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CLINICAL TRIAL AGREEMENT

between

Aposcience AG
Dresdner StralRe 81/ A 21
1200 Vienna
Austria

(hereinafter “SPONSOR”)
with the CRO commissioned

FGK Clinical Research GmbH
Heimeranstrasse 35
80339 Munich
Germany
Represented by Martin Krauss
(hereinafter “CRO)

and

Fakultni nemocnice u sv. Anny v Brné
Pekai'ska 664/53, 656 91 Brno
ICO: 00159816
DIC: CZ00159816
Represented by Ing. Vlastimil Vajdak,
Director
(hereinafter “Study site”)

with the investigator commissioned

(hereinafter “Investigator”)

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCEN

mezi

Aposcience AG
Dresdner StraBe 81/ A 21
1200 Wien
Rakousko

(dale jen “ZADAVATEL”)
s povéienou smluvni vyzkumnou organizaci

FGK Clinical Research GmbH
Heimeranstrasse 35
80339 Munchen
Némecko
Zastoupena Martin Krauss
(déle jen ,,CRO%)

a

Fakultni nemocnice u sv. Anny v Brné
Pekaiska 664/53, 656 91 Brno
ICO: 00159816
DIC: CZ00159816
Zastoupena Ing. Vlastimilem Vajdakem,
reditelem
(dale jen “Misto studie”)

s povéfenou zkousejici

(déle jen,,Zkousejici”)
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Preamble

APOSCIENCE AG (= SPONSOR)
intends to conduct a placebo-controlled,
interventional clinical phase First-in-

Man/Phase |12

trial
multinational study.

The clinical iSs a multicenter,

Study site has appointed its employee
as Investigator to
conduct the clinical trial.

I as the appropriate

knowledge, experience and capabilities
required to conduct clinical trials in the
above indication area, has access to the
required number of patients according to
the inclusion and exclusion criteria
described in the protocol (Annex 2)
(hereinafter also referred to as "patient" or
"study subject™) and is interested in
conducting the above clinical trial.

SPONSOR agrees to the inclusion of
as Investigator in the
performance of the clinical trial.

Investigator will sign this agreement and
thereby confirm that he is aware of the
rights and obligations arising from it;

Insofar as the duties, responsibilities
and/or  other obligations of the
Investigator are addressed in this contract,
the Study site as employer of the
Investigator is obliged to ensure that these
are performed in accordance with the
contract.

The Study site’s pharmacy will receive
investigational medicinal products from
SPONSOR or its representative, store
and, at the request of the Investigator,

Preambule

APOSCIENCE AG (= ZADAVATEL)
hodla provést placebem kontrolovanou
intervencni klinickou fazi prvni studie na

¢loveéku / Faze 1la

Klinické hodnoceni je multicentricka,
mezinarodni studie.

Misto studie urc¢ilo svého zaméstnance
jako Zkousejiciho
k realizaci klinického hodnoceni.

B B B M@ odpovidajici
znalosti, zkuSenosti a schopnosti potfebné
k realizaci klinického hodnoceni ve vySe
zminéné indikacni oblasti, ma pfistup k
pozadovanému poctu pacientdl v souladu
kritérii  pro zafazeni a vylouceni
popsanymi v protokolu (P¥iloha 2) (dale
také jen ,,pacient” nebo ,,subjekt studie”)
amé zajem provést vyse uvedené klinické
hodnoceni.

ZADAVATEL souhlasi se zafazenim
I, joko Zkousejiciho

pro provadéni klinického hodnoceni.

Zkousejici podepise tuto smlouvu, ¢imz
potvrdi, Ze si je védom prav a povinnosti

z ni vyplyvajicich.

Pokud jsou v této smlouvé feSeny
povinnosti, odpoveédnosti a / nebo jiné
povinnosti Zkousejiciho, je Misto studie
jako zaméstnavatel Zkousejiciho povinno
zajistit, aby byly splnény v souladu se
smlouvou.

Lékarna Mista studie obdrzi hodnocené
lécivé ptipravky od ZADAVATELE
nebo jeho zastupce, uskladni je a na
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prepare it for administration to a study
patient.

For this reason, the Study site”s pharmacy
and Investigator shall cooperate closely.

The SPONSOR uses the company FGK
Clinical Research GmbH (hereinafter
referred to as “CRO”) to supervise the
clinical trial. CRO is no party in this
contract and only takes note of this
contract content.

The National Coordinating Investigator is

zédost ZkousSejiciho je pfipravi k podani
pacientovi v ramci klinického hodnoceni.

Z tohoto divodu budou lékarna Mista
studie a Zkousejici Uzce spolupracovat.

ZADAVATEL vyuziva k dohledu nad
klinickym hodnocenim spolecnost FGK
Clinical Research GmbH (dale jen
“CRO%). CRO neni smluvni stranou této
smlouvy a bere na védomi pouze obsah
této smlouvy.

Nérodnim koordinujicim zkousejicim je

The following details are agreed to:

§ 1 Subject matter of the
agreement

SPONSOR appoints the Study site in
cooperation with the investigator to
carry out the clinical trial named:

in accordance with the specifications
made in the study protocol (protocol

number | Version 2.0

including  subsequent  changes
approved by the relevant Ethics
Committee (hereinafter “clinical
trial”).

The study protocol (Annex 2) with
its appendices shall be considered a
component part of this agreement.

The stipulations made in the protocol
are binding for the parties and thus

Byly dohodnuty nasledujici podrobnosti:
§ 1 Pfredmét smlouvy
ZADAVATEL povétil Misto studie ve

spolupraci se Zkousejicim k provedeni
klinického hodnoceni s nazvem:

v souladu se specifikacemi uvedenymi
ve studijnim protokolu (¢islo protokolu

Il verze 2.0, vcetné
naslednych zmén schéalenych piislusnou
etickou komisi (dale jen ‘klinické
hodnoceni”).

Protokol klinického hodnoceni (P#iloha
2) s jeho dodatky se povazuji za soucast
této smlouvy.

Ustanoveni uvedena v protokolu jsou
pro strany zdvazna, a proto tvori
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constitute an integral part of the
agreement; this also applies to
subsequent amendments to the
protocol approved by the relevant
Ethics Committee.

Deviations from the protocol require
the written consent of SPONSOR if
possible while maintaining safety for
clinical trial subjects. All agreements
associated to protocol deviations must
always be made in written form.

APOSCIENCE AG is the SPONSOR
of the planned clinical trial and

assumes overall responsibility for its
initiation, organization and financing.

FGK is commissioned by the
SPONSOR to carry out and manage
the clinical trial as a contract research
organisation (CRO).

All obligations of the SPONSOR
towards the contracting parties remain
unaffected by this.

The following requirements must be
met before the clinical trial starts:

- A favorable opinion must have been
issued by an ethics committee that is
established in accordance with law
of the Czech Republic.

- The approval of the State Insitute for
Drug Control must be on hand.

- The notifications must have been
made in accordance with the
applicable legislation.

The SPONSOR is obliged to meet
stated requirements, while the
SPONSOR shall also bear all costs
incurred as a result of these
requirements.

nedilnou soucast smlouvy; to plati i pro
nasledné zmény protokolu schvélené
prislusnou etickou komisi.

Odchylky od protokolu vyzaduji
pisemny souhlas ZADAVATELE,
pokud je to mozné pii zachovani
bezpecnosti pro subjekty klinického
hodnoceni. VSechna ujednani tykajici se
odchylek od protokolu musi byt vzdy
ucinéna pisemng.

Spole¢nost APOSCIENCE AG je
ZADAVATELEM planovaného
Klinického hodnoceni a nese celkovou
odpovédnost za  jeho  zahjjeni,
organizaci a financovani.

Spole¢nost FGK  je  povéfena
ZADAVATELEM, aby provedla a
vedla klinické hodnoceni jako smluvni
vyzkumné organizace (CRO).

Tim nejsou dotéeny zadné zéavazky
ZADAVATELE vici smluvnim
stranam.

Pted zahajenim klinického hodnoceni
musi byt splnény nasledujici podminky:

- Etickd komise, ktera je zfizena v
souladu s pravem Ceské republiky,
musi vydat souhlasné stanovisko.

- Musi byt k dispozici souhlas Statniho
ustavu pro kontrolu 1é¢iv.

- Musi byt u¢inéna oznameni v souladu
s platnymi pravnimi predpisy.

Uvedené podminky je povinen splnit
ZADAVATEL, pticemz ZADAVATEL
ponese take veskeré naklady spojené se
zajisténim téchto podminek.
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The planned timeframe of the clinical
trial is as follows:

Planovany  Casovy  harmonogram
klinického hodnoceni je nasledujici:

8. The Study site / the Investigator shall Misto studie / Zkousejici se bude snazit
endeavor to enroll during zatadit béhem:

9. Patient recruitment for the clinical trial Nabor pacientt do klinického hodnoceni
as a whole shall end once the number jako celek skoné¢i, jakmile bude
stipulated in the protocol is reached, or dosazeno  poctu  stanoveného
if the SPONSOR terminates the study protokolu, nebo pokud ZADAVATEL
prematurely in accordance with this klinické hodnoceni pfed¢asné ukonéi v
agreement. souladu s touto smlouvou.

<

8 2 Duties of the Investigator § 2 Povinnosti Zkousejiciho a

and the Study site Mista studie
1. The Investigator undertakes to Zkousejici se zavazuje k nezavislému a
conduct and document the clinical trial zodpovédnému provedeni a

independently and autonomously in dokumentaci klinického hodnoceni,
accordance with the available vsouladu saktudlnim  protokolem,
protocol, the applicable instructions, pfisluSnymi pfedpisy a pfipadnymi
and any potential protocol zménami protokolu, brozury pro
amendments, Investigator Brochure, zkousejici, informovanych souhlasi pro
informed consent forms, IMPD or pacienta, IMPD nebo jinych instrukci
other study related instructions or nebo manuali relevatnich pro klinické
manuals. hodnoceni.
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SPONSOR shall supply to the Study
site all documents required for the
performance of the clinical trial.

The Investigator shall bear full
medical responsibility for all patients
included at the Study site for the
above-mentioned clinical trial.

The Investigator assures that his
activity within the framework of the
clinical trial does not conflict with his
further obligations at the Study site.

The Investigator and the Study site
undertake to meet the operational and
personnel requirements for conducting
the clinical trial. The Investigator must
ensure that all members of the study
team have the necessary qualifications
and receive adequate instruction
according to the protocol.

This also includes arrangements for
emergency measures in case of an
emergency (like intolerances, adverse
events, or anaphylactic shock).

Prior to commencement of the clinical
trial, the Investigator shall be informed

by the SPONSOR or a person
authorized by him about the
pharmacological, toxicological and

clinical properties of the
investigational medicinal product that
justify its use in the clinical trial by
submitting the current version of the
Investigator’s Brochure.

Before initiation of the clinical trial,
the SPONSOR or a person authorized
by him shall confirm to the
Investigator and to the Study site that
all requirements for the
commencement of the clinical trial are
met. The SPONSOR or a person
authorized by him shall submit to the

ZADAVATEL poskytne Mistu studie
vSechny  dokumenty potfebné k
provedeni klinického hodnoceni.

ZkouSejici nese  plnou  lékatskou
odpovédnost za vSechny pacienty
zafazené v Misté studieza ucelem vyse
uvedeného klinického hodnoceni.

Zkousejici se zaruCuje ze jeho Cinnost v
ramci  klinického hodnoceni neni v
rozporu s jeho dalsimi povinnostmi v
Misté studie.

ZkousSejici a Misto studie se zavazuji
splnit provozni a personalni pozadavky
potifebné pro provedeni klinického
hodnoceni. Zkousejici musi zajistit, aby
vSichni ¢lenové studijniho tymu méli
potiebnou kvalifikaci a byli adekvatné
proskoleni v souladu s protokolem.

To také zahrnuje preventivni opatieni
pro naléhavé ptipady v ptipadé nouze
(Jako nesnaSenlivost, nezadouci UCinky
nebo anafylakticky Sok).

Pfed zahdjenim klinického hodnoceni
musi byt Zkousejici ZADAVATELEM
nebo jim povéfenou osobou informovan
o farmakologickych, toxikologickych a
klinickych vlastnostech hodnoceného
lécivého piipravku, které odivodiuji
jeho pouziti v klinickém hodnoceni
ptedlozenim aktudlni verze brozury pro
zkousejiciho.

Pied zahdjenim klinického hodnoceni
ZADAVATEL nebo jim povéiend osoba
potvrdi Zkousejicimu a Mistu studie, ze
jsou splnény vSechny pozadavky pro
zahdjeni klinického hodnoceni.
ZADAVATEL nebo jim povéfend osoba
ptedlozi Mistu studie a ZkouSejicimu
dokumenty, které toto potvrzuji.
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Study site and to the Investigator
documents confirming this.

The Investigator and the Study site
undertake to adhere to all applicable
legal regulations of the Czech
Republic and guidelines of the
SPONSOR in the performance of the
clinical trial, in particular, but not
limited to, national pharmaceutical
legislation, the European guidelines
for clinical trials, ICH-GCP, and the
Declaration of Helsinki, each as
amended, as well as the applicable
presonnal data protection regulations.

The SPONSOR shall submit the
protocol for this clinical trial and other
required documents to the ethics
committee(s) and to competent
authorities within the context of the
application for a favorable opinion or
approval shall be performed via the
CRO commissioned by SPONSOR.

If possible, the Study site will provide
necessary  cooperation to  the
SPONSOR for communication with
the Ethics Committee(s).

The SPONSOR or a person authorized
by him shall provide the favorable
opinion of the ethics committees and
the approval of the State Insitute for
Drug Control to the Investigator and to
the Study site.

The Investigator and the Study site
undertake only to commence and
continue the clinical trial once the
required regulatory authorisations
have been obtained, the required
notifications have been made, and the
favorable opinion from the competent
ethics committee(s) required has been
received.

Zkousejici a Misto studie se zavazuji
dodrzovat pii provadéni klinického
hodnoceni  vSechny platné pravni
predpisy Ceské republiky a pokyny
ZADAVATELE, zejména a mimo jiné

narodni  farmaceutickou legislativu,
evropské smérnice a nafizeni pro
klinickd  hodnoceni, ICH-GCP a

Helsinskou deklaraci, kazdé v platném
znéni, jakoz 1 pftislusné predpisy o
ochrané osobnich tdaju.

Protokol pro toto klinické hodnoceni a
dalsi pozadované dokumenty
ZADAVATEL ptedklada etické komisi
(komisim) a prisluSnym organim v
ramci zadosti o kladné stanovisko nebo
souhlas, a to prostiednictvim CRO
povéren¢ ZADAVATELEM.

Zadavateli
ucelem
komisi

Misto studie poskytne
potiebnou  soucinnost  za
komunikace s  etickou
(komisemi), pokud je to mozné.

ZADAVATEL nebo jim povéfend osoba
pteda souhlasné stanovisko etickych
komisi a povoleni Statniho Gstavu pro
kontrolu 1é¢iv Zkousejicimu a Mistu
studie.

ZkousSejici a Misto studie se zavazuji
zah4jit klinické hodnoceni a pokracovat
v ném, jakmile budou ziskana
pozadovana regulacni opravnéni, budou
ucinéna pozadovana oznameni a po
obdrzeni  souhlasného  stanoviska
ptislusné etické komise (komisi).
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The Investigator shall ensure that all
members of the study team involved in
the performance of the clinical trial or
involved in the care of study subjects
are provided with all information
relevant for them.

The Investigator undertakes not to
recruit any more patients in the clinical
trial after receiving notification that
the total number of study subjects
stipulated in the protocol has already
been reached in the clinical trial.

The Investigator shall immediately
inform the Pharmacy about enrolled
study patients and their planned visits.
The Pharmacy shall then prepare the
investigational medicinal product and
make it available to the Investigator in
a timely manner as defined in the
protocol. The Pharmacy shall ensure
that the blinding of the Study
site/Investigator is maintained.

The SPONSOR or its duly authorized
representative shall supply the Study
site at its own expense with a sufficient
quantity of the evaluated medicinal
product according to the conditions
described in the protocol. The
evaluated medicinal product will be
delivered to the hospital pharmacy of
the healthcare facility.

The pharmacy will return or dispose
unused evaluated medicinal products
to the SPONSOR according to the
instructions  received at the
SPONSOR's expense.

The Investigator may only use the
investigational medicinal products for
their intended purpose. The Study site
shall keep a record of their use and
whereabouts in accordance with
applicable law.

Zkousejici zajisti, aby vSem cCleniim
tymu klinického hodnoceni zapojenym
do provadeéni klinického hodnoceni nebo
zapojenym do péce o subjekty klinického
hodnoceni byly poskytnuty veskeré
informace pro né relevantni.

Zkousejici se zavazuje, ze do klinického
hodnoceni nepfijme zadné dalsi pacienty
poté, co obdrzi oznameni, Ze celkovy
pocet subjektl klinického hodnoceni
stanoveny v protokolu jiz byl v
klinickém hodnoceni dosaZen.

Zkousejici  neprodlené informuje
Lékarnu o pacientech zarazenych do
klinického hodnoceni a o jejich
planovanych navstévach.

Lékérna poté piripravi hodnoceny 1écivy
ptipravek k vydeji a vcas jej poskytne
ZkouSejicimu, jak je wuvedeno v
protokolu. Lékéarna zajisti, aby bylo
zachovano zaslepeni Mista studie /
Zkousejiciho

ZADAVATEL, ¢i jeho fadné opravnény
zastupce, doda Mistu studie na vlastni
naklady dostate¢né mnozstvi
hodnocené¢ho 1é¢ivého piipravku dle
podminek popsanych v Protokolu.
Hodnoceny Ié¢ivy piipravek bude dodan
do nemocni¢ni lékarny Zdravotnického
zafizeni.

Lékarna vrati anebo zlikviduje nepouzité
hodnocené 1écive ptipravky
ZADAVATELI podle obdrZzenych
pokyni na ndklady ZADAVATELE.

ZkouSejici smi pouzivat hodnocené
1é¢iveé pripravky pouze k zamySlenému
ucelu. Misto studie musi vést zdznamy o
jejich pouziti a skladovani v souladu s
platnymi pravnimi predpisy.
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Investigational medicinal products
must be stored in such a way that they
cannot be accessed by third parties and
may not be passed on to third parties.

The Investigator shall ensure that
patient data are only transmitted in
pseudonymized form, using the
patient’s identification or
randomization number.

The Investigator and the Study site are
responsible for collecting the data as
scheduled and in accordance with the
protocol and applicable law.

The Investigator is responsible to
accurately fill out the electronic case
report forms (eCRF) completely for
each included patient within one week
of the patient visit and, if necessary,
promptly corrects any documentation
errors upon their discovery.

Patients who withdraw early are also
to be documented.

The Investigator and the Study site
undertake to grant SPONSOR or its
appointed CRO and its respective staff
members, external auditors
commissioned, and domestic and
foreign  health, licensing and
supervisory authorities direct access to
all source data and original documents
collected and compiled within the
context of the clinical trial, including
medical records.

Furthermore, Investigator and Study
site shall provide the necessary
cooperation to the SPONSOR, CRO
and the competent supervisory
authorities to in the performance of
inspections and audits.

All data and documents relevant to the
clinical trial must be made available

Hodnocené 1€¢ivé piipravky musi byt
skladovany tak, aby knim nemély
pristup tfeti strany, a nesmi byt
poskytnuty tfetim stranam.

Zkousejici zajisti, aby udaje o pacientovi
byly predavany pouze v
pseudonymizované podob¢, a to pomoci
identifika¢énitho nebo randomiza¢niho
¢isla pacienta.

ZkousSejici a Misto studie odpovidaji za
shromazd’'ovani udaji podle plénu a v
souladu s protokolem a platnymi
pravnimi predpisy.

Zkousejici odpovida, za ptesné vyplInéni
kompletni elektronické dokumentaci
(eCRF) pro kazdého zarazené¢ho
pacienta, a to do jednoho tydne od
navstévy pacienta, a v piipadé potieby
okamzit¢  opravi  veSkeré  chyby
dokumentace po jejich zjisténi.

Piedcasné vytazeni pacienti se musi také
zdokumentovat.

Zkousejici a Misto studie se zavazuji
udélit ZADAVATELI nebo jim
jmenované¢ CRO a jejich pfisluSnym
zamé&stnancim, poveéfenym externim
auditorim a domdacim a zahrani¢nim
zdravotnim, regulaénim a dohledovym
organim piimy pfistup ke vSem
zdrojovym tudajim a dokumentim,
shromazdénym a sestavenym Vv ramci
klinického hodnoceni, v¢etné I¢katskych
zaznaml

Dale Zkousejici a Misto studie poskytne
pottebnou soucinnost pro
ZADAVATELE, CRO a pfislusné
organy dohledu pfi provadéni kontrol a
audita.

Vsechny udaje a dokumenty tykajici se
klinického hodnoceni musi byt na
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upon request to the competent
supervisory authorities in accordance
with local applicable law.

The Investigator and the Study site
assure that their equipment used in-
house is calibrated and validated. If
necessary, certificates must be
provided to the SPONSOR.

The Investigator and the Study site
shall be responsible for the
maintenance and, if applicable, the
calibration of its own equipment used
in the clinical trial.

The SPONSOR is entitled to request
from the Study site the provision of
reference ranges and laboratory
certificates  for all  laboratory
parameters measured during the study.

All study-related data collected is
forwarded to SPONSOR via the CRO
or a commissioned company in
accordance with the protocol.

In addition, the collection of
photographic data is forwarded to
SPONSOR via a  company
commissioned by SPONSOR. Section
8 on the protection of personal data of
this contract applies to the taking and
transfer of photographs

The Investigator and the Study site
undertake to cooperate with monitors
appointed by SPONSOR or CRO and
follow their instructions.

Upon request, the Investigator and the
Study site must hand over or deliver all
clinical data associated with the
clinical trial, including the completed
eCRFs and other information and
findings which are relevant to this
clinical trial, to monitors authorised by
SPONSOR or the CRO.

vyzadani poskytnuty prislusnym
dohledovym organim v souladu s
platnymi pravnimi piedpisy.

Zkousejici a Misto studie zajisti, aby
jejich vybaveni pouZzivané na pracovisti
bylo kalibrovano a validovano. V
ptipadé potfeby musi 0 tom byt
ZADAVATELI poskytnuty certifikaty.

Zkousejici a Misto studie odpovidaji za
udrzbu a pripadnou kalibraci svého
vlastniho  vybaveni  pouzZit¢ého v
Klinickém hodnoceni.

Pro vSechny laboratorni parametry
méfené béhem klinického hodnoceni je
ZADAVATEL opravnén pozadovat od
Mista studie poskytnuti referenénich
mezi a laboratornich certifikatu.

Vsechny shroméazdéné udaje tykajici se
klinického hodnoceni jsou pifedavany
ZADAVATELI prostfednictvim CRO
neb o povéfené spole¢nosti v souladu s
Protokolem.

Kromé toho je kolekce fotografickych
udaji ptedana ZADAVATELI
prostfednictvim spolecnosti povéiené
ZADAVATELEM. Na pofizovani a
predavani fotografii se vztahuje § 8 0
ochrané osobnich udajl této smlouvy.

ZkousSejici a Misto studie se zavazuji
spolupracovat s monitory jmenovanymi
ZADAVATELEM nebo CRO a fidit se
jejich pokyny.

ZkouSejici a Misto studie musi na
pozéddani poskytnout nebo piedat
monitortim povétenych
ZADAVATELEM nebo CRO vsechny
klinické udaje tykajici se klinického
hodnoceni vcetné vyplnéného eCRF a
dalSich relevantnich informaci a zjisténi

APOSCIENCE AG,;

template; Version 1.0 (19AUG2019); bilingual (en/cz)

Clinical Trial Agreement: Sponsor/Site/Pharmacy; Smlouva o klinickém hodnoceni: zadavatel/misto/Iékarna

3446, 3-30; Brno; I Site+Pharmacy contract; 25.01.2021

10z 39



21.

22.

23.

- CONFIDENTIAL / DUVERNE -

The original data from patient records
must be made available to such
persons whose function it is to conduct
monitoring, audits or  official
inspections in accordance with
applicable law and only to the extent
necessary.

The Investigator and the Study site

must archive all  study-related
documents, folders, files and
information  (including the disks

containing eCRF data as well as
medical records (Patient’s medical
files), original findings, Informed
Consent Forms) during the clinical
trial and in accordance with applicable
legal requirements for at least 15 years
after the completion or termination of
the clinical trial.

The Investigator or the Study site shall
provide SPONSOR or the CRO
appointed by SPONSOR with current,
signed CVs of the medical members of
the study team involved in the
aforementioned clinical trial at the
Study site

The Investigator shall ensure that a
signature is obtained from all members
of the study team involved in the
aforementioned clinical trial on the
following documents, a specimen of
which must be provided by the
SPONSOR or a person authorized by
him and shall make these available to
SPONSOR or its appointed CRO:

e a Financial Disclosure Form,

e the protocol signature page,

e a statement from all
Investigators participating in
the aforementioned clinical
trial about compliance with

vztahujici se k tomuto klinickému
hodnoceni.
Origindlni udaje ze zdznamid o

pacientech musi byt zpfistupnény
osobam odpovédnym za monitorovani,
audity nebo ufedni kontroly v souladu s
platnymi pravnimi ptedpisy, a to pouze v
nutném rozsahu.

Zkousejici a Misto studie musi béhem
klinického hodnoceni archivovat veskeré
dokumenty, slozky, soubory a informace
souvisejici s klinickym hodnocenim
(vCetné diskl obsahujicich tidaje eCRF),
jakoz 1 lékatské zaznamy (lékaiské
soubory pacienta, ptvodni nalezy a
formulafe s informovanym souhlasem) v
souladu s  pfisluSnymi  pravnimi
pozadavky po dobu nejméné 15 let po
dokonceni nebo ukonceni klinického
hodnoceni.

Zkousejici nebo Misto studie poskytnou
ZADAVATELI nebo CRO jmenované
ZADAVATELEM aktualni podepsané
Zivotopisy zdravotnickych ¢lenil
studijniho tymu zapojenych do vySe
uvedeného klinického hodnoceni v Misté
studie.

ZkousSejici zajisti ziskani podpisu ode
vSech ¢lenil studijniho tymu zapojenych
do vySe wuvedeného  klinického
hodnoceni u nasledujicich dokumentt,
jejichz vzor je povinen poskytnout
ZADAVATEL nebo jim povéiend osoba
a zptistupni je ZADAVATELI nebo jim
jmenované CRO:

e formulaf zptistupnéni finan¢nich
udaju

e podpisovou stranku protokolu

e prohldSeni vSech zkouSejicich
ucastnicich se vyse uvedeného
klinického hodnoceni o souladu
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“Good Clinical Practice” and
the provisions in the protocol,
compliance with their legal
and contractual obligations,
and their knowledge of the
Investigator's brochure.

The Investigator and members of the
study team shall attend the
SPONSORs Investigator Meeting as
far as possible. Any travel costs
incurred shall be borne by the
SPONSOR.

The Investigator shall ensure, that the
pharmacy  responsible  for the
investigational medicinal  product
preparation is informed within good
time about enrolled patients and their
study visits of the Study site.

§ 3 Duties of Study site -
Pharmacy

Since  investigational  medicinal
products must be stored under certain
temperature conditions, records of the
storage temperature shall be kept and
made available.

The Pharmacy shall keep accurate
records of receipt, storage and return
or destruction of evaluated drug and
materials.

A Pharmacy Site File containing the
necessary documents is provided for
this purpose.

The Pharmacy of the study site shall
only use investigational medicinal
products and materials for their use
established by this agreement and by
the protocol.

Investigational medicinal products
must be stored in such a way that they
cannot be accessed by third parties and
may not be transferred to third parties

se ,,spravnou klinickou praxi“ a
ustanovenimi protokolu,
dodrzovani jejich zdkonnych a
smluvnich povinnosti a jejich
znalost brozury zkousejiciho.

Zkousejici a ¢lenové studijniho tymu se
zucCastni Investigator Meeting
poradanym ZADAVATELM, pokud je
to mozné. Veskeré vzniklé cestovni
néaklady nese ZADAVATEL.

ZkouSejici  zajisti, aby  lékérna
odpovédna za piipravu hodnoceného
lécivého  pfipravku,  byla  vcas
informovéna o zafazenych pacientech a
o jejich navstévach Mista studie v ramci
klinického hodnoceni.

§ 3 Povinnosti Mista Studie -
Lékarna

Vzhledem k tomu, ze hodnocené 1éCivé
pfipravky musi byt skladovany za
urcitych teplotnich podminek, zaznamy
o skladovaci teploté¢ musi byt uchovany
a k dispozici.

Lékarna vede presné zdznamy o piijeti,
skladovani a vraceni nebo zniGeni
hodnoceného 1é¢iva a materialu.
K tomuto tcelu je k dispozici Pharmacy
Site File (studijni dokumentace 1ékarny)
obsahujici potiebné dokumenty.

Lékarna Mista studie smi pouzivat
hodnocené 1é€ivé ptipravky a materialy
pouze k tcelu stanovenému touto
smlouvou a Protokolem.

Hodnocené 1écivé ptipravky musi byt
skladovany tak, aby knim nemély
ptistup tfeti strany, a nesmi byt
poskytnuty tietim strandm Vv rozporu s
touto smlouvou a Protokolem.
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contrary to this agreement and the
protocol.

The Pharmacy of the study site
retrieves a patient’s randomisation
results from the eCRF and shall
prepare the investigational medicinal
product for the planned study visits in
good time.

If necessary, the Investigator may
make a prescription, which may be
provided on a study-specific form.

The pharmacy shall prepare the
investigational medicinal product in
accordance with the protocol,
Investigator’s brochure and
SPONSOR instruction and maintain
the related documentation carefully.
The finished investigational medicinal
product must be passed on to the
Investigator or to the authorized study
team member within the time defined
in the protocol for administration to
the patient.

The Pharmacy shall ensure that
information as to whether Jjiilj o’
placebo is contained in a prepared trial
medication is not disclosed to the other
parties involved outside the Pharmacy
(and to the unblinded representatives
of SPONSOR and the CRO involved).

Only after study-wide or patient-
specific unblinding may an exchange
of information on the individual
patient treatment with | ©'
placebo be made.

The Pharmacy shall make the
corresponding data entry into the
eCRF within 1 week after the patient
visit or the preparation of
investigational medicinal product.

Lékarna Mista studie obdrzi vysledky
randomizace pacienta z eCRF a vcas
ptipravi hodnoceny 1é¢ivy piipravek pro
planované studijni navstévy.

V ptipadé¢ potieby mulze ZkouSejici
vydat ptedpis, ktery mize byt poskytnut
na formulafi specifickém pro klinické
hodnoceni.

Lékarna piipravi hodnoceny 1écivy
piipravek v souladu s protokolem,
brozurou pro zkousejiciho (Investigator
Brochure) a pokyny ZADAVATELE a
peclivé povede prislusnou dokumentaci.
Hotovy hodnoceny 1é¢ivy piipravek
musi byt predan Zkousejicimu nebo
povéfenému cClenovi studijniho tymu v
casové lhuté definované v protokolu pro
podani pacientovi.

Lékarna zajisti, aby informace o tom, zda
je v pftipravené hodnocené medikaci
obsazeno ], nebo placebo, nebyla
sdélena ostatnim zapojenym stranam
mimo lékarnu (a zaslepenym zastupcum
ZADAVATELE a CRO).

Vymeéna informaci, o individudlni 1écbé
pacienta s [l ncbo placebem, muiize
byt provedena teprve az po odslepeni
celého klinického hodnoceni nebo
konkrétniho pacienta.

Lékarna provede odpovidajici zadani dat
do eCRF do 1 tydne po navstéve pacienta
nebo ptipravé hodnoceného Ilé¢ivého
ptipravku.
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8 4 Duties of the SPONSOR

The contact person at APOSCIENCE
AG for clarifications of individual
questions within the clinical trial is

The SPONSOR shall

supply the
Informed Consent
Form, Personal Data Processing
Consent Form, devices  for
photographic  documentation  and
wound size measurement eKare
InSight (iPad with 3D camera),
investigational medicinal products and
study specifically utilized materials
(e.g. tuning fork, monofilaments) at no
costs.

required eCRF,

For the purposes of conducting the
clinical trial, the SPONSOR shall
provide the following equipment
(hereinafter referred to as

8§ 4 Povinnosti ZADAVATELE

Kontaktni osobou ve
APOSCIENCE AG pro

spole¢nosti
objasnéni

individualnich otazek v ramci klinického
hodnoceni je

ZADAVATEL doda zdarma
pozadovany eCREF, formular
informovaného souhlasu a formular

souhlasu se zpracovanim osobnich
udaji, zafizeni eKARE InSight pro
fotodokumentaci a méteni velikosti rany,
hodnocené 1é¢ivé ptipravky a pro pouziti
ve studii specifické materialy (napfi.
ladi¢ku, monofilamenta).

Zadavatel poskytne pro ucely provedeni
Studie nésledujici vybaveni (dale jen
,»Vybaveni®):

“Equipment”):
Equipment/ \/vbaveni Manufacture number / Vyrobni Price without VAT/
quip y Cislo Cena bez DPH
Name/Nazev:
i/llfairseurer::ailtgtgtol Wound The serial number of the device, if
not known in advance, will be S

Manfacturer/Vyrobce: stated in the handover protocol. (rental fee/pajcovne)
eKare . €
Has to be returned to | Sériové ¢islo zafizeni, pokud neni |  (Software licensing
SPONSOR at the end of the | pfedem znamé, bude uvedeno v | PEr year/rocni licence
trial / Musi byt vraceno po | predavacim protokolu. na software)
ukonceni klinického
hodnoceni
Name/Néazev:
Tuning fork Rydel-Seiffer/ | The serial number of the device, if c
Ladicka Rydel Seiffer not known in advance, will be .
Manfacturer/Vyrobce: stated in the handover protocol.
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HAVA
Has to be returned to [ Sériové Cislo zafizeni, pokud neni
SPONSOR at the end of the | pfedem znamé, bude uvedeno v
trial / Musi byt vraceno po | pfedavacim protokolu.
ukonceni klinického
hodnoceni
The SPONSOR undertakes to ZADAVATEL se zavazuje Vybaveni ve

transport the Equipment to the Study
site, install it and put it into operation
free of charge in a condition capable of
normal use.

The SPONSOR shall notify the
employee of the Department of
Medical Technology of the delivery of
the Equipment at least 3 days before
the delivery of the device on the phone
number +420 543 184 128, +420 543
185 123 or by e-mail to
ozt.zt@fnusa.cz. In the case of
Equipment that is an IT technology,
the SPONSOR shall notify the
employee of the Informatics
Department at least 3 days before the
delivery of the equipment on the
telephone number +420 543 181 144.

In the event that the Equipment is a
medical device, an employee of the
Department of Medical Technology
must be present when handing over the
equipment to the Study site, to whom
all relevant documents (e.g. CE
certificate and operating instructions)
will be handed over by the SPONSOR

After commissioning, a handover
protocol will be drawn up signed by
the SPONSOR and on behalf of the
Study site by an authorized employee
of  the Medical ~ Technology
Department or an employee of the
Informatics Department, depending on
the type of Equipment, and a
representative of the workplace for
which the Equipment is intended.

uzivani
studie,

stavu  schopném  bézného
bezplatné¢  dopravit  Mistu
instalovat jej a uvést do provozu.

ZADAVATEL wuvédomi o dodavce
Vybaveni pracovnika Odboru
zdravotnické techniky alespoii 3 dny
pfed dodanim pfistroje na tel. ¢. tel. ¢.
+420 543 184 128, +420543 185 123
nebo e-mailem na ozt.zt@fnusa.cz.
V ptipadé Vybaveni, kter¢ je IT
technologii, uvédomi ZADAVATEL o
dodavce pracovnika Useku informatiky
alespon 3 dny pted dodédnim vybaveni na
tel. ¢. +420 543 181 144.

V  ptfipadé¢, Ze je  Vybaveni
zdravotnickym prostfedkem, pfi predani
vybaveni Mistu studie musi byt pfitomen
pracovnik Odboru zdravotnické
techniky, kterému budou ze strany
ZADAVATELE  pfeddny  veskeré
souvisejici dokumenty (napft. certifikat
CE a navod k obsluze).

Po uvedeni do provozu bude sepsan

predavaci protokol podepsany
ZADAVATELEM a za Misto studie
opravnénym  pracovnikem  Odboru
zdravotnické techniky nebo

pracovnikem Useku informatiky, podle
typu Vybaveni, a zastupcem pracoviste,
pro které je Vybaveni urceno.
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The SPONSOR undertakes to supply
the Equipment with operating
instructions in the Czech language and
other documentation required by legal
regulations, in  particular  the
declaration of conformity pursuant to
Act No. 268/2014 Coll., on Medical
devices, as amended and relevant
implementing regulations. that it is not
a completely new device, the current
protocol on the implementation of
BTK in the sense of the law (proof of
valid BTK).

The SPONSOR undertakes to carry
out, at the request of the Study site or
if required by law, free instruction of
the Equipment operator and is obliged
to provide at its own expense all
repairs and servicing of the
Equipment, its routine maintenance
and necessary spare parts, as well as
all prescribed inspections, inspections
and revisions.

The investigator has to take care of all
equipment, handles it responsibly and
keeps it ready for operation (e.g.
charging the device).

Costs associated with the replacement
of Equipment for normal reasons of
wear and tear will be performed by the
SPONSOR at its own expense.

The SPONSOR acknowledges that the
Study Site is not responsible for wear
and tear of the clinical trial subject in
handling the provided Equipment. All
equipment has to be stored at a safe
place when not directly in use.

The SPONSOR shall bear all expenses
in connection with the delivery,
installation and return of the
Equipment. The SPONSOR
undertakes to ensure the collection or
removal of the Equipment from the

ZADAVATEL se zavazuje k Vybaveni
dodat navod k obsluze v ¢eském jazyce a
dal$i dokumentaci, kterou vyzaduji
pravni pfedpisy, zejména prohlaSeni o
shodé dle zakona ¢. 268/2014 Sb., o
zdravotnickych prosttedcich, ve znéni
pozdéjSich  predpisi a pfiislusnych
provadécich predpisit a v ptipade, ze
nejde o Uplné novy piistroj, aktualni
protokol o provedeni BTK ve smyslu
zakona (dolozeni platné BTK).

ZADAVATEL se zavazuje provést na
zadost Mista studie, nebo pokud tak
vyzaduji pravni predpisy bezplatnou
instruktdz obsluhy Vybaveni a déle je
povinen zajistit na vlastni néaklady
veskeré opravy a servis Vybaveni, jeho
béZnou udrzbu a potrebné nahradni dily,
jakoz 1 veskeré piedepsané kontroly,
prohlidky a revize.

ZkouSejici musi peCovat o vSechna
zafizeni, zachazet s nimi odpovédné a
udrzovat je pfipravené k provozu (napf.
nabijeni zafizeni).

Néklady spojené s vyménou Vybaveni z
béznych davodi opotiebeni bude
provadét na své naklady ZADAVATEL.

ZADAVATEL bere na védomi, ze Misto
studie neodpovida za opotiebeni,
subjektem klinického hodnoceni pii
manipulaci s poskytnutym Vybavenim.
Pokud neni zafizeni pfimo pouZivano,
musi byt uloZeno na bezpecném miste.

ZADAVATEL ponese veskeré vydaje v
souvislosti s dodanim, instalaci a
vracenim Vybaveni. ZADAVATEL se
zavazuje, ze zajisti pfevzeti ¢i odvoz
Vybaveni z Mista studie ¢i zajisti jeho
likvidaci na své néklady, a to nejdiive jak
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Study site or to ensure its disposal at
its own expense, as soon as possible
and appropriate. The return of the
Equipment will be performed at the
place of performance on the basis of a
written  protocol signed by the
SPONSOR and by an authorized
employee of the Department of
Medical  Technology or  the
Informatics Department, depending on
the type of Equipment.

The SPONSOR declares and warrants
that it has all the necessary rights to all
software that is part of the above-
mentioned Equipment and that the
Study Site may use it for the purpose
of conducting a clinical trial.

The SPONSOR declares that it has
taken out clinical trial insurance in
accordance with the provisions of
Section 52, Paragraph 3, Letter f) of
Act No. 378/2007 Coll. on Medicinal
Products, as amended. This insurance
will be maintained by the SPONSOR
for the entire duration of the Study.

The Study site declares that according
to the provisions of § 45 par. 2 let. n)
of Act No. 372/2011 Coll. on health
services and conditions of their
provision, as amended, concluded an
insurance  contract for liability
insurance for damage caused during
the provision of health care.

This insurance contract is concluded to
the extent required by law and does not
include liability insurance for damage
caused during the conduct of a clinical
trial.

The SPONSOR shall, via the
intermediary of its appointed CRO,
submit the protocol, the Patient

to bude mozné a vhodné. Vraceni
Vybaveni bude provedeno v misté plnéni
na zéklad¢ pisemného protokolu
podepsaného ZADAVATELEM a ze
strany Mista studie  opravnénym
pracovnikem  Odboru  zdravotnické
techniky nebo Useku informatiky, podle
typu Vybaveni.

ZADAVATEL prohlasuje a zarucuje, ze
ma k veskerému software, ktery je
soucasti vySe uvedeného Vybaveni,
veskerd potiebna prava, a ze jej Misto
studie mize vyuzivat pro ucely
provadéni klinického hodnoceni.

ZADAVATEL prohlasuje, Ze si sjednal
pojisténi  klinického hodnoceni v
souladu s ustanovenim 8§ 52 odst. 3
pism. f) zdkona ¢. 378/2007 Sb. o
lé¢ivech, v platném znéni. Toto
pojisténi bude Zadavatel udrZzovat po
celou dobu Studie.

Misto studie prohlasuje, ze ma
dle ustanoveni § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sb. o zdravotnich
sluzbach a  podminkach  jejich
poskytovani, V platném znéni,
uzavienou pojistnou smlouvu na
pojisténi  odpoveédnosti za  Skodu
zpusobenou pii poskytovani zdravotni
péce.

Tato pojistna smlouva je uzaviena v
zakonem pozadovaném rozsahu a
neobsahuje pojisténi odpoveédnosti za
Skodu zplsobenou pii provadéni
klinického hodnoceni.

ZADAVATEL prostfednictvim
povéten¢ CRO ptedlozi odpovédné
etické komisi protokol, informace pro
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Information Sheet and Informed
Consent Form, and further documents
required by the ethics committee, to
the responsible ethics committee. A
copy of the Ethics Committee’s
opinion shall be provided to the Study
site in each case.

The SPONSOR, through the CRO
commissioned, shall handle all
necessary notifications and reports to
authorities, ethics committees and
regulatory authorities.

The SPONSOR is obliged to inform
the Study site through the Department
of Clinical Studies about the planned
date of the initiation and termination
visit, audit and the date of
commencement and termination of
patient recruitment, via e-mail sent to
trials.icrc@fnusa.cz. The SPONSOR
is also obliged to carry out the above-
mentioned visits during the normal
working hours of the Study site by
mutual agreement  with  the
Investigator, or an authorized
employee of the Study site. The
SPONSOR agrees that, in addition to
the Investigator, other authorized
employees of the Study site will
participate in these visits, if necessary.

The SPONSOR and the CRO
undertake not to enter into any other
contract with any other Study site staff
member in connection with this
clinical trial with the Study site.

§ 5 Diligence and liability

The SPONSOR shall indemnify
Investigator, Study site against claims
made by patients or their
representatives resulting from or in
connection with the performance of
the clinical trial.

pacienta a formulaf informovaného
souhlasu a dalsi dokumenty pozadované
etickou komisi. V kazdém ptipad¢ musi
ZADAVATEL poskytnout Mistu studie
kopie stanoviska etické komise.

ZADAVATEL je povinen
prostiednictvim povéfené CRO
zpracovavat veskerd nezbytna oznameni
a zpravy Ufadim, etickym komisim a
regula¢nim organtim.

ZADAVATEL je povinen informovat
Misto studie prostfednictvim Oddéleni
klinickych studii o planovaném terminu
dale o datu zahajeni a ukonceni naboru
pacientli, a to prostfednictvim e-mailu
zaslaného na adresu
trials.icrc@fnusa.cz. ZADAVATEL je
dale povinen provadét vySe uvedené
navstévy v bézné pracovni dobé Mista
studie po vzijemné domluvé se
ZkousSejicim, pfipadné¢  povéfenym
pracovnikem Mista studie.
ZADAVATEL souhlasi, Ze se téchto
navstév budou v ptipadé potieby Gcastnit
kromé Zkousejicitho 1 dalSi povéfeni
pracovnici Mista studie.

ZADAVATEL a CRO se zavazuji, ze v
souvislosti s timto Klinickym
hodnocenim u Mista studie neuzaviou
zadnou jinou smlouvu s Z4dnym jinym
zaméstnancem Mista studie.

§ 5 Péce a odpovédnost

ZADAVATEL odsSkodni Zkousejiciho a
Misto studie za naroky pacient nebo
jejich  zastupc  vyplyvajicich  z
provadéni klinického hodnoceni nebo v
souvislosti s nim.
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Neither the SPONSOR nor the CRO
are entitled to admit the fault of the
Study Site or the Investigator without
the prior written consent of the Study
Site when settling third party claims.

The SPONSOR is not obliged to
compensate the Study site and
Investigator if the allegation of harm
to the patient is based on a deliberate
or negligent act of the Investigator,
members of the study team orthe
Study site.

The Study site shall conduct the
activities according to this agreement
with its usual diligence and on the
basis of the state of the scientific and
technical knowledge known to it.

However, the Study site makes no
guarantee that the results of the project
will be of commercial use and free of
the proprietary rights of third parties.
If any conflicting proprietary rights are
known, the Study site shall inform
SPONSOR of these immediately.

8 6 Remuneration of Study site
and Investigator

APOSCIENCE AG shall reimburse
an amount of EUR (plus VAT if
applicable) for
pharmacy (plus VAT if applicable)
per fully documented study patient.
Recipient of the payment will be
Study site and Investigator. Details of
this remuneration and payment are set
out in Annex 1la and Annex 1b.

The Contracting Parties acknowledge
that the maximum expected value of
performance under this agreement is
31 679 EUR.

The full remuneration is paid for
study patients who attended all visits

ZADAVATEL ani  CRO nejsou
opravnéni pii vyfizovani narokd tretich
stran piiznat pochybeni Mista studie
nebo Zkousejici bez predchoziho
pisemného souhlasu Mista studie.

ZADAVATEL neni povinen odskodnit
Misto studie a Zkousejitho, pokud je
Ujma pacienta zalozena na umysiném
nebo nedbalém jednani Zkousejiciho,
¢lent tymu klinického hodnoceni nebo
Mista studie.

Misto studie provadi ¢innosti podle této
smlouvy s obvyklou pééi a na zaklade¢
stavu védeckych a technickych znalosti,
které jsou mu znamy.

Misto studie vSak nezarucuje, Zze
vysledky projektu budou mit komercni
vyuziti a nebudou na nich véaznout
vlastnicka prava tfetich stran. Jsou-li
znama jakakoliv konfliktni vlastnicka
prava, Misto studie o nich neprodlené
informuje ZADAVATELE.

§ 6 Odména Mista studie a
ZkouSejiciho

Spole¢nost APOSCIENCE AG uhradi
castku | (p!us piipadna DPH)
+ I z2 ékarnu (plus piipadna
DPH) za kazdého plné
zdokumentovaneho pacienta studie.
Piijjemcem platby bude Misto studie i
Zkousejici. Podrobnosti o této odmeéné a
platbé jsou uvedeny v Priloze la a
Piiloze 1b.

Smluvni strany berou na védomi, ze
maximalni  pfedpoklddand hodnota
plnéni dle této Smlouvy je 31 679 EUR.

Plnd odména se vyplaci u pacientd
v ramci klinického hodnoceni, ktefi se
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according to the protocol, whose data
have been fully documented, signed,
verified, and data queries answered in
the eCRF.

If patients terminate participation in
the clinical trial prematurely, the
Study site and Investigator shall
receive remuneration for all of the
visits conducted up to the time of
termination  of that patient’s
participation in the clinical trial
(based on fully completed CRF
pages). This also applies to patients
excluded on Visit 1 or Visit 2 and
labeled Screening Failure.

Payment shall be made quarterly after
invoicing for completed, signed and
CRO-verified study visits.

Invoices are due within 30 days from
the date of delivery.

This remuneration covers the costs of
the Study site/Investigator associated
with the performance of the clinical
trial.

This includes the following:

Patient enrollment and randomization
of patients, study visits, photo
documentation, local laboratory tests,
documentation,  remuneration  of
personnel for supporting the monitors,
subsequent  audits or  official
inspections, and expenses for the
storage and archiving of records and
documents.

If the clinical trial is terminated
prematurely in accordance with the
provisions of § 10 of this agreement,
the Study site and Investigator will be
entitled to a fee for the patient’s actual
visits and other activities actually
performed under this agreement and
the protocol .

zuCastnili  vSech  navstév  podle
protokolu, jejichz data byla plné
zdokumentovana, podepsana, ovérena a
dotazy na udaje zodpovézeny v eCRF.

Pokud pacient pfed¢asné ukon¢i ucast v
klinickém hodnoceni, obdrzi Misto
studie a Zkousejici odménu za vSechny
navstévy provedené do doby ukonceni
ucasti tohoto pacienta v klinickém
hodnoceni (na zaklad¢ plné vyplnénych
stranek CRF). Toto se vztahuje také na
pacienty vyfazené na navstévé 1 nebo
navstév 2 a oznacené jako Screening
Failure.

Platba se provadi ¢tvrtletné, po fakturaci
za dokoncené a podepsané studijni
navstévy ovérené CRO.

Faktury jsou splatné do 30 dnti ode dne
jejich doruceni.

Tato odména pokryvd ndklady Mista
studie / ZkouSejiciho spojené s
provadénim klinického hodnoceni.

To zahrnuje nasledujici:

Zatazeni a randomizaci pacientil, studijni
navstévy, fotodokumentaci, lokalni
laboratorni testy, dokumentaci,
odménovani pracovnikli za podporu
monitorovacich pracovnikd, nasledné
audity nebo Ufedni kontroly a ndklady na
uchovavani a archivaci zaznami a
dokumentd.

Je-li  klinické hodnoceni ptedcasné
ukon¢eno v souladu s ust. § 10 této
smlouvy, bude Mistu Studie a

ZkousSejicimu uhrazena odména za
skutecné provedené navstévy pacienta a
dals$i skute¢né provedené ¢innosti podle
této smlouvy a Protokolu.
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Patient travel expenses shall be
reimbursed by SPONSOR separately
from the remuneration stipulated in §
6 a, items 1-3. The patient receives a
flat-rate travel allowance of JjCZK
per study visit attended (including
screening failure visits).

Payment will not be possible by
handing in documents or receipts. The
Study site keeps records of the travel
flat rates paid to patients.
APOSCIENCE AG will reimburse.
For these purposes, the SPONSOR
will provide the Study site with a
financial advance. The first payment
in the amount of Il CZK will be
paid by the SPONSOR on the basis of
an invoice issued by the Place of Study
after the signing of the agreement. In
the event of exhaustion of the advance,
the SPONSOR will provide another
financial advance in the appropriate
amount. The unpaid part will be
returned to the SPONSOR without
undue delay.

These rewards are not the income of
the Study site and the amounts paid to
patients are not the cost of the Study
site, which is only the intermediary of
the reimbursements paid.

Study site and Investigator shall
ensure that study-related services paid
by the SPONSOR will not be at the
expense of the study subjects, health
insurance providers or third parties.

The Investigator and the Study site
shall be responsible for the correct
taxation of the remuneration.

8 7 Remuneration of Pharmacy
This remuneration covers the costs of

the Pharmacy associated with the
performance of the clinical trial.

Cestovni  vydaje  pacienta  hradi
ZADAVATEL zvlast, mimo odménu
stanovenou v § 6 a, body 1-3. Pacient
obdrzi pausalni cestovné ve vysi i}
CZK za provedenou studijni navstévu
(v€etné screening failure).

Platba nebude moznd odevzdanim
dokladii nebo uctenek. Misto studie vede
zaznamy o  pauSdlnich  sazbach
cestovného, vyplacenych pacientim.
Spole¢nost APOSCIENCE AG uhradi.
Pro tyto ucely poskytne ZADAVATEL
Mistu studie finan¢ni zdalohu. Prvni
platba ve vySi I K¢ bude
ZADAVATELEM zaplacena na zakladé¢
faktury vystavené Mistem studie po
podpisu smlouvy. V ptipad¢ vycerpani
zalohy poskytne ZADAVATEL dalsi
finan¢ni zadlohu v odpovidajici vysi.
Neproplacena ¢ast bude bez zbyte¢ného
odkladu vracena ZADAVATELLI.

Tyto odmény nejsou piijmem Mista
studie a penézni cCastky vyplacené
pacientim nejsou nédkladem Mista
studie, které je pouze
zprostfedkovatelem vyplacenych
nahrad.

Misto studie a ZkouSejici zajisti, aby
sluzby spojené s klinickym hodnocenim
uhrazené ZADAVATELEM, nebyly
dale hrazeny subjekty klinického
hodnoceni, zdravotnimi pojistovnami
nebo tietimi stranami.

Zkousejici a Misto studie odpovidaji za
spravné zdanéni odmény.
§ 7 Odména lékarny
Tato odména pokryva ndklady Lékarny

spojené s provadénim  klinického
hodnoceni.
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This includes for example the
following:

Storage of the IMP and related
materials  including  temperature
monitoring, manufacture of the IMP
under GMP conditions,

documentation,  remuneration  of
personnel for supporting the monitors,
subsequent  audits or  official
inspections and expenses for storage

and archiving of records and
documents.
If the clinical trial is terminated

prematurely, remuneration shall be
reduced on a pro rata basis.

The Pharmacy shall ensure that study-
related services will not be at the
expense of the study subjects, health
insurance providers or third parties.

The Pharmacy shall be responsible for
the correct taxation and use of the
respective remuneration.

8 8 Protection of personal data

The parties undertake to comply with
all applicable laws and regulations in
relation to the protection of personal
data of study subjects. Each Party shall
be responsible for its own processing
of personal data and shall ensure that
personal data relating to study subjects
are collected, stored and transmitted in
accordance with all applicable data
protection legislation and the
Agreement.

The parties undertake to take such
measures as to prevent unauthorized or
accidental access to personal data,
their alteration, destruction or loss,
unauthorized transfers, their other

To zahrnuje naptiklad nasledujici:

Skladovani  hodnocené¢ho  1écivého
pfipravku a souvisejicich materidlt
véetn¢  sledovani teploty, vyroby
hodnoceného 1éCivého piipravku za
podminek SVP, dokumentace,
odménovani zaméstnanci za podporu
monitorovacich pracovnikii, nasledné
audity nebo ufedni kontroly a vydaje za
skladovani a archivaci ziznamii a
dokument.

Je-li klinické hodnoceni ptedCasné
ukonéeno, odména se tmérné snizi.

Lékarna zajisti, aby sluzby spojené s
klinickym hodnocenim nebyly na Ukor
subjektl klinického hodnoceni,
poskytovatell  zdravotniho  pojisténi
nebo tietich stran.

Lékarna odpovida za spravné zdanéni a
pouziti pfislusné odmeény.

§ 8 Ochrana osobnich udaji

Strany se zavazuji dodrzovat vSechny
pfislusné zakony a pravni predpisy ve
vztahu k ochrané¢ osobnich udaji
subjektd studie. Kazdd Strana bude
odpovédna za své vlastni zpracovani
osobnich udajii a zajisti, aby osobni
udaje tykajici se subjekti studie byly
shromazd’'ovany, uchovavany a
predavany v souladu se vSemi platnymi
pravnimi pfedpisy o ochrané osobnich
udaji a Smlouvou.

Strany se zavazuji pfijmout takova
opatfeni, aby nemohlo dojit k
neopravnénému  nebo  nahodilému
pristupu k osobnim udajim, k jejich
zméné, zniCeni €i ztraté, neopravnénym
prenosim, k jejich jinému
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unauthorized processing, as well as
other misuse of personal data.

The Investigator shall obtain the
written consent of the study subject for
the purpose of obtaining and using the
study subject's personal data for
purposes related to the clinical trial,
including the communication, transfer
and processing of personal data
obtained under the Protocol, and in
accordance with applicable data
protection regulations. The Examiner
will use the informed consent form, as
provided by the SPONSOR. The
SPONSOR is responsible for the
compliance of this form with the
relevant legal regulations.

Within  the clinical trial, the
SPOSNOR is the administrator of
personal data of the study subjects.
Pursuant to this contract and in
connection with this contract, personal
data will also be processed by the
Study site and the Investigator, both as
administrators (especially in keeping
medical records) and to some extent
also as processors (especially where
personal data are in accordance with
the Protocol). to be processed for the
purposes of a clinical trial, while the
personal data of the study subjects will
be provided to the SPONSOR in a
pseudonymized form.

The CRO is entitled to process
personal data as defined by the
relevant legislation in the field of
personal data protection of the
Investigator and members of the study
staff for purposes related to the clinical
trial, all such processing being carried
out in accordance with personal data
protection legislation.

The Contracting Parties undertake to
report to each other any breach of

neopravnénému zpracovani, jakoz i k
jinému zneuziti osobnich udaj.

Zkousejici zajisti  zisk&ni pisemného
souhlasu subjektu studie pro tcely k
ziskani a pouziti osobnich udaji subjektu
studie pro ucely souvisejici s klinickym
hodnocenim, a to véetné sdéleni,
pievodu a zpracovani osobnich udaji
ziskanych dle Protokolu, a déle v souladu
s prislusnymi piedpisy na poli ochrany

osobnich udaji. Zkousejici  bude
pouzivat  formuldf  informovaného
souhlasu, ve znéni dodaném
ZADAVATELEM. ZADAVATEL

odpovida za soulad tohoto formulare s
ptisluSnymi pravnimi piedpisy.

V ramci  klinického hodnoceni je
spravcem osobnich tdaju subjektt studie
ZADAVATEL. Na zéklad€ této
smlouvy a v souvislosti s touto smlouvou
budou osobni udaje zpracovavat rovnéz
Misto studie a Zkousejici, a to jako
spravci (zejména pii vedeni zdravotni
dokumentace) a v urcitém rozsahu také
jako zpracovatelé (zejména tam, kde
budou osobni U(daje v souladu s
Protokolem  zpracovavat pro tucely
klinického hodnoceni, pfi¢emz osobni
Udaje  subjektd studie budou v
pseudonymizované podobé poskytnuty
ZADAVATELI.

CRO je opravnéno zpracovavat osobni
Udaje, jak jsou tyto definovany
ptislusnymi pravnimi ptedpisy na Useku
ochrany osobnich tdaji ZkouSejiciho a
Clent studijniho persondlu pro ucely
souvisejici s klinickym  hodnocenim,
ptiCemz veskera takova zpracovani
budou provadéna v souladu s pravnimi
predpisy na ochranu osobnich udaju.

Smluvni strany se zavazuji si navzajem
hlasit kazdé poruseni zabezpeceni
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personal data security, without undue
delay after learning of such a breach,
within 24 hours at the latest, so that the
other Party has the opportunity to
assess the incident and fulfill its
obligations to the Authority, or against
data subjects. In the event of a breach
of personal data requiring notification,
the Study Site must notify the
appropriate  supervisory authority
without undue delay, at the latest
within 72 hours of becoming aware of
the breach. If such a breach requiring
notification would pose a high risk to
the persons concerned for their rights,
then the Study Site will also inform
those persons concerned.

The contracting parties undertake to
co-operate with each other and to
assist in resolving any significant
problems that may arise in the
performance of the contract in
connection with the protection of
personal data. The duty to cooperate
also includes effective cooperation in
the event of control by the supervisory
authority, the handling of requests and
possible patient complaints, and the
reporting of security incidents. The
same applies in the event of a legal
dispute concerning the protection of
personal data or privacy.

As soon as the parties lose the legal
grounds for processing personal data
under applicable law and this contract,
the personal data will be destroyed by
irrevocably destroying the key to link
the pseudonymized data by the Study
Site, so that the data subject ceases to
be identifiable.

Within this trial automatic data
processing is used for the
implementation of the contract, with

osobnich tudajii, a to bez zbytetného
odkladu potom, co se o takovém
poruseni dozvi, nejpozdé¢ji do 24 hodin,
tak, aby druhd strana méla moznost
incident posoudit a splnit své povinnosti
vici dozorovému ufadu, ptipadné vuci
subjektim udaju. Pokud dojde k
poruseni zabezpeCeni osobnich udajd,
které vyzaduje oznameni, Misto studie
musi bez zbytecného prodleni uvédomit
ptislusny dozorovy ufad, a to nejpozd¢ji
béhem 72 hodin od okamziku, kdy se o
daném poruSeni dozvi. Pokud by toto
poruseni vyzadujici oznameni
ptedstavovalo pro dotené osoby vysoké
riziko pro jejich prava, pak bude Misto
studie informovat také tyto dotcené
osoby.

Smluvni strany se zavazuji k vzajemné
soucinnosti a pomoci pii feSeni vSech
podstatnych problémd, které mohou v
ramci plnéni smlouvy vzniknout v
souvislosti s ochranou osobnich udaju.
Povinnost  souCinnosti  zahrnuje i
efektivni spolupréci v ptipadé kontroly
ze strany dozorového ufadu, vyfizovani
zadosti a ptipadnych stiznosti pacientt, a
oznamovani bezpecnostnich incidenti.
Totéz plati 1 v ptipadé¢ soudniho sporu,
ktery by se tykal ochrany osobnich udajt
¢1 soukromi.

Jakmile smluvni strany pozbydou pravni
divody pro zpracovani osobnich udaji
podle platnych pravnich piedpist a této
smlouvy, dojde k likvidaci osobnich
udaj, a to tak, Ze ze strany Mista studie
bude nendvratné znicen kli¢ k propojeni
pseudonymizovanych  udaji, takze
subjekt udajt piestane byt
identifikovatelnym.

Béhem tohoto klinického hodnoceni
bude pouzito automatickeé zpracovani
udaju pro realizaci smlouvy, s pomoci

APOSCIENCE AG; B Contract template; Version 1.0 (19AUG2019); bilingual (en/cz)
Clinical Trial Agreement: Sponsor/Site/Pharmacy; Smlouva o klinickém hodnoceni: zadavatel/misto/Iékarna
3446; 3-30; Brno N - Site+Pharmacy contract; 25.01.2021 24739



- CONFIDENTIAL / DUVERNE -

the help of which the personal data of
the examining team are also
processed. The SPONSOR and the
Study site hereby declare that the
provisions of the General Data
Protection Regulation (EU) 2016/679
and the locally applicable laws on
personal data protection are complied
with.

8 9 Publications,
confidentiality and rights to
the results

Upon completion of the clinical trial, a
final report shall be created by the
CRO. If desired, SPONSOR will
provide a summary of the final report
or the corresponding publication to the
Study site and the Investigator.

The contracting parties agree that all
data acquired in the performance of
the clinical trial (with the exception of
the medical documentation of clinical
trial subjects, which is and remains the

property of the Study Site) shall be the
property of SPONSOR.
As a precaution, however, the

assignment to APOSCIENCE AG of
all transferable rights to the data,
photographs and samples obtained
during the performance of the clinical
study shall be declared.

The Investigator/Study site undertake
to report to the SPONSOR all
inventions created in connection with
the clinical trial and to assign the rights
thereto to the SPONSOR.

In the case of employee inventions, the
Study site is obliged to promptly
notify the SPONSOR of these and to
claim the employee inventions if
requested by SPONSOR in writing
according to the applicable law.

kterého jsou zpracovavany take osobni
Udaje zkousejiciho tymu. ZADAVATEL
a Misto studie timto prohlasuje, Ze jsou
dodrzovana  ustanoveni  Obecného
nafizeni o ochran¢ udaju (EU) 2016/679
a mistn¢ platné zdkony o ochrané
osobnich udajt.

8 9 Publikovani, divérnost a
pravo na vysledky

Po dokonceni klinického hodnoceni
vytvoifi CRO zavéreCnou zpravu. V
ptipad¢ potieby poskytne
ZADAVATEL shrnuti zavére¢né zpravy
nebo odpovidajici publikaci Mistu studie
a Zkousejicimu.

Smluvni strany souhlasi s tim, Ze veskeré
udaje ziskané pii provadeéni klinického
hodnoceni (s vyjimkou zdravotnické
dokumentace  subjekti  klinického
hodnoceni, ktera je a zistavd majetkem

Mista  studie) jsou  vlastnictvim
ZADAVATELE.

Jako preventivni opatieni se vSak musi
deklarovat postoupeni veSkerych
prevoditelnych  prav) k  udajum,
fotografiim a vzorkim ziskanych béhem
provadeéni klinického hodnoceni

spolecnosti APOSCIENCE AG.

ZkouSejici / Misto studie se zavazuji
nahlasit ~ZADAVATELI  vSechny
vynalezy vytvofené v souvislosti s
klinickym hodnocenim a postoupit prava
k nim ZADAVATELL.

V pfipadé vynalezii zaméstnancu je
Misto studie povinno o nich neprodlené
informovat ZADAVATELE a na
pisemnou Zzadost ZADAVATELE si
narokovat vynalezy zaméstnancu podle
platnych pravnich predpisi.
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Study site must assign to the
SPONSOR the right to register a
patent for employee inventions in
return for additional appropriate
remuneration that is customary for the
market.

The amount of this remuneration shall
be agreed in a separate agreement that
is to be made in writing between the
SPONSOR and the Study sitein the
event of an invention. The
remuneration agreement shall take
into consideration the contributions
made by both sides.

In all cases, the Study site shall retain
a free, non-sublicensable, non-
transferable right to the use of the
invention for the purposes of its own
research, teaching and, if applicable,
patient care.

All intellectual property rights and
know-how that are owned or licensed
to either party before or after the date
of this Agreement, other than
intellectual property rights and know-
how arising from clinical trials, are
and shall remain unaffected by this
Agreement.

Confidential information of
APOSCIENCE AG and all material
expressions of confidential

information of APOSCIENCE AG in
any media are the sole property of
APOSCIENCE AG.

The SPONSOR reserves the right to
choose a publicly accessible database
for the publication of the study and its
results. The Investigator and the Study
site agree that the names of the staff
involved in the study may be made
public in this database.

Misto studie musi ZADAVATELI
postoupit pravo na registraci patentu na
vyndlezy zaméstnanci vyménou za
dodate¢nou patficnou odménu, ktera je
pro trh obvykIa.

Vyse této odmény bude sjednana v
samostatné dohodé€, ktera bude uzaviena
\% pisemné podobé mezi
ZADAVATELEM a Mistem studie v
pfipadé vynélezu. Smlouva o odméné
zohledni pfispéni obou stran.

Ve vsech piipadech si Misto ponechava
bezplatné, dale nesublicencovatelné a
nepievoditelné pravo k pouziti vynalezu
pro ucely vlastniho vyzkumu, vyuky a
pfipadné péce o pacienty.

Vsechna prava duSevniho vlastnictvi a
know-how, ktera jsou vlastnéna nebo
licencovana kteroukoliv stranou pted
nebo po datu této smlouvy, kromé prav

duSevniho vlastnictvi a know-how
vyplyvajicich z klinickych hodnoceni,
jsou a zlOstdvaji touto smlouvou
nedotcena.

Duvérné informace spole¢nosti
APOSCIENCE AG a veskera hmotna
vyjadreni duvérnych informaci
spolecnosti APOSCIENCE AG na
jakychkoli nosi¢ich jsou vyhradnim

vlastnictvim spolecnosti APOSCIENCE
AG.

ZADAVATEL si vyhrazuje pravo zvolit
vefejn¢  pfistupnou  databazi  pro
zvefejnéni klinického hodnoceni a jeho
vysledki. ZkouSejici a Misto studie
souhlasi s tim, Ze jména pracovnikl
zapojenych do Kklinického hodnoceni
mohou byt v této databazi zvefejnéna.
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§ 10 Confidentiality

The Investigator, the members of the
study team, and the Study site shall
undertake to keep the data,
information, results and findings
obtained from the clinical trial secret
until any possible publication. § 9,
item 6, clause 2 remains unaffected.

The obligations of the Study site and
the Investigator regarding the
confidentiality and non-use of
Confidential Information do not apply
to the extent that the Study site or the
Investigator has a legal obligation to
disclose Confidential Information.

All documents, investigational
products and devices that the
SPONSOR or the CRO provided to the
Investigator and the Study site for the
purposes of the clinical trial are the
property of SPONSOR and to be
treated confidentially.

All confidential information provided
by SPONSOR about the
investigational medicinal product and
the clinical trial (e.g. on the
composition, details about
manufacturing, etc.) must never be
made accessible to third parties,
except if, out of necessity, study
participants  urgently need such
information or they have a legal
obligation to disclose such
information.

The Investigator undertake to maintain
the confidentiality of the contents of
this agreement, particularly from
colleagues who are not members of the
study team.

This obligation does not apply if
necessary, information must be passed

8 10 Duvérnost

Zkousejici, cClenové tymu klinického
hodnoceni a Misto studie se zavazuji, ze
budou Udaje, informace, vysledky a
zjisténi ziskané z klinického hodnoceni
uchovavat v tajnosti az do piipadného
zvefejnéni. 8 9, bod 6, odstavec 2,
zUstava nedotcen.

Povinnosti Mista studie a Zkousejici
ohledné utajeni a nepouziti Divérnych
informaci neplati v rozsahu, v jakém ma
Misto studie nebo Zkousejici zdkonnou
povinnost Divérné informace zvefejnit.

Vsechny dokumenty, hodnocené
ptipravky a zafizenti, které
ZADAVATEL nebo CRO poskytli
Zkousejicimu a Mistu studie pro ucely
klinického hodnoceni, jsou majetkem

ZADAVATELE a bude s nimi
nakladéno jako s davérnymi.
Vsechny davérné informace, které

poskytuje ZADAVATEL o hodnoceném
lécivém  piipravku  a  klinickém
hodnoceni (napf. 0 slozeni,
podrobnostech o vyrobé atd.) nesmi byt
nikdy zpfistupnény tfetim strandm, s
vyjimkou piipada, kdy ucastnici
klinického hodnoceni takové informace
nezbytné potiebuji nebo jim vyplyva
zakonnd povinnost zvefejnit takové
informace.

ZkouSejici se zavazuje zachovavat
divérnost obsahu této smlouvy, zejména
pred kolegy, ktefi nejsou cCleny
studijniho tymu.

Tato povinnost neplati, pokud je nutné
pfedat pracovnikim Mista studie
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on to the staff at the Study site. This
exception only applies if such
information is required for the
purposes of the clinical trial, if the
Investigator and/or the Study site is
obliged to release the information for
contractual reasons, or if the
information is requested by regulatory
authorities or the ethics committee.

The obligation for confidentiality shall
continue for 3 years beyond the end of
the study.

Notwithstanding the above, the parties
hereby acknowledge that this contract
will be published in accordance with
Act. No. 340/2015 Coll., on special
conditions of effectiveness of certain
contracts, publication of these
contracts and on the register of
contracts (hereinafter referred to as the
“Act on the Register of Contracts”).
The Study site is responsible for the
publication according to the previous
sentence. The version of this
agreement to be published will be sent
to the Study Site by e-mail from the
CRO.

811 Term

This agreement shall become effective
upon its signing by all contracting
parties, effective on the day of
publication in the register of contracts
and end upon complete fulfilment this
agreement (the clinical trial will be
ended after Close-out visit).

SPONSOR is entitled to terminate this
agreement at any time without giving
reasons with a notice period of one
month from the date of delivery of the
notice to the other Contracting Parties.

The Investigator shall have the same
right, only under the condition that a

nezbytné informace. Tato vyjimka plati
pouze v piipadé€, ze jsou tyto informace
pozadovany pro ucely klinického
hodnoceni, pokud je Zkousejici a (nebo)
Misto studie povinno tyto informace
zvefejnit ze smluvnich divodl, nebo
pokud je o informace pozadaji regulacni
organy nebo eticka komise.

Povinnost ditvérnosti bude platit po dobu
3 let po skonceni klinického hodnoceni.

Bez ohledu na vySe uvedené, smluvni
strany timto berou na védomi, ze tato
smlouva bude uvetejnéna v souladu se
zak. ¢. 340/2015 Sb., o zvlastnich
podminkach Ucinnosti nékterych smluv,
uvetejnovani téchto smluv a o registru
smluv (Déle jen ,zakon o registru
smluv). Za zvetejnéni dle predchozi
véty odpovida Mito studie. Verze této
smlouvy uréena k uvefejnéni bude Mistu
studie zaslana e-mailem ze strany CRO.

§ 11 Doba trvani

Tato smlouva nabyva platnosti jejim
podpisem vSemi smluvnimi stranami,
udinnosti dnem uvetejnéni v registru
smluv a kon¢i Uplnym splnénim této
smlouvy (klinicke hodnoceni bude
ukonceno po zaveretné navstéve).

ZADAVATEL je opravnén tuto smlouvu
kdykoliv ukoncit bez udani divodu s
vypovédni lhitou jednoho mésice ode
dne doruceni vypovédi ostatnim
smluvnim stranam.

ZkousSejici ma stejné pravo, pouze za
ptedpokladu, ze pro ZADAVATELE
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successor to an Investigator approved
by the SPONSOR and the Study site is
appointed for the SPONSOR. The
successor must be able and willing to
fully assume the rights and duties of
this agreement. In this event, the
termination shall be effective from the
time that the person named enters into
this agreement.

The study site is entitled to terminate
this contract by written notice,
provided that the safety of the clinical
trial subjects is not compromised if the
study site is unable to complete the
clinical trial for a long time without
adversely affecting its main study
activity which is the provision of
health care. The notice period is 60
days and begins on the day following
the day of delivery of this notice to the
SPONSOR, the CRO and the
Investigator.

In any case, termination must be made
in writing.

The termination of the agreement by
the Investigator shall not affect the
validity and continuation of the
agreement between SPONSOR and
the Study site if a new examiner is
found in accordance with 8§11 point 2
paragraph 2 of this contract. If the
parties are unable to agree on a
successor to the Investigator who has
left the trial through termination of the
agreement, SPONSOR and the Study
site shall themselves be entitled to
terminate the agreement in accordance
with paragraph 2.

The contracting parties may withdraw
from the contract if the ethics
committee  responsible  for the
evaluation of the above-mentioned
clinical trial or an authority suspends,

bude jmenovan nastupce Zkousejiciho
odsouhlaseny ~ZADAVETELEM a
Mistem studie. Nastupce musi byt
schopen i ochoten plné prevzit prava a
povinnosti z této smlouvy. V takovem
ptipad¢ je ukonceni uc¢inné od okamziku,
kdy jmenovana osoba pristoupi k této
smlouve.

Misto studie je opravnéno ukon¢it tuto
smlouvu pisemnou vypovédi, nebude-li
tim ohrozena bezpecnost subjektl
klinického  hodnoceni, jestlize v
dasledku vzniku ptekazky, jez nastala
nezavisle na jeho vuli, nebude Misto
studie dlouhodobé schopno dokoncit
klinické hodnoceni, aniz by tim nebyla
negativné ovlivnéna jeho hlavni ¢innost,
kterou je poskytovani zdravotni péce.
Vypovédni doba ¢ini 60 dni a pocina
béZet dnem nasledujicim po dni doruceni
této vypovédi ZADAVATELI, CRO a
Zkousejicimu.

V kazdém piipadé musi byt ukonceni
ucinéno pisemné.

Ukonceni smlouvy ze strany
ZkouSejictho nemda vliv na platnost a
pokracovani smlouvy mezi
ZADAVATELEM a Mistem studie,
pokud je nalezen novy zkouSejici podle
811 bodu 2 odst. 2 této smlouvy. Pokud
se strany nebudou schopny dohodnout na
nastupci ZkousSejiciho, ktery opustil
klinické hodnoceni pfed vypovézenim
smlouvy, jsou ZADAVATEL a Misto
studie sami opravnéni ukonc¢it smlouvu v
souladu s odstavcem 2.

Smluvni strany mohou od smlouvy
odstoupit, pokud etickd komise povéiena
vyhodnocenim vyse uvedeného
klinického hodnoceni nebo uiedni organ
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prohibits or does not approve further
performance of the trial.

§ 12 End
recruitment

of  patient

The SPONSOR reserves the right to
close the Study site for good cause, in
particular if it should emerge that the
study cannot be conducted at the Study
site or cannot be conducted under the
legal parameters set out in the
protocol, or if the Study site it is not
able to recruit a sufficient number of
patients.

If the Study site is closed for one of the
above-mentioned reasons, the
documentation for the included
patients must be completed in line
with the protocol. In these cases,
remuneration shall be paid as per § 6.

8 13 Miscellaneous

Rights and duties arising under this
agreement may only be assigned to
third parties with the prior consent of
the other respective parties.

The invalidity of one contractual
provision shall not affect the validity
of the remaining provisions. The
parties undertake to replace the invalid
provision with that provision which
comes closest to the intentions of the

parties upon execution of the
agreement.

Only signed written agreements
between contracting parties

(exclusively by post unless otherwise
provided in this Agreement) are
binding.

This formal requirement also applies
to all declarations based on the present
agreement.

pozastavi, zakdze nebo neschvali dalsi
provadéni hodnoceni.

§ 12 Konec naboru pacienti

ZADAVATEL si vyhrazuje pravo
uzaviit Misto studie z dostate¢ného
divodu, zejména pokud by se ukazalo,
ze klinické hodnoceni nelze v Misté
studie provest nebo jej nelze provést
podle zékonnych parametra stanovenych
v protokolu, nebo pokud Misto studie
neni schopno zaradit dostateCny pocet
pacienttl.

Pokud je Misto studie uzavieno z
nékterého z vySe uvedenych divoda,
musi dokumentace pro zatfazené pacienty
byt dokoncena v souladu s protokolem.
V téchto piipadech se odména vyplaci

podle § 6.
§ 13 Ostatni

Prava a povinnosti vyplyvajici z této
smlouvy mohou byt postoupeny tietim
strandm pouze s predchozim souhlasem
ostatnich smluvnich stran.

Neplatnost jednoho smluvniho
ustanoveni nema vliv na platnost
zbyvajicich  ustanoveni. Strany se

zavazuji, Ze neplatné ustanoveni nahradi
ustanovenim, které¢ bude co nejblize
umyslu stran pfi uzavieni smlouvy.

Zavazné jsou pouze podepsané pisemné
smlouvy mezi smluvnimi stranami
(vyhradné postou, pokud neni v této
smlouvé stanoveno jinak).

Tento formalni pozadavek plati také pro
vSechna prohldSeni na zéklad¢ této
smlouvy.
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In addition, changes and additions to
the agreement must be made in writing
valid in writing signed by all parties to
be wvalid.in order to be valid.
Furthermore, an express amendment
must be agreed in each case using the
heading  "Contract = amendment"
without exception and with reference
to the present agreement.

This Agreement is drawn up in the
English and Czech language versions.
In case of any discrepancy between the
two language versions, the Czech
version shall prevail.

The Contracting Parties hereby, in
accordance with § 558 para. 2 of Act
No. 89/2012 Coll., The Civil Code, as
amended, expressly exclude the use of
business practices in their legal

relations in connection with this
Agreement.
This Agreement and any non-

contractual obligations arising out of
or in connection with it shall be
governed by and construed in
accordance with Czech law. Any
disputes arising in connection with this
contract will be resolved in the court
with  substantive and territorial
jurisdiction of the Czech Republic.

The following annexes are also an
integral part of this contract:
 Appendix 1 (Remuneration)

* Annex 2 (Clinical Trial Protocol)

Kromé toho musi byt zmény a dodatky
smlouvy provedeny v pisemné podobé
podepsané vSemi smluvnimi stranami,
aby byly platné. Dale musi byt v kazdém
pfipad¢ dohodnut vyslovny dodatek s
nadpisem ,,Zména smlouvy “, a to bez
vyjimky a s odkazem na tuto smlouvu.

Tato Smlouva je vyhotovena v
anglickém a ¢eském jazykovém znéni. V
ptipadé¢ jakéhokoli rozporu mezi obéma
jazykovymi verzemi je rozhodujici ¢eska
verze.

Smluvni strany timto v souladu s § 558
odst. 2 zakona ¢. 89/2012 Sb,
obcanského zakoniku, v platném znéni,
vyslovné vylucuji pouziti obchodnich
zvyklosti ve svém pravnim styku v
souvislosti s touto Smlouvou.

Tato Smlouva i jakékoli mimosmluvni
povinnosti z ni nebo v souvislosti s ni
vyplyvajici se fidi a musi byt vykladany
vsouladu s Ceskym pravem. Piipadné
spory vzniklé v souvislosti s touto
smlouvou budou feSeny u vécné a mistné
ptislusného soudu Ceské republiky.

Nedilnou soucésti této smlouvy jsou také
nasledujici ptilohy:
e Piiloha 1 (Odména)
e Priloha 2 (Protokol klinického
hodnoceni)
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Signatures/Podpisy

For the SPONSOR / Za ZADAVATELE

01.02.2021

Town, Date / Misto, datum APOSCIENCE AG

For the Study site / Za Misto studie:

10.02.2021

Town, Date / Misto, datum Study site / Misto studie
Ing. Vlastimil Vajdak, feditel

Signature of the Investigator / Podpis Zkousejiciho:

12.02.2021

Town, Date/ Misto, datum Investigator / Zkousejici

Taking note / Na védomi:
FGK Clinical Research GmbH (CRO) / (SVO)

22.01.2021

Town, Date / Misto, datum FGK Clinical Research GmbH
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Annex la
Remuneration of
Site/Investigator

If applicable, the Study site/Investigator
will add VAT to the agreed remuneration.
The Study site/Investigator shall be
responsible for the proper disclosure of
the value added tax.

If no value added tax is due, the Study site
will indicate it accordingly on the
invoice.

The total remuneration is divided per
patient as follows:

Priloha 1a
Odména
Mista/Zkousejiciho

Misto studie/Zkousejici ptipoc¢tou Kk
dohodnut¢ odméné piipadnou DPH.
Misto studie/Zkousejici odpovidad za
fadné zvetejnéni dan¢ z ptidané hodnoty.

Neni-li splatna zadna dan z ptidané
hodnoty, Misto studie to na faktute uvede
prislusnym zptisobem.

Celkovéa odména za pacienta je rozdélena
takto:

Visit/Nav§téva

Study site / pro Misto studie

Investigator / pro Zkousejiciho

The travel expenses of a study patient are
reimbursed at a flat rate of Jjjj CZK per
attended visit (including screening
failure visits).

Based on the invoice, a one-time fee of
EUR R Wwill be paid to the study site
upon signing the agreement. This

Cestovni naklady pacienta v klinickém
hodnoceni jsou hrazeny pausalni sazbou
Il CZK za vykonanou navstévu (véetné
screening failure navstévy).

Mistu studie bude na zakladé faktury
uhrazen jendorazovy poplatek po
podpisu Smlouvy ve vysi JJjif EUR.
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administrative fee includes the payment
of costs of an economic and legal nature
in connection with the negotiation of this
agreement.

If an addendum to the Agreement is
concluded, a one-off fee for negotiating
this addendum to the contract in the
amount of EUR [ will be paid on the
basis of the invoice, which includes the
costs of the Study site associated with the
administration and negotiation of the
addendum from a legal and economic
point of view.

On the basis of the invoice, an one-off
payment of EUR g will be paid to the
Study site to cover the costs associated
with archiving for a period of 15 years.
This one-off payment will be provided
together with the last payment made
under the terms of this Agreement at the
end of the clinical trial.

An one-off amount of EUR g will be
reimbursed to the Study site on the basis
of an invoice to cover the costs
associated with the provision of local
laboratory services. This one-time
payment will be invoiced after signing
the agreement.

For the billing of patient visits or
reimbursement of travel expenses and
other payments according to the contract,
the Study site issues a separate invoice to
the following invoice recipient:

APOSCIENCE AG
Dresdner Stralle 81/ A 21
1200 Wien
Osterreich
VAT no. ATU64127689

The invoice is then subsequently sent to
the following address for further
verification and initiation of the payment
process:

Tento administrativni poplatek zahrnuje
uhradu nakladd ekonomického a
pravniho charakteru v souvislosti s
vyjednanim této Smlouvy.

Bude-li uzavien dodatek ke Smlouve,
bude Mistu studie na zakladé¢ faktury
uhrazen jendorazovy poplatek za
sjednani tohoto dodatku ke smlouvé ve
vySi il EUR, ktery zahrnuje naklady
Mista studie spojené s administrativou a
projednanim dodatku z pravniho a
ekonomickeho hlediska.

Mistu studie bude na zakladé faktury
uhrazena jendordzova platba ve vysi i}
EUR kuhradé nakladi spojenych
sarchivaci po dobu 15 let. Tato
jednorazovd Uhrada bude poskytnuta
spole¢n¢ s posledni thradou u¢inénou za
podminek této Smlouvy ke konci Studie.

Mistu studie bude na zakladé faktury
uhrazena jednorazova Castka ve vysi Jjij
EUR kuhradé nakladi spojenych
S poskytovanim sluzeb lokalni
laboratofe. Tato jednordzova uhrada
bude fakturovana po podpisu smlouvy.

Pro vyuUctovani ndvStév  pacienta,
cestovnich vydajii a dalSich plateb dle
smlouvy vystavuje Studijni  misto
nasledujicimu piijemci faktury
samostatnou fakturu:

APOSCIENCE AG
Dresdner Stralle 81/ A 21
1200 Wien
Rakousko
DIC ATU64127689

Faktura je poté zaslana na nésledujici
adresu pro dal§i ovéfeni a zahdjeni
platebniho procesu:
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FGK Clinical Research GmbH
z.H.
Heimeranstr. 35
80339 Miinchen
Deutschland

Emai|

Invoices will be issued on the basis of
documents for issuing an invoice, which
will be sent to the address:
fakturace.trials@fnusa.cz.

The intended use must be stated on the
invoice:

Study site remuneration from
I study by Aposcience
AG.

Or:

Travel expenses reimbursement/

Patient reimbursement; N
[l study by Aposcience AG.

The invoice must be broken down by
patient identification number and study
visit.

Account holder: Fakultni nemocnice u
SV. Anny v Brné

IBAN: CZ83 0710 0200 0100 7113 8621
BIC: CNBACZPP

Variable symbol: invoice number

Bank: Ceska narodni banka

The bank fees of the payer's bank
(including the fees of any intermediary
banks used) are paid by the payer and the
bank fees of the beneficiary's bank are
paid by the beneficiary.

The VAT ID of the Study site is
CZ00159816.

For the billing of patient visits, the
Investigator issues a separate request for
payment in the same way as described
above for the Study site.

The intended use must be stated on the
request of the payment:

FGK Clinical Research GmbH
z.H.
Heimeranstr. 35
80339 Miinchen
Némecko

E-mail: |

Faktury budou vystavovany na zakladé
podkladi pro vystaveni faktury, které
budou zasilany na adresu:
fakturace.trials@fnusa.cz .

Na faktufe musi byt uvedeno zamyslené

pouziti:

- Odmeéna Mista studie z klinického

hodnoceni | spolccnosti
Aposcience AG.

Nebo:

- Nahrada cestovnich vydaja /

néhrada pro pacienty; Kilinické

hodnoceni | B spolecnosti
Aposcience AG.

Faktura musi byt rozepsédna podle
identifikacnich ¢isel pacienta a navstévy
v ramci Klinického hodnoceni.

Majitel actu: Fakultni nemocnice u sv.
Anny v Brné

IBAN: CZ83 0710 0200 0100 7113 8621
BIC: CNBACZPP

Variabilni symbol: ¢islo faktury

Banka: Ceska narodni banka

Bankovni poplatky banky platce (v¢etné
poplatkii piipadné vyuzitych
zprostiedkovatelskych bank) hradi platce
a bankovni poplatky banky piijemce
hradi pfijemce.

DIC Mista studie je CZ00159816

Pro wvyuctovani ndvStév  pacienta
Zkousejici vystavuje samostatnou zadost
K platbé¢ stejnym zplGsobem, jak je
popsano vyse pro Misto studie.

Na zadosti k platb¢ musi byt uvedeno
zamyslené pouziti:
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Investigator  remuneration from -  Odména ZkouSejicimu z klinického
I study by Aposcience hodnoceni | spolecnosti
AG. Aposcience AG

The invoice must be broken down by Zadost k platbé musi byt rozepsana podle
patient identification number and study identifika¢nich ¢isel pacienta a navstévy
visit. v ramci klinického hodnoceni.

Basis for requests for payment will be Podklady pro vystaveni zadosti o platbu
sent to the address: budou zasilany na adresu:

Account holder: ENNEEEENNNNEE  Majite] Gctu: I

I R |5 AN: I
1 BIC:
— T Banka: [
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Annex 1b
Remuneration of Pharmacy

If applicable, the Pharmacy/ Study site
will add VAT to the agreed
remuneration.

The Pharmacy/ Study site shall be
responsible for the proper payment of
value added tax. If no value added tax is
due, the Pharmacy/ Study site will
indicate it accordingly on the invoice.
The total remuneration is divided per
patient as follows:

Priloha 1b
Odména Lékarny

Lékarna/Misto  studie  pfipocte  k
dohodnuté odméné ptipadnou DPH.
Lékarna/Misto studie odpovida za fadné
odvedeni dané z piidané hodnoty.
Neni-li splatna zadna dan z ptidané
hodnoty, Lékarna/Misto studie to na
faktute uvede prislusSnym zptisobem.

Celkova odmeéna za pacienta je rozdélena
takto:

Visit/Nav§téva

Remuneration in Euro
Odmeéna v euro

Based on the invoice, the
Pharmacy/Study site will be paid a one-
time start fee after signing the contract in
the amount of g Euros.

The pharmacy/Study site will also be
paid for the disposal of the drug. This is
a one-time fee of EUR and a payment
of EUR i/ kg of drug disposed of.

These payments are due along with the
last payment in the study

Lékarné/Mistu studie bude na zakladé
faktury uhrazen jendordzovy zahajovaci
poplatek po podpisu smlouvy ve vysi i}
Eur.

Lékarné/Mistu studie bude dale uhrazena
platba za zajisténi likvidace 1é¢iva. Jedna
se o jednorazovy poplatek ve vysi jEur
a dale platbu ve vysi Jjjij Eur / kg
zlikvidovaného 1éciva.

Tyto platby jsou splatné spolu s posledni
platbou ve studii.
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For billing purposes, the
Pharmacy/Study site issues an invoice to
the following invoice recipient:

APOSCIENCE AG
Dresdner Stralle 81/ A 21
1200 Wien
Osterreich

VAT ATU64127689

The invoice is then subsequently sent to

the following address for further
verification and initiation of the payment
process:

FGK Clinical Research GmbH
Z.H.
Heimeranstr. 35
80339 Miinchen
Deutschland

Email: I

The intended use must be stated on the
invoice:

Remuneration for Pharmacy services

from [ study by
Aposcience AG.

The invoice must be broken down by
patient identification number and study
visit, respectively the date when having
prepared  investigational  medicinal
product.

The Pharmacy/Study site will never
disclose the medication actually prepared

() o' the treatment arm

assigned to a patient on bills!

Pro ucely zactovani vystavi
Lékarna/Misto  studie  fakturu na
nasledujiciho piijemce faktury:

APOSCIENCE AG
Dresdner Stralte 81/ A 21
1200 Wien
Rakousko

DIC ATU64127689

Faktura je poté zaslana na nasledujici
adresu pro dal$i ovéfeni a zahdjeni
platebniho procesu:

FGK Clinical Research GmbH
zH. I

Heimeranstr. 35
80339 Miinchen
Némecko

E-mail: I

Na faktufe musi byt uvedeno zamyslené
pouziti:

Odména za sluzby Lékarny z klinického

hodnoceni | spo!ecnosti
Aposcience AG.

Faktura musi byt rozepsana podle
identifikacnich ¢isel pacienta a navstévy
v ramci studie, respektive data, kdy byl
ptipraven hodnoceny lé¢ivy piipravek.

Lékarna/Misto studie ve vyuctovani
nikdy neprozradi skutecné pfipraveny

ek (EEEN W .
experimentalni  skupinu  pfifazenou
pacientovi!
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Annex 2: Protocol Priloha 2: Protokol
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