede jakdkoli prava ¢i zavazky z této
Smlouvy bez predchoziho pisemného
souhlasu  spolecnosti  IQVIA  nebo
Zadavatele.

16.5 Rozhodné pravo

Tato Smlouva bude vykladana a vymahana
vsouladu  spriavnim  fddem = Ceské
republiky.

Veskeré spory vzniklé na zdkladé nebo v
souvislosti s touto Smlouvou budou feSeny
ptislusnymi soudy Ceské republiky

16.6 Rozhodna jazykova verze.

Tato Smlouva je vyhotovena v anglickém
aCeském jazykovém znéni. V pripadé
jakéhokoli rozporu bude rozhodujici Ceska
jazykova verze.

16.7 Pretrvavajici platnost

Podminky této Smlouvy, jez obsahuji prava
a povinnosti, jez svoji povahou prekracuji
okamzik dokonceni Studie, zastanou
zavazné 1v piipadé ukonceni ¢i vyprSeni
platnosti této Smlouvy, ato 1 v pfipadé¢, ze
tak neni v této Smlouvé vyslovné uvedeno.

TATO CAST JE ZAMERNE PONECHANA
PRAZDNA

THIS SECTION IS INTENTIONALLY
LEFT BLANK
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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: 29. 1. 2019

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice Hragec Kralové / NA
DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni
nemocnice Hradec Kralové

By/ Jméno: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.

Title/ Funkce: Director / reditel

(must authorized to sign on Institution's behalf)/(musi se jednat o podpis opravnéného zastupce
Poskytovatele)

Signature/ Podpis:

Date/ Datum: 8. 2.2019

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

Name/ Jméno: |

Signature/ Podpis:

Date/ Datum: 7. 2.2019
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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 / Podepsino IQVIA RDS Czech Republic s.r.o., na
zaklad¢ PIné moci vystavené dne 12. Fijna 2018, jménem InflaRx GmbH

Name/ Jméno:

Signature/ Podpis:

Date/ Datum: 29. 1. 2019

Attachments: Prilohy:

Attachment A - Budget & payment schedule  Ptiloha A — Rozpocet a rozpis plateb
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ATTACHMENT A PRILOHA A
BUDGET & PAYMENT SCHEDULE ROZPOCET A ROZPIS PLATEB
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