Czech Republic / Institution & Investigator Clinical Trial Agreement

Fakultni nemocnice Ostrava / XXXXXXXXXXXXX
NEOD001-301

CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

This CLINICAL TRIAL AGREEMENT (the
“Agreement”) is valid on the date of last signature and
effective on the date of by publishing in accordance with the
Act no. 340/2015 Coll. On the Register of Contracts (the
“Effective Date”), by and between

Fakultni nemocnice Ostrava having an address at
17. listopadu 1790, 708 52 Ostrava, Czech Republic, ICO
(company ID number): 00843989, VAT ID: CZ00843989,
person authorized to act and sign in respect of this
Agreement: doc. et doc. MUDr. Petr Vavra, Ph.D., Deputy
Director for Scientific Research, Development and
Education, Establishment list of Ministry of Health of
November 25, 1990 File no. OP-054-25.11.90. Bank details:
Czech National Bank, Na Prikope 28, 115 03 Prague 1,
Account No.: 66332761/0710, IBAN: CZ59 0710 0000 0000
6633 2761, SWIFT: CNBACZPP, variable symbol for this
study: 649071363 (the “Institution”),

PROTHENA BIOSCIENCES LIMITED, an Irish
private limited company located at 77 Sir John Rogerson’s
Quay, Block C, Grand Canal Docklands, Dublin 2, D02
T804, Ireland (the “Sponsor”),

and

XXXXXXXXXXXXXXXXX, an employee of the Institution,
working on Hemamtooncology clinic of the Fakultni
nemocnice Ostrava, 17. listopadu 1790, 708 52 Ostrava,
Czech Republic, who shall serve as the principal investigator
(“Investigator™) for the Study conducted by Institution as
defined below. The Institution and the Investigator may be
collectively referred to as the “Site.”

Tato SMLOUVA O KLINICKEM HODNOCENI
(déle jen ,,Smlouva‘“) ma platnost ode dne podpisu posledni
stranou a stava se uc¢innou dnem uvefejnéni dle zakona ¢.
340/2015 Sb., o registru smluv (dale jen ,,Datum ucinnosti*)
a byla uzaviena mezi

zdravotnickym  zafizenim Fakultni nemocnice
Ostrava se sidlem na adrese 17. listopadu 1790, 708 52
Ostrava, Ceska republika, ICO: 00843989, DIC:
CZ00843989, ve vécech této smlouvy je opravnén jednat a
podepisovat: doc. et doc. MUDrr. Petr Vavra, Ph.D., naméstek
feditele pro védu, vyzkum a vyuku, Zfizovaci listina MZ CR
ze dne 25. listopadu 1990 ¢.j. OP-054-25.11.90. Bankovni
spojeni: Ceska narodni banka, Na Piikopé 28, 115 03 Praha
1, Cislo uétu: 66332761/0710, IBAN: CZ59 0710 0000 0000
6633 2761, SWIFT: CNBACZPP, variabilni symbol pro tuto
studii: 649071363 (dale jen ,,Zdravotnické zatizeni®),

PROTHENA BIOSCIENCES LIMITED, irskou
soukromou spole¢nosti s ru¢enim omezenim sidlici na adrese
77 Sir John Rogerson’s Quay, Block C, Grand Canal
Docklands, Dublin 2, D02 T804, Irsko (dale jen ,,Zadavatel)

a

XXXXXXXXXXXXXXXXX, zaméstnancem Zdravotnického
zafizeni, pracujici na klinice Hematoonkologie Fakultni
nemocnice Ostrava, 17. listopadu 1790, 708 52 Ostrava,
Ceska republika, a ktery bude pisobit jako hlavni zkousejici
(dale jen ,zkouSejici“) odpovidajici za Studii, jak je
definovano nize. Zdravotnické zatizeni a Zkousejici mohou
byt dale spolecné oznacovani jen jako ,,Pracovisté*.

1. STATEMENT OF WORK.

1. PROHLASENI O NAPLNI PRACE

(a) The Study will be conducted under the direction of
Investigator. Investigator shall be responsible for
performing the Study in accordance with this
Agreement, Protocol and legal regulations, and for
direct supervision of any individual performing
portions of the Study. The Site will conduct the
clinical research study entitled “A Phase 3,
Randomized, Multicenter, Double-Blind,
Placebo-Controlled, Efficacy and Safety Study of
Birtamimab Plus Standard of Care vs. Placebo
Plus Standard of Care in Mayo Stage IV Subjects
with Light Chain (AL) Amyloidosis” (the
“Study”), bearing protocol number NEOD001-301,

Studie bude provadéna podle pokyna zkousejiciho.
Zkousejici bude odpovédny za provedeni studie
v souladu s touto Smlouvou, Protokolem, a pravnimi
predpisy a za ptimy dohled nad jakymikoli osobami

a)

provadéjicimi c¢asti studie. Pracovisté provede
klinickou vyzkumnou studii s ndzvem
,,Randomizovana, multicentricka, dvojité

zaslepend, placebem kontrolovana, studie faze 3
hodnotici ucinnost a bezpecnost standardni péce
plus birtamimab oproti standardni péci plus
placebo u subjekti s amyloidozou (AL) IV. stadia
podle Mayo” (dale jen ,,Studie”) s ¢islem protokolu
NEODO001-301, ve znéni ptipadnych zmén (déle jen
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as it may be amended from time to time (the
“Protocol”), the provisions of which are
incorporated herein by reference. Sponsor has
engaged Pharmaceutical Research Associates CZ,
s.r.o. located at Jankovcova 1569/2¢, 170 00 Praha
7, Czech Republic, and its affiliates (collectively,
“PRA™) to assist Sponsor by performing certain
clinical trial-related services on behalf of the
Sponsor. Institution and Investigator acknowledge
that PRA will perform some of Sponsor’s obligations
under this Agreement, and agree to cooperate with
PRA. Any instructions provided by PRA will be
deemed to be instructions by Sponsor for purposes
of this Agreement. The Site shall perform the Study
in 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 and in conformance with: (i) generally
accepted standards of good clinical practice,
including the Guideline for Good Clinical Practice of
the International Conference on Harmonisation
(“ICH GCP”), (ii) the Protocol, (iii) the terms of this
Agreement, (iv) all applicable laws, rules and
regulations valid in the Czech Republic including,
but not limited to those governing the conduct of the
Study such as the EU Directives 2001/20/EC and
2005/28/EC, Act about medical substances n.
378/2007 coll. as amended, Act about health services
n. 372/2011 coll. as amended, Decree about Good
clinical practice and conditions of conducting
Clinical Trials n. 226/2008 coll. as amended, (v) the
requirements of the EC, and (vi) this Agreement,
those governing the conduct of the Study, data
protection and privacy, and (vii) all instructions
provided by PRA and Sponsor. In the event of a
conflict between the Protocol and the terms of this
Agreement, the Protocol shall prevail with respect to
medical and scientific matters and this Agreement
shall prevail with respect to all other matters. The
Institution shall not reassign the conduct of the Study
to another investigator without Sponsor’s express
written consent. If the Investigator is unable to
perform the duties required by this Agreement, the
Institution shall promptly notify Sponsor in writing.
If a mutually acceptable replacement is not available,
this Agreement may be terminated as provided
herein. Site acknowledges that the Sponsor is
obliged to comply with the regulations of the United
States Food and Drug Administration (“FDA”)
applicable to clinical trials being conducted pursuant

»Protokol*), jehoz ustanoveni jsou nedilnou soucasti
této Smlouvy. Zadavatel poveril spolecnost
Pharmaceutical Research Associates CZ, s.r.o. s¢
sidlem Jankovcova 1569/2¢, 170 00 Praha 7, Ceska
republika, a jeji pridruzené subjekty (souhrnné
»~PRA®), aby Zadavateli asistovala provadénim
urcitych  sluzeb souvisejicich s klinickym
hodnocenim jménem Zadavatele. Zdravotnické
zafizeni a Zkousejici berou na védomi, Ze PRA bude
plnit nékteré z povinnosti Zadavatele v ramci této
Smlouvy, a souhlasi, ze budou s PRA spolupracovat.
Jakékoli pokyny poskytované ze strany PRA budou
pro ucely této Smlouvy povazovany za pokyny
Zadavatele. Pracovist¢ bude Studii provadét podle
zasad etického jednani a zptisobem, ktery ptimétené
chrani bezpecnost apohodu subjektd Studie
a jakékoli udaje pochazejici z této Studie a v souladu
s: (i) vSeobecné piijimanymi standardy spravné
klinick¢ praxe, vcetné pokyni pro spravnou
klinickou praxi mezinarodni konference pro
harmonizaci (dale jen ,,JCH GCP*), (ii) Protokolem,
(iii) podminkami této Smlouvy, (iv) vSemi
prislusnymi zakony, pravidly a pfedpisy platnymi na
tzemi Ceské republiky, mimo jiné véetné téch,
kterymi se fidi provadéni klinickych studii, jako
napfiklad nafizeni EU 201/20/EC a 2005/28/EC,
zékona ¢. 378/2007 Sb. o 1éCivech, v platném znéni,
zakona ¢. 372/2011 Sb., o zdravotnich sluzbach, v
platném znéni, vyhlasky ¢. 226/2008 Sb. o spravné
klinické praxi a podminkach klinického hodnoceni
1é¢iv, v platném znéni, o ochran¢ udaju a soukromi,
(v) pozadavky Etické komise a (vi) ustanovenimi
této Smlouvy a (vii) vSemi pokyny od PRA a
Zadavatele. V piipadé rozporu mezi Protokolem
a podminkami této Smlouvy plati u lékaiskych a
védeckych zalezitosti Protokol a ve vSech ostatnich
ptipadech plati tato Smlouva. Zdravotnické zafizeni
nepienese realizaci Studie na jiného zkousejiciho
bez ptedchoziho vyslovného pisemného souhlasu
Zadavatele. Jestlize bude zkouSejici neschopen plnit
povinnosti poZadované touto Smlouvou,
Zdravotnické zafizeni otom bude neprodlené
pisemn¢ informovat Zadavatele. Jestlize neni
k dispozici vzajemné pfijatelnd ndhrada, mize byt
tato Smlouva ukoncena podle ustanoveni uvedenych
nize. Pracovist¢ bere na védomi, ze Zadavatel je
povinen dodrzovat ptedpisy amerického Utadu pro
kontrolu potravin a 1é¢iv (,,FDA), které se vztahuji
na klinickd hodnoceni provadéna na zéklad¢ nové
americké aplikace zkoumani 1éc¢iv.
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to a United States investigational new drug
application.

(b)

No change or deviation in the Protocol will be made
by Institution or Investigator without the prior
written approval of Sponsor and the applicable
Ethics Committee (“EC”), except when necessary to
prevent imminent danger to a Study subject;
provided that Sponsor and the EC are provided
prompt, and in no case more than two days, written
notice detailing the change or deviation.

b) Ze strany Zdravotnického  zafizeni nebo
Zkousejiciho nedojde k zadné zméné nebo odchyleni
od Protokolu bez ptredchoziho pisemného schvaleni
Zadavatelem a prtislusnou Etickou komisi (dale jen
»~EK®), krom¢ pfipadd, kdy je nutné zamezit
bezprostfednimu nebezpeci pro subjekt Studie; pod
podminkou, ze Zadavatel a EK obdrzi rychle,
av zadném piipadé ne pozdéji nez za dva dny,
pisemné oznameni popisujici danou zménu nebo
odchyleni.

(©)

Informed consent of all subjects screened for
participation in the Study will be obtained by
Investigator prior to enrollment in the Study using
the informed consent form approved by both the EC
and Sponsor (the “ICE”).

c¢) Pred zarazenim do Studie =ziska Zkousejici
informovany souhlas vSech subjektd podstupujicich
screening za ucelem UCasti ve Studii pomoci
formulare informovaného souhlasu schvaleného EK
i Zadavatelem (dale jen ,,Formulaf informovaného
souhlasu®).

(d)

The Institution shall provide appropriate resources,
equipment and facilities so the Investigator can
conduct the Study in a timely and professional
manner and according to the terms of this
Agreement. The Site shall ensure that only
individuals who are bound by contract, appropriately
trained and qualified will assist in conducting the
Study. The Site is responsible for ensuring that all
personnel participating in the Study at Institution
(“Study Team”) comply with the terms of this
Agreement. Institution and Investigator agree to
promptly notify Sponsor in 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
Sponsor consents in writing to the continued use of
such personnel, which such consent shall not be
unreasonable delayed, conditioned, or withheld.

d) Zdravotnické zafizeni poskytne ZkouSejicimu
vhodné zdroje, vybaveni a zafizeni tak, aby
Zkousejici mohl vcas a dostatecné odborn¢ provést
tuto Studii v souladu s podminkami této Smlouvy.
Pracovisté zajisti, aby se na provadéni Studie
podilely pouze tadné vyskolené a kvalifikované
smluvné vazané osoby. Pracovisté odpovida za to,
aby veskery personal, ktery se bude ucastnit Studie
ve Zdravotnickém zatizeni (dale jen ,,tym Studie®),
dodrzoval podminky této Smlouvy. Zdravotnické
zafizeni a ZkouSejici souhlasi stim, ze budou
neprodlené informovat Zadavatele v piipadé, Zze
kterykoli ¢len tymu Studie byl oznamen nebo se stal
predmétem vySetfovani kterékoli licen¢ni komise,
nezavislé etické komise nebo kontrolni komise
Pracovisté, a v navaznosti na takové Setfeni bude
s takovym ¢lenem Tymu Studie ukoncena veSkera
¢innost souvisejici s provadénim Studie, pokud
Zadavatel nepoda pisemny souhlas s pokracovanim
spoluprace s danym ¢lenem; takovy souhlas nemuze
byt neodtivodnén¢ pozdrzen, podminén ani
odmitnut;

(e)

Unless otherwise agreed to by the Sponsor in
writing, the Site shall conduct the Study only at the
Institution’s facilities. In the event Institution uses
the services or facilities of any third party (each, a
“Facility”) for the conduct of the Study, Institution
represents and warrants that it has executed a
separate written agreement with such Facility to
govern these services with terms no less stringent

e) Pokud Zadavatel pisemné neodsouhlasil jinou
skutecnost, bude Pracovisté realizovat Studii pouze
v prostorach Zdravotnického zafizeni. V piipad¢,
ze Zdravotnické zatizeni pouziva pro realizaci studie
sluzby nebo zafizeni jakékoli tieti strany (jednotlive
»zatizeni), Zdravotnické zafizeni prohlasuje
azarucuje, ze sdanym zafizenim uzavfelo
samostatnou pisemnou dohodu, kterou se tyto sluzby
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than those contained herein. Institution shall be
responsible for : (i) payments owed to any Facility;
(ii) oversight of any Facility relating to the conduct
of the Study; (iii) ensuring compliance of any
Facility with the Protocol and all applicable terms of
this Agreement; and (iv) ensuring that Sponsor and
its representatives (including PRA) are permitted to
conduct monitoring and audit visits of any Facility.

budou fidit a jejiz podminky nejsou méné ptisné nez
podminky této Smlouvy. Zdravotnické zatizeni bude
odpovédné za: (i) zavazky splatné jakémukoli
zafizeni; (ii) dohled nad jakymkoli zafizenim
v souvislosti srealizaci Studie; (iii) zajiSténi
dodrzovani Protokolu a vSech pfislusnych podminek
této Smlouvy ze strany jakéhokoli =zafizeni;
a (iv) zajisténi, ze Zadavatel a jeho predstavitelé
(vCetné PRA) budou moci navstévovat jakékoli
zafizeni za ucelem monitorovani a auditu.

(f) Site agrees that no research extending beyond or f)  Pracovisté souhlasi, ze v ramci této Smlouvy neni
outside of that specifically described in the Protocol povolen ani zajistén zadny vyzkum mimo rozsah
is allowed or provided for under this Agreement. Site konkrétné popsany v Protokolu. Pracovisté nebude
shall not perform any research relating to the Study provadét zadny vyzkum souvisejici s hodnocenym
Drug, the Protocol, or Biological Materials (as pfipravkem, Protokolem nebo biologickymi
defined below) collected during the course of the materialy (podle nize uvedené definice) ziskanymi
Study from the Study subjects, except as required od subjektti Studie v pritbé¢hu Studie mimo rozsah
under the Protocol. vyzadovany Protokolem.

(g) The Institution and the Investigator shall notify PRA g) Zdravotnické zafizeni a ZkouSejici budou
if the Investigator ceases to be associated with the informovat PRA pokud Zkousejici piestane byt
Institution or is otherwise unavailable to continue as zaméstnancem Zdravotnického zatizeni nebo nebude
Investigator, which shall entitle Sponsor to z jinych divoda schopen piisobit jako Zkousejici,
terminate this Agreement immediately pursuant to takovato skutecnost opraviiuje PRA k ukonceni této
Clause 10 (b). Smlouvy v souladu s ustanoveni 10(b).

(h) The Study shall commence only after the necessary h) Studie bude zahijena az poté co bude ud¢len
approval by (i) the competent regulatory authority potiebny souhlas nebo kladné stanovisko od (i)
having authority to regulate the conduct of the Study pfislusného regulatorniho ufadu, ktery ma v
("Regulatory Authority") and (ii) the EC have been kompetenci provadéni klinickych studii (dale jen
obtained. Sponsor shall be responsible for obtaining »Regulatorni ufad*) a (ii) ptislusné Etické komise.
such approvals. Sponsor shall inform the Institution PRA bude zodpovédna za ziskani vSech vyse
and the Investigator in writing that all competent zminénych souhlasti. PRA bude pisemn¢ informovat
Regulatory Authority and EC have given their Zdravotnické zatizeni a Zkousejiciho jakmile obdrzi
authorization including the authorization of the souhlas od Regulatorniho ufadu a od Etickych
local EC. The Institution and the Investigator komisi, véetn€ lokalni etické komise. Zdravotnické
represent to have obtained all necessary internal zafizeni a ZkouSejici potvrzuji, ze byly udéleny
approvals required for the conduct of the Study at vSechny interni schvaleni nutné pro provedeni Studie
the Institution, in addition to the above, for which ve Zdravotnickém zatizeni, mimo vySe uvedené, za

Sponsor is responsible. které nese odpovédnost PRA.

(i) Expected duration of the Study is from the signing i) Predpokladana doba trvani Studie je od podpisu této
of this contract until xxxxxx. Any deviation of the Smlouvy do xxxxxx. Pfipadnd odchylka skute¢né
actual duration from the expected duration doby trvani od predpokladané doby trvani
exceeding this period by more than 6 months presahujici tuto dobu o vice nez 6 mésicii vyzaduje
requires an amendment to this Agreement in the zmeénu této Smlouvy ve formé pisemného dodatku.
written form.
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2. PAYMENT. 2. PLATBA

(a) Sponsor will, through PRA, pay the Institution as a) Zadavatel zaplati prostfednictvim PRA
payee (“Payee”) according to the Payment Terms Zdravotnickému zafizeni jako piijemci plateb (dale
attached hereto as Exhibit A (“Payment Terms”) and jen ,pfijemce plateb”) podle platebnich podminek
the budget attached hereto as Exhibit B (“Budget”), ptipojenych k této Smlouve ve formé Prilohy A (déle
upon receipt of invoices and other appropriate jen ,platebni podminky*) arozpoctu ptipojeného
documentation as specified therein. No other k této dohod¢ ve form¢ Prilohy B (dale jen
payments shall paid by the Sponsor or PRA to the »~fozpocet), po obdrzeni odpovidajicich faktur
Institution or the Investigator in connection with the a dalsi potfebné dokumentace, jez je specifikovana
Study unless agreed in the Budget. Nothing vtéto Smlouveé. Zadavatel ani PRA neuhradi
contained herein shall preclude Sponsor from issuing Zdravotnickému zafizeni ani Zkousejicimu v ramci
direct payment(s) to Payee should circumstances této Studie zadné jiné platby, kromé téch které jsou
necessitate. uvedeny v Rozpocétu. Nic, co je zde uvedeno,

nezabranuje Zadavateli v poskytni pifimych plateb
ptijemci plateb, pokud by to okolnosti vyzadovaly.

(b) The Payee shall provide to PRA full payment b) Nez bude mozné poukdzat jakoukoli platbu,
instructions and bank details, in writing, on the prijemce plateb spole¢nosti PRA pisemné poskytne
Payment Information Checklist (“PIC”), before any kompletni pokyny k platbé a bankovni udaje, a to na
payment can be made. The Payee is obliged to formulati platebnich udaji (dale jen ,,PIC®).
inform PRA, in writing, of any changes or required Prijemce plateb je povinen informovat spole¢nost
updates of payment instructions and/or bank details. PRA pisemné o jakychkoli zménach nebo
The parties agree that any change of or update to the pozadovanych aktualizacich platebnich pokynti nebo
Payee’s bank details contained in the PIC may be bankovnich tdajii. Strany souhlasi, ze jakakoli
effected through a written notice and shall not of zména nebo aktualizace bankovnich daji piijemce
itself require a formal Amendment to this plateb v PIC mulze byt provedena pisemnym
Agreement. oznamenim a nevyzaduje formalni dodatek k této

Smlouvé.

(c) The relationship between Site and Sponsor is that of ¢) Vztah mezi pracovi§tém a Zadavatelem je vztahem
an independent contractor, and neither Site nor nezavislych smluvnich stran a ani pracovist¢ ani
Sponsor party shall hold itself out to third parties as Zadavatel nesmi pred tietimi stranami vytvafet
purporting to act as, or on behalf of, the Sponsor or dojem, Ze jedna jako Zadavatel, resp. pracoviste,
Site, respectively. This Agreement shall not be nebo jeho jménem. Tuto Smlouvu nelze vykladat
construed to constitute a partnership or joint venture jako zaklad partnerstvi nebo spole¢ného podniku
between Sponsor and Site or to make either of mezi Zadavatelem a pracovistém ani tak, ze je
Sponsor or Site the agent or employee of the other. Zadavatel nebo pracovist¢ jednatelem nebo
Neither PRA nor Sponsor is responsible for any zaméstnancem druhé strany. Ani PRA, ani Zadavatel
employee benefits, pensions, workers’ nenesou odpovédnost za zadné zameéstnanecké
compensation, withholding, or employment-related benefity, vysluzné, odmény za praci, zadrzeni penéz
taxes as to the Site or its personnel. vyplacenych zaméstnancim nebo za dané

souvisejici se zaméstnanim vici pracovisti nebo jeho
personalu.

(d) The Investigator and any sub-investigators will d) ZkouSejici a pfipadni spoluzkousejici vyplni a
complete and sign a financial disclosure form podepiSou formulai finanénich daji poskytujici
providing information required to be disclosed to the informace, které je nutné sdélit organizaci FDA nebo
FDA or any other regulatory authority regarding any jakémukoli jinému kontrolnimu ufadu, a které se
financial interests that such individual or his or her tykaji jakychkoli finan¢nich zajmi, které dana osoba
immediate family members may have in Sponsor or nebo jeji blizci rodinni piislusnici maji k Zadavateli
the Study when reasonably requested to do so by nebo Studii, kdyZ je o to opravnéné¢ pozadda PRA
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PRA or Sponsor. These forms shall be promptly
updated as needed to maintain their accuracy and
completeness during the Study and for one year after
its completion or termination. The Institution and
Investigator acknowledge and agree that any
payments made and any provision of non-monetary
items of value under this Agreement may be
disclosed by Sponsor or PRA as required under the
EFPIA (European Federation of Pharmaceutical
Industries and Associations) Disclosure Code or
applicable laws or regulations.

nebo Zadavatel. Tyto formulafe budou podle potieby
neprodlené aktualizovany, aby zistala zachovana
jejich presnost a uplnost béhem Studie a po dobu
jednoho roku po jejim dokonceni nebo ukonceni.
Zdravotnické zafizeni a zkousejici berou na védomi
asouhlasi, ze vSechny uskute¢néné¢ platby
anepen¢zni plnéni velké hodnoty na zakladé této
Smlouvy mohou byt Zadavatelem nebo PRA
nahlaseny v souladu s pozadavky piedpisu EFPIA
(European Federation of Pharmaceutical Industries
and Associations [Evropska federace
farmaceutického  primyslu  a asociaci]) nebo
platnych zakoni ¢i predpist.

(e) The Institution hereby agrees that no third party will e) Zdravotnické zafizeni se timto zavazuje, ze Zadné
be charged for any aspect of treatment or subject care jiné stran¢ nebudou Ucétovany zadné aspekty 1écby
for which the Payee has invoiced or been paid under ani péce o subjekty, za které ptijemce plateb vystavil
this Agreement. The Institution hereby agrees that faktury nebo byl zaplacen podle této Smlouvy.
neither participants in the Study nor any third party Zdravotnické zafizeni se timto zavazuje, ze Zadnému
will be charged for birtamimab (the “Study Drug”), z uCastnikd Studie ani zadné tfeti stran¢ nebude
placebo or any other drugs, compounds or agents fakturovan pfipravek birtamimab (dale jen
provided by Sponsor for the conduct of the Study, »hodnoceny ptipravek®), placebo ani zadné jiné
nor shall Payee include such cost in any cost report pripravky, latky nebo prosttedky poskytované
to third-party payers. Zadavatelem pro provedeni Studie, a pfijemce plateb

takové naklady nezahme do zadného vykazu
nakladi platctim tretich stran.

(f) Unless otherwise agreed herein, payments will be f) Pokud v této Smlouvé neni dohodnuto jinak, platby
made for evaluable subjects and for eligible subjects budou provadény jen za vyhodnotitelné subjekty a
only. An eligible subject is one who meets all of the jen za zpusobilé subjekty. Zpusobily subjekt je ten,
inclusion requirements and does not meet any of the ktery splni vSechny podminky pro zafazeni a
exclusion criteria of the Protocol, who was enrolled nespliuje zadné z vylucovacich kritérii uvedenych
by Investigator, and from whom informed consent Protokolu, ktery byl zatazen Zkousejicim a ktery
has been obtained using the ICF. An evaluable udélil svlj informovany souhlas. Vyhodnotitelny
subject is an eligible subject for whom case report subjekt je ten subjekt, u néjz byly fadné vyplnény
forms (“CRFs”) have been properly completed in vSechny formulafe pro zaznamy Subjektli Studie
accordance with the Protocol, and who has (dale jen ,,CRF“) vsouladu s Protokolem, ktery
completed the appropriate Study procedures as set absolvoval prislusné studijni ukony stanovené
forth in the Protocol, and undergone the evaluations Protokolem a ktery absolvoval vysetfeni pozadovana
required by the Protocol. Protokolem.

(g) The parties acknowledge and agree that the (g) Strany uznavaji a souhlasi, ze ndhrada poskytovana
compensation provided for Site’s performance under za vykon pracovi$té podle této Smlouvy piedstavuje
the Agreement represents the fair market value for pfimétenou trzni hodnotu za sluzby poskytované
the services conducted by Site and has been agreed pracovistém a byla dohodnuta nezavisle na jakékoli
independently from any business the Institution or obchodni ¢innosti Zdravotnického zafizeni nebo
the Investigator has made or may make in relation to Zkousejiciho v souvislosti s pfedepisovanim,
the prescribing, purchasing, using, recommending, nakupem, pouzivanim, doporuCovanim nebo
or ordering of products or services of the Sponsor. objednavanim produkti nebo sluzeb od Zadavatele.

(j) Payments which are referred in this section and in (k) Platby odmény uvedené v tomto ¢lanku a ptiloze A
Exhibit A and B, are the sole and exclusive means a priloze B predstavuji jediny a vylucny zpiisob
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of sound financial settlement between the Parties.
Sponsor declares that shall not execute a separate
Clinical Trial Agreement with the Investigator
related to this Study. Institution will be only receiver
of the payments and remuneration from this Study
will be split between Institution, Investigator and
Study team under internal rules and procedures of

fadného finan¢niho vypotfadani mezi smluvnimi
stranami. Zadavatel timto prohlaSuje, Ze neuzaviel
se Zkousejicim separatni smlouvu na odménu za
provedeni Studie. Zdravotnické zafizeni bude
jedinym pfijemcem platby a odména plynouci ze
Studie bude mezi Zdravotnické =zafizeni a
Zkousejiciho a jeho studijni tym rozd€lena po

the Institution. odeCteni nakladd podle wvnitfnich piredpist
Zdravotnického zafizeni
3. RECORDKEEPING; REPORTING; ACCESS. 3. UCHOVAVANI ZAZNAMU: ZPRACOVANI

ZPRAV: PRISTUP

(a) Authorized representatives of Sponsor and/or PRA (a) Opravnéni zastupci Zadavatele, resp. spolecnosti
have the right, upon reasonable advance notice, and PRA, maji pravo po piiméfeném piedchozim
during regular business hours, to: (i) audit and oznameni av pribéhu bézné pracovni doby:
examine the Site’s facilities and, if applicable, (i) provést audit a zkontrolovat zafizeni pracovisté
Facilities involved in the performance of the Study; a ptipadnych dalSich zafizeni zajist'ujicich provadéni
and (ii) review all data, records, source documents studie a (ii) kontrolovat vSechny udaje, zaznamy,
and work product relating to the Study, and if zdrojové dokumenty avysledky prace piimo
necessary, make copies of such data, records and souvisejici se Studii a v pfipadé potieby vytvaret
work product, provided such copies do not include kopie takovych tdajt, zdznamu a vysledki prace za
any unauthorized individually-identifiable predpokladu, Ze kopie nebudou obsahovat zadné
information of a Study subject. nepovolené, jednotlivé identifikovatelné informace

o subjektu studie.

(b) The Site shall maintain complete and accurate (b) Pracovisté povede kompletni apiesné zaznamy
records related to the Study, and shall retain all such souvisejici se studii a uchovd vSechny takové
records resulting from the Study in accordance with zaznamy, které jsou vysledkem studie, v souladu
ICH GCP for the longer of the following: (i) two sICH GCP po dobu delsi nez nasledujici:
years following the date any marketing application is (iydvaroky od data schvaleni jakékoli Zzadosti
approved for the Study Drug in any indication; (ii) o registraci hodnoceného piipravku pii jakékoli
15 years after Sponsor has notified Institution that indikaci; (ii)) 15let poté, co Zadavatel oznamil
the Study has been discontinued or completed; or Zdravotnickému zafizeni, ze Studie byla ukon¢ena
(iii) the minimum period time required by applicable nebo dokoncena nebo (iii) minimalni dobu
laws and regulations. Thereafter, prior to destroying vyzadovanou platnymi zakony a piedpisy. Poté pred
or otherwise disposing of any such records, Site will zni¢enim nebo jinou likvidaci jakychkoli takovychto
provide Sponsor reasonable opportunity to take zaznamu poskytne pracovisté Zadavateli pfiméfenou
possession of the records, at Sponsor’s reasonable prilezitost na jeho pfiméfené naklady tyto zaznamy
expense. prevzit.

(c) The Investigator will deliver CRFs to PRA within (¢) ZkouSejici poskytne vSechny zaznamy CRF
five (5) business days of Investigator’s review or in spolecnosti PRA do péti (5) pracovnich dni od
accordance with Sponsor’s or PRA’s reasonable kontroly Zkousejicim nebo v souladu
written instructions, as the case may be. The s odivodnénymi pisemnymi pokyny Zadavatele
Investigator shall be available at reasonable times nebo PRA, dle konkrétniho ptipadu. Zkousejici musi
during normal business hours to meet with Study byt kdispozici v pfiméfenou dobu v pribéhu
monitors and answer questions regarding the béznych pracovnich hodin, aby se mohl setkat
conduct of the Study. If Sponsor or PRA must use or s monitorem  Studie, aodpovidat na otdzky
access the Site’s computer systems, it will do so in vztahujici se k realizaci Studie. Jestlize Zadavatel
accordance with the Site’s instructions and will only nebo PRA musi pouzivat nebo mit piistup
use acquired information for the purpose of the k po¢itaovym systémim pracovisté, bude je
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Study and in accordance with applicable laws.
Institution and Investigator will comply with
Investigator obligations under ICH GCP sections
4.14. and 4.9.7. to ensure Study monitors are
granted access via the Investigator or other
authorized Study Team Member 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 to verify their authenticity. 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 paper copies, on which
Investigator confirms they are identical with the
original documents, and are made available for
inspection. The Site shall ensure sufficient access is
granted to the monitor to enable source data
verification of the Study Subjects. All this is in
accordance with the legal order of the Czech
Republic.

vyuzivat v souladu s pokyny pracovisté¢ abude
ziskané informace vyuzivat pouze k ucelim Studie
avsouladu s pfislusnymi zakony. Zdravotnické
zafizeni azkouSejici budou plnit povinnosti
zkouSejiciho v souladu s paragrafy 4.1.4. a4.9.7.
ICH GCP tak, aby byl monitorovi Studie poskytnut
zprostiedkovany pristup, prostiednictvim
Zkousejiciho nebo jiného povéieného c¢lena
Studijniho tymu k originalim lékarskych zaznamu
subjektd  Studie pro ucely ovéefeni, vcetné
pravidelného pfistupu umoziujiciho porovnani
ovétenych kopii 1ékarskych zadznami s originalnimi
lékatskymi zaznamy za ucCelem ovéfeni jejich
pravosti. Pracovisté zajisti, aby byly monitorovi
Studie zpfistupnény pouze I1ékafské zaznamy
subjektti Studie a aby mu nebyl umoZznén piistup
k ZzZadnym jinym zaznamim. Neni-li to mozZné,
Zdravotnické  zafizeni  azkouSejici  zajisti
zptistupnéni tisténych kopii ke kontrole, na kterych
Zkousejici potvrdi, ze se shoduji s originalni
dokumentaci. Pracovisté zajisti dostate¢ny pfistup
pro studijniho monitora za ti€elem kontroly zdrojové
dokumentace Subjektt Studie. To vSe v souladu s
pravnim fadem Ceské republiky.

(d)

The Site will notify Sponsor and PRA promptly, and
in no case longer than two business days, if any
regulatory authority notifies the Institution or
Investigator of a pending inspection or, without
notice, begins an inspection relating to the Study.
Site shall permit representatives of Sponsor and/or
PRA to be onsite prior to and during the inspection.
In addition, Site shall, unless prohibited by
applicable law, provide to Sponsor copies of all
materials, correspondence, statements, forms and
records that Site receives, obtains or generates
pursuant to or in connection with any such audit,
inspection or inquiry, and Site shall allow Sponsor to
review in advance and comment upon any proposed
responses that pertain to the Study within two
business days after Sponsor’s receipt thereof from
Site.

(d)

Pracovisté bude bezodkladné informovat Zadavatele
a PRA, ne pozdéji nez do dvou pracovnich dni,
pokud  jakykoli  kontrolni  tfad uvédomi
Zdravotnické  zafizeni  nebo  ZkouSejiciho
o nadchazejici kontrole nebo bez ozndmeni zahdji
kontrolu souvisejici se Studii. Pracovist¢ povoli
zastupcim Zadavatele nebo PRA pfitomnost na
pracovisti pred kontrolou a v jejim prubéhu.
Pracovisté také, s vyjimkou piipadi, kdy mu to
zakazuji platné zakony, poskytne Zadavateli kopie
veskerych  materialti, korespondence, vypisu,
formulard a zdznamd, které pracovisté obdrzi, ziska
nebo vytvori v souvislosti s jakymkoli takovym
auditem, kontrolou nebo dotazem, a umozni
Zadavateli predem zkontrolovat a okomentovat
jakékoli navrhované odpovédi tykajici se Studie do
dvou pracovnich dni po jejich pfijeti Zadavatelem od
pracoviste.

(e)

Institution and Investigator shall comply with any
and all safety reporting procedures and requirements,
including any such reporting procedures and
requirements relating to any serious or unexpected
event, injury, toxicity, or sensitivity reaction
associated with the Study or the Study Drug, in each
case as set forth in the Protocol or any reasonable

(e)

Zdravotnické zafizeni a ZkousSejici budou dodrzovat
vSechny postupy a pozadavky tykajici se zprav o
bezpeCnosti vcetné¢ vsSech postupll a pozadavki
tykajicich se zprav o jakékoli vazné nebo necekané
udalosti, poranéni, toxicit¢ nebo reakcich
zplisobenych citlivosti souvisejicich se studii nebo
hodnocenym piipravkem tak, jak je uvedeno
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written instruction from PRA or Sponsor.
Notwithstanding the foregoing, Institution will
require Investigator to report, and Investigator shall
report, to Sponsor promptly, and in no case more
than 24 hours, written notice of any adverse
experiences or effects that are serious, life-
threatening, or fatal.

v protokolu nebo jakémkoli pfiméfeném pisemném
pokynu od PRA nebo Zadavatele. Bez ohledu na
vyse uvedené bude Zdravotnické zatizeni vyzadovat,
aby ZkousSejici nahlasil, a ZkouSejici Zadavateli
neprodlené a nejpozdéji do 24 hodin pisemné
nahlési, jakékoli nezaddouci zkuSenosti nebo vazné,
zivot ohrozujici ¢i smrtelné ucinky.

®

In addition to or alternatively in lieu of on-site
monitoring activities, a portion of the Study may be
monitored/managed remotely. In this circumstance,
Investigator and Institution undertake to facilitate the
remote evaluation carried out by Sponsor/PRA
personnel or representatives (e.g., clinical monitors,
data management personnel, or statisticians) in a
timely manner to ensure quality data collection and
the safety of Study subjects. Such remote monitoring
activities might include and are not limited to: (i)
communication with the Study Team; and (ii) review
of Site's processes, procedures, records, and
corroboration. For clarity, remote evaluation refers
to evaluation activities that are performed in a
location other than where the Study is being
conducted.

9]

Krom¢, nebo popiipadé¢ alternativné misto
monitorovacich cinnosti na pracovisti, lze ¢ast
Studie monitorovat/fidit na dalku. V takové situaci
se Zkousejici a Zdravotnické zafizeni zavazuji,
ze véas umozni vzdalené vyhodnoceni provadéné
pracovniky nebo zastupci Zadavatele / PRA (napf.
monitory Studie, pracovniky spravy dat nebo
statistiky) tak, aby bylo zajisténo shromazdéni
kvalitnich udaji a bezpecnost subjektt Studie.
Takové vzdalené monitorovaci cinnosti mohou
zahrnovat mimo jiné: (i) komunikaci s ¢lenem tymu
Studie a (ii) hodnoceni procest, postupll, zaznamu
a potvrzeni pracovisté. Pro vysvétleni uvadime, ze
vzdalené hodnoceni se tyka vyhodnocovacich
¢innosti, které jsou provadény na jiném miste, nez
kde je provadéna Studie.

4. CONFIDENTIALITY.

4. DUVERNOST UDAJU

(a) The Protocol,

Study Drug(s), CRFs, Sponsor
Inventions (as defined below), and any and all
information, data, reports, results, documents, or
materials disclosed to (prior to, on, or after the
Effective Date) or generated by the Site or any Study
Team members regarding the work performed under
this Agreement (other than Study subject medical
records) or which otherwise relates to this Study or
the Study Drug (“Confidential Information”) belong
to Sponsor and shall not be disclosed by the Site to
any third party or used for any purpose other than the
performance of the Study without the prior written
consent of Sponsor. As evidenced by competent
written records, the above obligations of
confidentiality shall not apply to Confidential
Information that:

(a) Protokol, hodnocené pftipravky, zdznamy CREF,

vynalezy Zadavatele (podle nize uvedené definice)
aveSkeré informace, udaje, zpravy, vysledky,
dokumenty nebo materidly zpfistupnéné (v datum
ucinnosti, pfed nim nebo po ném) pracovisti nebo
jakymkoli ¢lenim tymu Studie (nebo jimi
vytvofené) tykajici se prace provadéné na zakladé
této Smlouvy (kromé zdravotnich zaznamu subjekti
Studie) nebo jakkoli jinak se tykajici této Studie
nebo hodnoceného piipravku (dale jen ,,ddvérné
informace*) jsou majetkem Zadavatele a pracovisté
je nesmi zptistupnit zadné tieti osob¢ ani nesméji byt
pouzity k Zadnému jinému ucelu, nez je realizace
studie, bez predchoziho pisemného souhlasu
Zadavatele. Jak wukazuji kompetentni pisemné
zaznamy, vySe uvedend povinnost divérnosti tidaji
neplati pro divérné informace, které:

(i) is or becomes, through no fault of the Site,

(i) jsou vefejn¢ znamé nebo se bez zavinéni

public knowledge; pracoviste stanou vefejné znamymi;

(il)) was already lawfully in the Site’s possession (il)) byly vlegalnim vlastnictvi pracovisté k datu
on the date of disclosure to the Site by Sponsor jejich oznameni pracovisti Zadavatelem nebo
and/or PRA and not subject to prior spoleénosti PRA anepodléhaji predchozi
confidentiality obligations; or povinnosti zachovavat ditvérnost; nebo
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(iii) is acquired by the Site without restrictions on
disclosure from a third party who had the

(i) pracovisté ziskalo bez omezeni zpfistupnéni
od treti strany, ktera méla zakonné pravo je

lawful right to disclose it. poskytovat.

(b) Permitted Disclosures. The Site’s obligations of non- (b) Povolend zptistupnéni. Povinnosti pracovi$té
disclosure and non-use of Confidential Information zachovavat mlcenlivost anevyuzivat davérné
shall not apply to the extent the Site is required by informace neplati, pokud je pracovisté ze zakona
applicable law to disclose Confidential Information, povinno zptistupnit daveérné informace,
provided the Site promptly notifies Sponsor of such za predpokladu, ze pracovisté neprodlené informuje
a requirement prior to disclosure to allow Sponsor Zadavatele o takovém pozadavku pred

the reasonable opportunity to oppose the
requirement or seek an appropriate protective order.
The Site shall disclose only the minimum amount of
information necessary to comply with such law and
shall request confidential treatment of such
Confidential Information.

zptistupnénim predmétnych informaci, aby mél
Zadavatel ptiméfenou prilezitost protestovat proti
pozadavku nebo si zajistit odpovidajici piikaz
k ochrané. Pracovis§té¢ poskytne pouze minimalni
mnozstvi informaci potfebné k vyhovéni danému
zakonu a pozada o diivérné nakladani s predmétnymi
divérnymi informacemi.

(¢) Upon notice by Sponsor and/or PRA, Site shall cease
using the Confidential Information and shall
promptly return or destroy the Confidential
Information in accordance with Sponsor or PRA’s
written instructions. Site may retain one copy of the
Confidential Information securely in its legal offices
for purposes of compliance with its foregoing
obligations. Any Confidential Information retained
in Site’s legal offices or in electronic file backups
shall be subject to ongoing obligations of
confidentiality under this Agreement.

(¢) Po oznameni ze strany Zadavatele nebo spolecnosti
PRA pracoviste ukon¢i pouzivani davérnych
informaci atyto ddvérné informace bezodkladné
vrati nebo zni¢i v souladu s pisemnymi pokyny
Zadavatele nebo PRA. Pracovisté si mlze jednu
kopii davérnych informaci ponechat bezpecné
uloZzenou u svého pravniho zastoupeni za ucelem
vyhovéni vySe uvedenym povinnostem. Jakékoli
divémé informace ulozené u pravniho zastoupeni
pracovisté nebo v elektronickych zalohach soubort
podléhaji  trvajicim  povinnostem  zachovani
diavéryhodnosti v ramci této Smlouvy.

5. PRIVACY AND DATA PROTECTION.

5. OCHRANA SOUKROMIi A OSOBNIiCH UDAJU

The parties agree that each will comply with their respective
obligations as required under applicable privacy and data
protection laws including, but not limited to, Regulation (EU)
2016/679 of the European Parliament and of the Council of
27 April 2016 (“GDPR”) and national implementing
legislation (collectively, “Data Protection Laws”), using
appropriate technical and organizational measures for the
processing, integrity, confidentiality and security of personal
information and Study Data.

Smluvni strany souhlasi, Ze kazda z nich bude dodrzovat své
pfislusné povinnosti, jak pozaduji platné zakony o ochrané
soukromi a osobnich udaji vetn¢, mimo jiné, natizeni (EU)
2016/679 Evropského parlamentu a Rady ze dne 27. dubna
2016 (,,GDPR*) a narodni implementacni legislativy
(spole¢né ,,zakony na ochranu udaji‘), s vyuzitim vhodnych
technickych a organizacnich opatfeni pro zpracovani,
integritu, davérnost a bezpecnost osobnich tdaji audaju
studie.

e The Institution owns and shall be responsible for
source data (as defined by ICH GCP).

e Vlastnikem zdrojovych udaji (dle definice ICH
GCP) je Zdravotnické zatizeni, které je za né
odpovédné.

e Sponsor owns and shall be responsible for all Study
Data (defined under Section 7).

e Vlastnikem vSech udaju studie (dle definice
v ¢lanku 7) je Zadavatel, ktery je za n¢ odpovédny.

e For the purposes of GDPR, the Sponsor is the data
controller and the Institution is the processor in
relation to the processing of personal data of Study

e Pro ucely nafizeni GDPR je Zadavatel spravcem
udaji a Zdravotnické zafizeni je zpracovatelem
udaji, co se tyce zpracovani osobnich udaju subjektt
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subjects for the purpose of the Study. The Institution
is the controller of personal data of Study subjects
processed for the purposes of the provision of
medical care. The Institution’s processing of
personal data as a processor of the Sponsor shall be
in accordance with this Agreement, Data Protection
Laws and, to the extent not inconsistent with such
laws, any written instructions provided by or on
behalf of the Sponsor regarding the processing of
personal data. The Protocol and Inform Consent
Form, set out the subject matter, duration, nature and
purpose of the processing, type of personal data and
categories of data subjects, and the obligations and
rights of Sponsor as controller.

Studie pro ucely Studie. Zdravotnické zafizeni je
spravcem  osobnich  udaji  subjektd  Studie
zpracovavanych pro ucely poskytovani Iékarské
péCe. Zpracovani osobnich udaji ze strany
Zdravotnického zafizeni coby zpracovatele pro
Zadavatele bude v souladu stouto Smlouvou,
zékony na ochranu udajt a, v rozsahu konzistentnim
s témito zakony, jakymikoli pisemnymi pokyny
ohledné zpracovani osobnich udaji poskytnutymi
Zadavatelem nebo jeho jménem. Protokol a formulaf
informovaného souhlasu uvadéji predmét, trvani,
povahu a tucel zpracovani, typ osobnich udaji
a kategorie subjektti 0idaji a povinnosti a prava
Zadavatele coby spravce udaji.

The Institution, in its role as processor, will comply with all
Data Protection Laws. In particular, Institution will, without
limitation, do the following:

Zdravotnické zafizeni bude ve své roli zpracovatele
dodrzovat vSechny zakony na ochranu udaji. Zdravotnické
zafizeni predevsim bez omezeni u€ini nasledujici:

(1)  Take all measures required pursuant to Article
32 of the GDPR;

(i) pfijme veskera opatfeni podle clanku 32
narizeni GDPR;

(i) Maintain technical and organisational security
measures sufficient to comply with Data
Protection Laws;

(i) zajisti technicka a organiza¢ni bezpe¢nostni
opatieni potiebna k vyhovéni zdkonim na
ochranu udaja;

(ii) Only process Study Data for and on behalf of
the Sponsor, in accordance with the
documented  instructions of  Sponsor,
including with regard to transfers of Study
Data to a third country or an international
organization, unless required to do so by
EU/EEA or member state law to which the
Institution is subject (in which case the
Institution shall inform the Sponsor of that
legal requirement before processing unless
that law prohibits such information on
important grounds of public interest);

(iii)) bude zpracovavat udaje studie pouze pro
Zadavatele a jeho jménem v souladu se
zdokumentovanymi  pokyny  Zadavatele
vcetné pokyni ohledné pienost udaji studie
do tfeti zem¢& nebo mezinarodni organizace,
pokud to nevyzaduje zadkon EU/EHP nebo
Clenského statu, ktery se na Zdravotnické
zafizeni  vztahuje (v takovém  pfipadé
Zdravotnické =zatizeni pfed zpracovanim
informuje Zadavatele o tomto zakonném
pozadavku, pokud zakon takové informace
nezakazuje z dulezitych divodu s ohledem na
vefejny zajem);

(iv) Allow the Sponsor or another auditor
mandated by the Sponsor to audit the
Institution’s compliance with the
requirements of this clause on reasonable

(iv) umozni Zadavateli nebo jinému auditorovi
povéfenému  Zadavatelem na  zakladé
pfiméfeného  oznadmeni  provést  audit
dodrzovani pozadavk tohoto ¢lanku ze strany

notice and/or provide to the Sponsor all zdravotnického zafizeni nebo poskytne

necessary with evidence of its compliance Zadavateli  veskeré  potiebné  dikazy

with the obligations set out in this Section 5; o dodrzovani povinnosti uvedenych v tomto
¢lanku 5;

(v) Notify Sponsor within twenty-four (24) hours (v) oznami  Zadavateli  jakékoli  naruSeni

of becoming aware of any breach of security bezpecnosti vedouci k ndhodnému nebo

leading to the accidental or wunlawful nezakonnému  znieni,  ztraté, zméné,

destruction, loss, alteration, unauthorized

neopravnénému sdéleni nebo zptistupnéni
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disclosure of, or access to Study Data
transmitted, stored or otherwise processed by
Hospital. Such notice shall be sent via email
to xxxxxxxxxxx with a written follow-up
notice sent via international overnight courier
to PRA and Sponsor at the address specified
in Section 16;

prenasenych, ukladanych nebo nemocnici
jinak zpracovavanych tdaji studie, a to do
dvaceti ¢tyt (24) hodin od doby, kdy se o ném
dozvi. Toto ozndmeni bude zaslano e-mailem
na adresu XXXxxxxxxxxx a nasledné pisemné
oznameni bude zaslano mezinarodni expresni
kuryrni sluzbou spole¢nosti PRA a Zadavateli
na adresu uvedenou v ¢lanku 16;

(vi) Ensure that all persons authorized to process (vi) zajisti, Ze vSechny osoby s opravnénim ke
Study Data on behalf of the Institution have zpracovani udaja Studie jménem
committed themselves to confidentiality or are Zdravotnického  zafizeni se  zavazaly
under an appropriate statutory obligation of k zachovani divérnosti udajii nebo se na né
confidentiality; vztahuje  platné  zadkonné  ustanoveni

vyzadujici divérnost daju;

(vii) Only engage a sub-processor with Sponsor’s (vii) vyuzije sluzeb subzpracovatele pouze
prior written consent and, if such consent is s pfedchozim pisemnym souhlasem
given, respect all conditions of the GDPR with Zadavatele, a pokud tento souhlas ziska, bude
respect to engaging another processor; and respektovat vSechny podminky nafizeni

GDPR tykajici se wvyuziti sluzeb jiného
zpracovatele; a

(viii) Taking into account the nature of the (viii) s ohledem na povahu zpracovani bude, je-li to
processing, assist the Sponsor by appropriate mozné, Zadavateli pomdhat piislusSnymi
technical and organizational measures, insofar technickymi a organizaénimi opatfenimi

as this is possible, for the fulfilment of the
Sponsor’s obligation to respond to requests
from Study subjects to exercise their rights
under GDPR.

naplnit povinnost Zadavatele reagovat na
pozadavky ze strany subjektt studie ohledné
vyuziti jejich prav podle natizeni GDPR.

PRA will provide a personal information notice for Study
Team members advising them of the collection, use,
processing, holding and transfer of their personal information
to countries other than their own, that may not have the same
level of data protection as their own country. Institution and
Investigator agree to provide reasonable assistance to give
this notice to members of Study Team.

PRA poskytne ¢lenim tymu Studie oznameni o osobnich
udajich a informuje je o shromazd’ovani, pouziti, zpracovani,
uchovavani a predavani jejich osobnich udaji do jinych
zemi, které nemuseji mit stejnou troven ochrany osobnich
udaji jako jejich vlastni zemé. Zdravotnické zafizeni
a Zkousejici souhlasi stim, ze poskytnou pti predavani
tohoto oznameni ¢lentim tymu Studie pfiméfenou pomoc..

Site will obtain from each Study subject a valid authorization
for the disclosure of such subject’s personal data that is in
compliance with Data Protection Laws, and is, in form and
substance, acceptable to the Sponsor. Site will notify Sponsor
if any Study subject requests access to or a correction in any
of his or her personal data that has been collected as part of
the Study, or seeks to exercise any other rights under Data
Protection Laws, and will assist with facilitating this request.

Pracovist¢ od kazdého subjektu Studie ziskd platné
opravnéni ke sdélovani osobnich 0daji daného subjektu,
které je v souladu se zdkony na ochranu udaji a je pro
Zadavatele formaln¢ i vécné piijatelné. Pracovisté bude
informovat Zadavatele, pokud jakykoli subjekt Studie
pozada o ptistup ke svym osobnim idajim ziskanym v ramci
Studie nebo o jejich opravu nebo bude chtit vyuzit jakékoli
sva jina prava v ramci zédkont na ochranu idaji, a poskytne
mu asistenci s vyhovénim této zadosti.

The Institution and Investigator shall make available to
Sponsor and/or PRA, all information required to demonstrate
and verify compliance with their obligations under this
Section 5.

Zdravotnické zafizeni a zkousejici daji Zadavateli nebo PRA
k dispozici vSechny informace, které jsou potiebné
k prokazani a ovéteni dodrzovani jejich povinnosti podle
tohoto ¢lanku 5.
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6. PUBLICATION.

6. PUBLIKOVANI

Because the Study is conducted in the EU/EEA, Sponsor is
required by law to publicly disclose the performance of the
Study and publish the summary 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 PRA 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.

Protoze je Studie provadéna v zemich EU/EHP, musi
Zadavatel ze zakona zvefejnit provadéni studie a publikovat
souhrnné vysledky studie do 6 nebo 12 mésici (v zavislosti
na typu hodnoceni) od jejiho dokonceni na vSech
pracovistich aucini tak bez dalsiho upozornéni
zdravotnickému zafizeni a zkouSejicimu lékafi. Zdravotnické
zatizeni a ZkousSejici timto souhlasi, Ze umozni Zadavateli
nebo PRA zptistupnit nebo umoznit kterémukoli piislusnému
urfadu zpfistupnéni jejich jména a adresy Zdravotnického
zatizeni a jména Zkousejiciho, kde bude proveden Protokol,
a jeho vysledky po vyplnéni v obecné dostupnych databazich
klinickych hodnoceni v rozsahu pozadovaném vSemi
prislusnymi zakony a pfedpisy.

Publication, presentation or use of the methods and/or
results of the Study is not permitted without the prior written
consent of the Sponsor. If required by applicable law,
Sponsor will publish the results of the Study, regardless of
the outcome.

Bez predchoziho pisemného souhlasu Zadavatele neni
povolena zadna publikace, prezentace nebo pouziti metod
nebo vysledkli Studie. Pokud to vyzaduji platné pravni
predpisy, Zadavatel publikuje vysledky studie bez ohledu na
vysledek.

The Investigator agrees to publish his name in
connection with this Agreement on the public administration
portal, in accordance with the law on Register of contracts.
Sponsor is obligated to create and provide redacted version
of the Agreement to Institution prior the signature of the
Agreement.

Zkousejici souhlasi s uvefejnénim svého jména v
souvislosti s touto Smlouvou na portale vefejné spravy v
souladu se zakonem o Registru smluv. PRA se zavazuje k
dodani editované verze pied podpisem této Smlouvy.

The Parties agree that upon request of the Institution’s
Ethics Committee, the Sponsor shall provide a list of
publications related to the results of this Study upon
completion of the Study.

Smluvni strany se dohodly, Ze na zakladé zadosti
Etické komise Zdravotnického zafizeni Zadavatel poskytne
po ukonceni Studie seznam publikaci vztahujicich se
k vysledkim této Studie.

The Parties hereby acknowledge and agree that this
Agreement and any amendments thereto shall be subject to
mandatory publication in accordance with Act No. 340/2015
Coll., On the Register of Contracts.

Smluvni strany timto berou na védomi a souhlasi, ze
tato Smlouva a jeji pfipadné dodatky podléhaji povinnému
zvefejnéni v souladu se zdkonem ¢. 340/2015 Sb., o registru
smluv.

7. OWNERSHIP.

7. VLASTNICTVI

All documents, protocols, data, know-how, methods,
operations, formulas, Confidential Information and Materials
(as defined below) provided to the Site pursuant to this
Agreement are and shall remain Sponsor’s property. The
completed CRFs, the final report (if applicable) and all
information and data resulting from the Study including
Study results (collectively, “Study Data”), shall also be
owned solely by Sponsor. The Site hereby 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.

Vsechny dokumenty, Protokoly, tdaje, know-how,
metody, operace, vzorce, divérné informace a materialy
(jak jsou definovany nize) poskytnuté pracovisti podle této
Smlouvy jsou a zlistanou vlastnictvim Zadavatele. Vyplnéné
zaznamy CRF, zavérecnd zprava (pokud Ize uplatnit)
a vSechny informace a udaje, které jsou vysledkem Studie,
ijeji vysledky (souhrnné¢ ,udaje studie”) budou také
vyhradnim vlastnictvim Zadavatele. Pracovis§t¢ timto
postupuje (a bude vyzadovat od celého tymu studie, aby
postoupil) Zadavateli veskera prava, naroky a subjektivni
prava (pokud existuji) k pfedmétnym udajim studie.
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Zadavatel nebude vlastnit zdravotni zdznamy subjektd
Studie.

8. INVENTIONS.

8. VYNALEZY

The existing inventions and technologies of Sponsor
or the Investigator are their separate property and are not
affected by this Agreement. All inventions (whether or not

patentable),  discoveries, improvements, techniques,
methodologies, processes, formulae, cells, cell lines, tissues,
compositions,  specifications, reagents, therapeutics

(including antibodies), trade secrets, ideas, and any technical
information or data, copyrights, patent rights, know-how and
documentation (including Study results) with respect thereto
that are conceived, made, reduced to practice, or developed,
in whole or in part, by Site and/or the Study Team, alone or
with others: (i) as a result of conduct of the Study; (ii) based
on, relying on, incorporating or derived from Confidential
Information; or (iii) that relate in any way to the Protocol or
the Study Drug, including its administration or use (alone or
in combination with any other drug or device), formulation,
manufacture, mechanism, or composition, as well as any
derivatives, progeny, or improvements developed therefrom
(collectively, “Sponsor Inventions”) are the sole and
exclusive property of Sponsor. Nothing in this Agreement
will be construed to confer upon or grant to Site any right,
title, and interest in the Sponsor Inventions. Site shall
promptly disclose in writing to Sponsor each such Sponsor
Invention conceived, discovered, or reduced to practice,
together with a reasonable description of any such Sponsor
Invention. Site hereby assigns (and shall ensure that all Study
Team members assign) to Sponsor all of their respective
right, title and interest, if any, in and to each such Sponsor
Invention. Site agrees to provide, at Sponsor’s expense,
reasonable assistance to Sponsor to enable Sponsor to perfect
its ownership interest in Sponsor Inventions and obtain,
maintain and enforce patent rights in such Sponsor
Inventions. Institution will ensure that all members of the
Study Team have an obligation to assign all Sponsor
Inventions made, conceived, reduced to practice, or
generated by such personnel to Institution so that Institution
can comply with its obligations under this paragraph.

Jiz existujici vynalezy a technologie Zadavatele nebo
Zkousejiciho jsou jejich samostatnym vlastnictvim a nejsou
ovlivnény touto Smlouvou. Veskeré souvisejici vynalezy

(patentovatelné ¢i  ne), objevy, zlepSeni, techniky,
metodologie, procesy, vzorce, bunky, bunécné linie, tkang,
slozeni, specifikace, reagencie, terapeutika (vCetné

protilatek), obchodni tajemstvi, napady a jakékoli technické
informace nebo udaje, autorska prava, patentova prava,
know-how a dokumentace (v¢etn€ vysledkt studie) castecné
nebo kompletn¢ formulované, vyrobené, uvedené do praxe
nebo vyvinuté pracovistém nebo tymem Studie svépomoci
nebo ve spolupraci s ostatnimi: (i) jako vysledek provadéni
Studie; (ii) na zakladé dtvérnych informaci, nebo (iii) které
jakymkoli  zplisobem  souvisi s Protokolem  nebo
hodnocenym pfipravkem vcetné jeho podavani ¢i pouzivani
(samotného nebo v kombinaci s jakymkoli jinym piipravkem
nebo zafizenim), formulace, vyroby, mechanismu nebo
slozeni, nebo zn¢ odvozenych derivatl, naslednych
pripravkd ¢i vylepSeni (souhrnné ,vynalezy Zadavatele™)
jsou vyhradnim a vylu¢nym majetkem Zadavatele. Nic v této
Smlouvé nelze vykladat tak, Ze jsou pracovisti poskytovana
jakakoli prava, naroky a subjektivni prava vztahujici se na
vynalezy Zadavatele. Pracovist¢ Zadavateli bez prodleni
pisemné oznami kazdy takovy formulovany, objeveny nebo
do praxe uvedeny vynalez Zadavatele spolu s pfiméfenym
popisem daného vyndlezu Zadavatele. Pracovisté timto
postupuje (a bude vyzadovat od celého tymu studie, aby
postoupil) Zadavateli veSkera pfislusnd prava, naroky a
subjektivni prava (pokud existuji) vztahujici se na kazdy
takovy vynalez Zadavatele. Pracovisté souhlasi, Ze na
naklady Zadavatele poskytne Zadavateli pfiméfenou pomoc
pti potvrzeni vlastnickych prav vztahujicich se na vynalezy
Zadavatele a ziskani, udrzovani a vymahani patentovych
prav na takové vynalezy Zadavatele. Zdravotnické zafizeni
zajisti, aby vSichni clenové tymu studie byli povinni
postoupit veskeré vynalezy Zadavatele, které budou
formulovany, vyvinuty, uvedeny do praxe nebo
vygenerovany témito pracovniky, Zdravotnickému zafizeni
tak, aby Zdravotnické zatizeni mohlo splnit své povinnosti
vyplyvajici z tohoto odstavce.

Sponsor has the sole and exclusive right, but not the
obligation, in its own name and at its own discretion and
expense, to register Sponsor Inventions and information
derived from any and all Sponsor Inventions, and to obtain,
file, and prosecute applications for U.S. and foreign patents

Zadavatel ma vylu¢né a vyhradni pravo, ale ne povinnost,
svym jménem, podle svého uvazeni a na své naklady
registrovat vynalezy Zadavatele a informace odvozené od
vSech vynalezii Zadavatele a ziskat, podat a vymahat zadosti
o americké a zahranini patenty u jakychkoli

CONFIDENTIAL Page 14 of 27

| DUVERNE Strana 14 z 27




Czech Republic / Institution & Investigator Clinical Trial Agreement

Fakultni nemocnice Ostrava / XXXXXXXXXXXXX
NEOD001-301

on any patentable Sponsor Inventions and information
derived from any and all Sponsor Inventions.

patentovatelnych vynalezti Zadavatele a informaci od vSech
vynalezl Zadavatele odvozenych.

9. MATERIAL TRANSFER; RETURN OF | 9. PRENOS MATERIALU: VRACENi MATERIALU;
MATERIALS: EQUIPMENT. VYBAVENI
(a) During the Study, Sponsor or Sponsor’s a) V prubéhu studie poskytne Zadavatel nebo

designee shall provide to the Site, at Sponsor’s
expense, after the necessary approval of the
Regulatory Authorities and the EC and at Sponsor’s
expense, the Study Drug, placebo and other
compounds, or agents for the performance of the
Study (collectively, the “Materials”). Investigator
and any Study Team members will be authorized to
accept the Materials on behalf of Institution. The
Materials will be used only by the Site and only for
performance of the Study in accordance with the
written instructions provided by or on behalf of
Sponsor, the Protocol and this Agreement. The Site
shall keep all Materials in a locked, secured area at
all times and maintain complete, up-to-date records
showing receipt of shipments of the Materials,
dispensing of the Materials and returns of the
Materials as required by the Protocol and applicable
laws, regulations and guidelines. The Site shall
handle, store, ship or dispose of Materials in
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. The Site shall
ensure that the Materials are not transferred to any
third parties, unless stated otherwise in writing by
Sponsor (or Sponsor’s designee). Site shall notify
Sponsor (or Sponsor’s designee) immediately if any
Materials are lost, damaged or destroyed. Materials
shall be stored at Institution’s Pharmacy, in
accordance with Decree No. 226/2008 Coll., as
amended, which undertakes to observe the
conditions of good pharmacy practice, related
instructions of SUKL and guarantees the
manipulation of the medicinal product only by
authorized persons. The Institution’s Pharmacy will
be responsible for receiving the Study Drug and
dispensing the Study Drug to the Investigator or its
designated person. The Study Drug not used in the
Study will be returned by the Institution and the
Investigator to the Sponsor. This arrangement also
applies to all medications supplied by the Sponsor in
the Study for which expired.

osoba urCend Zadavatelem pracovisti na naklady
Zadavatele, poté co budou ziskany nezbytné
souhlasy Regulatornich tfadi a Etickych komisi,
hodnoceny ptipravek, placebo a dalsi soucasti nebo
prostfedky k realizaci studie (souhrnng ,,materialy*).
Zkousejici a ¢lenové tymu Studie budou opravnéni
prijmout materialy jménem Zdravotnického zatizeni.
Materiadly budou pouzivany pouze pracovistém a
pouze krealizaci studie v souladu s pisemnymi
pokyny poskytnutymi  Zadavatelem nebo jeho
jménem, protokolem a touto Smlouvou. Pracovisté
bude po celou dobu uchovavat vSechny materialy na
uzamceném, zabezpefeném miste¢ a povede uplné,
aktualni zaznamy dokladajici pfijeti zasilek
materiald, jejich vydavani avraceni v souladu
s pozadavky protokolu a platnymi zékony, predpisy
a pokyny. Pracovisté bude manipulovat, skladovat
a zasilat nebo likvidovat materidly v souladu
s protokolem a pfiméfenymi pisemnymi pokyny
poskytnutymi Zadavatelem (nebo jim povéfenou
osobou) a v souladu s veskerymi platnymi mistnimi
anarodnimi zakony, pravidly a pfedpisy vcetné
mimo jiné predpisi o nebezpecnych latkach.
Resitelské centrum neprodlené ozndmi Zadavateli
(nebo zmocnénci Zadavatele), pokud dojde ke
ztraceni, poskozeni nebo zni¢eni jakychkoliv
Materiala. Materialy budou uskladnény v Lékarné
Zdravotnického zafizeni, v souladu s vyhlaskou ¢.
226/2008 Sb., v platném znéni, kterd se zavazuje
dodrzovat podminky spravné lékarenské praxe,
souvisejici pokyny SUKL a zaruduje manipulaci s
lé¢ivem pouze opravnénymi osobami. Lékarna
Zdravotnického zatfizeni bude zodpovidat za pfijem
zasilky Hodnoceného lé¢iva a vydej Hodnoceného
léciva Zkousejicimu nebo jim povéfené osobe.
Hodnocené 1écivo, které nebude pouzito v ramci
klinického hodnoceni, vrati Zdravotnické zafizeni a
Hlavni zkouSejici Zadavateli. Toto ujednani se
vztahuje i na veskera 1é¢iva dodand Zadavatelem v
ramci Studie, u nichz ubéhla doba pouzitelnosti.
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All shipment of Study Drug will be delivered only in
business days between 7a.m. and 15p.m., to the
address:

Lékarna FNO
XXXXXXXXXXXX

17. listopadu 1790

708 52 Ostrava Poruba
Czech Republic

with Study name

Veskeré zasilky Hodnoceného ptipravku budou
doruCovany pouze v pracovni dny mezi 7 a 15
hodinou, na adresu:

Lékarna FNO
XXXXXXXXXXXX

17. listopadu 1790

708 52 Ostrava Poruba
Ceska republika

s oznac¢enim studie

(b) Unless otherwise agreed by the parties, in the event b) Jestlize se strany nedohodnou jinak, v pfipadé,
that the Protocol for a Study requires the collection ze Protokol vyzaduje odbér krve, tkan¢ nebo jinych
of blood, tissue or other biological materials from biologickych  materiald  subjekti (dale jen
subjects (“Biological Materials”) the Site agrees that »biologické materialy*), pracovisté se zavazuje, ze
the use of such Biological Materials shall be limited pouziti téchto biologickych materidli se bude
to those tests, analyses or procedures identified in the omezovat na testy, analyzy a procedury uvedené
Protocol and informed consent as approved by the v protokolu a informovaném souhlasu, jak byly
EC. Site will promptly notify Sponsor of any schvaleny EK. Pracovist¢ bude Zadavatele
withdrawal of or changes in the informed consent of neprodlen¢ informovat o jakémkoli odstoupeni od
a Study subject that affects the use of such subject’s informovaného souhlasu nebo jeho zmén ze strany
Biological Materials. subjektu  studie, které ovliviiuji pouzivani

biologickych materiali daného subjektu.

(¢) Upon expiration or termination of this Agreement, ¢) Po uplynuti platnosti nebo ukonéeni této Smlouvy
all Materials furnished to the Site by Sponsor or musi byt vSechny materidly dodané pracovisti
Sponsor’s designee shall be promptly returned or Zadavatelem nebo jim povéfenou osobou
destroyed as directed by PRA. Shipping costs neprodlené vraceny nebo zlikvidovany dle pokynut
relating thereto will be paid by PRA. PRA. Naklady na prepravu tykajici se tohoto vraceni

budou uhrazeny spole¢nosti PRA.

(d) If Sponsor provides equipment to the Site, a separate d) Jestlize Zadavatel poskytne pracovisti néjaké

Loan Agreement shall be executed.

vybaveni, bude o tom sepsana samostatna Smlouva
o vypujcce.

10. TERM: TERMINATION.

10. DOBA UCINNOSTI; UKONCENI SMLOUVY

(a) This Agreement shall commence on the Effective a) Tato Smlouva vstoupi v t¢innost k datu ucinnosti,
Date and, unless earlier terminated as permitted apokud nebude ukoncena difive zde povolenym
herein, shall continue in force until the Study has zplsobem, zlstane v ucinnosti do dokonceni Studie
been completed at the Site. na pracovisti.

(b) This Agreement may be terminated as follows: b) Smlouva mize byt ukonc¢ena nasledujicimi zptisoby:
(i) by Sponsor at any time and for any reason (i) Zadavatelem kdykoli a z jakéhokoli divodu

upon thirty (30) days written notice; pisemnym oznadmenim s vypovédni lhiitou
tticet (30) dni;

(il) by Site upon thirty (30) days’ written notice if (il)) pracovistém pisemnym oznamenim
there is a material breach by Sponsor of this s vypoveédni lhitou tficet (30) dni, pokud
Agreement and such breach is not cured dojde k zavaznému poruseni této Smlouvy ze
within thirty (30) days after receipt of notice strany Zadavatele a toto poruseni nebude
of breach; napraveno do tficeti (30) dni od pfijeti
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oznameni o poruseni;

(iii) by any Party, effectively immediately upon
written notice, if the FDA, the EC, or other
regulatory  authority = withdraws  Study
approval; or

(iii) kteroukoli stranou s okamzitou ucinnosti po
poskytnuti pisemného oznameni, pokud FDA,
EK nebo jiny kontrolni ufad odebere své
povoleni k provadéni Studie; nebo

(iv) by Sponsor immediately upon written notice
to protect the safety or medical welfare of a
Study subject. The Site will have the right to
suspend the performance of the Study at Site
immediately upon written notice if the Site,
based on good medical judgment, believes
that the Study poses an unreasonable risk of
harm to Study subjects. If the Site has so
suspended the performance of the Study and
Sponsor has not resolved the issue giving rise
to such suspension to the Site’s reasonable
satisfaction within thirty (30) days after such
suspension, the Site may terminate this
Agreement immediately upon written notice.

(iv) Zadavatelem sokamzitou UcCinnosti po
poskytnuti pisemného ozndmeni za ucelem
ochrany bezpecnosti nebo zdravi subjektu
Studie. Pracovisté bude mit pravo provadéni
Studie na pracovisti pozastavit okamzité po
poskytnuti pisemného oznameni, pokud ma
pracoviste na zakladé fadného zdravotnického
usudku za to, ze studie predstavuje pro
subjekty Studie nepfiméfené zdravotni riziko.
Pokud pracovisté timto zplisobem pozastavi
provadéni Studie a Zadavatel problém, ktery
pozastaveni  Studie zapficinil, nevyfesi
k pfimétené spokojenosti pracovisté do tiiceti
(30) dni od pozastaveni, miiZze pracoviste tuto
Smlouvu po poskytnuti pisemného ozndmeni
okamzité ukondit.

(©)

Upon the effective date of termination of this
Agreement, an accounting shall be conducted by the
Site, subject to verification by PRA. Following
PRA’s receipt of adequate documentation, Sponsor,
through PRA, will pay for:

¢) Kdatu ucinnosti ukonceni této Smlouvy zpracuje
pracovisté vyucétovani, které podléha kontrole PRA.
Po obdrzeni odpovidajici dokumentace spolecnosti
PRA wuhradi Zadavatel skrze spolecnost PRA
nasledujici polozky:

(i) all services properly rendered and monies
properly expended by the Site, up through the
effective date of termination which have not
yet been paid by PRA; and

(i) vSechny tadné poskytnuté sluzby a penize
fadné¢ vynaloZzené pracovisttm do data
ucinnosti ukonéeni této Smlouvy, které dosud
nebyly uhrazeny spolecnosti PRA; a

(i1) reasonable non-cancelable obligations, other
than future personnel costs, properly incurred
for the Study by the Site in accordance with
Section 2 prior to receipt of notice of
termination and only to the extent they
objectively cannot reasonably be mitigated,
following the agreement of all Parties.

(i1)) pfiméfené nezruSitelné zavazky kromé
budoucich nakladl na personal fadné zahrnuté
do studie pracovistém podle clanku 2 pied
pfijetim oznameni o ukonCeni a pouze
v rozsahu, ve kterém je objektivné nelze po
dohod¢ vSech smluvnich stran pfiméfené
snizit.

(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 return to PRA all such
unearned funds in accordance with the timeframe for
Final Payment and Reimbursement as defined in
Exhibit A.

d) Pokud byly pracovisti vyplaceny jakékoli ¢astky,
které nebyly podle této Smlouvy do data ukonceni
fadné zaslouzené, vrati Zdravotnické zafizeni
veSkeré takové nevydélané financni prostredky
spole¢nosti PRA v souladu s ¢asovym ramcem pro
zavéreCnou platbu a vyrovnani definovanym
v Priloze A.

(e)

Immediately upon receipt of a notice of termination,
the Investigator shall stop screening and enrolling

e) Bezprosttedné po pfijeti oznameni o ukonceni
Zkousejici ukonci screening a registraci subjektti do
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subjects into the Study and shall, as directed by PRA,
cease conducting Study procedures on subjects
already enrolled in the Study, to the extent medically
permissible, and cease, to the extent reasonably
feasible, incurring any additional Study expenses.

Studie, a podle pokyni PRA pfestane provadét
procedury Studie u subjektl jiz registrovanych do
Studie, ato vrozsahu Iékaisky pfistupném,
a v proveditelném rozsahu piestane vynakladat
jakékoli dalsi vydaje na Studii.

11. INSURANCE.

11. POJISTENI

The parties hereto acknowledge that Sponsor has
obtained insurance cover, as required by applicable law, for
Study subject’s injuries, including death, arising from their
participation in the Study. The Sponsor is obliged to keep the
above insurance valid for the entire duration of the Study. In
accordance with §45 par. 2 let. n) of Act No. 372/2011 Coll.,
on health services, the Institution has concluded an insurance
contract of its liability for damage caused in connection with
the provision of health services. The Institution undertakes to
provide the Sponsor with a confirmation of insurance at his
request.

Strany berou na védomi, ze Zadavatel ziskal pojistné
kryti vyzadované piislusnymi zdkony Ceské republiky, které
bude kryt pfipadnou Gjmu na zdravi subjektd Studie, vCetné
smrti subjektu Studie, ke které by doslo v disledku jejich
ucasti ve Studii. Zadavatel je povinen vyse uvedené pojisténi
udrzovat v platnosti po celou dobu trvani Studie.
Zdravotnické zatfizeni ma v souladu s § 45 odst. 2 pism. n)
zékona ¢. 372/2011 Sb., o zdravotnich sluzbach, uzavienou
pojistnou smlouvu o pojisténi své odpoveédnosti za Skodu
zptusobenou v souvislosti s poskytovdnim zdravotnich
sluzeb. Zdravotnické zafizeni se zavazuje poskytnout
Zadavteli na jeho vyzadani potvrzeni o pojiSténi.

12. LIABILITY.

12. ODPOVEDNOST

The Site is and shall remain liable for, and agrees to
indemnify, defend and hold harmless the Sponsor, Sponsor’s
affiliates, and the directors, officers, employees, agents and
subcontractors (including PRA) of Sponsor or Sponsor’s
affiliates from, any liabilities, losses, damages, costs, 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, or a breach of the Site’s obligations,
representations or warranties under this Agreement.

All this under the conditions of the existence of such
a claim based on a final decision of the court of the Czech
Republic and provided that Sponsor and PRA allowed
lawyers and staff of the Institution to resolve and manage
procedural defenses against such claims or lawsuits,
including preliminary proceedings, own proceedings or
settlement, and that Sponsor fully cooperate and assist in this
procedural defense. Sponsor further undertakes not to settle
or negotiate any such lawsuit or claim without the prior
written consent of the Institution if such settlement would
admit liability on the part of Institution.

Pracovisté pfijima trvalou odpovédnost vici dale
uvedenym subjektim a zavazuje se, Ze odskodni, bude branit
a zprosti odpovédnosti Zadavatele, piidruzené subjekty
Zadavatele a teditele, predstavitele, zaméstnance, jednatele
a subdodavatele (véetn€ spolecnosti PRA) Zadavatele nebo
subjektii Zadavatele za, jakékoli zavazky, ztraty, Skody,
naklady, jmu, naroky, zaloby nebo vydaje (véetné soudnich
vydaji) vzniklé v disledku nedbalosti, opomenuti nebo
chyby na stran¢ zdravotnického zatizeni, zkousejiciho l1ékaie
¢i jakychkoli ¢lentt tymu studie nebo poruSeni povinnosti,
prohlaseni nebo zaruk pracovisteé podle této Smlouvy.

To vSe za podminky existence takového naroku na
zékladé pravomocného rozhodnuti soudu Ceské republiky a
predpokladu, Zze Zadavatel a PRA umoznili pravnim
zastupclim i personalu Zdravotnického zafizeni feSit a ridit
procesni obranu vici takovym naroktim ¢i Zalobam, véetné
predbézného fizeni, vlastniho fizeni ¢i vyporadani, a ze
zadavatel a PRA pfi této procesni obran¢€ v plném rozsahu
spolupracuji a asistuji. zadavatel a PRA se dale zavazuje, ze
bez predchoziho pisemného souhlasu Zdravotnického
zafizeni zadnou takovou zalobu ¢i narok nevyporadd ani
nesjedna smir.
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The Sponsor undertakes to provide the Institution, the
Investigator and Sub-Investigator with compensation for
damage caused to a third party in the amount of a claim
successfully asserted by a third party in court. However, this
claim must relate exclusively to harm (including death)
incurred by the Study subject or a person close to him / her
in direct connection with the use of the Study Drug or the
procedure performed in accordance with the Protocol.

Zadavatel se zavazuje poskytnout Zdravotnickému zafizeni,
Zkousejicimu a spoluzkousejicim ndhradu $kody za ujmu
zplsobenou tieti osobé ve vysi treti osobou uspésne
uplatnéného naroku u soudu. Tento ndrok se vSak musi
vylucné tykat ujmy (véetné smrti), ktera subjektu Studie nebo
jeho osobé blizké vznikla v pfimé souvislosti s uzivanim
hodnoceného 1é¢ivého piipravku ¢i s postupem uzitym
v souladu s Protokolem.

13. THIRD-PARTY BENEFICIARIES

13. OBMYSLENE TRETI STRANY

Any person who is not a party to this Agreement shall
not have any rights under this Agreement and shall not be
able to enforce any of the obligations of this Agreement.

Jakakoli osoba, ktera neni smluvni stranou této
Smlouvy, nema podle této Smlouvy Zzadna prava a nemutze
vymahat jakékoli povinnosti uvedené v této Smlouve.

14. REPRESENTATIONS AND WARRANTIES.

14. PROHLASENI A ZARUKY

(a) The Institution and the Investigator hereby
individually represent and warrant 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 Institution or
the Investigator (i) becomes debarred or disqualified
or (ii) receives notice or threat of an action with
respect to its debarment or disqualification, the
Institution and/or the Investigator, as the case may
be, shall notify Sponsor immediately.

(a) Zdravotnicke zafizeni a ZkousSejici timto samostatné
prohlasuji a =zarucuji, Ze nejsou vylouceni ani
diskvalifikovani zGcasti v klinickych vyzkumech
podle zadného zékona ani predpisu. Jestlize béhem
doby ucinnosti této Smlouvy budou Zdravotnické
zafizeni nebo ZkouSejici (i) vyloueni nebo
diskvalifikovani nebo (ii) obdrzi oznameni o zalob¢
nebo hrozbé zaloby v souvislosti s vylou¢enim nebo
diskvalifikaci, jsou Zdravotnické zafizeni nebo
ZkousSejici povinni o tom neprodlené informovat

Zadavatele.

(b) The Institution and the Investigator hereby (b) Zdravotnické zarfizeni a ZkousSejici timto samostatné
individually represent and warrant that they have not prohlasuji a zarucuji, ze nevyuZzivaji ani nevyuziji
and will not use in any capacity the services of any sluzby zadné fyzické ani pravnické osoby, ktera byla
individual or entity which has been debarred or vyloucena  nebo  diskvalifikovdna  ztcasti
disqualified from participating in clinical research v klinickych vyzkumech podle zdkona ¢i piedpisu
under laws or regulations valid on the territory of the platného na uzemi Ceské republiky. V piipadé, ze
Czech Republic. In the event that any individual or bude jakakoli fyzickd nebo pravnicka osoba
entity performing any services in connection with the provadégjici jakékoli sluzby souvisejici se studii
Study in any capacity becomes debarred or vylou¢ena nebo diskvalifikovana nebo se
disqualified or Institution or the Investigator Zdravotnické zatizeni ¢i Zkousejici dozvi o hrozbé
becomes aware of the threatened debarment or vylouceni nebo diskvalifikace takové fyzické nebo
threatened disqualification of any such individual or pravnické osoby, musi o tom Zdravotnické zatizeni
entity, the Institution and/or the Investigator, as the nebo Zkousejici, dle okolnosti, neprodlené¢
case may be, shall notify Sponsor immediately. informovat Zadavatele.

(c) The Institution and Investigator each individually (c) Zdravotnické zafizeni a ZkouSejici samostatné
represent and warrant that (i) neither it/he/she, nor prohlasuji a zarucuji, ze (i) ani ono/on/ona, ani
any of its/his/her affiliates, nor any of their jeho/jeji pridruzené subjekty, ani nikdo z jejich
respective directors, officers, employees or agents prislusnych feditelti, predstavitelii, zaméstnancd ¢i
(collectively, “Site Representatives™) has taken or zastupcil (souhrnné ,,zastupci pracovisté) neucinili
will take any action that would result in a violation kroky ani neucini kroky, které by zplisobily poruseni
by such persons of any local or international jakychkoli mistnich nebo mezinarodné¢ platnych
applicable anti-bribery or anti-corruption laws, rules protikorupcnich zakont, pravidel ¢i predpist,; (ii)
or regulations; (ii) it’he/she has not and will not ono/on/ona neprovedli aneprovedou (pfimo i
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(directly or indirectly) make any improper payment
or offer (or authorize 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 to improperly
influence any act or decision of such official or
person, to induce such official 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 performance of a function or activity
associated with this Agreement or in the case of a
government official, to induce such official to use his
or her influence improperly to affect or influence any
act or decision of a government. Institution
represents and warrants that Institution has or will
implement necessary procedures to prevent bribery
and corrupt conduct by Site Representatives and
Institution will keep accurate books, records, and
accounts in connection with the Study.

nepfimo) zadné nevhodné platby nebo nabidky (ani
nikomu jinému nedali a nedaji opravnéni k jejich
provedeni) penéz nebo cehokoli hodnotného
vladnimu tfednikovi ani Zadné jiné€ osob¢ souvisejici
s poskytovanim sluzeb podle této Smlouvy, za
ucelem nepatiicného  ovlivnéni  jednani i
rozhodovani daného ttednika nebo osoby, pfiméni
daného ufednika nebo osoby, aby provedli nebo

neprovedli ngjaky ¢in  vrozporu se svymi
relevantnimi  povinnostmi, ziskdni nepatficné

vyhody, ziskani nepatficného vykonu funkce nebo
¢innosti  souvisejicich s touto Smlouvou nebo,
v ptipadé¢ vladniho ufednika, pfimét daného
ufednika k vyuziti jeho vlivu za ti¢elem nepatfi¢ného
ovlivnéni jakéhokoli jednani nebo rozhodnuti vlady.
Zdravotnické zafizeni prohlaSuje a zarucuje,
ze implementovalo nebo v budoucnosti
implementuje nezbytné postupy pro zabranéni
uplatktim a korupénimu jednani ze strany zastupci
pracoviste, a bude v souvislosti se Studii uchovavat
presné ucetnictvi, zdznamy a Ucty.

(d) Site agrees and acknowledges that the Study Drug is
experimental in nature, and Sponsor MAKES NO
REPRESENTATIONS OF ANY KIND, EXPRESS
OR IMPLIED, REGARDING THE SAFETY OR

EFFICACY OF THE STUDY DRUG.

Pracovisté souhlasi a bere na védomi, Ze hodnoceny
pripravek je experimentalni povahy a ze Zadavatel
NECINI{ ZADNA VYSLOVNA CI
PREDPOKLADANA PROHLASENI OHLEDNE
BEZPECNOSTI NEBO UCINNOSTI
HODNOCENEHO PRIPRAVKU.

(d)

15. ASSIGNABILITY.

15. POSTUPITELNOST

Site may not assign any of its rights or delegate any
performance under this Agreement, voluntarily or
involuntarily, whether by merger, consolidation, dissolution,
operation of law, or any other manner except with the prior
written consent of Sponsor, and any purported assignment or
delegation without Sponsor’s written consent is void.
Sponsor shall have the right to assign or transfer this
Agreement in whole or in part and shall provide written
notice of such to Site.

Pracovisté bez piedchoziho pisemného souhlasu
Zadavatele neni opravnéno postoupit zadna ze svych prav
podle této Smlouvy ani delegovat plnéni této Smlouvy,
dobrovolné ani nedobrovolng, at’ jiz sloucenim, konsolidaci,
likvidaci, pisobenim prava ¢i jinym zpdsobem. Jakékoliv
udajné postoupeni nebo delegovani bez piedchoziho
pisemného souhlasu Zadavatele je neplatné. Zadavatel ma
pravo na postoupeni nebo pievedeni této Smlouvy jako celku
nebo jeji Casti a o takovém postoupeni nebo pievedeni
pracovisti poskytne pisemné oznameni.

16. NOTICES.

16. OZNAMENI

With the exception of Study funds paid by PRA
pursuant to Section 2 hereof, all notices required or permitted
to be given under this Agreement shall be in writing and shall
be deemed given on the date received if (a) delivered
personally, or (b) sent by an internationally-recognised
courier or post service, to the recipients below. The parties
agree that changes to the addresses below for receipt of
notices under this Section may be effected by a letter signed

S vyjimkou ¢astek zaplacenych PRA podle ¢lanku 2
této Smlouvy budou vSechna oznameni, ktera je tieba nebo
mozno piedat podle této Smlouvy, ué¢inéna pisemnou formou
a budou povazovana za ptfedana v datum piijeti, pokud (a)
byla dorucena osobn¢ nebo (b) byla odeslana mezindrodné
uznavanou kuryrni nebo posStovni sluzbou nize uvedenym
pfijemcim. Smluvni strany souhlasi, ze zmény nize

uvedenych adres urcenych k pfijeti ozndmeni podle tohoto
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by the relevant party and does not require an amendment to
this Agreement signed by all parties:

¢lanku Smlouvy mohou byt provedeny dopisem podepsanym
pfislusnou smluvni stranou a nevyzaduji vytvoreni dodatku
k této Smlouveé podepsaného vSemi smluvnimi stranami:

If to PRA:

Pharmaceutical Research Associates CZ, s.r.o.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD

United Kingdom

Attention: Director of Global Contracts

Oznéameni pro PRA:
Pharmaceutical Research Associates CZ, s.r.o.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD
Spojené kralovstvi
K rukam: Director of Global Contracts

With a copy to the Sponsor (at the address indicated below
in this Section 16)

S kopii pro Zadavatele (na adrese uvedené nize v tomto
¢lanku 16)

If to the Institution:
Fakultni nemocnice Ostrava
Centrum klinickych studii
17. listopadu 1790/5
708 52 Ostrava - Poruba
Czech Republic
Attention: XXXXXXXXXXXXXXXX

Oznameni pro Zdravotnické zafizeni:
Fakultni nemocnice Ostrava
Centrum klinickych studii
17. listopadu 1790/5
708 52 Ostrava - Poruba
Ceska republika
K rukdm: XXXXXXXXXXXXXXXX

If to the Investigator:
Fakultni nemocnice Ostrava
Klinika hematoonkologie
17. listopadu 1790/5
708 52 Ostrava - Poruba
Czech Republic
Attention: XXXXXXXXXXXXXXXX

Oznameni pro Zkousejiciho:
Fakultni nemocnice Ostrava
Klinika hematoonkologie
17. listopadu 1790/5
708 52 Ostrava - Poruba
Ceska republika

K rukam: XXXXXXXXXXXXXXXX

If to the Sponsor:
Prothena Biosciences Limited
77 Sir John Rogerson’s Quay, Block C
Grand Canal Docklands, Dublin 2,
D02 T804, Ireland
Attention: Director

Oznameni pro Zadavatele:
Prothena Biosciences Limited
77 Sir John Rogerson’s Quay, Block C
Grand Canal Docklands, Dublin 2,
D02 T804, Irsko
K rukam: Reditel

Prothena Biosciences Inc

331 Ogyster Point Boulevard

South San Francisco, CA 94080 USA
Attention: Legal Department

With a copy to:

Prothena Biosciences Inc

331 Opyster Point Boulevard

South San Francisco, CA 94080 USA
K rukam: Pravni odd¢€leni

S kopii pro:

17. USE OF NAMES.

17. POUZIVANI JMEN A NAZVU

The Institution and Investigator shall not use the
name, symbols and/or trademarks of PRA or the Sponsor in
any form of publicity in connection with the Study unless
explicitly approved by PRA 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. In addition, Sponsor shall have the right to publish

Zdravotnické zafizeni a Zkousejici nepouziji v zadné
forme zvetejnéni v souvislosti se Studii nazev, symboly ani
ochranné znamky PRA ¢i Zadavatele bez piedchoziho
vyslovného souhlasu PRA nebo Zadavatele. Zdravotnické
zafizeni a Zkousejici souhlasi, Ze Zadavatel mtze v souladu
s prisluSnymi zakony zvefejnit financni ¢astku poskytnutou
na zakladé¢ této Smlouvy k provedeni studie auvést
Zdravotnické zafizeni a ZkousSejiciho jako soucast tohoto
zvetejnéni. Kromé toho ma Zadavatel pravo zvetejnit
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the identities and contact information of Institution and
Investigator for the purpose of registering the Study on a
publicly available database including, without limitation,
www.ClinicalTrials.gov, and posting results of the Study on
such databases, and making information about the Study
available to potential Study subjects.

totoznost a kontaktni udaje Zdravotnického zafizeni
a Zkousejiciho pro ucely registrace Studie ve vefejne
dostupné databazi, mimo jiné vcetné¢ zvefejnéni

prostiednictvim stranky www.ClinicalTrials.gov, zvefejnéni
vysledki Studie v takové databazi a zptristupnéni informaci
o Studii potencialnim subjektim Studie.

18. INFORMATION TECHNOLOGY SECURITY AND

18. ZABEZPECENI A SYSTEMY INFORMACNICH

SYSTEMS TECHNOLOGII
(a) The Institution and Investigator shall maintain IT a) Zdravotnické zatizeni a Zkousejici budou uplatiiovat
and organisational security measures sufficient to takova bezpeCnostni opatfeni ve vztahu kIT

protect the personal information, when in their
possession and whilst being transferred to PRA,
Sponsor or other third parties. The Institution and
Investigator shall ensure that all Study Team
members comply with the obligations imposed upon
them by Data Protection Laws and specifically, the
removal of Study subject personal identifiers from

a organizaci, kterd jsou dostatena k ochran¢
osobnich udajii, pokud takové idaje maji v drZeni
a kdykoli je pfedavaji PRA, Zadavateli nebo jinym
tietim stranam. Zdravotnické zafizeni a Zkousejici
zajisti, aby vSichni clenové tymu studie plnili své
povinnosti, které jim stanovuji pfislusné zakony na
ochranu 1Udaji a konkrétné odstranéni osobnich

any communications external to the Site unless identifikatnich ~ 0daji  pacientd  z jakékoli

necessary for safety purposes or required by law. komunikace mimo pracoviste, neni-li jejich uvedeni
nutné  zhlediska bezpeCnosti nebo  neni-li
vyzadovano zakonem.

(b) Mobile health (mHealth) applications, where used in b) Jsou-li vramci poskytovani sluzeb pouzivany
the pursuit or provision of the services, shall comply mobilni zdravotni aplikace (mHealth), musi
with applicable electronic security requirements, odpovidat piislusnym pozadavkim na elektronickou
medical device legislation, if applicable and all bezpeCnost, pripadné legislativé tykajici se

applicable data protection laws to ensure the security
of all confidential and patient 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.

Iékarskych zafizeni a vSem pfislusSnym zakonim
na ochranu daji tak, aby byla zajiSténa bezpecnost
vSech duvérnych a osobnich informaci pacientt,
které jsou timto zptisobem pienaseny. Udaje studie
ziskané prostfednictvim mobilnich aplikaci musi byt
bezpecné ulozeny tak dlouho, jak to vyZaduje
prislusna legislativa a predpisy.

19. WAIVER; SEVERABILITY.

19. ZREKNUTI SE PRAV: ODDELITELNOST

Waiver or forbearance by a party hereto of any of its
rights under this Agreement or applicable law in any one or
more instances must be in writing and signed by the waiving
party. No such waiver of any term or condition of this
Agreement 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

Pokud jakakoli strana této Smlouvy v jednom nebo
vice pfipadech promine nebo se ziekne nckterého svého
prava vyplyvajiciho z této Smlouvy nebo platnych zakond,
musi tak ucinit pisemné s podpisem promijejici/ziikajici
strany. Zadné zieknuti se jakékoli smluvni podminky této
Smlouvy pfi jedné nebo vice pfilezitostech nebude
povazovano za v budoucnu platné nebo trvajici zfeknuti se
této nebo jakékoli jiné smluvni podminky této Smlouvy.
Pokud budou jakékoli podminky této Smlouvy povazovany

terms and conditions contained herein shall not be affected. | za neplatné, nezdkonné nebo nevymahatelné, ostatni
podminky této Smlouvy tim nebudou dotceny.
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20. ENTIRE AGREEMENT; EXHIBITS:;

20. UPLNOST SMLOUVY: PRILOHY:; SMLUVNI

COUNTERPARTS.

STRANY

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
terms, 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
authorised representative of each party hereto. This
Agreement and any amendment hereto will be executed in
three (3) counterparts, each of which shall be deemed an
original but taken together shall constitute one and the same
instrument. The priority language of this Agreement will be
Czech, which language shall govern its interpretation.

Tato Smlouva, vcetné piiloh, predstavuje uplné
ujednani smluvnich stran ohledné pfedmétu této Smlouvy a
predstavuje Uplny a vyhradni vycet podminek této Smlouvy.
Z4dné podminky, dohody nebo shoda mezi smluvnimi
stranami, u nichz bude zamér zménit, upravit nebo vypustit
podminky této Smlouvy, nevstoupi v platnost, dokud
nebudou uzavieny pisemné a podepsany opravnénymi
zastupci vSech smluvnich stran této Smlouvy. Tato Smlouva
a jakykoli dodatek kni budou vyhotoveny ve tiech (3)
stejnopisech, z nichz kazdy bude povazovan za original, ale
spolecné predstavuji tentyz pravni dokument. Rozhodnym
jazykem této Smlouvy je CeStina a prioritu bude mit jeji
interpretace v Ceské jazykové verzi.

21. CONTINUING OBLIGATION: SURVIVAL OF

21. TRVANI POVINNOSTI: POKRACOVANI

PROVISIONS.

PLATNOSTI USTANOVENI

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 (including,
without  limitation,  recordkeeping, audit rights,
confidentiality, privacy and data protection, publication,
ownership, and inventions) shall survive expiration or
termination of this Agreement.

Pokud neni v této Smlouvé konkrétné uvedeno jinak,
zénikem této Smlouvy neni Zadna smluvni strana osvobozena
od svych zavazkd podle této Smlouvy, které vznikly nebo
vyplynuly ze skutecnosti a okolnosti existujicich pied jejim
zéanikem. Ujednani této Smlouvy, kterd svou povahou
predstavuji  trvajici zavazky (kromé& jiného vcetné
uchovavani zaznamu, prav na audit, divérnosti udaju,
ochrany soukromi a udajii, publikace, vlastnictvi a vynalezi),
budou trvat ipo vyprSeni ucinnosti nebo ukonceni této
Smlouvy.

22. GOVERNING LAW.

22. ROZHODNE PRAVO A PROROGACE

This Agreement shall be governed by the laws of the
Czech Republic, regardless of conflict of law rules.

Any disputes, disagreements or claims arising from
this Agreement or in connection with it, which cannot be
settled by mutual agreement of the Parties, will be resolved
through the competent court of the Czech Republic.

Rozhodnym pravem pro tuto Smlouvu je pravo Ceské
republiky, bez ohledu na kolizni normy.

Jakékoli spory, neshody nebo naroky vzniklé na zakladé této
smlouvy nebo ve spojitosti s ni, které neni mozné urovnat
vzajemnou dohodou smluvnich stran, budou feSeny
prostiednictvim p¥islusného soudu Ceské republiky.

23. SECURITIES LAW COMPLIANCE

23. SHODA SE ZAKONEM O CENNYCH PAPIRECH

Institution and Investigator each acknowledge that
Sponsor is an affiliate of Prothena Corporation plc, a publicly
traded company (“PRTA”), and that in the course of
performance under this Agreement, Institution and/or
Investigator may learn of material, non-public information
regarding PRTA. Institution further acknowledges that U.S.
securities laws prohibit it and its employees from purchasing
or selling securities of PRTA while in possession of any such
information and from disclosing such information to others.
Further, in order to avoid potential for conflicts of interest,

Zdravotnické zatfizeni a ZkouSejici potvrzuji,
ze Zadavatel je ptidruzenym subjektem spole¢nosti Prothena
Corporation plc s akciemi vefejné obchodovatelnymi na
burze (dale jen ,,spolecnost PRTA®) a ze v prubéhu plnéni
podle této Smlouvy se Zdravotnické zatfizeni nebo Zkousejici
mohou dozvédét zasadni nevetejné informace o spolecnosti
PRTA. Zdravotnické zafizeni dale potvrzuje, Ze zakony USA
o cennych papirech ji a jejim zaméstnancim zakazuji
nakupovat nebo prodavat cenné papiry spole¢nosti PRTA,
kdyz maji k dispozici takové informace, a sd¢lovat takové
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Institution and Investigator hereby agree (and shall require
all Study Team members to agree) that during the term of this
Agreement none of them will hold or trade whether for their
own account or the account of any other person, any
securities of PRTA without the written consent of Sponsor.

informace jinym osobam. Aby nedoSlo k potencialnim
stietiim zajmu, souhlasi Zdravotnické zafizeni a ZkousSejici
timto (a budou vyzadovat stejny souhlas od vSech ¢lent tymu
Studie), ze po dobu platnosti této Smlouvy nebude bez
pisemného souhlasu Zadavatele nikdo znich vlastnit ani
obchodovat jakékoli cenné papiry spole¢nosti PRTA, at’ uz
vlastnim jménem nebo jménem jiné osoby.

24. FORCE MAJEURE

24. VYSSi MOC

(a) No party will be liable to any other party for the
failure or delay in performing its obligations under
this Agreement, if the failure or delay is due to
causes beyond its reasonable control, including but
not limited to, acts of God, acts of government,
epidemic, terrorist activity, sabotage, expropriations,
explosions, wars, natural disasters, fire, earthquake,
flood, or storm. If such an event occurs, or is
suspected to occur, the party unable to perform shall
promptly notify the other parties in writing, and shall
suspend performance only for such period of time as
necessary and use reasonable efforts to resume full
performance of its obligations under this Agreement
as quickly as possible. No party is entitled to
terminate this Agreement in such circumstances.

(a) Zadna strana nebude vici jakékoli jiné strand
odpovédna za selhani nebo zdrzeni pti plnéni svych
povinnosti podle této Smlouvy, pokud bude selhani
nebo zdrzeni zplisobeno pfi¢inami mimo jeji
priméfenou kontrolu, véetné mimo jiné vyssi vile,
¢ind vlady, epidemie, teroristickych ¢ind, sabotaze,
vyvlastnéni, vybucht, valek, pfirodnich katastrof,
pozarii, zemétieseni, povodni nebo boufi. Pokud
dojde k jakékoli takové udalosti nebo podezieni na
ni, strana neschopna plnit své povinnosti to ostatnim
stranam neprodlen¢ pisemné oznami, plnéni
pozastavi pouze na nutnou dobu a vynaloZzi
pfimétené Usili na co nejrychlejsi obnoveni plného
plnéni svych povinnosti podle této Smlouvy. Zadna
strana nema pravo tuto Smlouvu za takovych
okolnosti ukonc¢it.

(b) If a party asserts force majeure as an excuse for
failure to perform its obligation, then the
nonperforming party must prove that reasonable
steps were taken to minimize delay or damages
caused by foreseeable events, that all non-excused
obligations were substantially fulfilled, and that
timely notice was given of the likelihood or actual

occurrence of an event described in Section 24(a).

(b) Pokud strana jako divod selhani plnéni svych
povinnosti uvede vy$§i moc, musi prokazat,
ze provedla pfiméfené kroky pro minimalizaci
zdrzeni nebo Skod zplsobenych piredvidatelnymi
udalostmi, ze vSechny neomluvené povinnosti byly
podstatné naplnény a Ze poskytla v€asné oznameni
o pravdépodobnosti nebo vyskytu udalosti popsané

v odstavci 24 a).

25. CONFLICT OF INTEREST

25. STRED ZAJMU

Sponsor and Investigator declare that without
Institution’s approval, they will not enter into any legal
relationship between them, regardless of whether is
connected to this Study. The Parties hereby represent that
there is no conflict of interest on their parts, financial or non-
financial, that would impede due conduct of the clinical trial
in accordance with generally applicable regulations and
regulatory requirements (particularly the Good Clinical
Practice).

Zadavatel a Zkousejici prohlasuji, ze mezi sebou
neuzaviou zadny pravni vztah bez ohledu na to, zda se
vztahuje k této Studii, aniz by s tim zdravotnické zatizeni
vyjédtilo souhlas. Smluvni strany timto prohlasuji, ze z jejich
strany neexistuje zadny stfet z4jmu finanéni ¢i nefinanéni
povahy, ktery by branil fadné realizaci Studie v souladu s
obecné platnymi predpisy a regulacnimi pozadavky (zejména
se spravnou klinickou praxi).

SIGNATURES APPEAR ON FOLLOWING PAGE

PODPISY JSOU UVEDENY NA NASLEDUJICI
STRANE
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IN WITNESS WHEREOF, the parties have caused this
Agreement to be executed by their duly authorised
representatives on the date(s) indicated below, but effective
for all purposes as of the Effective Date.

NA DUKAZ CEHOZ smluvni strany uzavtely tuto dohodu
prostiednictvim svych opravnénych zastupct v den uvedeny
(ve dnech uvedenych) nize s ti¢innosti pro vSechny ucely
k datu G¢innosti.

PROTHENA BIOSCIENCES LIMITED

By/Podepsan/a:

Authorised Signature/
Podpis opravnéné osoby

Name/Jméno:

Title/Pracovni zafazeni:

Date/Datum:

FAKULTNi NEMOCNICE OSTRAVA

By/Podepsan/a:
Authorised Signature/
Podpis opravnéné osoby
Name/Jméno: Doc. et Doc. MUDr. Petr Vavra, Ph.D.
Title/Pracovni zafazeni: Deputy Director for Scientific
Research Development and Education /
Naméstek feditele pro védu, vyzkum a
vyuku
Date/Datum:

INVESTIGATOR/ ZKOUSEJICI

By/Podepsan/a:

Name/Jméno: XXXXXXXXXXXXXXXX

Title/Pracovni zafazeni: Principal Investigator/
Hlavni zkouSejici

Date/Datum:
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EXHIBIT A PRILOHA A
PAYMENT TERMS PLATEBNI PODMINKY

XXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXX
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EXHIBIT B
BUDGET

PRILOHA B
ROZPOCET

XXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXX
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