CLINICAL TRIAL AGREEMENT

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

Kh1/2019/011/La

SMLOUVA O KLINICKEM HODNOCENI

Tato

smlouva

0 klinickém hodnoceni

(,,Smlouva®) je uzavirana mezi nasledujicimi

Fakultni nemocnice usv. Anny Vv Brné,
having aplace of business at Pekafska
664/53, 656 91 Brno, Czech Republic,

Identification number; 00159816, Tax
identification number: CZ00159816,
represented by Ing. Vlastimil Vajdak,

Director (the “Institution”), and

, having an address at
, date of birth:
(the “Investigator”); and

IQVIA RDS Czech Republic s.r.0., having
a place of business at Pernerova 691/42, 186

00 Praha 8 - Karlin, Czech Republic,
Identification number: 247 68 651, Tax
identification number: CZ24768651,

represented by Ing. Martin Slégl, Managing
Director (“IQVIA”); and

ABIVAX, having a place of business at 5, rue
de la Baume, 750 08 Paris, France,
Identification number: 799 363 718, Tax
identification number: FR33 799 363 718,
represented by
|
(“Sponsor”).

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

stranami:

Fakultni nemocnice u sv. Anny v Brné, se
sidlem Pekatska 664/53, 656 91 Brno, Ceska
republika, Identifika¢ni cislo: 00159816,
Danové identifikaéni ¢islo: CZ00159816,
zastoupena Ing. Vlastimilem Vajddkem,
feditelem (,,Zdravotnické zarizeni®), a

: s adresou
R datum narozeni:
(,,ZkousSejici*); a

IQVIA RDS Czech Republic s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika, Identifikaéni &islo:
247 68 651, Danové identifika¢ni &islo:
CZ24768651, zastoupena Ing. Martinem
Sléglem, jednatelem (,IQVIA“); a

ABIVAX, se sidlem 5, rue de la Baume, 750
08 Pafiz, Francie, Identifika¢ni ¢islo:
799 363 718, Danové identifikacni Cislo:

FR33 799 363 718, zastouﬁené,

(,,Zadavatel).

Kazda samostatné¢ jako ,,Strana‘“a spole¢n¢ jako

wotrany*.
Protocol ABX464-103 Cislo ABX464-103

Number: Protokolu:

A randomized, double blind, Randomizované, dvojite

placebo controlled, parallel zaslepené, placebem

group, multiple dose, kontrolované indukcni

.1 .| induction study to evaluate | Nazev klinickeé hodnoceni

Protocol Title: - ) . o

the safety, tolerability and | Protokolu: S paralelnimi skupinami

optimal dose of ABX464 a riznymi davkami

compared with placebo in posuzujici bezpecnost,

patients with moderate to snasenlivost a optimalni
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uziv
Psací stroj
Khl/2019/011/La


severe ulcerative colitis who
have inadequate response,
loss of response, or
intolerance with at least one
of the following agents:
immunosuppressant
treatment (i.e. azathioprine,
6-mercaptopurine,
methotrexate), tumor
necrosis factor alpha [TNF-
a] inhibitors, vedolizumab,
JAK  inhibitors  and/or
corticosteroid treatment.

davku pripravku  ABX464
V porovnani s placebem
U pacientu se  stredné
zdvaznou az vysoce zavaznou

ulcerozni  kolitidou,  kteri
vykdzali nedostatecnou
odpoved, ztratu odpovédi
nebo nesndsenlivost Viici
nejméné  jedné  Ztéchto
variant léchy: lécba
imunosupresivy (tj.
azathioprin, 6-

merkaptopurin, metotrexdt),
inhibitory faktoru nadorové
nekrozy  alfa  [TNF-a],
vedolizumab, inhibitory JAK
a/nebo lécba kortikosteroidy.

Protocol Date: | 18 December 2018 Datum ) 18. prosince 2018
Protokolu:
Sponsor: ABIVAX, 5, rue de laBaume, | (ool ABIVAX, 5, rue de la Baume,

750 08 Paris, France

750 08 Pariz, Francie

Country where

Stat, ve kterém
ma sidlo Misto

Site is . P r.OYédéni \
. Czech Republic klinického Ceska republika
Conducting ,
Study: hOdl}Ocem’ L 4
které  provadi
Studii:
Location where | Il. Internal Clinic, which is | Misto, kde bude | II. interni klinika, kterd je
the study will | a division/part of the | provadéna soucdsti/oddélenim
be conducted: Institution Studie: Zdravotnického zarizeni

100 kalendarnich dnit po

Iniciacni  navsteve Mista
100 Calendar Days after Site provadeni klinického
Initiation Visit (being the hodnoceni (a to jakozto den,
date by which Site must enrol s ke  kterému je  Misto
Key Enrollment y . Klicové datum e Je A
_ at least one (1) subject as | ] provadeni klinického
Date: e . | zafazeni: , . . .
more specifically set out in hodnoceni povinno zaradit
section 1.7 “Key Enrollment minimalné jeden (1) subjekt,
Date” below) jak je ddle podrobnéji
rozvedeno nize v odstavci 1.7
., Klicové datum zarazeni*)
ECMT: MEK:
ECMT / EC / . . ,| MEK / EK / ey . ,
) FEticka  komise  Fakultni , Eticka  komise  Fakultni
RA: . Lo SUKL: . I
nemocnice s poliklinikou nemocnice s poliklinikou
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Ostrava, 17. listopadu
1790/5, 708 52 Ostrava —
Poruba, Czech Republic

EC:

Eticka  komise  Fakultni
nemocnice u sv. Anny v Brne,
Pekarska 53, 656 91 Brno,
Czech Republic

RA:

Statni ustav pro kontrolu
lé¢iv, Srobdrova 48, 100 41,
Praha 10, Czech Republic

Ostrava, 17. listopadu
1790/5, 708 52 Ostrava —
Poruba, Ceska republika

LEK:

Eticka  komise  Fakultni
nemocnice u sv. Anny v Brne,
Pekarska 53, 656 91 Brno,
Ceska republika

SUKL:

Statni ustav pro kontrolu
léciv, Srobdrova 48, 100 41,
Praha 10, Ceskd republika

The following additional definitions shall
apply to this Agreement:

Protocol: the clinical protocol referenced
above as it may be modified from time to
time during the Study by the Sponsor as
approved by the competent Ethics
Committee (defined below).

Case Report Form or CREF: 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 clinical trial that is to be
performed in accordance with this
Agreement and the Protocol for purposes of
gathering information about the
compound/medical device identified in the
Protocol.

Study Subject: an individual who
participates in the Study, either as a recipient
of the Investigational Product (defined

Ve Smlouve jsou pouzity nasledujici smluvni
definice:

Protokol: klinicky protokol, na ktery je
odkézéno vySe, aktery muize V pribéhu
Studie podléhat zménam provedenym
Zadavatelem a odsouhlasenym piislusnou
Etickou komisi (ve smyslu nize uvedené
definice).

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

Studie: klinické hodnoceni, které bude
provedeno Vvsouladu stouto Smlouvou

a Protokolem pro ucely ziskani
a shromézdéni informaci
0 slozce/zdravotnickém prostiedku

popsaném V Protokolu.

Subjekt studie: jednotlivec, ktery se ucastni
Studie, bud’ jakoZto ptfijemce Hodnoceného
lé¢iva (ve smyslu niZze uvedené definice)
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below) or as a control.

Study Staff: the individuals involved in
conducting the Study under the direction of
the Investigator.

Investigational Product: the
compound/medical device identified in the
Protocol that is being tested in the Study.

nebo jako kontrolni subjekt.

Studijni persondl: jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
Zkousejiciho.

Hodnocené  IéCivo:  slozka/zdravotnicky
prostiedek definovany v Protokolu, ktery je
pfedmétem hodnoceni ve Studii.

Good _ Clinical _ Practices or GCPs: Spravna _ klinicka praxe nebo GCPs:
International Counsil for Harmonisation of Mezinarodni  rada  pro  harmonizaci
Technical Requirements for technickych  pozadavku  tykajici  se
Pharmaceuticals for Human Use (ICH) humannich  1éCivych  ptipravka  (ICH)

Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to
time and the principles set out in the
Declaration of Helsinki as revised from time
to time.

Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects’
primary medical records kept by the
Institution on behalf of the Study Subjects,
including, without limitation, treatment
entries, x-rays, biopsy reports, ultrasound
photographs and other diagnostic images.

Study Data: all records and reports, other
than Medical Records, collected or created
pursuant to or prepared in connection with
the Study including, without limitation,
reports (e.g., CRFs, data summaries, interim
reports and the final report) required to be
delivered to Sponsor pursuant to the
Protocol and all records regarding
inventories and dispositions of all
Investigational Product.

Government  Official: any officer or

Harmonizovana tripartitni smérnice pro
Spravnou klinickou praxi, ve znéni, jez je
Vv pribéhu casu novelizovano a zdsady
vymezené Helsinskou deklaraci, revidované
Vv pribéhu Casu.

Zadavatel: zadavatel Studie.

Zdravotni zaznamy: primarni zdravotni

zdznamy Subjektii studie vedené
Zdravotnickym  zafizenim ve  vztahu
k Subjektu  studie, zejména  zaznamy
0 poskytnuté  pé¢i, zaznamy 0RTG
vySetfenich,  protokoly 0 provedenych
biopsiich, snimky Z ultrazvukovych
vySetteni adalsi snimky diagnostické
povahy.

Studijni data atdaje: veskeré zaznamy,
zpravy a protokoly, jez jsou odlisSné od
Zdravotnich zaznamii, a které jsou ziskany,
shromézdény €i vytvoreny V ndvaznosti na ¢i
pfipraveny V souvislosti se Studii, zejména
zpravy, zaznamy a protokoly (napt., CRFs,
datové  ptehledy, mezitimni zpravy
a protokoly, a zavére¢na zprava), které jsou
pozadovany, aby byly poskytnuty Zadavateli

v souladu s Protokolem a veskerymi
zaznamy ohledn€¢ inventurni evidence
a nakladani s veskerym mnozstvim

Hodnoceného 1é¢iva.

Zastupce veiejné moci: jakykoli Gfednik ¢i
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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
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 (e.g.,
making donations to government official’s
favored charity); and/or benefits to third
persons related to government officials (e.g.,
close family members).

jakykokoli zaméstnanec vladniho uradu ¢i
jakéhokoli ministerstva, rezortu, ufadu ¢i
agentury, nebo zastupce statniho/spravniho
ufadu; jakdkoli osoba jednajici Vv Ufedni
funkci jménem statniho/spravniho uradu ¢i
jakéhokoli ministerstva, ustavu, Gfadu ¢i
agentury nebo zastupce vladniho ufadu;
jakykoli tfednik ¢i zaméstnanec spole¢nosti
¢i podnikatelského subjektu vlastnéného
statem, V dilé¢im ¢i plném rozsahu; jakykoli
ufednik €1 zaméstnanec  mezindrodni
organizace vefejného charakteru jako napf.
Své€tova banka ¢i Organizace spojenych
narodl; jakykoli ufednik ¢&i  jakykoli
zaméstnanec politické strany ¢i1 jakakoli
osoba jednajici vV ramci ji svéfené pravomoci
jménem politické strany; a/nebo jakykoli
kandidat na politickou funkci; jakykoli 1ékaf,
farmaceut ¢i  jiny  profesional  ve
zdravotnictvi, pracujici pro ¢i V jakékoli
nemocnici, lékarné ¢i jakémkoli jiném
zafizeni zdravotnického typu ve vlastnictvi ¢i
provozovaném statnim/spravnim ufadem,
ministerstvem ¢i ustavem.

Hodnotné véci: budou vykladany v SirSim
smyslu amohou tak zejména zahrnovat
penézni ¢astky, platby ¢i ekvivalenty plateb,
jako napiiklad darkové certifikaty i
poukazy; dary ¢i bezplatné poskytované
vyrobky; pohosténi, zabavu, ¢i pohostinnost;
cesty ¢i proplaceni nakladii; poskytovani
sluzeb; koup¢ majetku ¢i sluzeb za
nadhodnocené ¢astky; pievzeti €1 prominuti
splatnych zavazka; vyhody nehmotného
charakteru, jako naptiklad zvysSené socialni
¢i  podnikatelské  postaveni  (napf.,
poskytovani darii ¢i podpory na dobroc¢inné
ucely, jez jsou podporovany
statnimi/spravnimi ufady); a/nebo vyhod
vici  tfetim  osobam  vztahujici  se
K zastupcim vefejné moci (napf. blizci
¢lenové rodiny).

RECITALS: UVODNI CAST:
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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;

WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to
conduct the Study and IQVIA requests the Site
to undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1 Compliance with Laws, Regulations,
and Good Clinical Practices

Site agrees that Site and Study Staff shall
perform the Study at Institution in strict
accordance with this Agreement, the
Protocol, any and all in the Czech Republic
applicable laws regulations and guidelines,
including in particular, but without
limitation, GCPs, 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, as amended (“Act on Medical
Services”) or any subsequent amendments
or laws substantially replacing any of the
foregoing (together “Applicable Laws”).
Site and Study Staff acknowledge that
IQVIA and Sponsor, and their respective
affiliates, need to adhere to the provisions of
(1) the Bribery Act 2010 of the United

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

VZHLEDEM K TOMU, ze Zdravotnické
zatizeni a Zkousejici (dale spolecné jen ,,Misto
provadéni Kklinického hodnoceni®) hodlaji
provést Studii a IQVIA po Mistu provadéni
klinického hodnoceni pozaduje provedeni
takové Studie.

NYNI S OHLEDEM NA  SHORA
UVEDENE, bylo dohodnuto nasledujici:

1. PROVEDENIi STUDIE

1.1Soulad s Pravnimi piedpisy, nafizenimi
a Spravnou klinickou praxi

Misto provadéni klinického hodnoceni
souhlasi stim, ze Misto provadéni
klinick¢ého hodnoceni a Studijni personal
provede ve Zdravotnickém zatizeni Studii
v piisném souladu stouto Smlouvou,
Protokolem, veskerymi prislusnymi
pravnimi ptedpisy a nafizenimi platnymi na
tizemi Ceské republiky, zejména véetnd
GCP, zak. ¢. 378/2007 Sh., o lécivech
a zménach nékterych souvisejicich zékont,

vplatném znéni (,,Zakon 0 lé¢ivech®)
a Vyhlasky ¢&. 226/2008 Sb., 0 spravné
klinick¢é praxi ablizSich podminkach

klinického hodnoceni lécivych piipravka,
v platném znéni, zak. ¢. 372/2011 Sb.,
0 Zdravotnich sluzbach a podminkach jejich
poskytovani, Vplatném znéni (,,Zakon
0 zdravotnich sluzbach®) nebo jakychkoli
naslednych pozménujicich &1 podstatné
nahrazujicich pravnich pfedpisi ve vztahu ke
shora uvedenym pravnim normam, (spole¢né
,PFisluSné pravni predpisy”). Misto
provadéni klinického hodnoceni a Studijni
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Kingdom (“Bribery Act”); (ii) the Foreign
Corrupt Practices Act 1977 of the United
States of America (“FCPA”) and (iii) any
other applicable anti-corruption legislation.

1.2 Informed Consent Form

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

Prior to the commencement of the Study,
Sponsor or IQVIA undertake to provide the
Investigator with the informed consent form
which is compliant with all requirements of
legal regulations of the Czech Republic and
is approved by competent authorities and
ethics committees.

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 classification of the
Medical Records and Study Data.

Site shall:

personal timto berou na védomi, ze IQVIA
a Zadavatel, a jejich odpovédné pobocky, se
zavazuji dodrzovat (i) britsky zadkon proti
korupci zroku 2010 (,,Protikorupéni
zakon®); (ii)) zakon USA zroku 1977
0 zahrani¢nich korupénich praktikach z roku
1977 (,,FCPA®) a (iii) jakékoli dalsi pravni
prepisy na useku zakazu korupénich praktik.
informovaného

1.2Formuldf  pisemného

souhlasu

Misto provadéni klinického hodnoceni
souhlasi stim, Zze bude pouzivat formular
informovaného souhlasu, ve znéni
schvidleném  Zadavatelem, aktery je
v souladu s pfislusSnymi pravnimi piedpisy

a pozadavky Etické komise pro
multicentricka hodnoceni (,MEK®)
a Mistnich ~ etickych  komisi  (,,LEK*),

spole¢né dale jen Etickych komisi (,,EK®),
které jsou zodpovédné za kontrolu Studie.
Misto provadéni klinického hodnoceni
predem zajisti pisemny informovany souhlas
kazdého Subjektu studie.

Zadavatel nebo IQVIA je povinen dodat
ZkouSejicimu  pfed zahajenim  Studie
formulat informovaného souhlasu, ktery
bude splnovat veskeré pozadavky pravnich
predpistt Ceské republiky a bude schvalen
prisluSnymi organy a etickymi komisemi.

1.3Zdravotni
a udaje

zaznamy a Studijni  data

1.3.1 Shromazd'ovéni, uskladnéni
a likvidace. Misto provadéni klinického
hodnoceni  zajisti promptni, Gplné
a presné shromazd’ovani, zaznamenavani
a klasifika¢ni  roztfidéni  Zdravotnich
zaznamu a Studijnich dat a udajt.

Misto provadéni klinického hodnoceni
bude:
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maintain and store Medical
Records and Study Data in
a secure manner with physical
and electronic access restrictions,
as applicable and environmental
controls appropriate to the
applicable data type and in
accordance with Applicable Laws
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

vést  askladovat  Zdravotni
zaznamy a Studijni data a tdaje
bezpecnym zplisobem
S omezenim fyzického
I elektronického pfistupu, dle
podminek konkrétniho ptipadu
a s kontrolou prostfedi pfisluSnou
pro konkrétni typ dat atdaji
v souladu s Pfislusnymi pravnimi
ptedpisy, nafizenimi
a technickymi standardy; a

chranit  Zdravotni  z&znamy
a Studijni data audaje proti
neopravnénému zneuziti,
ptistupu, kopirovani ¢i odhaleni.

Bude-1i tak pozadovano
Zadavatelem €1 spolecnosti
IQVIA, Misto provadéni

klinického hodnoceni ptedlozi
Studijni data atidaje za pouziti
elektronického  systému  pro
elektronicky zadznam dat, ktery
bude poskytnuty Zadavatelem
nebo IQVIA nebo jimi uréenym
zastupcem, ato  vsouladu
s pokyny Zadavatele pro
elektronicky zaznam dat. Misto
provadéni klinického hodnoceni
zabrani neopravnénému piistupu
ke Studijnim datim audajim
zajisténim fyzické bezpecnosti
elektronického systému a dale
zajisti, ze Studijni personal bude
zachovavat Vv davérném rezimu
jim pfidélend piistupova hesla.
ZkousSejici souhlasi, Ze shromazdi
veskerda Studijni data atdaje
obsazené ve Zdravotnich
zaznamech pted jejich vlozenim
do CRF. Misto provadéni

klinického  hodnoceni  zajisti
neprodlené predkladani CRFs; a
iii. take measures to prevent iii. pfijme opatfeni za ucelem
accidental or premature zabranéni nahodného ¢i
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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. 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.

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

1.3.2 Ownership. Institution shall retain
ownership of Medical Records. The
Institution and the Investigator will
assign to Sponsor all of their rights, title
and interest, including intellectual
property rights, to all Confidential
Information (as defined below) and any
other 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 Site’s
facilities and to Medical Records and
Study Data so as to permit Sponsor and
IQVIA and their representatives and

pred¢asného zniceni ¢i poskozeni
téchto dokumentt. Ani
Zdravotnické zafizeni, ani
ZKousejici nezni¢i ¢i nepovoli
likvidaci jakychkoli Zdravotnich
zaznamu ¢i Studijnich dat a udaji
bez ptredchoziho pisemného
oznameni zaslaného Zadavateli.
Zdravotnické zafizeni uchova
Zdravotni zaznamy a Studijni
data audaje, jakoz i veSkerou
dokumentaci vztahujici se ke
Subjektiim Studie po dobu 15 let
od ukonceni Studie.

V ptipadé ukonceni pracovnépravniho
poméru Zkousejicitho, odpovédnost za
vedeni Zdravotnich zdznami a Studijnich
dat audaji bude uréena Vv souladu
S PtisluSnymi pravnimi piedpisy, avSak
Zdravotnické zafizeni Sse VvV Zzadném
piipad€ nezprosti svych povinnosti, jez ji
plynou z této Smlouvy ve vztahu k vedeni
Zdravotnich zaznamii a Studijnich dat
a udaju.

1.3.2 Vlastnictvi. Zdravotnické zatizeni
ma ve vyluéném vlastnictvi Zdravotni
zaznamy. Zdravotnické zafizeni
a ZkousSejici pfevedou na Zadavatele
veskera sva prava, naroky a tituly, vcetné
prav duSevniho vlastnictvi k Davérnym
informacim (ve smyslu nize uvedeném)
ak jakymkoli jinym Studijnim datim
a udajam.

1.3.3 Piistup, Pouziti, Monitoring
a Kontrola. Misto provadéni klinického
hodnoceni poskytne origindly ¢i kopie
(dle podminek konkrétniho piipadu)
vSech Studijnich dat a udajii spole¢nosti
IQVIA a Zadavateli pro moZnost jejich
vyuziti Zadavatelem. Misto provadéni
klinického hodnoceni umozni Zadavateli
a spole¢nosti IQVIA a jejich zastupcim
a zmocnéncim odpovidajici pfistup do
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designees to monitor the Study.

Site shall afford regulatory authorities
reasonable access to Site’s facilities and
to Medical Records and Study Data, and
the right to copy Medical Records and
Study Data.

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

The Site shall immediately notify IQVIA
of, and provide IQVIA copies of, any
inquiries, correspondence or
communications to or from any
governmental or regulatory authority
relating to the Study, including, but not
limited to, requests for inspection of the
Site’s facilities, and the Site shall permit
IQVIA and Sponsor to attend any such
inspections. The Site will make
reasonable efforts to separate, and not
disclose, all Confidential Information
that is not required to be disclosed during
such inspections.

prostor azafizeni Mista provadéni
klinického hodnoceni ak Zdravotnim
zaznamim a Studijnim datim a udajim,
aby umoznilo Zadavateli a IQVIA a jejich
zastupcim @ zmocnéncim  provedeni
monitoringu Studie.

Misto provadéni klinického hodnoceni
umozni regulatornim ufadim pfiméfeny
pfistup do prostor azafizeni Mista
provadéni klinického hodnoceni a ke
Zdravotnim  zdznamim  a Studijnim
datiim a udajim, a poskytne opravnéni ke
kopirovani Zdravotnich z4dznamu
a Studijnich dat a udajt.

Misto provadéni klinického hodnoceni
souhlasi, Ze bude spolupracovat se
zastupci spole¢nosti IQVIA a Zadavatele,
ktefi navstivi Misto provadéni klinického
hodnoceni, a Misto provadéni klinického
hodnoceni souhlasi, ze zajisti, ze
zaméstnanci a zastupci Mista provadéni
klinického hodnoceni nebudou klast
jakékoli prekazky ¢i jakkoli jinak vytvaret
neptiznivé pracovni podminky pro takové
zastupce.

Misto provadéni klinického hodnoceni
neprodlené vyrozumi spolecnost IQVIA,
av téze souvislosti IQVIA poskytne
veskeré  kopie, 0 jakékoli  zadosti,
korespondenci ¢i komunikaci pfijaté ci
zaslané jakémukoli statnimu/spravnimu
ufadu ¢i regulatorni autorité vztahujici se
ke Studii, zejména vcetné¢ zadosti Ci
oznameni 0 kontrole prostor a zafizeni
Mista provadéni klinického hodnoceni,
a Misto provadéni klinického hodnoceni
umozni spole¢nosti IQVIA a Zadavateli,
aby se takovych kontrol zacastnili. Misto
provadéni klinického hodnoceni vyvine
nezbytné Usili za ucelem oddé€leni, nikoli
vsak odhaleni ¢i zptistupnéni, veskerych
Duvérnych informaci, jejichZ odhaleni ¢i
zptistupnéni neni Vtéto souvislosti
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1.3.4 License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in
section 3 “Confidentiality”, for internal,
non-commercial research and for
educational purposes, and (i) for
preparation of publications in accordance
with Section 5 “Publication Rights”.

1.3.5 Sponsor and IQVIA, themselves or
via their designees, shall notify
Institution via Clinical Trials Department
regarding any dates of scheduled
initiation, close-out and/or monitoring
visits, and also the dates of initiation or
end of patient enrollment, via e-mail at

. Sponsor or IQVIA
shall also perform the aforementioned
visits during standard business hours of
the Institution and at mutually agreeable
times with the Insvestigator, or another
authorized employee of the Institution, as
the case may be. Sponsor and IQVIA
agree that if appropriate, such visits may
(jointly with the Investigator) be also
attended by other appointed Site’s
representative.

1.3.6 Survival. This section 1.3 “Medical
Records and Study Data” shall survive
termination or expiration of this
Agreement.

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

vyzadovano beéhem takovych kontrol.

1.3.4 Licen¢ni opravnéni. Zadavatel
timto Zdravotnickému zatizeni poskytuje
trvalé,  nevyhradni,  nepfevoditelné,
bezuplatné licen¢ni opravnéni, bez prava
udéleni sublicence, K uziti Studijnich dat
audaja (i) Vvsouladu se zavazky
stanovenymi v Clanku 3 ,,Davérny
rezim“, pro vnitini ucely, vyzkum
nekomeréniho charakteru a pro
edukativni ucely, a (i) pro ptipravu
publikaci v souladu s Clankem 5 ,Prava
na zvetejnéni®.

1.3.5 Zadavatel/IQVIA  sami  nebo
prostfednictvim  svych  povéfenych
zastupcl budou informovat Zdravotnické
zafizeni  prostfednictvim  Oddéleni
klinickych studii 0 planovaném terminu
iniciacni a ukoncovaci navstévy, auditu
a dale o datu zahajeni a ukonceni naboru
pacientll prostrednictvim emailu
zaslan¢ho na adresu .
Zadavatel nebo IQVIA jsou dale povinni
provadét vyse uvedené navstévy v bézné
pracovni dob¢ Zdravotnického zatizeni
po vzajemné domluvé se Zkousejicim,
pfipadn¢  povéfenym  pracovnikem
Zdravotnického zafizeni.
Zadavatel/IQVIA souhlasi, ze se téchto
navstév bude V piipad¢é potieby ucastnit
krom¢ ZkouSejiciho idalsi povéfeny
pracovnik Zdravotnického zafizeni.

1.3.6 Pietrvavajici  platnost.  Tento
odstavec 1.3 ,Zdravotni zaznamy
a Studijni data a udaje* zlistane zavazny
i v pfipadé zaniku platnosti ¢i vyprSeni
platnosti této Smlouvy.

1.4Povinnosti Zkous$ejiciho

Zkousejici je odpoveédny za provedeni Studie
ve Zdravotnickém zatizeni a za dohled nad
vSemi fyzickymi ¢i pravnickymi osobami,
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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 or device labeling
instructions. 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.

If the Investigator and Institution retain the
services of any individual or party to
perform Study-related duties and functions,
the Institution and Investigator shall ensure
this individual or party is qualified to
perform those Study-related duties and
functions and shall implement procedures to
ensure the integrity of the Study-related
duties and functions performed and any data
generated.

Investigator agrees to provide a written
declaration revealing Investigator’s possible
economic or other interests, if any, in
connection with the conduct of the Study or
the Investigational Product.

Investigator agrees to provide a written

kterym  sv&fi  povinnosti  a funkce
v souvislosti se Studii. Konkrétné pak jde
zejména ale nejen 0 povinnost Zkousejiciho
zkontrolovat  aporozumét  informacim
obsazenym Vv Souboru informaci pro
zkousejiciho ¢i pokynech K piistroji. IQVIA
nebo Zadavatel zajisti, ze budou opatiena
veskerd pozadovana kontrolni schvaleni od
prislusnych regulatornich uradi a EK.
Zkousejici se zavazuje, ze pied zahdjenim
Studie ovéti, ze byly ziskany veskeré
souhlasy a povoleni ptislusnych
regulatornich 0fadi aEK azZe byly
zkontrolovany vSechny CRF tak, aby byla
zajiSténa jejich presnost a uplnost.

Pokud Zkousejici a Zdravotnické zafizeni
vyuzivaji K plnéni povinnosti a funkci
v souvislosti se Studii sluzby jakékoli
fyzické nebo pravnické osoby, museji
zajistit, aby tyto fyzické nebo pravnické
osoby byly k plnéni pfislusnych povinnosti
a funkci souvisejicich se Studii zpisobilé,
azavést postupy zajiStujici  integritu
povinnosti a funkci provadénych
v souvislosti se Studii a veskerych ziskanych
udaju.

Zkousejici souhlasi, Ze poskytne pisemné
prohlaSeni vztahujici se K potencialnim
zajmim Zkousejiciho ekonomické ¢i jiné
povahy, ¢i odhali jiné zajmy, je-li jich, ato
v souvislosti s provadénim této Studie ¢i ve
vztahu k Hodnocenému 1é¢ivu.

ZkouSejici souhlasi, Ze poskytne pisemné

declaration revealing Investigator’s prohlaseni, jez bude odhalovat zavazky
disclosure obligations, if any, with the Zkousejiciho, jsou-li né&jaké, ato vuci
Institution in connection with the conduct of Zdravotnickému  zafizeni ve  vztahu
the Study and the Investigational Product. a v souvislosti S provadénim Studie
a Hodnocenym lé¢ivem.
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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.

1.5 Adverse Events

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

Sponsor will promptly report to the Site, the
Site’s LEC, and IQVIA, any finding that
could affect the safety of participants or their
willingness to continue participation in the
Study, influence the conduct of the Study, or
alter the Site’s LEC approval to continue the
Study.

1.6 Use and Return of Investigational
Product and Equipment

Sponsor or aduly authorized agent of
Sponsor, shall supply Institution or
Investigator, at Sponsor’s expenses, With
sufficient amount of Investigational Product
(ABX464) and placebo as described in the
Protocol. Investigational Product shall be
supplied to the pharmacy of the Institution.

Misto provadéni klinického hodnoceni
souhlasi, Ze =zaSle pfedem promptni
oznameni Zadavateli a spolec¢nosti IQVIA
Vv piipad¢, ze Zkousejici ukonéi pracovni
pomér ve Zdravotnickém zafizeni ¢i nebude-
li ZkouSejici z jakéhokoli jin¢ho divodu
schopen provadét Studii. Ustanoveni nového
Zkousejiciho bude podléhat piedchozimu
schvaleni Zadavatele a spolecnosti IQVIA.

1.5Nezadouci prihody

ZkousSejici oznami nezaddouci ptihody
azavazné nezadouci ptihody Vv souladu
S pozadavky  Protokolu  a pfislusnymi
pravnimi pfedpisy a nafizenimi. Zkousejici
se zavazuje, ze bude spolupracovat se
Zadavatelem v souvislosti s jeho usilim
vynaloZeném V ramci kontrolniho procesu ve
vztahu k jakékoli nezadouci piihod€. Misto
provadéni klinického hodnoceni bude jednat
vsouladu s oznamovacimi  povinnostmi
vyzadovanymi jeho LEK.

Zadavatel bez zbyte¢n¢ho odkladu vyrozumi
Misto vykonu klinického hodnoceni, LEK
a spolecnost IQVIA, ohledn¢ jakéhokoli
zjisténi, jez je zpusobilé ovlivnit bezpecnost
ucastnikl ¢i jejich vili a ochotu pokracovat
Vv ucasti ve Studii, mit vliv na provadéni
Studie, ¢i zménit vydané souhlasné
stanovisko LEK Mista provadéni klinického
hodnoceni vztahujici se K pokra¢ovani ve
Studii.

1.6Pouziti a vraceni Hodnoceného [éCiva
a Materialu

Zadavatel, ¢1jeho fadné opravnény zastupce,
dodd Zdravotnickému zatizeni na vlastni
naklady ¢i  ZkouSejicimu  dostatecné
mnozstvi Hodnoceného 1é¢iva (ABX464)
aplaceba dle podminek  popsanych
v Protokolu. Hodnocené 1é¢ivo bude dodano
do nemocni¢ni I€karny Zdravotnického
zafizeni.
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The Site shall use the Investigational
Product and any comparator products
provided in connection with the Study,
solely for the purpose of properly
completing the Study and shall maintain the
Investigational Product 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 the
Investigational Product, comparator
products, and materials and all Confidential
Information (as defined below) at Sponsor’s
sole expense.

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 for use in the
Study unless Sponsor and Institution have
a written agreement for Institution to acquire
the equipment.

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 15

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené 1é¢ivo a jakykoli
komparaéni produkt poskytnuty
Vv souvislosti se Studii vyhradné pro ucely
fadného dokonceni Studie a bude uchovavat
Hodnocené Iécivo dle pokynti Zadavatele a v
souladu s Prislusnymi pravnimi piedpisy,
natfizenimi a pravidly, vcetné povinnosti
skladovat Hodnocené lé¢ivo VvV uzamceném
a zabezpeCeném prostoru, ato po celou
predmétnou dobu.

V navaznosti na dokonceni ¢i ukonceni
Studie, Misto provadéni  klinického
hodnoceni  vrati  Hodnocené  IéCivo,
komparacni produkty a materidly, jakoz
I veSkeré Duvérné informace (ve smyslu nize
uvedené definice) plné€ a vyluéné na naklady
Zadavatele.

Zdravotnické zafizeni a ZkouSejici se
zavazuji, ze budou jednat Vv souladu
s veskerymi pravnimi piredpisy, nafizenimi

a pravidly upravujicimi nakladani
s Hodnocenym  1é¢ivem  ¢i  likvidaci
Hodnoceného léciva a jakymikoli
instrukcemi a pokyny poskytnutymi

spolecnosti IQVIA, jez nejsou Vrozporu
s takovymi pravnimi piepisy, nafizenimi

a pravidly.

Misto provadéni klinického hodnoceni vrati
jakékoli vybaveni ¢i materialy poskytnuté
Zadavatelem pro jejich pouziti ve Studii,
nebude-li uzaviena pisemna smlouva mezi
Zadavatelem a Zdravotnickym zafizenim, na
jejimz zékladé Zdravotnické zatizeni nabude
vlastnictvi k takovému vybaveni.

1.7Kli¢ové datum zafazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, Ze v ptipadé, Ze Misto
provadéni klinického hodnoceni nezatradi
alespoit jeden (1) Subjekt studie ke
Klicovému datu zatazeni, pak IQVIA a/nebo
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“Term & Termination” Sponsor/IQVIA has
the right to limit enrollment at any time.

2. PAYMENT

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

The estimated value of financial payment
under  this  Agreement shall  be
approximately CZK 494 934.

3. CONFIDENTIALITY

3.1 Definition

“Confidential Information” means the
confidential and proprietary information of
Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the
Investigational Product, technical
information relating to the Investigational
Product, all Pre-Existing Intellectual
Property (as defined in Section 4) of
Sponsor, and the Protocol; and (ii) Study
enrollment information, information
pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the
regulatory status of the Investigational
Product, and Study Data and Inventions (as

Zadavatel budou opravnéni ukoncit tuto
Smlouvu v souladu s Clankem 15 ,Platnost
& Ukonceni platnosti“. Zadavatel / IQVIA
jsou opravnéni omezit zafazeni Subjektd
studie, a to v kterykoli ¢asovy okamzik.

. PLATBY

V souvislosti s fadnym plnénim Studie
Mistem provadéni klinického hodnoceni,
a to v souladu s podminkami a ustanovenimi
této Smlouvy, budou poskytovany platby dle
podminek  austanoveni  definovanych
v Piiloze A, pticemz posledni platba bude
uskuteCnéna poté, co Misto provadéni
klinického hodnoceni splni a dokonci
vesSkeré zavazky, jez mu vyplyvaji z této
Smlouvy, alIQVIA obdrzi veskeré fadné
vyplnéné CRF a, bude-li tak IQVIA
vyzadovat, vesSkeré dalSi Divérné informace
(ve smyslu niZze uvedené definice).

Ptedpokladand hodnota finan¢niho plnéni
dle této Smlouvy Cini ptiblizn¢ 494 934 K¢.

DUVERNY REZIM

3.1Definice

,Duvérné informace” budou vykladany
jako informace divérné a majetkové povahy
nalezejici  Zadavateli, pficemz budou
zahrnovat (i) veSkeré informace, jez byly
Zdravotnickému zafizeni, ZkouSejicimu ci
kterémukoli ¢lenu persondlu Zdravotnického
zafizeni, poskytnuty, odhaleny, zptistupnény
¢i sdéleny Zadavatelem ¢i jeho jménem,
zejména vcetné¢ informaci 0 Hodnoceném
léc¢ivu, technickych informaci vztahujicich
se k Hodnocenému 1é¢ivu, veskeré Existujici
duSevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) Zadavatele, a Protokol;
a (ii) informace vztahujici se Kk procesu
zatazovani do Studie, informace vztahujici
se k aktudlnimu stavu Studie, komunikace
viaci aod regulatornich ufadl, informace
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defined in Section 4).

Confidential Information shall not include
information that:

can be shown by documentation
to have been public knowledge
prior to or after disclosure by
Sponsor, other than through
wrongful acts or omissions
attributable  to  Investigator,
Institution or any of its personnel,

can be shown by documentation
to have been in the possession of
Investigator, Institution or any of
its personnel prior to disclosure
by Sponsor, from sources other
than Sponsor that did not have an
obligation of confidentiality to
Sponsor;

can be shown by documentation
to have been independently
developed by Investigator,
Institution or any of its personnel;
or

is permitted to be disclosed by
written  authorization  from
Sponsor.

3.2 Obligations

vztahujici se k aktualnimu stavu
Hodnoceného lé¢iva na regulatorni Urovni
a Studijnich dat a udajt, a dale k Objeviim
(ve smyslu definice uvedené v Clanku 4).

Pojem Duvérné informace nezahrnuje
informace, ve vztahu ke kterym:

. na zéklade prislusné
dokumentace lze prokazat, ze
byly vefejné¢ znamé pred
okamZikem ¢1 po okamziku jejich
odhaleni, zpfistupnéni ¢i sdéleni
ze strany Zadavatele, aniZ by tim

doslo k jakémukoli
protipravnimu jednani ¢i
opominuti pficitatelnému

ZkouSejicimu, Zdravotnickému
zafizeni ¢i jakémukoli jejich
zameéstnanci;

ii. na zaklade ptislusné
dokumentace Ize prokazat, Zze
byly v dispozici Zkousejiciho,
Zdravotnického  zafizeni  Ci
jakéhokoli zaméstnance pred
jejich zverejnénim, sdélenim ¢i
zptistupnénim ze strany
Zadavatele, abyly ziskany ze
zdroji odlisSnych od Zadavatele,
pficemz tyto nebyly vazany
povinnosti  davérnosti  vici
Zadavateli;

iii. na zakladé ptislusné
dokumentace Ize prokazat, Zze
byly vyvinuty nezavisle
Zkousejicim, Zdravotnickym
zafizenim ¢i jakymkoli jejich
zaméstnancem; nebo

iv. jejich odhaleni, zptistupnéni ¢i
sdéleni lze provést na zakladé

pisemného svoleni Zadavatele.

3.2Povinnosti

Czech Republic _Clinical Trial Agreement _INST & INV 21 August 2013 — IQVIA Global template — 15 April 2013

Clinical Trial Agreement / Smlouva o klinickém hodnoceni

ABIVAX | ABX464-103

Fakultni nemocnice u sv. Anny v Brné /

Version / Verze: Final Clean // 31072019 CONFIDENTIAL / DUVERNE 16 /45



Site and Institution’s personnel, including
Study Staff shall not

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

disclose Confidential Information
to any third party, except as
permitted by this Section 3. or by
Section 5 “Publication Rights”, or
as required by law or by
aregulatory authority or as
authorized in writing by the
disclosing party.

Misto provadéni

klinického hodnoceni

a zaméstnanci Zdravotnického zafizeni, a to
véetné Studijniho personalu, nebudou

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

odhalovat,  zpfistupniovat  ¢i
sdélovat Duveérné informace
jakékoli treti stran€, S vyjimkou
opravnéni povoleného Vv tomto
Clénku 3. nebo Clanku 5 ,,Préva
na zvefejnéni*, nebo povinnosti
uloZen¢ zakonem ¢i jakymkoli
regulatornim tUfadem nebo na
zdklad¢  pisemného  svoleni
odhalujici strany.

To protect Confidential Information, Za ucelem ochrany Duvérnych informaci,
Institution agrees to: Zdravotnické zafizeni souhlasi, Ze:
i limit dissemination of I. omezi distribuci Duvérnych

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

advise all Study Staff who receive

informaci pouze vici tém ¢lenim
Studijniho personalu, ktefi takové
skutecnosti potiebuji znat
v souvislosti S provadénim
Studie;

bude informovat vSechny cleny

Confidential Information of the Studijniho  personalu, kterym
confidential nature of such budou  Duvérné  informace
information; and odhaleny, zpfistupnény i

sdéleny, o davérné  povaze

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”.

Zadné ze
neomezuje

takovych informaci; a

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

shora uvedenych ustanoveni
opravnéni Mista provadéni

klinického hodnoceni odhalit, zpfistupnit,
zvefejnit ¢i sdélit Studijni data audaje
V povoleném rozsahu Vv souladu s upravou
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3.3 Compelled Disclosure

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

Notwithstanding the foregoing, Institution,
Sponsor and IQVIA hereby acknowledge
that this Agreement shall be published
pursuant to Act No. 340/2015 Coll., on
Agreements Register. As and between the
Parties, Institution agrees to publish the
Agreement pursuant to the foregoing. Any
information which constitutes trade secret of
either Party is exempted from such
publication. For the purposes of this
Agreement, trade secrets include, but are not
limited to, Attachment A - Budget and
payment schedule, the minimum enrollment
goal, expected number of Study subjects
enrolled and the expected duration of the
Study. Furthermore, personal data of the
individuals are also exempted from
publication, unless they have been
previously published in another public
register. The version of this Agreement
intended for publication shall be provided to
the Institution by IQVIA via e-mail. The
Institution is obliged to publish this

uvedenou v Clanku 5 ,,Prava na zvefejnéni®.

3.3Z4konem ulozené odhaleni

V ptipadé, ze Zdravotnické =zafizeni C¢i
Zkousejici obdrzi oznameni ¢i vyzvu od tieti
strany, ktera bude pozadovat odhaleni,
sdéleni ¢i zptistupnéni jakékoli Divérné
informace,  pfijemce  takové  vyzvy
Zadavateli takovou skute¢nost neprodlené
oznami, aby mél Zadavatel moZnost uplatnit
predbézné/ochranné opatieni ¢i jakykoli jiny
vhodny ochranny ¢i napravny prostredek.
V ptipadé, Ze takové predbézné/ochranné
opatfeni ¢ijiny vhodny ochranny ¢i napravny
prostfedek neni vydan ¢i dosaZen, pfijemce
vyzvy poskytne pouze takovou cCast
Davérnych informaci, ato vrozsahu,
vjakém je jejich odhaleni, sdéleni ¢i
zptistupnéni pozadovano, piicemZz bude
vyzadovat uplatiovani divérného reZimu ve
vztahu k témto Davérnym informacim.

Bez ohledu na vySe uvedené, Zdravotnické
zafizeni, Zadavatel a IQVIA timto berou na
védomi, Zze tato smlouva bude zvetejnéna
v souladu se zak. ¢. 340/2015 Sh., o Registru
smluv. Za zvefejnéni dle ptredchozi véty
odpovida Zdravotnické zafizeni.
Takovémuto zveiejnéni nepodléhaji ty udaje,
které tvotfi obchodni tajemstvi nékteré ze
smluvnich stran. Dle této Smlouvy se
obchodnim tajemstvim rozumi zejména
Piiloha A - Rozpocet aplatebni piehled,
minimdlni cilovy pocet zatazeni, ocekavany
zafazeny pocet subjektll a ocekavana délka
trvani Studie. Ddle nebudou takovémuto
zvefejnéni podléhat osobni udaje fyzickych
osob, ledaze jsou jiz zvefejnény V jiném
vefejn¢ pfistupném registru. Verze této
Smlouvy urend ke zvefejnéni bude
Zdravotnickému zafizeni zaslana e-mailem
ze strany IQVIA. Za zvetejnéni smlouvy dle
ptedchoziho odstavce odpovida
Zdravotnické zatizeni. Zdravotnické zatizeni
vyrozumi spole¢nost IQVIA 0 zvetejnéni
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4.

Agreement in accordance with the article
herein above. The Institution will inform
IQVIA of publishing the Agreement in the
Agreements Register by designating the
following email address:

as the email address to which a notification
of publication in the Agreements register
shall be sent. Should the Institution fail to
publish this Agreement within five (5)
working days from the date of the last Party
signature hereof, it may be published by the
Sponsor or IQVIA.

3.4 Return or Destruction

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

3.5 Survival

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

INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property

Ownership of inventions, discoveries, works
of authorship and other developments
existing as of the Effective Date and all
patents, copyrights, trade secret rights and
other intellectual property rights therein
(collectively, “Pre-existing Intellectual
Property”), 1is 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

smlouvy vregistru smluv tak, ze ve
formuldfi  pouzivaném ke zvefejnéni
smlouvy zada adresu

jako emailovou adresu, na kterou ma byt
zaslana notifikace 0 uvefejnéni. Neni-li
smlouva Zdravotnickym zafizenim
zvetejnéna ve lhuté péti (5) pracovnich dni
od data posledniho podpisu Stranou, jsou
K jejimu zvefejnéni opravnéni IQVIA ¢&i
Zadavatel.

3.4 Vraceni ¢i likvidace

V navaznosti na ukonceni platnosti této
zaklad¢ pisemného poZadavku Zadavatele,
Misto provadéni klinického hodnoceni
Zadavateli vrati, ptipadné¢ dle pozadavku
Zadavatele zlikviduje, veSkeré Duvérné
informace, odliSné od Studijnich dat a udaj.

3.5 Pretrvavajici platnost

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

DUSEVNIi VLASTNICTVi

4.1 Existujici duSevni vlastnictvi

Vlastnictvi  vSech  objevii, vynaleza,
autorskych dél a jinych vysledki duSevni
¢innosti, jez existuji k Datu u¢innosti, a dale
veskeré patenty, autorska prava, obchodni
tajemstvi adalsi prava Kk objektim
dusevniho vlastnictvi, Stimto souvisejici
(spolecné dale jen, ,Existujici duSevni
vlastnictvi®), neni jakkoli doteno touto
Smlouvou, a jakakoli Strana ¢i Zadavatel
nemaji naroky vuéi ¢i prava k jakémukoli
pfedmétu Existujiciho dusevniho vlastnictvi
jiného, neni-li tak vyslovné pisemné
ujednano V jakékoli pisemné dohod¢ mezi
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between them.
4.2 Inventions

For purposes hereof, the term “Inventions”
means all inventions, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or
developed by a Party or Sponsor or any of
such entity’s personnel in performance of
the Study. Sponsor shall own all Inventions,
that are conceived, first reduced to practice
or otherwise discovered or developed by the
Institution, the Investigator or any of their
personnel in performance of the Study.

4.3 Assignment of Inventions

Institution shall, and shall cause its
personnel to, disclose all Inventions
promptly and fully to Sponsor in writing,
and Institution, on behalf of itself and its
personnel, 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 personnel to execute, all
documents reasonably necessary for
Sponsor to secure and maintain Sponsor’s
ownership rights in Inventions.

4.4 License

Sponsor hereby grants to Institution

Stranami uzaviené.

4.2 Objevy

Pojem ,,Objevy*“ znamena pro ucely této
Smlouvy  veskeré  objevy, vynalezy
a predméty vyvoje, jez byly vyvinuty,
uvedeny poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢i rozvinuty Stranou ¢i
Zadavatelem nebo jakymkoli zaméstnancem
¢1 Clenem persondlu takového subjektu pii
provadéni Studie. Zadavatel bude vlastnikem
veskerych Objevill, jez budou vyvinuty,
uvedeny poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢i rozvinuty Zdravotnickym
zatizenim, ZkouSejicim ¢1 jakymkoli jejich
zaméstnancem ¢1  Clenem  persondlu
v souvislosti s provadénim Studie.

4.3 Pfevod prav k Objevam

Zdravotnicke zatizeni se zavazuje, ze odhali,
zptistupni C1 sd€li adale zajisti, ze jeji
zaméstnanci odhali, zpfistupni ¢i sdéli
veskeré¢ Objevy, ato neprodlen¢ a plné
Zadavateli v pisemné form¢, a Zdravotnické
zafizeni, jménem  svym  ajménem
a v zastoupeni svych zaméstnanct, prevede
na Zadavatele veskerd sva prava, naroky
a zajmy K Objeviim, véetné vSech patentu,
autorskych dél ajinych prav duSevniho
vlastnictvi Kk tomuto se vztahujicim, jakoZz
i veSkera prava procesni povahy a naroky na
nahrady Skod awuzitky, jez jiz vznikly
Vv diisledku minulého ¢i soucasného poruseni
shora uvedenych prav. Zdravotnické zatizeni
se zavazuje, ze bude nalezit¢ spolupracovat
a poskytne  Zadavateli  soucinnost  pii
vyhotoveni a uzavieni, a zajisti, Zze jeji
zaméstnanci vyhotovi a uzaviou, veSkeré
dokumenty divodné Zadavatelem
pozadované za Ucelem ochrany a zajisténi
vlastnickych prav Zadavatele k Objevim.

4.4 Licenéni opravnéni

Zadavatel timto udé€luje Zdravotnickému
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a perpetual, non-exclusive, non-
transferable, paid-up license, without right
to sublicense, to use Inventions, subject to
the obligations set forth in Section
Confidentiality, ~ for  internal,  non-
commercial research and for educational
purposes.

4.5 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.

4.6 Survival

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

5. PUBLICATION RIGHTS

5.1 Publication and Disclosure

Institution and Investigator shall have the
right to publish or present the results of
Institution’s and Investigator’s activities
conducted under this Agreement, including
Study Data, only in accordance with the
requirements of this Section. 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

zatizeni trvalé, nevyhradni, nepievoditelné,
bezuplatné licencni opravnéni, bez préava
udéleni sublicence K pouziti Objevi, ato
v souladu S povinnostmi ulozenymi
v Clanku ,Duveérny rezim®, pro vnitini
ucely, vyzkum nekomeréniho charakteru
a pro edukativni ucely.

4.5 Patentové fizeni

Misto provadéni klinického hodnoceni se
zavazuje, ze bude spolupracovat a poskytne
sou¢innost, ato Vmnavaznosti na vyzvu
Zadavatele a na jeho naklady a s jeho ucasti,
v souvislosti s ptipravou, podanim, vedenim
patentového fizeni a udrzovanim veskerych
patentovych ptihlasek a patentl pro veskeré
Objevy.

4.6 Pretrvavajici platnost

Tento Clanek 4 ,DuSevni vlastnictvi®
zustane v platnosti iV pfipadé ukonéeni
platnosti ¢i pifi vyprSeni platnosti této
Smiouvy.

PRAVA NA ZVEREJNEN]

5.1 Publikovani a zpfistupnéni

Zdravotnické zafizeni a Zkousejici budou
opravnéni publikovat a prezentovat vysledky
¢innosti Zdravotnického zatizeni
a Zkousejiciho, jez je provadéna na zakladé
této Smlouvy, ato vcetné Studijnich dat
audaji, vyluéné vsouladu s pozadavky
stanovenymi Vv tomto Clanku. Zdravotnické
zatizeni a ZkousSejici souhlasi, ze Zadavateli
pfedlozi jakoukoli navrhovanou publikaci
a prezentaci pro ucely jejich kontroly ve
lhit¢  alespon tficeti (30) dni ptred
predlozenim jakékoli takové publikace
ptislusnému vydavateli ¢i pred jejich
navrhovanou prezentaci. Ve lhiité tficeti (30)
dnti od jejich piijeti, Zadavatel se pisemné
vyjadii Zdravotnickému zafizeni a/nebo

Information (other than Study Data) or ZkouSejicimu,  vzdy dle = podminek
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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 Publications

If the Study is a multi-center study,
Institution and Investigator agree that they
shall not, without the Sponsor’s prior written
consent (which shall not be unreasonably
withheld), independently publish, present or
otherwise disclose any results of or
information pertaining to Institution’s and
Investigator’s activities conducted under
this  Agreement until a multi-center
publication is published; provided, however,
that if a multi-center 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 or abandonment of the Study,
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 5.3 “Confidentiality of
Unpublished Data”.

konkrétniho pfipadu, ve vztahu K jakékoli
informaci obsazené V takovych materialech,
jez  predstavuje  Duvérnou informaci
(odlisnou od Studijnich dat a udajii) nebo jez
mize predstavovat prekdazku moznosti
dosazeni patentové ochrany ptislusného
Objevu. Zadavatel bude opravnén pozadovat
vi€i  Zdravotnickému  zafizeni a/nebo
Zadavateli, vzdy dle podminek konkrétniho
ptipadu, odstranéni definovanych informaci
oznacenych jako Duvérné informace (jez
jsou odlisné od Studijnich dat a udaji)
a/nebo pozadovat odlozeni navrhované
publikace ¢ prezentace po  dobu
dodate¢nych Sedesati (60) dnti, aby umoznil
Zadavateli uplatnéni patentové ochrany ve
vztahu k takovému Objevu.

5.2 Multicentrické publikovani

Je-li tato Studie multicentrickou studii,
Zdravotnické zafizeni a ZkouSejici timto
souhlasi, ze bez ptedchoziho pisemného
souhlasu  Zadavatele, ktery  nebude
bezdivodné zadrzovan, nebudou nezavisle
publikovat, prezentovat ¢i jakkoli jinak

odhalovat,  zvefejnovat, sd¢lovat ¢i
zptistupiiovat  jakékoli vysledky nebo
informace  vztahujici se K innostem

Zdravotnického zafizeni a Zkousejiciho, jez
jsou provadény na zakladé této Smlouvy, a to
az do doby, nez dojde ke zvefejnéni
multicentrické publikace; to vSak za
podminky, ze nedojde-li k multicentrickému
zvefejnéni nejpozdéji do osmnacti (18)
mésich od okamziku dokonceni Studie
a uzavieni databaze ve vSech vyzkumnych
centrech ¢ K jakémukoli  diivejsi

ukonceni platnosti ¢i pfedCasnému ukonceni
Studie, Zdravotnické zafizeni a ZkouSejici
budou oprévnéni publikovat a prezentovat
vysledky cinnosti Zdravotnického zatfizeni
a Zkousejiciho, jeZ je provadéna na zakladé
této Smlouvy, ato vcetné Studijnich dat
a udaji, vyhradné v souladu s podminkami
stanovenymi Vv odstavci 5.3 ,,Davérnost
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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 their personnel not to,
disclose Unpublished Data to any third party
or disclose any Study Data to any third party
in greater detail than the same may be
disclosed in any publications, presentations
or disclosures made in accordance with
Section 5.1 or Section 5.2.

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 Use of Name, Reqistry and Reporting

No Party hereto shall use any other Party’s
name, or Sponsor’s name, in connection

nezveiejnénych dat a tidaja“.

5.3 Duvérnost nepublikovanych udaju

Zdravotnické zafizeni a ZkousSejici timto
berou na védomi a souhlasi, ze Studijni data
a udaje, jez nebyly  publikovany,
prezentovany ¢i jakkoli jinak odhaleny,
zvefejnény, zptistupnény ¢i sdéleny na
zakladé upravy stanovené Vv odstavci 5.1
nebo 5.2 (,,Nepublikované udaje*), ztistanou
zahrnuty do ramce definice Duvérnych
informaci, a Zdravotnické zatizeni
a Zkousejici se zavazuji, Ze neodhali,
nezvefejni, nezptistupni ¢i nesdéli a zavazou
své zaméstnance ve shodném rozsahu Vv této
souvislosti, jakékoli Nepublikované udaje
jakékoli tteti strané ¢i nezvetejni jakakoli
Studijni data ¢i udaje jakékoli tfeti strané,
ato vrozsahu vétsim, nezli v jakém mohou
byt odhaleny, zvefejnény, zpfistupnény ¢i
sdéleny Vv jakékoli publikaci, prezentaci ¢i
jiném odhaleni na zaklad¢ odstavce 5.1 nebo
5.2.

5.4 Kontakty s médii

Zdravotnické zatizeni a ZkousSejici nebudou,
a zajisti, ze zaméstnanci Zdravotnického
zafizeni nebudou, poskytovat jakékoli
rozhovory ¢i jiné formy kontaktd s médii,

zejména  véetné  vydavatelstvi  novin,
provozovateli radiového vysilani,
provozovateli televizniho vysilani

a spole¢nostmi plisobicimi na Internetu, a to
v souvislosti se  Studii, Hodnocenym
lé¢ivem, Objevy nebo Studijnimi daty
a udaji bez ptedchoziho pisemného svoleni
Zadavatele. Toto ustanoveni nebrani
moznosti publikovat ¢i prezentovat Studijni
data a udaje v souladu s timto Clankem.

5.5Pouziti ndzvu ¢&i  jména, registrace
a oznamovani

Zadna strana této Smlouvy neni opravnéna
pouzit jména ¢i nazvu jiné Strany, nazvu
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with any advertising, publication or
promotion without prior written permission,
except that the Sponsor and IQVIA may use
the Site’s name in Study publications and
communications, including clinical trial
websites and Study newsletters. Sponsor
will register the Study with a public clinical
trials registry in accordance with Applicable
Laws and regulations and will report the
results of the Study publicly when and to the
extent required by Applicable Laws and
regulations.

5.6 Survival

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

6. PERSONAL DATA

6.1 Personal Data

Both prior to and during the course of the
Study, the Investigator and his/her teams
may be called upon to provide personal data.
This data falls within the scope of the law
and regulations relating to the protection of
personal data, in particular Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 on the
protection of natural persons with regard to
the processing of personal data and on the
free movement of such data, and repealing
Directive ~ 95/46/EC ~ (General  Data
Protection Regulation), and may be used by
IQVIA, Sponsor, and their affiliates in
compliance with applicable law, including
as set forth below and for the length of time
reasonably necessary for the purposes
below.

6.

Zadavatele, ato v souvislosti s jakoukoli
reklamni  Cinnosti, K publikaénim  ¢i
marketingovym ucelim bez ptedchoziho
pisemného svoleni, S vyjimkou ptipadi, kdy
Zadavatel a IQVIA budou opravnéni pouzit
nazvu Mista provadéni klinického hodnoceni
v souvislosti s publikacemi tykajicimi se
Studie avramci komunikace, vcetné
webovych stranek vénovanych klinickym
hodnocenim apro ucely newsletterd
vyddvanych v souvislosti se  Studii.
Zadavatel bude Studii registrovat v souladu
S PrisluSnymi pravnimi predpisy
a natfizenimi a bude oznamovat vysledky
Studie vetejné tehdy a v rozsahu ulozeném
PtisluSnymi pravnimi pfedpisy a nafizenimi.

5.6 Pietrvavajici platnost

Tento Clanek 5 ,Prava na zvetejnéni*
zastane Vv platnosti iv pfipadé ukonceni
platnosti ¢i pifi vyprSeni platnosti této
Smiouvy.

OSOBNIi UDAJE

6.1 Osobni udaje

Jak pfed zahajenim, tak iV prubéhu
provadéni Studie, Zkousejici a jeho/jeji tym
mohou byt pozadani 0 poskytnuti svych
osobnich udaju. Tyto udaje spadaji do ramce

pravnich piedpisi na tseku ochrany
osobnich  1udajti, konkrétné¢  nafizeni
Evropského parlamentu aRady (EU)

2016/679 ze dne 27. dubna 2016 0 ochrané
fyzickych osob V souvislosti se zpracovanim
osobnich daji a o0 volném pohybu téchto
udaji a 0 zruSeni smérnice 95/46/ES (obecné
nafizeni 0 ochrané osobnich idajt), a mohou

byt  pouzivany  spolecnosti  IQVIA,
Zadavatelem a jejich pfidruzenymi
spole¢nostmi v souladu s pfislusnymi

pravnimi predpisy, vcetné toho, jak je
uvedeno niZze, apo piimétenou dobu
nezbytnou K nize uvedenym ucelim.
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For the Investigator, this personal data may
include names, contact information, work
experience and professional qualifications,
publications, resumes, educational
background and information related to
financial disclosures or other potential
conflict of interest, and payments made to
Payee(s) under this Agreement for the
following purposes:

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

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

iii. compliance with legal and
regulatory requirements;

iv. publication on
www.clinicaltrials.gov and
websites and databases that serve
a comparable purpose;

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

vi. anti-corruption compliance.

Investigator’s personal data may be
transferred to countries outside of
Investigator’s country, which may not
provide for the same level of protection as is
applicable in Investigator’s country. In such
event, IQVIA or Sponsor, as applicable, will
make sure that appropriate safeguards are
secured in advance of any transfer in
accordance with IQVIA’s or Sponsor’s, as

Ohledné¢ Zkousejiciho, tyto osobni tudaje
mohou  zahrnovat jména, kontaktni
informace, pracovni zkuSenosti a profesni
kvalifikaci, ptehled publikaci, resumé,
informace 0 absolvovaném vzdélani,
a informace tykajici se financnich vztaha
nebo jinych potencidlnich stfetd zajmu
audaje o0 platbaich uskuteénénych viici
Piijemci plateb dle této Smlouvy, ato pro
nasledujici ucely:

I. provadéni klinickych hodnoceni
a/nebo statistickych analyz;

ii. ovéfeni ze strany
statnich/spravnich nebo
regulatornich ufadl, Zadavatele,
spole¢nosti  IQVIA,  a jejich
zastupct, sesterskych organizaci
¢i pobocek;

lii. zajisténi  souladu S pravnimi

a regulatornimi pozadavky;

Iv. zvefejnéni na strankach
www.clinicaltrials.gov
a webovych strankach
a serverech, které slouzi

obdobnému ucelu;

V. evidovani v databazich pro ucely
usnadnéni vybéru zkousejicich
pro budouci klinickd hodnoceni
nebo jiné zalezitosti; a

Vi. zajisténi souladu na poli zakazu
jakéhokoli korupcniho jednani.

Osobni udaje ZkouSejiciho mohou byt
predavany do zemi mimo zemi Zkousejiciho,
které nemuseji poskytovat stejnou uroven
ochrany, jakd plati v zemi ZkouSejiciho.
V takovém piipadé¢ IQVIA nebo piipadné
Zadavatel zajisti, aby byly vsouladu se
zakonnymi povinnostmi spole¢nosti IQVIA
nebo pifipadné¢ Zadavatele pied kazdym
takovym preddnim ziskany ptislusné zaruky,
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applicable, legal obligations to ensure the
protection of Investigator’s personal data
according to the data protection laws and
regulations applicable in Investigator’s
country.

Names of members of Study Staff may be
processed in IQVIA’s study contacts
database for study-related purposes only.

6.2 Study Subject Personal Data

The Parties undertake to comply with any
applicable laws and regulations as
applicable in the Czech Republic regarding
the protection of Study Subjects’ personal
data. Each Party shall bear responsibility for
their own data processing and ensure that
personal data of Study Subject shall be
collected, stored, disclosed and transferred
in compliance with all applicable
supranational and national regulations on
data protection and this Agreement. The
Parties undertake to adopt measures in order
to prevent any accidental or unlawful
destruction, loss, alteration, unauthorised
disclosure of, or access to personal data,
their other unauthorized processing, as well
as other abuse of personal data.

The Investigator shall obtain Study Subject
written consent for the collection and use of
Study Subject personal data for Study
purposes, including the disclosure, transfer
and processing of data collected in
accordance with the Protocol, in compliance
with applicable data protection provisions.

All data provided to the Sponsor shall be
provided in acoded format that protects
Study Subject identity. Except to the extent
provided by law, Sponsor will not have

které zajisti ochranu osobnich udaji
Zkousejictho podle zdkonG a pfedpist
0 ochrané udaji =~ platnych  vzemi
Zkousejiciho.

Jména ¢lenti Studijniho persondlu mohou byt
zpracovana Vv databazich vedenych
spolecnosti IQVIA pro ucely studijnich
kontakti, a to vyluéné pro ucely souvisejici
S klinickymi studiemi.

6.2 Osobni udaje Subjektu studie

Strany se zavazuji dodrzovat vSechny
prislusné zdkony a pravni ptedpisy platné na
tizemi Ceské republiky ve vztahu k ochrang
osobnich tudaji Subjektt studie. Kazda
Strana bude odpovédna za své vlastni
zpracovani Osobnich udajii a zajisti, aby
Osobni tdaje tykajici se Subjekta studie byly
shromazd’ovany, uchovavany, uvoliiovany
a predavany Vv souladu se vSemi platnymi
nadnarodnimi a narodnimi predpisy
0 ochran¢ osobnich tdaja a Smlouvou.
Strany se zavazuji pfijmout takova opatteni,
aby nemohlo dojit k neopravnénému nebo
nahodilému pfistupu Kk 0sobnim udajim,
Kjejich zméné, zniCeni ¢i  ztraté,
neopravnénym pienosum, K jejich jinému
neopravnénému zpracovani, jakoz i k jinému
zneuziti osobnich udajt.

ZkousSejici  zajisti  ziskani  pisemného
souhlasu Subjektu studie pro ucely K ziskani
a pouziti osobnich udajii Subjektu studie pro
ucely souvisejici se Studii, ato vcetné
sd€leni, pfevodu a zpracovani osobnich
udajii  ziskanych dle Protokolu, a dale
v souladu s ptislusnymi predpisy na poli
ochrany dat.

Veskeré udaje poskytnuté Zadavateli budou
poskytnuty v kodované podobé, ktera chrani
identitu Subjektu studie. S vyjimkou piipadu
povolenych zdkonem, nebude mit Zadavatel
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access to Study Subject names or other
materials which allow any identification of
Study Subject. Sponsor’s review of medical
records to verify the accuracy of data reports
shall be subject to all necessary safeguards
required for the protection of patient
confidentiality.

The Institution and Investigator shall cease
to process the personal data upon the
discharge or other termination of this
Agreement. This does not prejudice any
obligations of the Institution and the
Investigator as data controllers, as the case
may be, to store the processed personal data
according to applicable legal regulations.

6.3 Data Controller

The Sponsor shall be the data controller for
such personal data except that, if IQVIA
deals with any personal data under this
Agreement in the manner of adata
controller, IQVIA shall be the data
controller of such personal data to the extent
of such dealings. On the basis of this
Agreement and in connection with this
Agreement, personal data will be processed
also by the Institution and Investigator in the
position of controllers (including but not
limited to the Medical Records) and, to
a certain extent, also as data processors
(including but not limited to personal data
processed in compliance with the Protocol
and for the purposes of the Study, while the
personal data of Study Subjects shall be
provided to the Sponsor in a pseudonymized

way).

IQVIA may process “personal data”, as
defined in the applicable data protection
legislation enacted under the same or
equivalent/similar ~ national legislation
(collectively “Data Protection
Legislation”), of the Investigator and Study
Staff for study-related purposes and all such

ptistup ke jménim Subjektii studie ani
Kjinym materialim, které by umoznily
identifikaci Subjektd studie. Nahlizeni do
zdravotnich zaznamu ze strany Zadavatele
k ovéfeni dat bud podléhat v§em zarukam
nezbytnym K ochrané soukromi pacienta.

Zdravotnické zafizeni a Zkousejici ukonci
zpracovani ke dni splnéni této Smlouvy nebo
jejiho  ukoneni. Tim nejsou dotCeny
povinnosti Zdravotnického zatizeni
a Zkousejictho  jakozto  pfip. spravcl
osobnich 1udaji uchovavat zpracovavané
osobni udaje podle piislusnych pravnich
predpist.

6.3 Spravce udaji

Zadavatel bude pusobit jako spravce udaji
ve vztahu Kk takovymto osobnim udajim,
avSak Svyjimkou piipadu, kdy IQVIA
nakladd s jakymikoli osobnimi tudaji na
zaklad¢ této Smlouvy jakozto spravce dat,
vV takovém piipadé bude IQVIA spravcem
takovych osobnich udaja v rozsahu, v jakém
s nimi naklada. Na zaklad¢ této Smlouvy a v
souvislosti s touto Smlouvou budou osobni
udaje zpracovavat rovnéz Zdravotnické
zafizeni a ZkouSejici, ato jako spravci
(zejména pii vedeni zdravotni dokumentace)
a v urcitém rozsahu také jako zpracovatelé
(zejména tam, kde budou osobni udaje
v souladu s Protokolem zpracovavat pro
ucely Studie, pfi¢emz Osobni udaje Subjektd
studie budou v pseudonymizované podobé
poskytnuty Zadavateli).

Spole¢nost IQVIA je opravnéna zpracovavat
»osobni udaje®, jak jsou tyto definovany
ptisluSnymi pradvnimi predpisy na useku
ochrany osobnich udajt, jez byly vydany na
zakladé¢ shodné ¢i ekvivalentni/obdobné
narodni legislativy (spole¢né¢ dale jen
»Pravni predpisy na ochranu osobnich
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processing will be carried out in accordance
with the Data Protection Legislation.

6.4 Survival

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

7. STUDY SUBJECT INJURY, INSURANCE AND

udaji“), Zkousejiciho a ¢lend Studijniho
personalu pro ucely souvisejici se Studii,
pficemz veskera takova zpracovani budou
provadéna v souladu s Pravnimi predpisy na
ochranu osobnich udaj.

6.4 Pretrvani platnosti

Tento Clanek 6 ,,Osobni udaje zistane
v platnosti i v pfipadé ukonceni platnosti ¢i
pii vyprSeni platnosti této Smlouvy.

POSKOZENiI ZDRAVi SUBJEKTU STUDIE,

DAMAGES

Sponsor hereby represents and warrants that
it has provided clinical trial insurance in
accordance with § 52, par. 3, letter f) Act on
Pharmaceuticals as may be subsequently
amended, this Insurance shall be kept valid
for the entire duration of the Study.

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 any adverse event experienced
by, illness of or bodily injury to a Study
Subject that is caused by treatment of the
Study Subject in accordance with the
Protocol, except to the extent that such
adverse event, illness or personal injury is
caused by:

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

POJISTENI A ODSKODNENI

Zadavatel prohlaSuje  apotvrzuje, Ze
v souladu s ust. § 52 odst. 3, pism. f) zdkona
¢. 378/2007 Sb., 0 1éCivech, v platném znéni,
uzaviel pojisténi klinického hodnoceni, které
bude udrZzovat po celou dobu Studie.

Misto provadéni klinického hodnoceni je
povinno neprodlené¢ pisemné vyrozumeét
spole¢nost IQVIA a Zadavatele o jakémkoli
naroku vztahujicimu se K onemocnéni ¢i
ujm¢ na zdravi, k nimz skute¢né ¢i udajné
doslo v souvislosti snezadouci reakei na
Hodnocené¢ [éCivo azavazuje se plné
spolupracovat se Zadavatelem pii feSeni
nezadouci udalosti.

Zadavatel uhradi Zdravotnickému zatfizeni
piimé, piiméfené anezbytné zdravotni
vydaje, které vznikly Zdravotnickému
zatizeni Vv souvislosti s lé¢bou jakychkoli
nezadoucich uddlosti, nemoci nebo Gjmy na
zdravi Subjektu studie zplsobené 1écbou
Subjektu studie v souladu s Protokolem,
s vyjimkou pfipadl, kdy takovd nezadouci
udélost, nemoc nebo Ujma na zdravi je
zplsobeno:

I.  pochybenim Zdravotnického
zatizeni, = ZkouSejiciho  nebo
jakéhokoliv jejich zaméstnance

Agreement, the Protocol, any jednat v souladu s touto
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written instructions of Sponsor
concerning the Study, or any
applicable law, regulation or
guidance, including GCPs, issued
by any regulatory authority; or

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

iii. failure of the Study Subject to
follow the reasonable instructions
of the Investigator relating to the
requirements of the Study.

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

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

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

Smlouvou, Protokolem,
jakoukoliv pisemnou instrukci
Zadavatele tykajici se Studie,
nebo  jakéhokoliv  platného
zakona nebo provadéciho
pfedpisu nebo postupu, vcetné
GCP, vydaném  jakoukoliv
regula¢ni autoritou; nebo

ii. nedbalosti nebo  Gmyslnym
nespravnym jednanim
Zdravotnického zatizeni,

Zkousejicim nebo jakymkoliv
jejich zastupcem; nebo

Iii. porusenim povinnosti Studijnim

Subjektem  jednat v souladu
s divodnymi pokyny
Zkousejiciho  tykajicich  se

pozadavku Studie.

Odpovédnost Zadavatele odskodnit
Zdravotnické zatizeni dle tohoto ustanoveni
nebude limitovdna castkou splatnou dle
jakéhokoliv pojisténi uzavien¢ho
Zadavatelem, ale bude se vztahovat na celou
Castku skutecné Skody Zdravotnického
zatizeni ve vysi naroku subjektu nebo naroku
jeho zakonného  zastupce  uspesné
uplatnéného dle ¢eského pravniho fadu.

Narok Zdravotnického zafizeni na nahradu
Skody dle ptedchoziho ustanoveni nevznika,
jestlize:

I. poSkozeni zdravi (vCetné smrti)
Subjektu studie bylo zptsobeno
umysIné, nedbalosti,
protipravnim  jedndnim  nebo
nesplnénim povinnosti stanovené
Zdravotnickému  zafizeni ¢i
ZkouSejicimu pravnim piedpisem
nebo vtéto Smlouvé, véetné
vsech jejich ptiloh;
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8.

ii. The Institution fails to notify the
Sponsor in writing within twenty
(20) working days of the date the
Institution became aware of the
claim for damages having been
made. The notice shall be send by
registered post to the Sponsor.

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

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

This Section 7 subsection “Study Subject
Injury and Damages” shall survive
termination or expiration of this Agreement.

While dealing with third party claims, the
Sponsor may not admit an error of the
Institution or the Investigator without
Institution’s prior consent.

Institution represents to have taken out
a liability insurance pursuant to Sec. 45 par.
2 letter n) of Act No. 372/2011 Coll., on
Medical Services, covering all injury and
damage caused while providing medical
care. This insurance complies with the
extent required by law and does not cover
liability for injury or damage resulting from
clinical trials.

IQVIA DISCLAIMER

IQVIA expressly disclaims any liability in

8.

Il. Zdravotnické zafizeni do dvaceti
(20) pracovnich dnti ode dne, kdy
se dozvédelo, ze byl viaci nému
uplatnén narok na nadhradu skody,
neoznamilo  tuto  skutecnost
pisemné¢ Zadavateli. Oznameni
musi byt odeslano doporucenou
postou Zadavateli.

iii. Na Zzadost Zadavatele mu
Zdravotnické zafizeni
neumoznilo ucastnit se
mimosoudniho vyjednavani
0 vzneseném naroku nebo
nasledného soudniho fizeni;

iv. Zdravotnické zafizeni uznalo

vzneseny narok, aniZ by obdrzelo
pfedchozi  pisemny  souhlas
Zadavatele.

Tento Clanek 7 podsekce ,,Poskozeni zdravi
Subjektu Studie a Odskodnéni® =ziistane
Vv platnosti po ukon¢eni nebo uplynuti doby
trvani této Smlouvy.

Zadavatel ani IQVIA neni opravnéna bez
predchoziho pisemného souhlasu
Zdravotnického zafizeni pfi vyfizovani
narokli tfetich stran pfiznat pochybeni
Zdravotnického zatizeni nebo Zkousejiciho.

Zdravotnické zatizeni prohlasuje, ze ma dle
§ 45 odst. 2 pism. n) zakona ¢. 372/2011 Sh.,
0 zdravotnich sluzbach, uzavienu pojistnou
smlouvu na pojisténi odpovédnosti za skodu
zpisobenou pii poskytovani zdravotni péce.
Tato pojistna smlouva je uzaviena
v zakonem pozadovaném rozsahu
a neobsahuje pojisténi odpovédnosti za
Skodu zpiisobenou pii provadéni klinického
hodnoceni.

ODMITNUTI ODPOVEDNOSTI SPOLECNOSTI

IQVIA

IQVIA timto vyslovné odmitd jakoukoli

Czech Republic _Clinical Trial Agreement _INST & INV 21 August 2013 — IQVIA Global template — 15 April 2013
Clinical Trial Agreement / Smlouva o klinickém hodnoceni
ABIVAX | ABX464-103

Fakultni nemocnice u sv. Anny v Brné /

Version / Verze: Final Clean // 31072019

CONFIDENTIAL / DUVERNE

30/45



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

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

9. CONSEQUENTIAL DAMAGES

Neither 1QVIA nor Sponsor shall be
responsible to the Site for any lost profits,
lost opportunities, or other consequential
damages, nor shall Site be responsible to
IQVIA or Sponsor for any lost profits, lost
opportunities, or other consequential
damages.

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

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

10. DEBARMENT

The Site represents and warrants that neither
Institution nor Investigator, nor any of
Institution’s employees, agents or other
persons performing the Study at Institution,
have been debarred, disqualified or banned
from conducting clinical trials or are under

10.

odpovédnost v souvislosti s Hodnocenym
lé¢ivem, véetné jakékoliv odpovédnosti za
jakékoliv naroky vyplyvajici z okolnosti
zpusobené¢ nebo domnéle  zphsobené
jakymkoliv Studijnim postupem spojenym
s takovym léCivem vyjma rozsahu, V jakém
je  takova  odpovédnost  zapfiinéna
nedbalosti, umyslnym protipravnim
jednanim nebo porusenim této Smlouvy ze
strany spole¢nosti IQVIA.

Tento Clanek 8 ,,Odmitnuti odpovédnosti
spolec¢nosti IQVIA“ zistane v platnosti i po
ukonceni nebo uplynuti doby trvani této
Smlouvy.

NASLEDNA SKODA

Ani IQVIA ani Zadavatel nebudou vici
Mistu provadéni klinického hodnoceni
odpovédni ve vztahu K jakémukoli uslému
zisku, ztrat€ obchodnich pfilezitosti, ci
jakymkoli souvisejicim Skodam, ani Misto
provadéni klinického hodnoceni nebude
odpovédné vuci spolecnosti IQVIA nebo
Zadavateli ve vztahu Kk jakémukoli uslému
zisku, ztrat¢ obchodnich pftilezitosti, ¢i
jakymkoli souvisejicim Skodam.

Ucelem zadného z ustanoveni této Smlouvy
neni vyloucit nebo omezit odpovédnost
kterékoli ze stran za Umrti nebo Gjmu na
zdravi osob zpusobené¢ nedbalosti dané
strany.

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

VYLOUCENI

Misto provadéni klinického hodnoceni
prohlaSuje a potvrzuje, Ze ani Zdravotnické
zafizeni, ani ZkouSejici, ani kterykoli ze
zaméstnancl, zastupcl  Zdravotnického
zatizeni ¢i jakdkoli jina osoba, ktera se podili
na vykonu Studie ve Zdravotnickém
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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.

11. FINANCIAL DISCLOSURE AND CONFLICT OF

11.

zafizeni, nebyla zbavena pfislusného
opravnéni, nebyla ji uloZzena sankce zdkazu
vykonu ¢innosti klinickych hodnoceni
a dale, ze kterykoli z téchto subjektl neni
vySetfovan jakoukoli kontrolni instituci, kdy
vysledkem takového Setfeni Ci fizeni muze
byt ulozeni sankce zékazu vykonu ¢innosti ¢i
odebrani opravnéni, a to v kterémkoli state,
a Misto provadéni klinického hodnoceni se
dale zavazuje neprodlené¢ vyrozumét
spole¢nost IQVIA v pfipadé, Ze dojde
k takovému  vySetfovani, diskvalifikaci,
uloZeni sankce zédkazu vykonu ¢innosti nebo
k odejmuti opravnéni K vykonu klinického
hodnoceni.

Tento Clanek 10 ,»Vylouceni ziistane
Vv platnosti po ukon¢eni nebo uplynuti doby
trvani této Smlouvy.

FINANCNI INFORMACE A STRET ZAJMU

INTEREST

Upon Sponsor’s or IQVIA’s request,
Investigator agrees that, for each listed or
identified investigator or sub-investigator
who is directly involved in the treatment or
evaluation of Study Subjects, Investigator
shall promptly return to IQVIA a financial
and conflict of interest disclosure form that
has been completed and signed by such
investigator or sub-investigator, which shall
disclose any applicable interests held by
those investigators or sub-investigators or
their spouses or dependent children.

IQVIA  may withhold payments for
Investigator if it does not receive
acompleted form from each such

investigator and sub-investigator.

Investigator shall ensure that all such forms
are promptly updated as needed to maintain

Zkousejici souhlasi, ze na zaklad¢ zadosti
Zadavatele nebo spole¢nosti IQVIA pro
kazdého uvedeného a identifikovaného
zkousejiciho nebo spoluzkousejiciho, ktefi
se primo podili na léCeni nebo hodnoceni
Subjektt studie, Zkousejici neprodlené pieda
spolecnosti IQVIA vyplnény a podepsany
formulai finan¢niho prohlaseni a konfliktu

zajmu, ktery byl vyplnén apodepsan
takovym zkousejicim nebo

spoluzkousejicim, ve kterém tito zkousejici
¢i  spoluzkousejici ptiznavaji  jakékoli
ptislusné zdjmy, které maji oni sami nebo
jejich manzelé¢/manzelky ¢i nezaopatiené
déti.

Spole¢nost IQVIA je opravnéna pozdrzet
platby pro Zkousejiciho, vV piipade, ze
neobdrzi vyplnéné formulafe od kazdého
takového zkousejiciho a spoluzkousejiciho.

ZkouSejici zajisti urychlenou aktualizaci
formulaft dle potieby, s cilem zajistit jejich

their accuracy and completeness during the pfesnost auplnost V prib&hu realizace
Czech Republic _Clinical Trial Agreement _INST & INV 21 August 2013 — IQVIA Global template — 15 April 2013
Clinical Trial Agreement / Smlouva o klinickém hodnoceni
ABIVAX | ABX464-103
Fakultni nemocnice u sv. Anny v Brné /
Version / Verze: Final Clean // 31072019 CONFIDENTIAL / DUVERNE 32/45



Study and for one (1) year after Study
completion.

Site agrees that the completed forms may be
subject to review by governmental or
regulatory agencies, Sponsor, IQVIA, and
their agents, and the Site consents to such
review.

The Investigator further consents to the
transfer of his/her financial disclosure data
to the Sponsor’s country of origin and to the
U. S., even though data protection may not
exist or be as developed in those countries
may not exist or be as developed in those
countries as in the Site’s own country.

This Section 11 “Financial Disclosure and
Conflict of Interest” shall survive
termination or expiration of this Agreement.

12. ANTI-KICKBACK AND ANTI-FRAUD

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

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

Institution and Investigator agree that they
will not bill any Study Subject, insurer, or
governmental agency for any visits, services

12.

Studie a jeden (1) rok po dokonc¢eni Studie.

Misto provadéni klinického hodnoceni
souhlasi S tim, Ze vyplnéné formulafe mohou
kontrolovat  statni aregulatni  ufady,
Zadavatel, IQVIA a jejich zastupci, a Misto
provadéni klinického hodnoceni s takovymi
kontrolami.

ZkouSejici dale souhlasi s pfenosem dat
0 finanénim prohldSeni do zemé sidla
Zadavatele a Spojenych statd americkych,
ato ikdyby v téchto zemich neplatil nebo
neexistoval natolik vyspély rezim ochrany
dat jako ve vlastni zemi Mista provadéni
klinického hodnoceni.

Tento Clanek 11 ,,Finanéni informace a stiet
zajmu“ zlistane V platnosti po ukonceni nebo
uplynuti doby trvani této Smlouvy.

ZAMEZENI UPLATKARSTVi A PODVODU

Zdravotnické zafizeni a Zkousejici souhlasi,
ze jejich usudek, pokud jde 0 poradenstvi
apéci okazdy Subjekt studie, nebude
ovlivnén uhradou, kterou obdrzi na zakladé
této Smlouvy, adale osveédcuji, Ze tato
kompenzace nepfesahuje realnou trzni
hodnotu sluzeb, které poskytuji a ze zadné
platby nejsou poskytovany za ucelem piimeét
je k ndkupu nebo piedepisovani jakychkoliv
1€ka, zafizeni nebo produkti.

Pokud Zadavatel nebo IQVIA poskytnou
jakékoli produkty nebo predméty pro pouziti
ve Studii zdarma, Zdravotnického zarizeni
a ZkousSejici souhlasi, ze nebudou zadat
thradu po Z&dném Subjektu studie,
pojistovné nebo statnim/spravnim Ufadu
nebo jakékoli jiné tieti strané za tyto zdarma
poskytnuté produkty nebo predméty.

Zdravotnické zatizeni a Zkousejici souhlasi,
ze nebudou zadat Uhradu po Zadném
Subjektu Studie, pojiStovné nebo statnim
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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.

13. 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, Investigator or any of
Institution’s respective owners, directors,
employees, agents, consultants, or any payee
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 they nor any of their
respective owners, directors, employees,
agents, or consultants, nor any payee under
this Agreement, will, in order to assist
Sponsor or IQVIA to secure an improper
advantage or obtain or retain business,
directly or indirectly pay, offer or promise to
pay, or give any ltems of Value to any
person or entity for purposes of (i)
influencing any act or decision: (ii) inducing

13.

uradé za jakékoliv navstévy, sluzby nebo
vydaje vzniklé v pribéhu Studie, za které
obdrzeli thradu od spole¢nosti IQVIA nebo
Zadavatele, nebo které nejsou soucasti bézné
péce, kterou by za normalnich okolnosti
poskytli ~ Subjektu  studie aze ani
Zdravotnické  zafizeni ani  Zkousejici
nebudou poskytovat platbu jinému Iékaii za
doporuceni subjektt do Studie.

ZAKAZ PODPLACENI

Zdravotnické zafizeni a ZkouSejici timto
souhlasi, Ze platby, které¢ budou uhrazeny na
zaklad¢ této Smlouvy, pfedstavuji fadnou
kompenzaci za sluzby poskytnuté¢ Mistem
provedeni klinického hodnocenti.
Zdravotnické zafizeni a ZkouSejici timto
prohlasuji azavazuji se, zZe platby ¢i
Hodnotné véci, které obdrzi na zakladé této
Smlouvy ¢i v souvislosti se Studii jakkoli
neovlivni jakékoli rozhodnuti Zdravotnické

zafizeni, ZkouSejiciho ¢i  jakéhokoli
prislusSného  vlastnika  Zdravotnického
zafizeni, Cleny spravnich organd,
zaméstnance, zastupce, konzultanty ¢i

jakékoli piijemce plnéni na zdklad¢ této
Smlouvy Kktomu, aby uéinil, jakozto
Zastupce vetejné moci ¢i jakkoli jinak, za
ucelem poskytnuti pomoci Zadavateli Ci
spolecnosti  IQVIA v podobé zajisténi
neopravnéné vyhody ¢i za Gcelem ziskani ¢i
zachovani si obchodni ptilezitosti.

Zdravotnické zatizeni a ZkouSejici dale
prohlasuji a zavazuji se, ze ani oni, ani
jakykoli jejich vlastnik, ¢len statutdrniho
organu, zastupce ¢i konzultant, ani jakykoli
ptijemce plnéni dle této Smlouvy, ato za
ucelem pomoci Zadavateli Ci spolecnosti
IQVIA K zajisténi neopravnéné vyhody ¢i
ziskani ¢i zachovani obchodni pfilezitosti,
pfimo ¢i nepfimo, neuhradi, nenabidne ¢i
neslibi uhradit, nebo nedaruje jakoukoli
Hodnotnou véc jakékoli osobé ¢i subjektu

such person or entity to do or omit to do any v souvislosti s nasledujicimi  ucely: (i)
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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 representations or
warranties 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.

14. INDEPENDENT CONTRACTORS

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

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

14.

ovlivnéni jakéhokoli jednani ¢i rozhodnuti:
(if) pobidky ¢i pohnuti takové osoby ¢i
subjektu, aby néco konal nebo se zdrzel
ur¢itého jednani Vrozporu sse zdkonem
ulozenou povinnosti; (iii) zajisténim jakékoli
neopravnéné vyhody; nebo (iv) pobidky ¢i
pohnuti takové osoby ¢i subjektu Kk zneuziti
vlivu vi¢i statnimu/spravnimu organu i
jeho zastupci Vtéto souvislosti, ato za
ucelem ovlivnéni jakéhokoli jednani ¢i
rozhodnuti statniho/spravniho orgéanu ¢i jeho
zastupce.

Nad ramec ostatnich prav a prostfedkt
napravy dle této Smlouvy, ¢i na zdkladé
piislusnych pravnich predpist, IQVIA nebo
Zadavatel budou opravnéni ukoncit platnost
této Smlouvy V piipadé, Ze Misto provadéni
klinického hodnoceni porusi jakékoli
prohlaSeni ¢1 zaruky obsazené Vtomto
Clanku, piipadng, pokud IQVIA nebo
Zadavatel zjisti, Ze jsou poskytovany ¢i byly
poskytnuty neopravnéné platby vici ¢i ze
strany  Zdravotnického zafizeni  Ci
Zkousejiciho nebo jakéhokoli jednotlivce ¢i
subjektu jednajiciho jejich jménem.

NEZAVISLI POSKYTOVATELE

Zkousejici a Zdravotnické zatizeni a Studijni
personal budou jednat jako nezavisli
poskytovatelé smluvniho plnéni spolecnosti
IQVIA anebudou jakkoli povazovani za
zaméstnance i zastupce spolecnosti IQVIA
nebo Zadavatele.

Ani IQVIA ani Zadavatel nebudou mit
jakoukoli  odpovédnost  vztahujici se
K benefitim, penzim, ndhradam, narokim
k dichodovému ptipojisténi,
pracovnépravnim odménam, srazkovym ¢i
jinym pracovnépravnim danim tykajicim se
Zkousejiciho nebo Zdravotnického zatfizeni
nebo jejich zaméstnanci.

15. TERM & TERMINATION 15. PLATNOST & UKONCENi PLATNOSTI
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15.1 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 (the “Effective
Date”) and shall continue until completion
or until terminated in accordance with this
Section 15 “Term & Termination”.

The estimated Study completion date is
approximately || G 0 is
subject to change in accordance with the
Sponsor and Protocol requirements.

15.2 Termination

IQVIA and/or Sponsor may terminate this
Agreement for any reason effective
immediately upon written notice received by
the Institution.

The Site may terminate immediately upon
Sponsor’s receipt of written notice if
circumstances beyond the Site’s reasonable
control prevent completion of the Study, or
if it reasonably determines that it is unsafe to
continue the Study. The Institution may also
terminate this Agreement in writing if, as
aresult of ahindrance beyond the
Institution’s control, the Institution is
rendered, for along-term incapable, to
complete the Study, without its main
operation being hindered, which is the
provision of healthcare services. The notice
period shall be thirty (30) days and shall start
on the day following the day of its receipt by
Sponsor, IQVIA and the Investigator. Upon
receipt of notice of termination, the Site
shall immediately cease any subject
recruitment, follow the  specified
termination procedures, ensure that any
required subject follow-up procedures are
completed, and make all reasonable efforts

15.1 Platnost

Tato Smlouva nabyva platnosti K datu, kdy
bude podepsdna posledni smluvni stranou
aucinnosti  kdatu  jejtho  zvefejnéni
v Registru  smluv (,,Datum wcinnosti®)
azastane  vucinnosti do  okamziku
dokonceni Studie ¢&i ukonceni Smlouvy
v souladu s timto Clankem 15 ,Platnost &
Ukonceni platnosti®.

Predpokladané datum ukonceni Studie

nastane ptiblizne | [N toto

datum vSak muize byt ménéno Vv souladu
s pozadavky Zadavatele a Protokolu.

15.2 Ukondeni platnosti

IQVIA a/nebo Zadavatel jsou opravnéni
ukoncit platnost této Smlouvy z jakéhokoli
divodu sokamzitou U¢innosti ke dni
doruceni pisemného oznameni
Zdravotnickému zatizeni.

Misto provadéni klinického hodnoceni je
opravnéno okamzit¢ ukoncit platnost této
Smlouvy ke dni doruceni pisemného
oznameni Zadavateli v ptipadé¢, Ze okolnosti,
jez jsou svoji povahou mimo moznost
ovlivnéni ze strany Mista provadéni
klinického hodnoceni, zabrani dokonceni
Studie, nebo v piipadé, ze Misto provadéni
klinického hodnoceni divodné usoudi, ze
pokracovani ve Studii neni bezpecné.
Zdravotnické zatizeni je také opravnéno
ukoncit tuto Smlouvu pisemnou vypovédi,
nebude-li tim ohrozena bezpecnost Subjektl
studie, jestlize v dusledku vzniku piekazky,
jez nastala nezavisle na jeho wvili, nebude
Zdravotnické zaiizeni dlouhodobé schopno
dokoncit Studii, aniz by tim nebyla negativné
ovlivnéna jeho hlavni c¢innost, kterou je
poskytovani zdravotni péce. Vypoveédni
doba ¢ini tticet (30) dni a po¢ina béZzet dnem
nasledujicim po dni doruceni této vypovédi
Zadavateli, IQVIA a Zkousejicimu.
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to minimize further costs, and 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
Payments will be in each case reduced by ten
(10 %) percent. This reduced amount shall
represent a value of any/all activities related
to close-out of the database, and will be
made upon the final acceptance by Sponsor
of all CRF pages and all data clarifications
issued and satisfaction of all other applicable
conditions set forth herein. Sponsor and
IQVIA undertake to provide the Institution
with a list of all comments and conditions to
be settled by the Institution so that the
deducted amount of 10% (see above) may be
paid. The Institution shall settle these
comments within fifteen (15) days of receipt
to the Institution. IQVIA shall pay the
Institution the deducted amount in the
amount of 10% (see above) within forty-five
(45) days of issuance of invoice on the basis
of the approved documentation. If a material
breach of this Agreement appears to have
occurred and termination may be required,
then, except to the extent that Study Subject
safety may be jeopardized, IQVIA and/or
Sponsor may suspend performance of all or
part of this Agreement, including, but not
limited to, subject enrollment.

V ndvaznosti na doruceni  ozndmeni
o ukonceni platnosti Misto provadéni
klinického hodnoceni neprodlené¢ ukonci
jakykoli nabor subjektd, bude jednat
vsouladu s definovanymi postupy pro
ukonceni, zajisti, Ze ve vztahu Kk subjektim
Studie budou dokonceny jakékoli procesy
kontrolni povahy, a vyvinou nezbytné usili
za ucelem limitace jakychkoli dalSich
nakladi, pficemz IQVIA  provede
zavéreCnou uhradu za navstévy a milniky,
jez byly tadné provedeny na zakladé av
souladu stouto Smlouvou, ato ve vysi
¢astek definovanych v Ptiloze A; avSak za
podminky, ze Platby budou Vkazdém
piipadé sniZzeny o castku ve vySi deseti
(10 %) procent. Takto snizena ¢astka bude
pfedstavovat hodnotu veskerych ¢innosti
spojenych S uzavienim databaze, a bude
poskytnuta poté, co Zadavatel schvali
veskeré stranky formulaia CRF, a dale poté,
€0 budou poskytnuta veskera vyjasnéni dat
a dale dojde ke splnéni veskerych ostatnich
podminek, jezZ jsou stanoveny V této
Smlouvé. Zadavatel nebo IQVIA jsou
povinni ptedlozit Zdravotnickému zatizeni
seznam vsech piipominek a podminek, které
by mély byt ze strany Zdravotnického
zafizeni vyporadany, aby mohla byt
vyplacena zadrzend ¢astka ve vysi 10 % (viz
vyse). Zdravotnické zafizeni je povinno tyto
ptipominky vypoiadat do patnacti (15) dni
od jejich doruceni Zdravotnickému zatizeni.
IQVIA vyplati Zdravotnickému zafizeni
zadrZenou ¢astku ve vysi 10 % (viz vyse) do
Cyficeti péti (45) dnli od vystaveni faktury na
zaklad¢ schvalenych podkladu. V ptipade, ze
je pravdépodobné, ze doslo k podstatnému
poruSeni této Smlouvy, mulze dojit
K ukonéeni platnosti této Smlouvy, ato
s vyjimkou a Vv rozsahu, v nebude ohrozena
bezpec¢nost Subjektt studie, IQVIA a/nebo
Zadavatel mize pterusit naplnéni celé c¢i
¢asti této Smlouvy, zejména zafazovani
Subjektl studie.
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16. NOTICE

Any notices required or permitted to be
given hereunder shall be given in writing

and shall be delivered:
i. inperson;
ii. by certified

iii. by  acommercial

courier that guarantees next day
delivery and provides a receipt,

and such notices
addressed as follows:

mail,
prepaid, return receipt requested;

16. OZNAMENI

Veskera ozndmeni vyzadovana

V pisemné podob¢ a budou dorucena:
I. osobng,;
postage ii.

zaplacenym
s dorucenkou;

overnight Iii. komeréni no¢ni kuryrni sluzbou,
kterd zaruc€uje doruceni dalsi den
aposkytne  potvrzeni.  Tato

shall  be oznameni budou adresovana
takto:

nebo
povolena podle této Smlouvy budou ucinéna

doporucenym dopisem, S piedem
postovnym,

To Sponsor / Zadavateli:

Name / Nazev: SN

Address / Adresa;: ABIVAX SA, 5 Rue de la Baume,
75008 Paris, France / Francie
Tel./ Tel:

To IQVIA / IQVIA:

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

Karlin, Czech Republic / Ceska republika
el Tei. IS
And to/ A:

Name / Nazev: IQVIA Inc.

Address / Adresa: Office of the General Counsel /
Pravni oddéleni, P.O. Box 13979, Research Triangle
Park, North Carolina 27709-3979, USA

Attention / Krukam: General Counsel / Reditel
pravniho oddéleni

Email:

To Institution / Zdravotnickému
zafizeni.

Clinical
Fakultni

Nazev:

Name / Department  of
Trials/Oddéleni  klinickych studii,
nemocnice u sv. Anny v Brné

Address / Adresa: Pekaiskd 664/53, 656 91, Brno,
Czech Republic/Ceska republika
Email:

To Investigator / ZkouSejicimu:

Name / Jméno a ptijmeni:
Address / Adresa: Pekaiskda 664/53, 656 91, Brno,
Czech

Republic/Ceska republika
e S
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17. FORCE MAJEURE

The default in performance by either Party
of any obligation on its part to be performed
hereunder shall be excused by floods, fires
or any other Act of God, accidents, wars,
riots, embargoes, delay of carriers, inability
to obtain materials, failure of power or
natural sources of supply, acts, injunctions,
or restraints of government or other force
majeure preventing such performance,
whether similar or dissimilar to the
foregoing, beyond the reasonable control of
the Party bound by such obligation,
provided, however, that the Party affected
shall exert its reasonable efforts to eliminate
or cure or overcome any of such causes and
to resume performance of its obligations
with all possible speed.

18. MISCELLANEOUS

18.1 Entire Agreement

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

18.2 No Waiver/Enforceability

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

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

17. VYSSi MOC

Prodleni se splnénim jakékoli povinnosti
kteroukoli ze Stran, jez ma byt takovou
Stranou splnéna na zakladé podminek této
Smlouvy, bude prominuto v dasledku
zaplav, pozart ¢i jinych projevil Vyssi moci,
nehod, valek, nepokoji, embarg, prodleni
dopravcli, nemoznosti opatfit ptislusné
materidly, nebude-li dodéna elektricka
energie €1 jiné piirodni zdroje, v dasledku
rozhodnuti, zakazu ¢i omezeni
statniho/spravniho wfadu ¢i jiného prvku
vys$8i moci, ktery zabrani splnéni takové
povinnosti, bez ohledu na to, zda je shodny
¢1 odliSny od shora uvedeného, a ktery stoji
mimo moznost ovlivnéni pfislusné Strany,
Ktera je takovou povinnosti vazana, to vSak
za podminky, Ze takto dotCend Strana vyvine
odpovidaji usili za ucelem odstranéni ¢i
napravy ¢i piekonani jakéhokoli takového
dtvodu ¢i pficiny a bude pokracovat v plnéni
svych povinnosti V nejbliz§im mozném
casovém okamziku.

18. RUZNE

18.1 Celistvost Smlouvy

Tato Smlouva, vcetné ptiloh, predstavuje
vyhradni, celistvé aUplné ujedndni Stran
a nahrazuje veSkeré ostatni pisemné a ustni
dohody vztahujici se k této Studii.

18.2 Vzdani se uplatnéni/Vynutitelnost

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

V piipadé, Ze bude kterdkoli cast této
Smlouvy shleddna jako nevykonatelnd,
zbytek této Smlouvy =zistane inadale
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18.3 Assignment of the Agreement

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

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

Upon Sponsor’s request, [QVIA may assign
this Agreement to Sponsor or to athird
party, and IQVIA shall not be responsible
for any obligations or liabilities under this
Agreement that arise after the date of the
assignment, and the Site hereby consents to
such an assignment. Site will be given
prompt notice of such assignment by the
assignee.

18.4 Applicable Law

This Agreement shall be interpreted and
enforced under the laws of Czech Republic.
Courts of the Czech Republic will have
jurisdiction over all disputes arising under
this Agreement.

18.5 Prevailing language

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

18.6 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

v platnosti.

18.3 Pievod Smlouvy

Tato Smlouva bude zavazna vici Stranam
I jejich pravnim nastupciim a postupnikiim.

Misto provadéni klinického hodnoceni
neptevede jakakoli prava ¢i zavazky z této

Smlouvy bez predchoziho pisemného
souhlasu  spole¢nosti  IQVIA  nebo
Zadavatele.

Na zéklad¢ zadosti Zadavatele, spolenost
IQVIA je opravnéna pievést tuto Smlouvu na
Zadavatele nebo jakoukoli tfeti stranu,
a spolec¢nost IQVIA nebude odpovédna za
jakékoli zavazky ¢i odpovédnosti dle této
Smlouvy, jez vyplynou po datu pievodu
a Misto provedeni klinického hodnoceni
timto souhlasi Stakovym postoupenim.
Mistu provedeni klinického hodnoceni bude
takové postoupeni ¢i pfevod oznameno bez
zbyte¢ného odkladu nabyvatelem.

18.4 Rozhodné pravo

Tato Smlouva bude vykladdna a vymahana
v souladu s pravnim fadem Ceské republiky.
Veskeré spory vzeslé z této Smlouvy budou
podl¢hat jurisdikci soudtt Ceské republiky.

18.5 Rozhodna jazykova verze

Tato Smlouva je vyhotovena v anglickém
aceském jazykovém znéni. V piipadé
jakéhokoli rozporu bude rozhodujici ceska
jazykova verze.

18.6 Pretrvavajici platnost

Podminky této Smlouvy, jeZ obsahuji prava
a povinnosti, jeZ svoji povahou piekracuji
okamzik dokonCeni Studie, zistanou
zavazné iv pripadé ukonCeni ¢i vyprSeni
platnosti této Smlouvy, ato iv piipadée, ze
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herein.

18.7 This Agreement may only be added to
or amended by way of written amendments
executed by all Parties.

18.8 In compliance with Sec. 558 par. 2 of
Act No. 89/2012 Coll.,, Civil Code, as
amended, the Parties hereby exclude the use
of business practices / usages in legal
relations arising herefrom.

18.9 Sponsor and IQVIA hereby undertakes
not to conclude any other contract with any
employee of the Institution in connection
with this Study.

18.10 This Agreement has been executed in
four (4) original counterparts, and each
Party shall receive one.

tak neni v této Smlouvé vyslovné uvedeno.

18.7 Jakykoliv dodatek nebo zména této
Smlouvy musi byt vyhotovena V pisemné
form¢ cislovaného dodatku, podepsaného
vSemi Stranami.

18.8 Smluvni strany timto v souladu s § 558
odst. 2 zakona ¢. 89/2012 sb., obéanského
zakoniku, ve znéni pozdéjSich predpist,
vyslovné vyluCuji pouziti obchodnich
zvyklosti ve svém prdvnim  styku
v souvislosti s touto Smlouvou.

18.9 Zadavatel/IQVIA se timto zavazuje, ze
v souvislosti s timto klinickym hodnocenim
U Zdravotnického zatizeni neuzavie Zadnou
jinou smlouvu s zadnym zaméstnancem
Zdravotnického zafizeni.

18.10 Tato Smlouva je vypracovana ve
¢tyfech (4) vyhotovenich, znichz kazda
smluvni strana obdrzi po jednom.

TATO CAST JE ZAMERNE PONECHANA
PRAZDNA

THIS SECTION IS INTENTIONALLY
LEFT BLANK
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ACKNOWLEDGED AND AGREED BY IQVIA RDS C,zech, 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: 12.8.2019

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice usv. Anny v Brné / NA
DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni
nemocnice u sv. Anny v Brné

By/ Jméno: Ing. Vlastimil Vajdak

Title/ Funkce: Director / Feditel

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

Signature/ Podpis:

Date/ Datum: 21.8.2019

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

Name/ Jméno: I

Signature/ Podpis:

Date/ Datum: 20.8.2019

Signed by IQVIA RDS Czech Republic s.r.o., under a Letter of Delegation dated 31 January
2019, in the name of ABIVAX / Podepsano IQVIA RDS Czech Republic s.r.o., na zakladé
Delegacniho dopisu vystaveného dne 31. ledna 2019, jménem ABIVAX

Name/ Jméno:
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uziv
Psací stroj
12.8.2019

uziv
Psací stroj
21.8.2019

uziv
Psací stroj
20.8.2019


Signature/ Podpis:

Date/ Datum: 12.8.2019

Attachments: Piilohy:
Attachment A - Budget and payment schedule  Pfiloha A — Rozpocet a platebni piehled

Attachment B - Power of attorney/delegation Ptiloha B- Plnd moc/delegacni dopis
letter of IQVIA spolec¢nosti IQVIA
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uziv
Psací stroj
12.8.2019


ATTACHMENT A PRIiLOHA A

BUDGET & PAYMENT SCHEDULE ROZPOCET & PLATEBNiI PREHLED
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