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CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (the
“Agreement™) s effective on the date of
publication according to Act. No. 340/2015 Coll,,
on the register of contracts (the “Effective Date™),
by and between

Vojenska nemocnice Brno p.e. located at
Zabrdovicka 3, 615 00 Brno, Czech Republic,
ICO (Company IDY: 60555530, DIC (VAD ID):
CZ60555530, represented by plk. g§t. MUDr.
Véaclav Masopust Ph.D., MBA, LLM, DBA,
Director (the “Institution™),

ICON Clinical Research Limited located at
South County Business Park, Leopardstown,
Dublin 18, Ireland, VAT EU -—IE8201978R,
represented by

authorized representative based on the power of
attorney  (“ICON™), acting as an independent
contractor for Akros Pharma Ine. located at 302
Carnegie Center, Suite 300, Princeton, NJ 08540,
United States of America (the “Sponsor”). ICON
has agreed to accept certain obligations and duties
in respect of the conduct of the clinical trial in
Czech Republic;

and

Institution, acting within _the scope of his
employment, located at

I o shall serve as the

principal investigator (“Investigator”) for the
Study as defined below.

The Institution and the Investigator may be
collectively referred to as the “Site”.

1. STATEMENT OF WORK.

(a) The Investigator wiil conduct the clinical
rescarch study entitled “A  Phase 2a,
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SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI

Tato ~ SMLOUVA O  PROVEDENI
KLINICKEHO HODNOCENI (dile jen
»omlouva®™) nabyva uéinnosti dne dnem zvetejnéni
dle zakona € 340/2015 Sb., o registru smluv (dale
jen ,,Datum 0€innosti™) a nzavira se mezi

Vojenskou nemocnici Brno p.o. s sidlem
Zabrdovicka 3, 615 00 Brno, Ceskd republika,
1CO: 60555530, DIC: CZ60555530, zastoupenou
plk. g&. MUDr. Viclavem Masopustem Ph.D,
MBA, LLM, DBA, feditelem (ddle jen
wLdravotnické zafizeni™),

spolec’nosti JICON Clinical Research Limited sc
sidlem  South  County  Business  Park,
Leopardstown, Dublin 18, Irsko, VAT EU (DIC
EU) —1E8201978R,  zastoupenou |G

povéfenym zastupcem na
zdkladé plné moci (dile jen JCON™), jednajici
jako nezavisly dodavatel spoleénosti Akros
Pharma Inc. se sidlem 302 Camegie Center, Suite
300, Princeton, NJ 08540, Spojené staty americké
(dale jen ,Zadavatel). SpoleCnost ICON se
zavazuje pievzt ur€ité zavazky a povinnosti
tykajici se provadéni klinického hodnoceni v Ceské
republice;

a

itho v rozsahu

svého zaméstnani, se sidlem

I \cr§ budc vyStupoval jako

hlavni  zkoulejici (dile jen ,ZkouSejici®)
odpovidajici za Studii, jak je definovdno niZe.

Zdravotnické zafizeni a Zkousejici mohou byt dale
spoleéné oznmatovan jen jako ,,Res’itelské

centrum® .

1. POPIS PROJEKTU.

(a) Zkoudejici provede klnickou vyzkwnnou
studi pod ndzvem ,Multicentricka,
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(b)

Multicenter, Randomized, Double-
blind, Placebo-controlled, Parallel-
group Study to Evaluate the Efficacy,
Safety and Tolerability of JTT-861
Administered for 12 Weeks in Subjects
with Heart Failure with Reduced
Ejection Fraction (POWER-HF)” (the
“Study™), bearing protocol number
ATS861-G-22-002, as may be amended
from time to time (the “Protocol”), the
provisions of which are incorporated
herein by reference. The conduct of the
Study will commence only upon obtaining
all required approvals of the relevant
regulatory authorities. In case these
regulatory approvals are not obtained, the
Investigator will not start the conduct of
the Study and this Agreement will be
deemed terminated. To avoid any doubts,
the parties agree that the regulatory
approval or rejection should be obtained
within |8 (eighteen) months as of the
effiective date of this Agreement. The
Investigator shall perform the Study in
conformance with: (i) generally accepted
standards of good clinical practice, (ii} an
ethical manner and in a manner that
appropriately protects the safety, security,
and well-being of the Study subjects and
any data arising from the Study (iii) the
Protocol, (iv) the FDA Form 1572, and (v)
all applicable Jaws, rules and regulations
including, but not limited to, those
governing the conduct of the Study. The
Institution shall not reassign the conduct of
the Study to another investigator without
ICON’s express written consent. If the
Investigator is unable to perform the duties
required by this Agreement, the Institution
shall promptly notify ICON in writing. If a
mutually acceptable replacement is not
available, this Agreement may be
terminated as provided herein.

The Institution shall provide appropriate
resources and facilities so the Investigator
can conduct the Study in a timely and
profizssional manner and according to the

Revised March 2023
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randomizovand, dvojité zaslepena,
placebemn kontrolovand studie faze 2a
s paralelnimi skupinami k vyhodnoceni
ucinnosti, bezpec'nosti a sndSenlivosti
pFipravka JTT-861 podavaného po
dobu 12 tydni u subjekti se srdefnim
selhinim a snizenou ejek&ni frakei
(POWER-HF)* (dile jen ,Studie®), s
dislem protokolu AT861-G-22-002, wve
znéni  piipadnych zmén (dale jen
LProtokol”), jehoZ ustanoveni jsou
nedilnou souc”asti této Smlouvy. Provadéni
Studie bude zahajeno az po ziskani viedh
pozadovanych  souhlasi  pfisluSnych
regulaénich organd. V pfipadé, Ze tato
regulaéni schvdleni nebudou ziskéna,
Zkousejici nezahaji provadéni Studie a tato
Smlouva bude povaZovina za ukonéenou.
Aby se predeslo jakymkoli pochybnostem,
smluvni strany souhlasi s tim, Ze re_culacni
schvaleni nebo zamitnuti je tf coa ziskat do
18 (osmnacti) mésicd od data U&nnosti
této Smlouvy. ZkouSejici bude provadét
Studiit v souladu s (i) vSeobecné
akceptovanymi standardy spravné klinické
praxe (GCP), (i) etickym jedndnim a
zplsobem, ktery  pfimérené  chréni
bezpecnost, jistotu a pohodu subjektd
Studie a Gdajii ziskanych ze Studie, (iii)
Protokolem, (iv) FDA formuldfem 1572, a
(v) viemi piislusnymi zdkony, pfedpisy a
smermicemu vee® mimo jiné piedpisii

upravujicich provadeéni Studie.
Zdravotnické zafizeni neni oprdvnéné
poveétit vykonem Studie  jiného

Zkousejiciho bez vyslovného pisemného
souhlasu TCON. Nemitize-li ZkouSe jici
vykondvat povinnosti  vyplyvajici ze
Smlouvy, Zdravotnické zafizeni je o tom
povinng  ICON  neprodiené pisemng
vyrozumét. Nelze-li nalézt nahradu
pfijatelnou pro obé strany, miZe nékterd
strana  od této Smiouvy odstoupit
zplisobem v této Smlouvé stanovenym.

Zdravotnické zafizeni poskytne vhodné
zdroje a mozZnosti, aby Zkous'ejci mohl
Studii provést véas a odborné a v souladu s
podminkami této Smlouvy. ReSitelské
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terms of this Agreement. The Site shall
ensure that only individuals who are
appropriately trained and qualified will
assist in conducting the Study. The Site is
responsible for ensuring that all personnel
participating in the Study (“Study Team”)
comply with the terms of this Agreement,
excluding personnel supplied by ICON or
Sponsor. Institution and Investigator agree
to promptiy notify ICON m the event any
Study Team Member is reported to or
comes under investigation by any
licensing board, independent ethics
committee or institutional review board,
and further agrees to promptly discontinue
the use of any such personnel in
connection with the Study unless JCON
consents in writing to the continued use of
such persennel, which such consent shall
not be unreasonable delayed, conditioned,
or withheld. Unless otherwise agreed to in
writing by the parties, the Site shall
conduct the Study only at the facilities
indicated in this Agreement.

2. PAYMENT.

(a)

()

ICON will pay the Institution and the
Investigator according to the Payment
Terms attached hereto as Exhibit A
(“Payment Terms™ and the Budget
attached hereto as Exhibit B (“Budget”),
upon receipt of invoices /approval of
supporting documents for payments and
other appropriate documentation as
specified therein. Payments due hereunder
are pass-through payments from Sponsor
that will be sent afier such payments are
received by ICON from Sponsor. ICON
shall exercise reasonabie efforts to ensure
timely receipt of pass-through payments
from Spensor.

The Institution and the (“Payezes”), shall
provide full payment instructions and bank
details, in writing to ICON in the Payment

Revised March 2023
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centrum zajisti, Ze [¥i provadéni Studie
budou napomocni pouze vySkoleni
a kompetentni spolupracovnici. Regitelské
centrum odpovida za zajiSténi toho, Ze
veskery personal uastnici se Studie (dale
jen ,T¥m Studie™) spliiuje podminky této
Smlouvy, s vypmkou personalu, ktery
poskytne  ICON  nebo  Zadavatel.
Zdravotnické  zafizeni a Zkoudejici
souhlasi, Ze neprodlend oznami [CON,
pokud je dlem Tymu Studie ohlasen
licenc’ni komisi, nezavislé etické komisi
nebo piezkoumaci komisi nebo jimi
vySetfovan, a v ndvaznosti na takové
Setfeni bude stakovym &lenem Tymu
Studie  ukondena  veSkera  Einnost
souvisejici s provadénim Studie, pokud
spoleénost ICON nepoda pisemny souhlas,
ktery nesmi byt nepr iméfené opozdény,
podminény nebo odmitnuty,
s pokraovanim  spoluprace 3 danym
¢lenem. Pokud neni stranami sjednino
pisemné néco jiného, Resitelské centrum
bude provadét Studii jen v zafizenich
uvedenych v této Smiouvé.

2. UHRADA.

(@) ICON zaplati Zdravotnickému zaf izeni a
Zkoudejicimu dhradu v souladu s
platebnimi  podminkami, které  jsou
k tomuto dokumentu ptipojeny
jako piiloha A (dile jen . Platcbni
podminky*), a srozpoltem, ktery je

(b)

k tomuto dokumentu pripojen jako piiloha
B (dile jen ,Rozpofet®), a to na zakladé
doruceni faktur/ odsouhlaseni podkladd
pro platbu a dalSich prislusnych dokladt
v souladn s Rozpoétem. Uhrady splatné
podle této Smlouvy znamenaji prostfedky
poskytované Zadavatelem a  budou
zaplaceny poté, kdy je TCON obdrzi od
Zadavatele. TCON vynaloZi piiméfené
usili, aby obdrzela thrady od Zadavatele
vias.

Zdravotnické zafizeni a Zkouse jici pkoZ to

pfijemci platby (dile jen Pfijemce
plathy®) poskytnou pisemmné spalec”nosti
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(@)

)

Information Checklist (*PIC™), before any
payment can be made. The Payees are
obliged to inform ICON, in writing, of any
changes or required updates of payment
instructions and/or bank details. The
parties agree that any change of or update
to the Payees’ bank details contained in the
PIC may be effiected through a written
notice and shall not of itself require a
formal Amendment to this Agreement.

The Site is an independent contractor, and
neither ICON nor Sponsor i responsible
for any employee benefits, pensions,
workers’ compensation, withholding, or
employment-related taxes as to the Site or
its personnel.

The Investigator and any  sub-
investigators will complete and sign a
financial  disclosure  form  when

reasonably requested to do so by JICON or
Sponsor. These forms shall be promptly
updated as needed (0 maintain their
accuracy and completeness during the
Study and for one year after its
completion.  The  Institution  and
Investigator acknowledge and agree that
any payments made under this Agreement
will be disclosed to the local regulatory
authorities by Sponsor or ICON as
required under the EFPIA (European
Federation of Pbarmaceutical Industries
and Associations) Disclosure Code or
equivalent local legislation.

The Institution and Investigator hereby
agrees that no third party will be charged
for any aspect of treatment or subject care
for which the Payee has invoiced or been
paid under this Agreement. The
Institution hereby agrees that neither
participants in the Study nor any third

Revised March 2023
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ICON kompletni platebni pokyny a
bankovni spojeni, a to na formulafi
platebanich udaji (dale jen ,,PIC*) predtim,
nez bude moZno uskuteénit jakoukoliv
platbu. Piijemci platby jsou povioni
pisemné informovat ICON o jakychkoliv
zméndach nebo poZadovanych
aktualizacich v platebnich  pokynech
a/nebo bankovnim spojeni. Smluvni strany
sjednavaji, ze zmény nebo aktualizace
bankovniho spojeni Pripmel platby
obsazené v PIC mohou byt provadény
pisemnym oznamenim 2 samy © sobé

nevyzaduji uzavieni dodatku k této
Smlouvé.
Retitelské  centrum  je  pezdvislym

dodavatelem a ICON ani Zadavatel nejsou
odpovédni za vyplaceni jakychkoli pozitkt
zaméstnancd, diichodd, nahrad
pracovnik(im, sraiZek nebo dani hrazenych
za zaméstnance bud’ Resitelskému centru,
nebo jeho personalu.

Zkou3ejici a pf ipadni spoluzkousejici na
pfiméfenou zadost [CON nebo Zadavatele
vyplni a podepidi formuld¥ finanénich
idaji. Tyto formuldfe musi byt v pr ipadée
potieby neprodleng aktualizovany, aby po
dobu Studic a jednoho roku po jejim
skonc’eni  ziistaly spravné a  aplné.
Zdravotnické zatizeni a ZkouSejici berou
na védomi a souhlasi stim, Ze velkeré
platby provedené v ramci (&0 Smlouvy
budou Zadavatelem nebo ICON sdé€leny
mistnim reguladnim ufadim, jak je
pozadovano podle kodexu zvefejiovini
vydaného EFPIA (Evropska federace
farmaceutického primyslu a asociaci)
nebo ekvivalentnim mistnim predpisent.

Zdravotnické zafizeni a ZkouSejici timto
souhtlasi s tim, Ze Zadné tfeti strané nebude
vZadném ohledu udtovana Ié&ba ant
zdravoini péCe poskytnuta subjektu Studie,
kterou Piijemce platby fakturoval nebo
ktera byla uhrazena v rameci této Smlouvy.
Zdravotnické zafizeni timto souhlasi s tim,
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(®

(8)

(b)

3

(@)

party will be charged for JTT-861 (the
“Study Drug™) or any comparator drugs
provided for this Study, nor shall Payee
include such cost i any cost report to
third-party payers.

Unless otherwise agreed herein, payments
will be made for evaluable subjects and
for eligible subjects only. An eligible
subject is one who meets all of the
inclusion requirements and does not meet
any of the exclusion criteria of the
Protocol, who was emrolled by
Investigator, and from whom mformed
consent has been obtained. An evaluable
subject is one for whom case report forms
(“CRTs™) have been properly completed
in accordance with the Protocol, and who
hag completed the appropnate Study
procedures as set forth in the Protocol,
and undergone the evaluations required
by the Protocol.

The parties acknowledge and agree that
the compensation provided for Site’s
performance under the Agreement
represents the fair market value for the
services conducted by Site and has been
agreed independently from any business
the Institution or the Investigator has
made or may make in relation 1o the
ordering of products or services of the
Sponsor.

The parties hereby acknowledge that the
expected maximum amount of the total
payment under this Agreement is CZK
=749,620.00.

RECORDKEEPING: REPORTING;

ACCESS.

Authorized representatives of Sponsor
and/or ICON have the nght, upon
reasonable advance notice, and during
regular business hours, to: (i) audit and
examine the Site’s facilities required for
performance of the Study; and (i) review

Revised March 2023
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7e ucastnikfim Studie ani 2adné ifeti strané
nebude uétovan JTT-861 (dile jen
~Hodnoceny 1€k“) nebo jiny srovnavaci lék
poskytnuty pro tuto Stadi, a Ze takovéto
naklady nebudou zahrnuty do Zadného
vykazu nakladi pro platce-tieti strany.

Pokud v této Smlouvé neni dohodnuto
Jinak, platby budou provadény jen =za
vyhodnotitelné subjekty a jen za zplisobilé
subjekty. Zpusobily subjekt je ten, ktery
splni viechny podminky pro zafazeni a
nesplimje Zadné z vylu€ovacich kritérii
uvedenych Protokolu, ktery byl zafazen
Zkousejicim a  ktery ud€lil  swij
informovany souhlas. Subjekt, kter¢ho lze
vyhodnotit, je ten subjekt, u n&jZz byly
uspokojivé vyplnény vsechny formulaie
pro zdznamy Subjekti Smdie (dile jen
LCREF*) vsouladu s Protokolem, ktery
absolvoval pfisludné stadimi kony
stanovené Protokolem a ktery absolvoval
vySetfeni poZadovand Protokolem.

Smluvni strany uznavaji a souhlasi s tim,
7e odména za plnéni ReSitelského centra
na zaklad¢ této Smlouvy pfedstavuje
spravedlivou trzni hodnotu  sluZeb
poskytnutich Red itelskym centrem a byla
sjednana nezavisle na jinych obchodnich
vztazich, stavajicich nebo potencidlnich,
Zdravotnického zatizeni nebo
Zkousejiciho tykajicich se objednavek
vyrobkl nebo sluzeb Zadavatele.

Smluvni strany berou na védomi, Ze
maximalni pfedpokladana hodnota plnéni
dle této Smlouvy je ==749.620,00 K&

3. ZAZNAMY: VYKAZY: PRISTUP.

(2)

Zmocnéni zastupci Zadavatele, pfipadné
I[CON, jsou opravnéni na zakladé
pfiméfeného  pfedchoziho  oznameni
v piiméfené |hiat€ a béhem obvykle
pracovni doby: (i) provadét audit a
kontrolovat zafizeni Resitelského centra
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all data, records and work products
relating to the Study, and if necessary,
make copies of such data, records and
work products, provided such copies do
not inclide any unauthorized individually-
identifiable information of a Study subject.
The Site shall maintain complete and
accurate records related to the Study, and
shall retain all such records resulting from
the Study m accordance with ICH GCP for
the time required by applicable laws and
regulations.

The Investigator will deliver CRFs to
ICON within seven (7) days of
Investigator’s review or in accordance
with  ICON’s  reasonable  written
instructions, as the case may be. The
Investigator  shall be available at
rcasonable times during normal business
hours t© meet with Study monitors and
answer gquestions regarding the conduct of
the Study. If ICON must use or access the
Site’s computer systems, it will do so in
accordance with the Site’s instructions and
will only use acquired information for the
purpose of the Study and in accordance
with applicable laws. Instiution and
Investigator will comply with Investigator
obligations under ICH GCP 4.1.4. and
4.9.7to ensure Study monitors are granted
direct access to Study Subject original
medical records for verification purposes,
including periodic access to allow
comparison of certified copies of medical
records against the original records fo
verif y their authenticity. Ifused at the Site,
Site shall provide Study monitors access o
its electronic medical records system. Site
shall ensure that only Study Subject
medical records shall be disclosed to Study
monitor and shall ensure that no access to
non-Study Subject records is possible.
Where this is not possible, Institution and
Investigator shall ensure certified paper
copies are made available for inspection.
The Site shall ensure sufficient access is

(b)

Vojenska nemocnice Brno p.o. /
ATB61-G-22-002

poti'ebné k provedeni Studie a (u)
zkontrolovat vedkeré Udaje, zdznamy a
vysledky prace souvisejici se Studii, a
jestlize o je potiebné, potizovat si kopie
takovych udaji, zaznam a vysledki
prace, za predpokladu, Ze takové kopie
neobsahuji  nepovolené  individualngé
identifikovatelné informace o Subjektu
Studie. ReSitelské centrum je povinmo
vést aplné a spravné zaznamy tykajici se
Studie a zaznamy vzniklé ze Studie je
povinno archivovat v souladu s ICH GCP
po dobu, jakou stanovi piisluiné zikony a
pravni pfedpisy.

ZkouSejici  zaSle  zdznamy  CRF
spole€nostt  ICON do  sedmi (7)
pracovnich dni od revize ZkouSejicim
nebo v souladu s pfiméfenymi pisemnymi
pokyny ICON podte okoinosti. Zkou3ejici
bude v priméfenych hodinich v béiné
pracovni dobé k dispozici ke schizkam s
monitory Studie a bude odpovidat mna
jejich otazky tykajici se provadéni Studie.
Pokud musi ICON pouzit pocitatové
systémy Resitelského centra nebo do nich
vstoupit, u€ini tak v souladu s pokyny
Regitelského centra a ziskané informace
pouZije pouze pro ufely Studic a v
souladu s piisluSnymi pravnimi piedpisy.
Zdravotnické zafizeni a Zkousejici budou
postupovat v souladu s povinnostmi
vyplyvajicimi z ICH GCP 4.1.4. 249.7. a
zajisti monitorovi Studie poskytnuti
pfimého pif itupu K plvodnim lekatskym
zaznamum Subjektd Studie za tucelem
ovéteni, véetné pravidelného pf istupu ke
vzajenmému porovnavani ovef ené kopie
zdravotnické dokumentace proti
pivodnim zdznambm, které maji ovefit
jejich pravost. Pokud se pouZiva v misté
Resitelského centra, Reditelské centrum
poskytne monitorovi Studie pf istup do své
elektronické databéze lékaiskych
zaznam@. Reditelské centrum zajisti, aby
byly =zpiistupne’ny pouze ty lékafské
zaznamy, které se tykaji Subjekth Studie,
a zajisti, Ze monitor Studie nebude mit
zadny piistup k dokumentaci, kierd se
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granted to the monitor to enable source
data verification of the Study Subjects.

(c) The Site will promptly notify Sponsor and

ICON if any regulatory authority notifies
the Institution or Investigator of a pending
inspection relating to the Study, and will
promptly forward to Sponsor and ICON
copies of any written communication
received as a result of such inspection
which are related to the Study. The Site
shall also provide to Sponsor and ICON
copies of any documents provided o any
inspector that relate to the Study.

4. CONFIDENTIALITY.

(@) The Protocol, Study Drug(s), CRFs, and

any and all information, data, reports or
documents, disclosed to or generated by
the Site or any Study Team members
regarding the work performed under this
Agreement (other than sabject medical
records) or which otherwise relates to this
Study (“Confidential Information™) belong
to Sponsor and shall not be disclosed by
the Site to any third party or be used for
any purpose other than the performance of
the Study without the prior written consent
of Sponsor, during a period of seven (7)
years after the termination of the
performance of the Agreement. The above
obligations of confidentiality shall not

apply to the extent Confidential
Information:
i) is or becomes, through no fault of the

Site, part of the public knowledge;

Revised March 2023
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netyka Subjekti Studie, je-li toto moZné.
Pokud toto neni moZné, Zdravotnické
zaf izeni a ZkouSejici zajisti ovéfené
tiSténé kopie zéznaml a poskyine je
k dispozici pro kontrolu  ReSitelské
centrum zajisti dostateny pfistup pro
studijniho monitora za Gcelem kontroly

zdrojové dokumentace studi jnich
Subjektd Studie.
Resitelské centrum bude bezodkladné

informovat Zadavatele a ICON, jestlize
bude n€jaky regulaéni Giad informovat
Zdravotnické zafizeni nebo Zkousejicibo
o chystané kontrole nebo auditu tykajiciho

se Studie, a bezodkladné postoupi
Zadavateli a ICON kopie ve§ kerych
pisemnych matenald, které obdrzi

v souvislosti stouto kontrolou a které
souviseji se Studii. ReSitelské centrum
dile pfedd Zadavateli a ICON kopie
veSkerych dokumentl, které poskytlo
kontroloriim a které se vztahuji ke Studii.

4. DUVERNOST INFORMACI.

(a)

Protokol, Hodnocené Ikky, piipadové
formulite a wveskeré informace, udaje,
zpravy nebo dokumenty, které obdrZi nebo
vytvori Reditelské centrum nebo Elenové
Tymu  Studie v souvislosti s praci
vykonavanou v souladu s touto Smlouvou
(krom¢ 1ékafskych zaznami subjektl
Studie) nebo jinak souvisejici se Studii
(ddle jen ,.Davérné informace™), jsou
vlastnictvim Zadavatele a Regitelské
ceptrum neni opravnéno je sdélovat
jakeékoli tfeti osob& ani pouZivat k
jakémukoli ynému 0 du neZ pii pneni
Studie bez pfedchoziho pisemného
souhlasu Zadavatele po dobu sedmi (7) let
po ukonceni Smlouvy. Vyse uvedeny
zavazek  div&mosti  informaci  se
nevztahuje na Divémé mformace v
rozsahu, v jakém:

i) jsou nebo budou zvefejnény bez
zavinéni zc strany ReSitelského
centra;

Boge Pofdh =




(b) Site
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i) the Site can demonstrate was already
lawfully in the Site’s possession on
the date of disclosure to the Site and
not subject to prior confidentiality

obligations;

11) is acquired by the Site from any third
party  without restrictions on
disclosure; or

iv) is  developed by the  Site

independently, without the use or
benefit of Confidential Information,
and as evidenced by competent
written records.

may disclose Confidential

Information to the extent

necessary for the medical care of
Study Subjects, provided that Site
promptly informs ICON and/or
Sponsor of the disclosure and the facts
surrounding the need for disclosure;

i)

requirted by the relevant IRB to
provide approval of the Study;
provided, however, that Institution
shall ensure that these recipients
protect Confidential Information in
accordance with the terms herein; or

the Site is required by law,
government agency, a court of
competent jurisdiction, or subpoena t©
disclose Confidential Information. In
the event of compelled disclosure, Site
must immediately inform Sponsor of
such a requirement prior to disclosure
to allow Sponsor reasonable
opportunity to limit the scope of such
disclosure and/or seek an appropriate
protective order. Institution shall
disclose only the minimum amount of
information necessary to comply with

i)

Revised March 2023
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ii) miZe ReSitelské centrum prokazat, %e
k datu jejich sdgleni ReSitelskému
centru jiz byly legalné Regitelskému
centru znamy, aniz by podléhaly
ptedchozi mu  zavazku  dlvérnosti
informaci;

iii) je ReSitelské centrum ziskalo od
néjaké tleti osoby bez omezeni
tykajicich se jejich sdélovani; nebo

iv) je Regitelské centrum vytvofilo
nezavisle bez pouziti & pfispéni
Davémych  informaci, coz  lze
prokazat  ptisludnymi  pisemnymi
zaznamy.

(b) Resitelské centrum miiZe diivérné informace
sdélit, pokud

i)

i)

je to nezbyiné pro lékafskou pédi o
subjekty hodnoceni za piedpokladu, Ze

Resitelské centrum bude neprodiens
informovat ICON a/nebo Zadavatele o
takovém sdéleni a  skuteénostech

souvisgjicich s nuinosti sdéleni divémych
informaci;

to vyZaduje piisluina eticka komise, aviak
za pfedpokladu, Ze Zdravotnické zfizeni
zajisti, Ze tito pfijemci budou chranit
divérné informace v souladu s
podininkami této Smlouvy; nebo

bude Regitelské centrum muset divémé
nfiormace sdélit ze zakona, na Zadost
viadniho  organu, soudu  pEislusné
jurisdikce nebo na zakladé pFedvolani ke
sd&leni divérnych informaci. V pipadé
nuceného sdéleni divérmych informaci
musi Regitelské centrum o takovém
pozadavku thned informovat Zadavatele, a
to jedté pred sdélenim takovych informaci,
aby mél Zadavatel odpovidajici ptileZitost
omezit rozsah takového sdéleni divernych
informaci a/nebo usilovat o pfisluiny
ochranny pf ikaz. Zdravotnické zafizeni
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such law or court order and shall
request confidential treatment of such
Confidential Information.

(¢) Upon notice by Sponsor and/or ICON, Site
shall cease wusing the Confidential
Inforination and shall promptly return or
destroy the Confidential Information i
accordance with Sponsor or ICON's
written instructions. Site may retain one
(1) copy of the Confidential Information
for purposes of compliance with its
foregoing obligations. Any Confidential
Information retained in electronic file
backups shall be maintained in accordance
with this Agreement.

This Section 4 does not limit the Site's
rights or obligations under Section 6
Publication.

()

5. PRIVACY AND DATA PROTECTION.

The parties agree to adhere to principles,
instructions and guidance contained into Exhibit D
in relation to the processing of personal data that
may be necessary to conduct the Study.

6. PUBLICATION.

Where the Study is conducted in the EEA, Sponsor
is required by law to publicly disclose the
performance of the Study and publish the suininary
results of the Study within 6 or 12 months
(depending on the type of trial) of its completion at
all sites and will do so without further notice to
Institution and Investigator. Institution and
Investigator hereby consent to allow Sponsor or
ICON to disclose or allow any competent authority
to disclose their name as well as the address of the
Institution and name of the Investigator where the
Protocol will be performed and its results,
following completion, in generally available trial
databases to the extent required by any applicable
laws and regulations.

Revised March 2023
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sdéli pouze minimdlni mnoZstvi informaci
nezbytné pro dodrZeni takového zdkona
nebo soudniho piikazu a pozada o divérné
zachdzeni S t€mito divérnymi
informacemi.

Po oznameni Zadavatele a/mebo ICON
pfestane  RegSitelské centrum pouzivat
divémé informace a neprodlené je vrati
nebo znic¢i v souladu s pisemnymi pokyny
Zadavatele nebo ICON.  Reitelské
centrum si miZe ponechat jednu (1) kopii
divérnych informaci pro Glely splnéni
svych  vySe uvedenych povinnosti
Jakékoli diivérné informace archivované v
zaloznich elektronickych souborech budou
uchovévany v souladu s touto Smlouvou.

(c)

(d) Tento élénekv 4 neomezuje prava anj
povinnosti  ReSitelského centra podle

¢lanku 6 Zvefejii iovani.

5. OCHRANA SOUKROMI A
OSOBNICH UDAJU.

Smiuvni strany souhlasi s tim, Ze budou
dodrZovat principy, pokyny a zdsady obsaZzené v
pfiloze D v souvislosti se zpracovanim osobnich
udaj, jez miZe byt pro provedeni Studie nezbytné.

6. ZVEREJNOVANL

Pokud bude Studie provadéna v élenské zemi
Evropského hospodafského prostoru (EHP),
Zadavatel je ze zikona povinen zvefejnit prib&h
Studie a zvefejnit souhrnunou zpravu o ukonéeni
Studie do 6 nebo 12 mésict (v zdvislosti na typu
Studie) po jejim ukondeni na viech Regitelskych
centrech a uc'mi tak bez dalSiho upozoméni
Zdravotnického  zafizeni a  Zkou3 ejiciho.
Zdravotnické zafizeni a ZkouSejici timto souhlasi,
aby Zadavatel nebo ICON zveiejnili nebo povolili
jakémukoli pfislusnému dGfadu zvefejnéni jejich
Jména, steiné jako adresy Zdravotnického zafizeni
a jména Zkousejiciho, kde bude Studie provedena,
a jeji nasledné zkompletované vysledky v béing
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The Study is part of a multi-site study, and
publication of the results of the Study conducted at
the Site shall not be made before the first multi-site
publication by Sponsor. Once the Sponsor’s multi-
site publication has taken place, the Site shall have
the right to publish its results from the Study,
subject to the notice requirements that follow. In
compliance with the foregoing, the Site shall have
the right to publish i#s results from the Study,
subject fo the following notice requirements. Prior
to submitting or presenting a manuscript or other
materials relating to the Study to a publisher,
reviewer, or other outside person/entity, the Site
shall provide to Sponsor a copy of all such
manuscripts and materials, and Sponsor shall have
sixty {60) days from receipt of such manuscripts
and materials to review and comment. At
Sponsor’s request the Site shall remove any
Confidential Information (other than Study results)
prior © submitting or presenting the materials. The
Site shall, upon Sponsor’s request, further delay
publication or presentation for a period ofup to one
hundred twenty (120) days to allow Sponsor to
protect its interests in any Sponsor Inventions (as
defined below) described in any such materials.

Publ:c Disclosure of Agreement. I[CON and the
Sponsor acknowledge that with regard 0 Act No.
34072015 Coll, on the Register of Contracts, as
amended, that the Institution is obliged to publish
this Agreement and any amendments thereto in the
Register of Contracts. Such disclosure is not
subject 1o those data that constitute the trade secrets
of one of the Parties. The Institution is responsible
for publishing this Agreement. If the Institution
does not publish this Agreement within the
statutory thirty (30) day period, the Agreement
may be published by the ICON.

Revised March 2023
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dostupnych  databazich studii v rozsahu
pozadovaném padle platnych zékon( a pfedpist.

Studie je souéasti multicentrického klinického
hodnoceni a zvefeméni vysledka Studie provadéné
v Refitelském centru nejsou dovoleny pred prvni
multicentrickou publikaci provedenou
Zadavatelem. Jakmile do8lo k multicentrické
publikaci, Regitelské centrum mé pravo publikovat
své vysledky ze Studie, s vyhradou pozadavki
oznameni, kterdA budou néasledovat. V souladu
s vyie uvedenym ma Resitelské centrum pravo po
pfedchozim pisemném souhlasu Zadavatele a pod
podminkou  nize uvedenych  ohlaSovacich
povinnosti své vysledky Studie zvefejnit. Pred
piedloz’enim nebo prezentaci rukopisu & jinych
materidlll tykajicich se Studie vydavateli, lekiorovi
nebo jiné fvzické/pravnické osobé zwndi je
Refitelské centrum povinno predlozit Zadavateli
Jjednu kopii viech rukopist a materiald k posouzeni
a pfipominkovani a Zadavatel ma na pfezkum a
ptipominkovani Sedesatidenni (60) Ihiitu od jejich
obdrZeni. Na Z&dost Zadavatele je ReSitelské
centrum povinno pied piedloZenim nebo prezentaci
materialu  zné] odstranit  vlechny Diavérné
informace (kromé vysledkl Studie). Na Zadost
Zadavatele je ReSitelské centrum povinno
publikaci nebo prezentaci pozdrZet o daldich az sto
dvacet (120) dnd, aby mohl Zadavatel zajistit
ochranu svych prav k Vynaleziim Zadavatele (jak
jsou definovany niZe) popsanym v téchto
materialech.

Zvefejnéni Smlouvy. ICON a Zadavatel berou na
védomi, Ze s ohledem na zikon & 340/2015 Sb. o
registrz smluv, ve znéni pozdéich predpist, je
Zdravotnické zafizeni povinno tuto Smlouvu a jeji
pi ipadné dodatky zvefejmt v registru smluv.
Takovémuto zverejnéni nepodléhaji ty udaje, které
tvoli obchodni tajemstvi nékteré ze smluvnich
stran. Za zvefejnéni té&o Smlouvy odpovida
Zdravotnické  zaf izenl. Pokud Zdravotnické
zaf izeni nezvefejni tuto Smlouvu v zakonné lhiité
tficeti (30) dni, miZe byt Smlouva zvefejnéna
spoleénosti ICON,
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7. OWNERSHIP.

All documents, protocols, data, know-
how, methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Investigator pursuant to this
Agreement are and shall remain Sponsor’s
property. The completed CRFs, the final report (if
applicable) and all infiormation and data resulting
from the Study including Study results (“Study
Data*), shall also be owned by Sponsor. The
Investigator assigns {and shall require all Study
Team members to assign) to Sponsor all rights, title
and interest, if any, in and to such Study Data.
Sponsor shall not own subject medical records.

8. INVENTIONS.

The existing inventions and technologies
of Sponsor or the Investigator are their separate
property and are not affected by this Agreement.
The entire right, title and interest in and to any
inventions, discoveries, know-how, copyrights or
other intellectual property rights that are
conceived, developed, or reduced to practice,
(including all mprovements or modifications),
which (i) rely, use, or incorporate the Study Drug;
(i) incorporate or are anticipated by the Protocol;
or (iii) rely, use, or incorporate any Confidential
Information, shall be the exclusive property of
Sponsor (collectively referred to as “Sponsor
Inventions*). The Investigator shall promptly
disclose in writing to Sponsor each such Sponsor
Invention and hereby assigns {and shall ensure that
all Study Team members hereby assign) to Sponsor
all rights, title and interest, if any, in and 10 each
such Sponsor Invention. Investigator agrees to
provide, at Sponsor’s expense, reasonable
assistance t0 Sponsor to enable Sponsor to perfect
and enforce its rights in such Sponsor Inventions.
The Investigator shall have exclusive ownership of
any inventions or discoveries conceived or reduced
o practice solely by the Investigator that are not
Spensor Inventions.

The Investigator and/or Institution shall ensure that
all individuals working on the Study, including the
Investigator and the Study Team members, have
assigned t the Investigator or have a legal
obligation lo the Investigator to assign all their

Revised March 2023
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7. VLASTNICTVL

Veskeré dokumenty, protokoly, tdaje,
know-how, metody, postupy, vzorce, Divérné
informace a Materidly (jak je definovano niZe),
kter¢ ZkouSejici obdrzi na zakladé této Smlouvy,
jsou anadale zdstanou vlastnictvim Zadavatele.
Vlastnictvim Zadavatele jsou i1 vyplnéné CRF,
zavéretnd zprava (pokud to piipada v tvahu) a
dalsi ptipadné vysledky Studie (dile jen ,,Udaje
Studie”). Zkous ejici postoupi Zadavateli (a zajisti,
aby tak ulinih viichni ¢lenové Tymu Studie)
veSkerd pi ipadnd prdva, naroky a podily tykajici se
Udaji Studie. Vlastnictvim Zadavatele nejsou
lékatské zpravy subjektd Studie.

8. VYNALEZY.

Stavajici  vyndlezy a  technologie
Zadavatele nebo Zkoudejictho zakladaji jejich
samostatné vlastnictvi a Smlouva na né nema
zadny vliv. Veskera prava, naroky a podily ohledné
vegkerych vynalezii, autorskych prav nebo jinych
prav  duSevniho vlastnictvi, know-how, které
vzniknou, budou vyvimmuty nebo pouZity v praxi,
vletné veSkerych zlepSeni nebo Uprav, kieré (i)
pouzivaji, vyuzivaj nebo zahrnuji Hodnoceny lk;
(i) jsou zahrnuty nebo piedvidany v Protokolu;
nebo (ili) pouZivaji, vyuZivajl nebo zahrnuji
Divémé informace, zakladaj vylucné vlastnictvi
Zadavatele (spole¢né dile jen ,Vyndlezy
Zadavatele™). Zkousejici je povinen bezodkladné
pisemné informovat Zadavatele o kaz' dém takovém
Vynélezu Zadavatele a pfevede (a bude poZadovat
na vdech élenech Tymu Studie, aby prevedli) na
Zadavatele veSkerd prava, naroky a podily (ykajici
se¢ kazdého jednotlivého Vynalezu Zadavatele.
Zkoudejici se zavazuje poskytnout Zadavatel na
jeho naklady pfiméfenou pomoc, aby mohl
Zadavatel smluvné zajistit a vykondvat sva prava
na takové Vyndlezy Zadavatele. ZkouSejici ma
vyluény vlastnicky titul ke viem vyndlezlim nebo
objeviim, které vzniknou nebo budou pouZity v
praxi vyhradné zasluhou Zkoudejiciho, které
nenalezi Zadavateli.

Zkousejici a/nebo zdravotnické zafizeni zajisti, aby
viichni pracovnici, ktefi se ma studii podileji,
vEetné zkousejici ho a ¢lendl tymu studie, postoupili
zkouSejicimu vSechna svd prava ke viem
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rights to any Inventions.

9.

(a)

®)

(©)

(d)

MATERIAL TRANSFER:; RETURN

OF MATERIALS; EQUIPMENT.

During the Study, Sponsor or Sponsor’s
designee shall provide to the Site, at
Sponsor’s expense, the Study Drug,
placebo and other compounds, or agents
for the performance of the Study
(collectively, the “Materials”). The
Matenals will be used only by the Site for
performance of the Study in accordance
with the Protocol and this Agreement. The
Site shall handle, store, and ship or dispose
of Materials m accordance with the
Protocol and any reasonable written
instructions provided by Sponsor (or
Sponsor’s designee), and in compliance
with all applicable, local and national laws,
rules and regulations including, but not
limited to, those governing hazardous
substances.

Unless otherwise agreed by the parties, in
the event that the Protocol for a Study
requires the coliection of blood, tissue or
other biological materials from subjects
(“Biological Materials™) the Investigator
agrees that the use of such Biological
Materials shall be limited to those tests,
analyses or procednres identified n the
Protocol and informed consent as
approved by the IRB/EC.

Upon completion or termination of the
Study, all Materials furnished to the Site
by Sponsor or Sponsor’s designee shall be
promptly returned or destroyed as directed
by TCON. Shipping costs relating thereto
will be paid by ICON,

If Sponsor provides equipment 0 the Site,
such equiprnent shall be used only by the
Site for the performance of the Study and
in accordance with any written instructions
of use and/or training provided by the

Revised March 2023
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vynaleziim nebo aby méli zdkonnou povinnost mu
viechna sva prava ke viem vynalezim postoupit.

9. PREVODY AVRACEN IMATERIALU:

(a)

(b)

©

(d)

VYBAVENI.

V prOb&hu Studie, Zadavatel nebo
Zmocn€ nec Zadavatele poskytnou
Reditelskému  centru, na  ndklady

Zadavatele, Hodnoceny Iék, placebo nebo
jiné smesi €i chemické latky k provedeni
Studie (spole¢né dale jen ,Materidly™).
Regitelské centrum bude Materidly
vyuzivat vvhradné pfi providéni Studie v
souladu s Protokolem a touto Smlouvou.
Regitelské centrum bude s Materialem
nakladat, skiadovat jej a zasflat nebo
likvidovat v souladu s Protokolem a
piimé&fenymi pisemnymi pokyny
pfedanymi Zadavatelem (vebo jeho
zmocnéncem) a v souladu se  viemi
platnymi  mistnimi  a  vaitrostatnimi
zakony, pravidly a pfedpisy, vc'emé mimo
Jjiné predpisi wupravujicich zachazeni s
nebezpec nymi latkami,

JestliZe mneni  smluvnimi  Stranami
dohodnute  jinak, pokud  Protokol
vyzaduje odbér krve, tkané nebo jiného
biologického materialu od subjektil Studie
(dile jen ,Biologicky matenal®),
ZkouSejici se zavazuje, Ze odbéry
takového Biologického materidlu budou
limitovdny na testy, analyzy nebo
procedury v souladu s Protokolem a se
souhlasem schvilenym etickou komisi.

Po ukonc’eni nebo zruSeni Studie musi byt
viechny  Materidly, které obdrzelo
Reditelské centrum od Zadavatele nebo
jeho zmocnénce, vraceny v souladu s
mstrukcemi ICON. Py isluSné prepravni
néklady uhradi ICON.

Poskytuje-i  Zadavatel  Refitelskému
centru vybaveni, bude Refitelské centrum
toto vybaveni pouZivat vyhradné k
provadéni Studie a v souladu s ves'kerymi
pisemnymi ndvedy k pouziti a/nebo

Page 12 of 45




[ .CON,

Confidential / DGvérné

Czech Republic/ Institution & Investigator Clinical Trial Agreement

equipment manufacturer or Sponsor. Such
equipment is property of the Sponsor or
Sponsor’s designee and shall be returned,
at Sponsor’s expense, to Sponsor {or
Sponsor’s  designee), upon Sponsor’s
written request or upon completion of the
Study. The equipment to be provided is
listed at Exhibit C. Site will use reasonable
care to maintain such equipment while in
its possession, provided that Sponsor shall
be responsible for maintenance and repair
costs due to normal wear and tear. In the
event that equipment is damaged for
reasons not due to correct usage or normal
wear and tear, Site shall be liable for the
cost of repair or replacement of the
affecied equipment.

10. TERM; TERMINATION.,

(2)

(b)

()

Revised March 2023

This Agreement shall commence on the
Effective Date, subject to the approval of
the Study by the State Institute for Drug
Control, the  Multicentric  Ethics
Comumittee and the Local Ethics
Committee, and shall continue m force
until the Study has been completed at the
Institution ~ with  an  approximate
imeframe NN © B

Copies will be filed at the
Institution by the Investigator with the
Study conduct documentation.

This Agreement may be terminated by
ICON at any time and for any reason upon
thirty (30) days written notice, or
immediately upon written notice by any
party for health or safety reasons.

Upon the effective date of termination of
this Agreement, an accounting shall be
conducted by the Site, subject to

Vojenskd nemocrice Brmo p.o. /
AT861-G-22-002

Skolenimi  poskymutymi  vyrobcem
vybaveni nebo Zadavatelem. Takové
vybaveni je vlastnictvim Zadavatele nebo
jeho zmocne'nce a na pisemmou Zadost
Zadavatele nebo po dokonéeni Studie
musi byt na ndklady Zadavatele vraceno
Zadavateli (nebo jeho zmocnénci).
Souhm poskytovaného vybaveni je
uveden v ptiloze C. Refitelské centrum
vynaloZi piiméfenou péci, aby zajistilo
udrzbu vybaveni v dobé, kdy je ma v
drzeni, 7za predpokladu, Ze ndklady na
udrzbu a opravy spojené s bé€inym
opottebenim nese Zadavatel V piipadé
poSkozeni vybaveni vzniklého nikoliv z
divodu spravného makladani nebo
b&Zného opotfebeni, bude Zdravotnické
zatizeni  zodpovédné za  naklady
souvisejici s opravou nebo néhradou
pastizeného vybaveni,

10. PLATNOST SMLOUVY: UKONCENI

@

(b)

(c)

SMLOUVY.

Tato Smlouva vstoupi v platnost k Datu
Géinnosti, pokud Studii schvali Statni
astav pro kontrolu lé¢iv, Multicentricka
etickd komise a mistni etickd komise, a
plati az do dokonc’eni Studie ve
Zdravotnickém zatizeni, v ramei
pf iblizného &asového ramce v trvani od
e o I < opic
ziskanych schvalovacich dokumenti uloZi
Zkouejici u Zdravotnického zaf izeni
spoleéné s dokumentaci k provadéni
Studie.

ICON je oprivién vypovédét tuto
Smlouvu kdykoli a z jakéhokoli duvodu
na zakladé pisemné odivodnéného
oznameni ve lhité tficeti (30) dnd nebo
kterakoli smluvni strana je opravnéna o
Smlouvu zruiit s okamZitou platnosti na
zakladé pfiméfenych duvodu ochrany
zdravi nebo bezpec nosti.

K Datu téinnosti zu$ eni této Smlouvy
provede Resitelské centrum vyOétovani,
které ovéri ICON. Jakmile ICON obdrzi
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verification by ICON. Following ICON’s
receipt of adequate documentation, ICON
will pay for:

(i)  ali services properly rendered and
monies properly expended by the
Site, through the effizctive date of
termination which have not yet
been paid by PRA; and
non-cancelable obligations
properly incurred for the Study by
the Site prior to receipt of notice of
termination,

(i)

(d) If the Site has been paid any amounts
which have not been earned hereunder as
of the date of termination, the Institution
shall promptly retrn to [CONall such

unearned funds within 30 days.

(e) Immediately upon receipt of a notice of
termination, the Investigator shall stop
screening and enrolling subjects into the
Study and shall, as directed by ICON,
cease conducting Study procedures on
subjects already enrolled in the Study, to
the extent medically permissible, and to
cease, w0 the extent reasonably feasible,
from incurring any additional Study
expenses.

11. INSURANCE.

The parties hereto acknowledge that
Sponsor has obtained the insurance required by
Article 58 para. 2 of Act No. 378/2007 Coll; on
Medicinal Products (as amended).

The  Institution  warrants that in
conformance with Atticle 45 (2) (n) of the Act No.
3727201l on Health Services, the Institution
maintains mwsurance or self-insurance to cover its
hability for damages caused by the Study Team or
the Investigator’s malpractice. Institution shall, at
ICON’s request, have its insurance carrier for such
insurance furnish to {CON a certificate that such
insurance is in force, such certificate to indicate
any deductible and/or self-insured retention and

Revised March 2023
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pfislusnou dokumentacl, zaplati
Zdravotnickému zatizent:

(i) za veSkeré poskytnuté sluzby a
Zastky, které Resitelské centrum
fadn¢ vynaloZi do data zdniku
Smlouvy, které ICON doposud
neuhradil; a

(i) nezrusitelné zavazky, které
Resitelskému centru fadnd vznikly
v souvislosti s provadénim Studie
pted tim, neZz mu byla dorudena
vypovéd.
(d) Jestlize ReSitelské centrum obdr¥elo

néjaké zalohy, které nebyly do data zaniku

fadn€ vyuzity, Zdravotnické zafizeni
veskeré tyto nevyuzité zzlohy
bezodkladné vrat spoleénosti ICON do
30 dnfi.

(e) Okamzité po  obdrzeni  vypovédi

ZkouSejici zastavi screening a nabor
subjektl do Studie a, jak je nafizeno
[CON, piestane s provadénim studijnich
procedur na subjektech jiZ zatazenych do
Studie v lékafsky pf ipustném rozsahu a
prestane v piiméfené proveditelném
rozsahu vytvéfet jakékoli dalii naklady na
Studii.

11. POJISTENT.

Smluved strany berou na védomi, Ze si
Zadavatel sjednal pojiiténi v souladu sust. §
58odst. 2 zakona & 378/2007 Sb. o Iégivech (v
platném znéni).

V souladu s €l 45 odst. 2 pism. n) zdkona
¢. 372/2011 Sb. o zdravotnich sluZzbach je
Zdravoinické zafizeni povinno udrzovat dostatec’né
pojisténi nebo samopojiSténi aZ do rozsahu své
odpovédnosti za Skody zplisobené zanedbanim
povinné pée ze strany Tymu Studie nebo
Zkousejiciho. Zdravotnické zaiizeni je na Zadost
ICON povinno zajistit, aby jeho pojistitel pfedlozil
ICON potvrzeni, Zze je uvedené pojiiténi plané,
pfi¢emz na potvrzeni musi byt uvedena pripadna
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stipulate that such insurance will not be canceled
or reduced while this Agreement is in effiect
without at least thirty (30) days prior written notice
to ICON.

12. LIABILITY.

The Site is and shall remain liable for any
harm, claims, actions or expenses (including legal
expenses) resulting from or connected with the
negligence, omission or fault on the part of the
Institution, Investigator or any Study Team
members.

13. STATUS OF SPONSOR.

Sponsor is an intended third-party
beneficiary to this Agreememt. To the extent
applicable law does not allow vesting of any rights
directly in Sponsor under this Agreement, such
rights will vest in ICON, on Sponsor’s behalf.

14, CERTIFICATIONS.

(@) The Institution and the Investigator hereby
individually certify that they have not been
debarred or disqualified from participating
in clinical research under any laws or
regulations. If during the term of this
Agreement, the Instiution or the
Tovestigator (i) becomes debarred or
disqualified or (i) receives notice or threat
of an action with respect to its debarment
or disqualification, the Institut jon and/or
the Investigator, as the case may be, shall
notify ICON immediately.

(b) The Institution and the lnvestigator hereby
individually certify that they have not and
will not use in any capacity the services of
apy individual or entity which has been
debarred or disqualified from participating
in clinical research under any laws or
regulations. In the event that the Institution
or the Investigator becomes aware of the

debarment, threatened debarment,

Revised March 2023
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spoluicast nebo ¢ast krytd samopojiSt€nim a musi
tam byt uvedeno, Ze pojSi€ni nebude po dobu
platnosti této Smlouvy zruSeno nebo sniZena
pojistnd ¢astka bez pisemného oznameni zaslaného
spoleénosti ICON nejméné tiicet (30) dni pfedem.

12. QDPOVEDNOST.

Regitelské centrum je a bude zodpov&dné
za veSkeré Skody, naroky, Zaloby nebo vydaje
(vCetné soudnich wydaji) wvyplyvajici nebo
souvisejici se zanedbinim, opomenutim nebo
pochybenim na strané Zdravotnického zafizeni,
Zkoudejiciho nebo kteréhokoliv &lena Tymu
Studie.

13. STATUT ZADAVATELE.

Zadavatel je zamySlenou tieti osobou, jiZ
tato Smlouva svéd&i. V rozsahu, v jakém plamé
predpisy nedovoluji, aby Zadavatel na zakladé této
Smlouvy pf imo nabyval prav, nabyva téchto prav
v zastoupeni Zadavatele ICON.

14. POTVRZENI

(a) Zdravotnické zaf izeni a ZkouSejici timto
individudIné potvrzuji, ze nebyli Zadnym
pravnim ani jinym pfedpisem zbaveni
prava ani  prohlaSeni  nezplisobilym
provadéet klinicka hodnoceni. Jestlize po
dobu platnosti této Smlouvy bude
Zdravotnickému zaf izeni nebo
ZkouSejicimu (i) zastavena ¢innost nebo
bude diskvalifikovan, nebo (il) obdrZi
oznameni o Zalobé nebo hrozbé zbaveni
priva nebo prohlaSeni za nezpisobilé,
Zdravotnické zafizeni a/nebo Zkous ejici o
tom bude bezodkladn& informovat ICON.

(b) Zdravotnické zaf zeni a ZkouSejici timto

potvrzuji, Ze nevyu?.ival ani nebudou

vynzivat v Zadném ohledu jakékoli sluzby
jednotlivelt nebo sdruZeni, které jsou
7baveny prava nebo prohliSeny za
nezpisobilé provadét klinickd hodnoceni
na zakladé jakychkoli zdkonil &1 pfedpish.
Jestlize se Zdravotnické zafizeni nebo
Zkoudejici dozvi o skuteném nebo
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{c)

disqualification or threatened
disqualification of any such individual or
entity, the Institution and/or the

Investigator, as the case may be, shall
notify ICON immediately.

The  Institution and  Investigator
individually warrant and promise that, in
connection with this Agreement, (i)
ithe/she bas not and will not (directly or
indirectly) make any improper payment or
offer (or authorizing another to pay or
offer) money or anything of value to a
government official or any other person
connected with the provision of services
under this Agreement, in order fo
improperly influence any act or decis ion of
such official or person, to induce such
of ficial or person to do or omit to do any
act in violation of his or her relevant duty,
to obtain any improper advantage, to
procure improper petformance of a
function or activity associated with this
Agreement or in the case of a government
of ficial, to mduce such official to use his
or her influence improperly w affiect or
influence any act o decision of a
government and (it) it/he/she has not and
will not (directly or indirectly) request,
accept or receive money or anything of
value to procure improper performance of
a function or activity assoctated with this
Agresment.

15. ASSIGNABILITY.

Site may not assign any of its rights or

delegate any performance under this Agreement,
voluntarily or involuntanly, whether by merger,
consolidation, dissolution, operation of law, or any
other manner except with the prior written consent
of ICON, and any purported assignment or
delegation without ICON’s written consent is void.

16, NOTICES.

With the exception of Study funds paid by ICON
pursuant to Section 2 hereof, all notices required or

Revised March 2023
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hrozicim zbaveni priva nebo o skutec’ném
¢i hrozicim prohld3eni nezpilsobilosti
n&kterych jednotlived nebo sdruZeni,
bezodkladné o tom bude informovat
ICON.

Zdravotnické zafizeni a ZkouSejici kazdy
za sebe prohladufi a slibuji, Ze v souvislosti
$ touto  Smlouvou (1) neposkythh ami
neposkytnou, nenabidli ani nenabidnou
(pfimo ani nepiimo) Zadnou nedovolenou
platbu (ani nedovoli jinym osobam, aby ji
poskytly nebo nabidly), penize anmi jiné
hodnotné plnén{ stitnimu Gfednikovi nebo
jiné osobé spojené s poskytovanim sluzeb
podle této Smlouvy s cilem nedovolené
ovlivnit Ukon nebo rozhodnuti takové
ufedni nebo jiné osoby, pf imeét ufedni nebo
Jinou osobu, aby vrozporu se svymi
povinnostr provedla uréty ukon nebo se
jej zdrZela, ziskat neopravnénou vyhodu,
vyvolat neopravnény vykon funkce nebo
¢innost souvisejici s touto  Smlouvou
anebo  podnitit  statniho  Gfednika
k nedovolenému pouZiti jeho vlivu ke
zméné nebo ovlivnéni tvkonu nebo
rozhodnuti stitniho organu a (i) nemaji a
nebudou (pfimo & nepf imo) poZadovat,
piijimat nebo dostdvat penize nebo cokoli
hodnotného k vyvolani neopravnéného
vykonu funkce nebo Cinnosti spojené s
touto Sinlouvou.

15. POSTUPITELNOST.

Resitelské  centrum  neni  opravnéno

postoupit sva prava ani delegovat ndjaké vykony
dobrovolné & nedobrovolnég, at’ jiZ na zakladé fiize,
sloudeni, zrufeni, piisobenim prava nebo jakymkoli
jinym zpisobem vyjma s pfedchozim pisemnym
souhlasem [CON, a jakékoli dommélé postoupeni
nebo delegovani bez pisemného souhlasu ICON je
neplané,

16. OZNAMOVANI.

S vyjimkou prostfedkid na provadéni Studie, které
uhradi ICON v souladu s &lankem 2 této Smiouvy,
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permitted to be given under this Agreement shall
be in writing and shall be (a) delivered personally,
(b) sent by certified mail, or (c) sent by a
nationally-recognised courier guarantecing next-
day delivery, to the recipients below. The parties
agree that changes to the addresses below for
receipt of notices under this Section may be
effizcted by a letter signed by the relevant party and
does not require an amendment to this Agreement
signed by all parties:

Ifto ICON:

ICON Clinical Research Limited

South County Business Park
Leopardstown

Dublin I8

Ireland

Attention: Director of Global Contracts

If to the Institution:

Vojenska nemocnice Brno p.o.
Zabrdovicka 3

615 00 Brno

Czech Republic

Czech Republic/ Institution & Investigator Clinical Trial Agreement
Vojenska nemocrice Bme p.o. / *

AT861-G-22-002

musi byt ves'kera oznameni, ktera maji nebo mohou
byt podavana podle této Smlouvy, v pisemné formg
a musi byt (a) doruc’ena osobné, (b) zasldna poStou
jako doporuéené zésilka nebo () zaslana celostatng
uznavanou kuryrni sluzbou zaruéujici doruéeni
nasledujiciho dne, a to pfijemciim uvedenym niZe.
Smhuvni strany se dohodly, Z zmény adres
uvedenych niZe pro pfijem oznameni dle tohoto
Clanku mohou byt sdéleny dopisem podepsanym
piisludnou smluvaoi stranou a nevyzaduji dodatek k
této Smlouvé podepsany viemi smiluvnimi
stranami;

Pokud jsou uréeny pro ICON:

ICON Clinical Research Limited

South County Business Park

Leopardstown

Dublin 18

Ireland

K rukam: Director of Global Contracts {Globalni
feditel pro smluvni oddéleni)

Pokud jsou ureny pro Zdravotnické zafizeni:
Vaojenska nemocnice Bmo p.o.

Zibrdovicka 3

615 00 Brno

Ceska republika

Ifto the Investigator:

Vo i’enské nemocnice Brmo p.o.

Zabrdovicka 3
615 00 Brmo
Czech Republic

Attention:

if to the Sponsor:

Akros Pharma Inc.

302 Carnegie Center, Suite 300
Princeton, NJ 08540

United States of America
Attention: Clinical Operations

Revised March 2023

Pokud jsou uréeny pro Zkousejiciho:

Vo 'Ienské nemocnice Brno p.o.

Zabrdovicka 3
Q 15 0o Bmo

Ceska republika
Krukdam:

Pokud jsou uréeny pro Zadavatele:
Akros Pharma Inc.

302 Carnegie Center, Suite 300
Princeton, NJ 08540

United States of America
Krukam: Clinical Oparations

Page 17 of 45 =




LLCON

Confidential / Divémné i

17. USE OF NAMES.

The Institution and Investigator shall not
use the name, symbols and/or trademarks of ICON
or thz Sponsor in any form of publicity in
connection with the Study unless explicitly
approved by ICON or the Sponsor in advance.
Institution and Investigator agree that, in
accordance with applicable law, Sponsor may
make public the amount of funding provided
hereunder for the conduct of the Study and may
identify Institution and Investigator as part of this
disclosure.

18. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS

(a) The Institution and Investigator shall
maintain [T and organizational security
measures sufficient to protect the personal
information, when in their possession and
whilst being transferred to ICON, Sponsor
or other third parties. The Institution and
Investigator shall ensure that all Study
Team members comply with the
obligations imposed upon them by
applicable data protection Jaws and
specifically, the removal of subject
personal identifiers from ary
communications external to the site unless
necessary for safety purposes or required

by law.

(b) If this Agreement is signed electronically,
Institution and Investigator shall ensurz
that they have adequate software in place
for such signature o create a legally

binding Agreement.

Mobile health (mHealth) applications,
where used in the pursuit or provision of
the services, shall comply with applicable
electronic security requirements, medical
device legislation, if applicable and all
applicable data protection laws to znsure

()
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17. UZIVANI NA ZvT,

Zdravotnické zafizeni a Zkousejici nejsou
opravnéni pouzivat v jakékoli formé publicity v
souvislosti se Studii ndzev, symboly, pripadné
ochranné znidmky ICON nebo Zadavatele, pokud to
vyslovné pfedem ICON nebo Zadavatel neschvali.
Zdravotnické zafizeni a Zkoudejici souhlasi s tim,
ze v souladu s platnymi pfedpisy miZe Zadavatel
zvefejnit vydi prostiedklt  poskytnutych npa
provadéni Studie na zakladé této Smlouvy a v
ramci  tohoto zvefejnéni miZe identifi kovat
Zdravotnické zafizeni a ZkouSe jiciho.

18. BEZPECNOST A SYSTEM )
IINFORMACNICH TECHNOLOGII,

(2) Zdravotnické zafizeni a ZkouSejici budou
spravovat informacni technologie a zajisti
organizaéné bezpec™nostni opatfeni
dostate€na pro ochranu osobnich tdajd,
které jsou v jeho vlastnictvi a zdroven jsou
postoupeny ICON, Zadavateli nebo jinym
tietim stranam. Zdravotnické zafizeni a
Zkousejici zajisti, aby v8ichni &lenové
Regitelského tymu postupovali v souladu
s povinnostmi, které jsou ukladané
platnymi zdkony na ochranu ¢sobnich
tdaji a konkrétné s t€'mi které se tykaji
odstranéni osobnich identifikatoril
subjektu  Studie z jakékoliv externi
komunikace mimo Refitelské centrum,

pokud to mneni nezbytné z divodh
farmakovigilance, nebo  vyZzadované
zdkonem.

(b) Pokud je tato Smlouva podepsana
elektronicky, Zdravotnické zafizeni a
ZkouSejici zajisti vyuZiti adekvatniho

softwaru pro vytvofeni takového podpisu
za ucelem pravné plainé a zavazné

Smlouvy.

{c) Vpiipadé, Ze je pii poskytovdni sluzeb
pouzita mobilni zdravotni aplikace
(Mobile heaith - rmHealth), musi tak byt
ucéinéno v souladu s platnymi
elektronickymi bezpe€nostnimi
pozadavky, legislativou souvisejici se
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the security of all confidential and subject
personal information transmitted in this
manner. Study data obtained through
mobile applications shall be securely
stored as long as required by applicable
legislation and regulations.

19. WAIVER; SEVERABILITY.

No waiver of any term or condition of this
Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of such
term or condition, or of any other term or condition
of this Agreement. If any terms or conditions of
this Agreement are held to be invalid, illegal or
unenforceable the remaining terms and conditions
contained herein shall not be affiected.

20. ENTIRE AGREEMENT;
EXHIBITS; COUNTERPARTS.

This Agreement, including the Exhibits
attached hereto, constitutes the full understanding
of the parties with respect to the subject matter
hereof and a complete and exclusive statement of
the terms of their agreement, and no ferms,
conditions, understanding or agreement purporting
to amend, modify, vary or waive the terms of this
Agreement shall be binding unless made in writing
and signed by an authorized representative of each
party hereto. This Agreement and any amendment
hereto may be executed m several counterparts,
each of which shall be deemed an original but taken
together shall constitute one and the same
instrument. The opriority language of this
Agreement will be Czech. In the event of any
discrepancy between the two language versions,
the Czech version shall prevail, provided that the
English version shall be sufficiently consulted to
determine the genuine intention of the Parties with
respect to the discrepancy.

Revised March 2023

vojerska nemocnice Bmo p.o. / N
AT861-G-22-002

zdravotnickymi prostfedky, pokud je
aplikovatelna, a vSemi platnymi zakony na
ochranu osobnich (daji, tak aby byla
zajiiténa bezpednost viech divémych a
osobnich  informaci subjekti  Studie
pieddvanych timto zpisobemn. Udaje
Studie obdrzené pfes mobilni aplikace
musi byt bezpetn€ uloZeny v souladu
s platnymi  pravnimi  pfedpisy a
nafizenimi.

19. VZDANI SE PRAV:
ODDELITELNOST USTANOVENL

Zadné prominuti splnéni  n&kterych
podminek nebo ustanoveni této Smlouvy, af' uZ
jednanim nebo jinak, se nepovaZuje nebo nebude
vykladano jako daldsi nebo trvalé prominuti
takovych podminek nebo jinych podminek dle této
Smlouvy. V piipadé ze nékteré podminky nebo
nalezitosti této Smlouvy se stanou neplatnymi,
nezakonnymi nebo nevynutitelnymi, potom
platnost, zakonnost a vynutitelnost zbyvajicich
podminek a naleZitosti obsaZengch v této Smlouveé
nebude dotEena nebo timto naruena.

20. UPLNOST SMLOUVY:

, PRILOHY;
VYHOTOVENL.

Tato Smlouva, véetné pf iloh, zaklada
uplnou dohodu smiuvnich stran ohledné predmétu
Smlouvy a tplné wvyjadfeni podminek jejich
ujednani a zadné podminky, ujednani ani dohody,
0 kterych se ma za to, Ze dopliiuji, méni, upravuiji
nebo promijeji podminky této Smlouvy, nejsou
platné, ledaZze jsou v pisemné formé a podepsané
zmocnénymi  zastupci  smluvnich stran. Tato
Smlouva a veskeré jeji dodatky mohou byt
uzavieny v nékolka vyhotovenich, z nichZ se
kazdé vyhotoveni povazuje za original, ale které
spoletné zakladaji jeden a tentyz dokument.
Rozhodnym jazykem této Smlouvy bude
Ceskyjazyk. V pripadé jakéhokoli rozporu mezi
obéma jazykovymi verzemi je rozhodujici ceska
verze, za predpokladu, Ze bude dostatec’né
konzultovina anglicka verze, aby bylo moZné urcit
slute€ny z4mdr stran s ohledem na dany rozpor.
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21. CONTINUING OBLIGATION;
SURVIV AL OF PROVISIONS.

Except as otherwise specifically provided
herein, termination of this Agreement shall not
relieve any party hereto from any obligation under
this Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In
addition, the provisions of this Agreement that by
their nature contemplate continuing obligations
shall survive expiration or termination of this
Agrecment.

22. GOVERNING LAW; DISPUTE
RESOLUTION.

(a) This Agreement and any non-contractual
obligations arising out of or in connection
with #t are governed by and must be
construed in accordance with Czech law.

(b) Mutual rights and obligations of the

parties that are not expressly provided for

in this Agreement shall be governed by
the civil code.

Any and all disputes arising from this Agreement
shall be resolved by the courts of the Czech
Repubilic.

SIGNATURES APPEAR ON FOLLOWING
PACE

Revised March 2023
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21. TRVALE Z{’WAZKY:
USTANOVENI.

PLATNOST

Pokud neni v této Smlouvé konkrétné
uvedeno jinak, zamkem této Smlouvy neni Zadna
smluvni strana osvobozena od svych zavazki podle
této Smlouvy, které vznikly nebo vyplynuly ze
skutec’nosti  a okolnosti existujicich pfed jejim
zanikem. Mimo to, ustanoveni této Smlouvy, které
ze své povahy dopliuji pfetrvavajici zavazky, plati
i po uplynuti platnosti nebo po zaniku této
Smlouvy.

RESEN{

22. ROZHODNE  PRAVO:;

SPORLU.

Tato Smlouva 1 jakékoli mimosmluvni
povinnosti z ni nebo v souvislosti s ni
vyplyvajici se Fidi a musi byt vykladiny
v souladu s deskym pravem.

(@)

(b) Vzajernrnd prava a povinnosti Stran
vyslovné neupravené touto Smlouvou se

fidi obganskym zakonikem.

Veskeré spory z této Smlouvy budou fefeny soudy
Ceske republiky.

PODPISY JSOU UVEDENY NA

NASLEDUJICI STRANE
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IN WITNESS WHEREOF, the partics
have caused this Agreement to be exccuted by their
duly authorized representatives on the date(s)

indicated below, but effiective for all purposes as of
the Effiective Date.

NA DUKAZ TOHO fidné zmocnéni
zastupci smluvnich stran podepsali tuto Smlouvu
dne, jak je uvedeno dile, ale s acinnosti pro
viechny udely k Datu G&innosti.

ICON CLINICAL RESEARCH LIMITED

Date/Datum:  A2- FEB -R04Y

INSTITUTION / ZDRAVOTNICKE ZARIZENI

Date/Datum: _v; 5_’?'&" 2% -

INVESTIGATOR/ZKOUSEJICI

-3 ¥ -
Date/Datum: L1 F& Yo lt
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EXHIBIT A /PRILOHA A
PAYMENT TERMS / PLATEBNI PODMINKY
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EXHIBIT D /PRILOHA D

Data privacy / Ochrana osobnich udaja

Sponsor has delegated responsibility for Zadavatel sv&fil odpovédnost za Fizeni této

management of this Study, including contracting
and Study monitoring, to ICON, and has
authorized ICON to hind Sponsor to all
commitments within the Agreement, including
all its exhibits and in particular this Exhibit
identified as belonging to Sponsor. ICON acts as
a Prozessor for the Sponsor.

This Exhibit i included pursuant to the
requirements under, as applicable, the 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 (“Gemeral Data Protection
Regulation” or “GDPR™) and all implementing
legislation, local and regional data protection
laws, as modified or replaced from time to time,
relating to the protection of individuals with
regard to privacy or the Processing of Personal
Data, to the extent that they apply w Sponsor
and/or Institution i relation to the Processing of
Personal Data pursuant this Agreement (“Data
Protection Laws™).

Capitalized terms used in this Exhibit have the
meanings set forth under Data Protection Laws.

15 Personal Data of Study subjects Sponsor
shall be an independent Controller with
respect to its Processing of Personal Data
contained in the Study data that is reported
by Institution to Sponsor o ICON.
Institution shall continue t© be an
independent Controller of Personal Data
Processed by Institution with respect to the
treatment of the Study suhjects pursuant to
medical standard of care and applicable
legal obligations.

Revised March 2023

Studie, véetné uzavirani smluv a momtorovani
Studie, spole¢nosti [CON a povef il ICON, aby jej
zavézala k plnéni viech zavazki v této Smlouvé,
véetné viech priloh a zejména této pfilohy, u niz
je urdeno, Ze patit Zadavateli. Spoleénost ICON
plsobi jako zpracovatel pro Zadavatele.

Tato piiloha je zahrnuta podle poZadavki
nafizeni (EU) 2016/679 Evropského parlamentu
a Rady ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich tdaji a o volném pohybu téchto tdaji
(,,obecné narizeni o ochrané osobnich udajii*
nebo ,,GDPR™), pifipadné vSech provadécich
pravnich pfedpisil, mistnich a regiondlnich
zakonl o ochrané osobnich udaji, které mohou
byt piileZitostné€ upraveny & vyménény a kieré
souviseji s ochranou osob, pokud jde o divémost
zpracovani osobnich udajl, pokud se tykaj
Zadavatele a/mebo Zdravotnického zafizeni
v souvislosti se zpracovanim osobnich udaji
podle této smlouvy (,za'kony o ochrané
osobnich tida ji ).

Terminy, které jsou v této pfiloze vyznadeny
velkym pismenem, maji vyznam stanoveny
zakony o ochrané osobnich udaji.

12 Osobni 0idaje subjektli Studie. Zadavatel
bude nezavislym spravcem v souvislosti se
zpracovanim osobnich Udaji obsaZenych
ve Studii, které jsou Zadavateli nebo
spolec nosti [CON hlaSeny Zdravotnickym
zafizenim. Zdravotnické zafizeni bude
naddle nezavislym spravcem osobnich
udaji  zpracovavanych Zdravotnickym
zafizenim v souvislosti s 1é¢bou subjekth
Studie v souladu se standardni lékafskou
péci a platnymi pravnimi zavazky.
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Personal Data of Study Team. Where
applicable, Institution shall reasonably
cooperate in sharing applicable Sponsor
privacy notices / consents with Institution
Study Team.

Compliance. The Institution/Investigator
and Sponsor agree o comply with Data
Protection Laws throughout the term of the
Agreement. It is the responsibility of the
Institution/Investigator and Sponsor to
effect and maintain all inventories and
registrations for the Processing of Personal
Data as required under Data Protection
Laws. The Institution/Investigator and
Sponsor shall reasonably cooperate and
assist each other with respect to any data
protection impact assessments and/or prior
consultations with regulatory authorities
that may be required in respect (©
Processing that is carried out under the
Agreement. Institution will also promptly
notify ICON and Sponsor of any notices
received by Institution from a data
protection authority that relate o the Study.

Privacy and Security Programs. During the
term of this Agreement, the Institution and
Sponsor shall each implement appropriate
technical and organizational measures (©
meet the requirements of Data Protection
Laws and to ensure that Personal Data will
only be Processed in accordance with the
Agreement  (including this  Exhibit),
including the appointment of a data
protection officer (when required by Data
Protection Laws).

Personnel. The Institution/Investigator and
Sponsor shall ensure that their personnel
engaged in the Processing of Personal Data
are informed of the confidential nature of

Revised March 2023
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Osobni Gdaje tymu Studie. Zdravotnické
zafizeni bude v pfisluSnych piipadech
pfimefend  spolupracovat i sdilent
platnych oznameni zadavatele o ochrané
osobnich Udaji / souhlash se svym Tymem
Studie.

Dodrz ovani _ pravnich piedpisti a
stanovenych poZadavkl. Zdravotnické
zatizeni / ZkouSejici a Zadavatel souhlasi
stim, Ze budou dodrZovat zidkony o
ochrané osobnich udaji po celou dobu
platnosti Smlouvy. Zdravotnické zafizeni /
Zkousejici a Zadavatel odpovidaji za
vytvofeni a vedeni v3ech seznami a
registril pro zpracovani osobnich Udaji
podle pozadavkdi =zakoni o ochrané
osobnich udaji. Zdravotnického zaf izeni /
Zkoudejici a Zadavatel budou pf iméfené
spolupracovat a vzdjemné s pomahat
s ohledemn na jakékoli posudky dopadu
ochrany osobnich tdaji a/nebo piedbéiné
konzultace s regulaénimi orgény, které
mohou byt vyzadovany v souvislosti se
zpracovanim provaddénym podle této
Smlouvy. Zdravotnicke zafizeni také bude

spoleCnost ICON a Zadavatele
bezodkladng informovat o jakgchkoli
oznamenich souvisejicich s klinickym

hodnocenim, které Zdravotnické zaf eni
obdrzi od Ufadu na ochranu udaji.

Ochrana osobnich 0idaji a programy na
jejich zabezpedeni. Zdravotnické zafizeni a
Zadavatel bé&hem platnosti této Smiouvy
zavedon vhodnd technickd a organmac™ni
opatfeni, kter spliluji poZadavky zakonil o
ochrané osobnich udajh, a zajisti, aby
osobni tdaje byly zpracovany pouze
vsouladu s¢ Smlouvou (vddnd téio
pfilohy), a to véetné jmenovani povéfence
pro ochranu osobnich udaji (tam, kde to

vyzaduji zdkony o ochrané osobnich
udajiz).
Personidl. Zdravomického zafizeni /

Zkoudejici a Zadavatel zajisti, aby jejich
pracovnici podilejici se na zpracovani
osobnich ndaji byli informovani o divérné
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the Personal Data, have recewed
appropriate training on their
responsibilities, and have executed written
confidentiality = agreements, or  are
otherwise  subject to  professional
obligations of confidentiality.  The
Institution/Investigator and Sponsor shall
ensure that access to Personal Data is
limited to those personnel who perform
services in accordance with the Agreement.

Personal Data Breach. The
Institution/Investigator and Sponsor shall
take all reasonable measures to ensure that
Personal Data is protected from
unauthorized or unlawful Processing or
accidental loss or destruction. Institution
and/or Investigator shall promptly and
without undue delay, but in any event no
later than 24 hours after becoming aware,
notify ICON and the Sponsor upon the
discovery of a Personal Data Breach
related to the Processing of Personal Data
under the Agreement. In the course of such
notification, Institution and/or Investigator
will provide, as feasible, sufficient
information for the Sponsor to assess the
Personal Data Breach i accordance with
Data Protection Laws. The Instrtution shall
provide reasonable assistance to the
Sponsor m ensuring the Sponsors
fulfilment of its obligations m respect of
Personal Data Breaches under Data
Protection Laws, mcluding but not limited
to, making any notifications to data
subjects and/or regulatory authorities if
required by Data Protection Laws.

Rights of Data subjects participating in the
Study. The Institution and Sponsor agree
that, as between them, Institution 15 best
able to manage requests from Study
subjects to exercise their rights under Data
Protection Laws in respect of their Personal
Data Processed in the context of the Study.

Revised March 2023

povaze osobnich Gdajl, aby se jim dostalo
naleZitého Skoleni s ohledem na jejich
odpovédnosti a aby uzavieli smlouvy o
zachovani divémosti, nebo byli jinak
vazani profesnim zavazkem mléenlivosti.
Zdravotnické zafizeni / ZkouSejici a
Zadavatel zajisti, aby byl pfistup k osobnim
tdajiim omezen na pracovaiky provadeéjic
sluzby v souladu se Smlouvou.

PoruSeni zabezpefeni osobnich udajd
Zdravotnické zatizeni / ZkouSejici a
Zadavatel udini  vSechna  piiméiena
opatfeni k zaji¥t€ni toho, aby byly osobni
tdaje chranény pfed neopravnénym nebo
nezdkonnym  Zpracovdnim, nahodnou
ztratou  nebo  nahodnym  znienim.
Zdravotnické zatizeni a/nebo ZkouSejici
uvédomi spoleénost ICON a Zadavatele,
jakmile se dozvi o porudeni zabezpeceni
osobnich  adaji v souvislosti se
Zpracovanim osobnich udaji v rdamci této
Smlouvy, a to bezodkladné a bez zbyte€né
prodlevy, v kazdém pfipad¢ v8ak
nejpozdéji do 24 hodin od tohoto zjisténi.
V ramei takového oznameni Zdravotnicke
zaf fzeni a/nebo ZkouSejici poskytnou dle
svych moZnosti Zadavateli dostatedné
informace, aby Zadavatel mohl posoudit
poruSeni zabezpeleni osobnich tudajl
v souladu se zakony o ochrané osobnich
udaji. Zdravotnického zafizeni poskytne
Zadavateli  pifiméfenou  pomoc  pi1
zajiftovanl plaéni povinnosti zadavatele
v souvislosti s porufenim  Zabezpec“eni
osobnich ddaji podle zdkonh o ochrané
osobnich tidajii, mimo jiné véetng podavani
oznameni  subjektim udaji  a/nebo
regulatnim orgintm, pokud to vyZaduji
zakony o ochrané€ osobnich 1idaji.

Prava subjektd Gdaji ‘idastnicich se Studie.
Zdravotnické zatizeni a Zadavatel souhlasi
s tim, Ze Zdravotnické zaf izeni je znich
nejlépe schopno FeSit poZzadavky subjektd
Studie na uplatméni jejich prav podle
zakom@ o ochrang udaji ve v&al jejich
osobnich tdaja zpracovavanych v kontextu
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The Institution and/or the Investigator,
shall inform within a period of two (2)
working days, [CON and the Sponsor about
any such request received from a Study
subject, their legal representative or any
other Data Subject. The Institution and/or
the Investigator shall handle those requests
i accordance with the Sponsor and
ICON’s (on behalf of the Sponsor’s)
reasonable instructions. In the event that
Sponsor or ICON (on behalf of the
Sponsor) receives a request from a Study
subject to exercise their rights under Data
Protectton Laws in the context of the
Study, Sponsor or ICON (on behalf of the
Sponsor) shall forward the request to
Institution. Institution shall respond to such
requests from Study subjects in accordance
with Data Protection Laws, the Agreement,
and any other instructions provided by
Sponsor or ICON {(on behalf of the
Sponsor). Institution acknowledges that i
order to maintain the integrity of Study
results, the ability to amend, restrict, or
delete Personal Data may be limited, in
accordance with Data Protection Laws and
the Regulations.

Withdrawal of consent of Study subjects.
Where the Processing of a Study subject’s
Personal Data relies on consent as the legal
basis and the Study subject withdraws such
consent, Institution shall promptly notify
the Sponsor and ICON.

Cross-Border Data Transfers. Institution
shall only transfer Personal Data outside
the FEuropean Economic Area or
Switzerland in accordance with Study
related instructional documents provided
by Spomsor or ICON (on behalf of the
Sponsor). If requested by Sponsor,
Institutton shall enter into an agreement
with Sponsor governing such transfer,
including, but not limited to, the EU

Studie. Zdravotnické zafizeni a/nebo
Zkous ejici budou do dvou (2) pracovnich
dntt informovat spolec’nost ICON a
Zadavatele o jakékoli takové Zadosti
obdrzené od subjekiu Studie, jeho pravniho
zastupce nebo jakéhokoli jiného subjektu
tdaji.  Zdravotnické zafizeni a/nebo
ZkouSejici budou s t&mito zadostmi
nakladat v souladu s piiméfenymi pokyny
Zadavatele nebo spoleénosti ICON
{(jednajici jménem Zadavatele). V pf ipadg,
Ze Zadavatel nebo spoletnost ICON
(jménem Zadavatele) obdrzi Zadost od
subjektu Studie ve véci uplatnéni jeho prav
podle zdkonli o ochrang osobnich udaji
vramei Studie, Zadavatel nebo spoleénost
ICON (jménem zadavatele) pieda takovou
Zadost Zdravotnickému Zafizeni.
Zdravotnické zafizeni odpovi na takové
Zadosti subjektd Studie v souladu se
zakony o ochrang osobnich uUdaji, touto
Smlouvou a dal§imi pokyny poskytnutymi
Zadavatelem nebo spolefnosti ICON
(jménem  Zadavatele).  Zdravotnické
zai fzeni bere na védomi, Ze v zjynu
zachovéni integrity vysledkii Studie mize
byt schopnost ménit, omezit nebo vymazat
osobni Udaje v souladu se zdkony o ochrang
osobnich 0Odaji a pravnimi piedpisy
omezena.

Odebra ni souhlasu subjekti Studie. Pokud
zpracovani osobnich Gdaji subjekt Studie
zpravniho  hlediska  podléhd  jejich
souhlasu a subjekt Studie tento souhlas
odvold, bude o tom Zdravotnické zafizeni

neprodleng mformaovat Zadavatele
a spoleénost ICON.
Pieshraniéni predavani Gdayi.

Zdravotnické zatizeni predd osobni Odaje
mimo Evropsky hospodé fsky prostor nebo
Svy carsko pouze v souladu s dokumenty
obsahujicimi pokyny souvisejicimi se
Studii,  které  byly  poskytnutymi
Zadavatelem nebo spolefnosti  ICON
{jménem zadavatele). Pokud o to Zadavatel
pozada a pokud neexistuje jiny postadujici
mechanizmus  pro  pfedani  adajl,
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Standard Contractual Clauses, unless
another adequacy mechanism for the
‘ransfier exists.

Use of Processors. Institution and Sponsor
agrez that all Processing agreements shall
be m writing and that Processors shall be
required to comply with the terms ofi the
Agreement as well as this Exhibit
Institution and Sponsor shall be responsible
for any noncompliance by a Processor that
it has engaged, which noncompliance will
constitute a breach as ificommitted directly

by that party.

Additional  Terms. This  Exhibit
supplements and doss not replace any
existing obligations related to the privacy
and security of Personal Data as already set
forth in the Agreement. In the event of a
conflict between the terms of this Exhibit
and the Agreement, the
Institution/Investigator and Sponsor shall
each comply with the obligations that
provide the most protection for Personal
Data.

sSurvival. Notwithstanding anything to the
contrary in the Agreement, the obligations
pursuant to this Exhibit shall survive
termination of the Agreement for as long as
Institution holds or Processes Personal
Data for purposes of the Study.

SIGNATURES APPEAR ON FOLLOWING

Revised March 2023
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Zdravotnické  zafizeni  uzavie  se
Zadavatelem dohodu, kterou se bude
takové predani udaji fidit a kterd bude
mimo jiné zahmnovat standardni smluvni
dolozky EU.

Pouziti _ zpracovatelil. Zdravotnické
zafizeni a Zadavatel souhlasi s tim, Ze
viechny dohody tykajici se zpracovani
udaji budou pisemné a Ze zpracovatelé
budou povinni dodrZzovat podminky této
Smlouvy a této prilohy. Zdravotnické
zafizeni a Zadavatel odpovidaji za jakékoli
nedodiZeni ze strany zpracovatele, jehoz
sluZeb vyuZzivaji, a takové nedodrzeni bude
znamenat porueni zabezpec'eni, jako by
bylo zpisobeno pf imo danou smluvni
stranou.

Daldi podminky. Tato pf.iloha doplfiuje a
nenahrazuje Zadné stdvajici povinnosti
souvisejici § ochranou a 2zabezpelenim
osobnich udaji, jak jiz bylo stanoveno ve
Smlouvé.  Vpfipad€é rozporu mezi
podminkami této piilohy a Smlouvy budou
Zdravotmické zafizeni / ZkouSejici a
Zadavatel dodrZovat zavazky, které
zaji§ fuj nejvyssi ochranu osobnich udaju.

Preirvéni platnosti ustanoveni Bez ohledu
na cokoli, co je vrozporu se Smiouvou,
povinnosti  vyplyvajici =z této pF ilohy
zlstavaji v platnosti  ipo  ukondeni
Smlouvy, ato po dobu, kdy bude
Zdravotnické zafizeni wuchovavat nebo
zpracovat osobni Udaje pro  Gdely
klinického hodnoceni.

PODPISY JSOU UVEDENY NA
NASLEDUJICI STRANE

Page 44 of 45




L .CON,

Confidential / Dve'mé ~ Czech Repubiic/ Institution & Investigator Clinical Trial Agreement

Vojenska nemacnice Brho p.o.
AT861-G-22-002

ICON CLINICAL RESEARCH LIMITED /
[CON CLINICAL RESEARCH LIMITED

In the name and on behalf of Akros Pharma based
on a Power of Attorney / Jménem spoleénosti Akros Pharma
na zakladé plné moci

Date/ Datum: T HEL =40

INSTITU ZARIZENI

Date/ Datum: ‘7;76;'_2-‘,']__027_

Date/ Datum: Newrp 732, dubkl
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