CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement”), which
shall become valid as of the date of signature by the
last party and effective as of its publication in the
Register of Contracts (“Effective Date”), is by and
between:

Xenon Pharmaceuticals Inc. with its principal place
of business at 200-3650 Gilmore Way Burnaby, BC
V5G 4W8, Canada
(“Sponsor”),

Fakultni nemocnice v Motole, se sidlem V Uvalu
84, 150 06 Praha 5, Czech Republic, represented by
I Company ID: 00064203, VAT: CZ
00064203, based on power of attorney
(“Institution”),

each a “Party” and collectively “the Parties.”

Whereas

A. Sponsor desires Institution and || Gz

(“Principal Investigator”) to conduct a
clinical research study (the “Study”) of
XEN1101(“Study Drug”) under the Sponsor
protocol entitled “4 Randomized, Double-
blind, Placebo-Controlled, Multicenter Phase
3 Study to Evaluate the Safety, Tolerability,
and Efficacy of XEN1101 as Adjunctive
Therapy in Focal-Onset Seizures”, Protocol
Number XPF-010-302 (“Protocol”);

B. Sponsor has authorized Worldwide Clinical
Trials d.o.0., Ulica Grada Vukovara 284,
10000 Zagreb, Croatia, represented by

, and its affiliates
(“Worldwide”), pursuant to a written
agreement to coordinate and/or perform
certain activities as the authorized agent of
Sponsor, including but not limited to,
negotiation and execution of clinical trial
agreements and monitoring of the Study
conduct.

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (déle jen
»Smlouva®), jez nabyva platnosti dnem podpisu
posledni smluvni stranou aucinnosti ke dni zvefejnéni
v registru smluv datu posledniho podpisu nize (dale
jen ,,.Datum uéinnosti‘), mezi:

Xenon Pharmaceuticals Inc. s hlavnim sidlem na
adrese 200-3650 Gilmore Way Burnaby, BC V5G
4WS8, Kanada

(dale jen ,,Zadavatel),

Fakultni nemocnice v Motole, se sidlem V Uvalu
84,V150 06 Praha 5, Ceska republika, ICO: 00064203,
DIC: CZ 00064203, zastoupena [ N, v pin¢

moci

(déle jen ,,Poskytovatel zdravotnickych sluzeb*

nebo ,,Poskytovatel)

dale jednotlivé oznacovani jako ,,Strana“ a spolecné
Lotrany*.

Vzhledem k tomu, Ze

A. Zadavatel zada Poskytovatele a ||| GGz
(dale jen ,,Hlavni zkouSejici®),, aby provedli

Iékafskou vyzkumnou studii (dale jen
»otudie) piipravku XEN1101 (déle jen
,Hodnoceny pFipravek®) v ramci protokolu
Zadavatele s nazvem XPF-010-302 (dale jen
,Protokol*), Randomizované, dvojite
zaslepeneé, placebem kontrolovang,
multicentrické klinické hodnoceni faze 11l k
vyhodnoceni  bezpecnosti, snasenlivosti a
ucinnosti pripravku XEN1101 jako pridatne
lécby fokdlnich zdchvati, Cislo protokolu
XPF-010-302 (,,Protokol“);

B. Zadavatel na zdklad¢ pisemné smlouvy
povétil spoleénost Worldwide Clinical Trials
d.o.0., Ulica Grada Vukovara 284, 10000
Zagreb, Chorvatsko, zastoupené || Gz
véetné jejich pobocek (dale jen ,,spole¢nost
Worldwide*), aby zpozice zmocnéného
zastupce Zadavatele koordinovaly a/nebo
podnikaly urcité¢ cinnosti, jako naptiklad
vyjednavani aplnéni smluv o klinickém
hodnoceni a monitorovani provadéni Studie.
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NOW, THEREFORE, in consideration of the
foregoing
covenants, terms, conditions and agreements,
and for other valid consideration, the receipt
sufficiency of

and

and the following

which is

acknowledged, the Parties agree as follows:

Definitions

mutual

hereby

TEDY, PROTOZE s ohledem na vyse
uvedené anasledujici vzajemné z&vazky,

podminky

adohody aza dalsi platny

predpoklad, jehoz prijeti a dostatecnost se
timto potvrzuje, se Strany dohodly takto:

Definice

Applicable
Laws

Any applicable legal acts
(including but not limited to
Act No. 378/2007 Coll., on
Pharmaceuticals, as
amendedand  Decree  No.
226/2008 Coll. on good clinical
practice and detailed conditions
of clinical trials on medicinal
products, as amended)
regulations, and all orders and
directives of competent public
administration authorities and
ethics committees, rule, code,
regulation or ordinance that
applies to any Party or to this
Study and Agreement, which
includes the Declaration of
Helsinki, the current Good
Clinical Practice Guidelines,
and rules governing the
collection and processing of
personal data including
personal health information as
are in effect from time to time.

Budget

The document outlining the
total payments to be made by
Sponsor  for the proper
completion of the Study by
Institution as set forth and
described in Exhibit C.

Confidential
Information

Any Inventions (as defined in
Section 9), Study Data and
results, CRFs, records, reports,
Sponsor plans for drug
development, information
relating to the progress of the
Study, information relating to
Study Drug manufacture or

Platné pravni
predpisy

Veskeré platné pravni predpisy
(mimo jiné zakon ¢. 378/2007
Sb., olé¢ivech, ve znéni
pozdé&jsich predpisti, a vyhlaska
¢. 226/2008 Sb. o0 spravné
klinick¢é praxi a blizSich
podminkach klinického
hodnoceni léCivych piipravk,
ve znéni pozdé&jsich predpisi),
nafizeni a vSechny piikazy a
smérnice prislusnych organt
vefejné¢ spravy a etickych
komisi, stanovy, pravidla,
kodexy, nafizeni nebo
vyhlasky, které plati pro
kteroukoli ze Stran nebo pro
tuto Studii a Smlouvu, véetné
Helsinské deklarace, aktualni
pokyny pro spravnou klinickou
praxi apravidla upravujici
shromazd’ovani  a zpracovani
osobnich udaji v platném
znéni.

Rozpocet

Dokument popisuje celkoveé
naklady které ma zadavatel
provét na uspésné dokonceni
Studie Poskytovatelem, jak je
popséano Vv Piiloze C.

Duvérné
informace

Jakékoli Vynéalezy (jak jsou
definovany v casti 9),Data ze

studie avysledky  Studie,
zaznamy subjektu hodnoceni,
zaznamy,  zpravy, Plany

zadavatele pro vyvoj léku,
informace tykajici se postupu
studie, informace tykajici se
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delivery, terms of this
Agreement or other
information of a confidential or
proprietary nature disclosed to
Institution by Sponsor or
Worldwide on behalf of the
Sponsor or generated as a result
of this Study.

vyroby nebo
studovaného léku,
podminky této Smlouvy nebo
jiné informace, které jsou
Zdravotnickému zatizeni
zvefejnéné Zadavatelem nebo
spolecnosti Worldwide nebo
vytvofené na zakladé¢ této
Studie.

dodavky
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Case Report A printed, optical, or electronic Zaznam Tistény, digitalni nebo
Form (CRF) document designed to record subjektu elektronicky dokument uréeny
all the Protocol required hodnoceni k zaznamenavani vsech
information to be reported to (CRF) informaci, které podle
the Sponsor on each Study Protokolu musi byt Zadavateli
Subject. sdéleny formou Zpravy

0 kazdém Subjektu studie.

Equipment Equipment needed for Zafizeni Zatizeni potfebné k provadéni
performance of the Study at Studie ve Studijnim centru
Study Site and provided by a poskytnuté Zadavatelem, jak
Sponsor as defined in Study je definovéano v Pokynech ke
Instructhns (either directly or studii (bud piimo, nebo
thrOUQ_h Its agents or vendors) prostfednictvim jeho zastupct
to Institution. nebo dodavatell),

Poskytovateli.

Investigational | The Study Drug identified Hodnoceny Hodnoceny piipravek uvedeny

Product above and where relevant, the piipravek vySe aVpiipadé  potieby
control material(s) as further kontrolni materialy, jak je
detailed in the Protocol. podrobnégji uvadi Protokol.

Essential Documents which individually Zéakladni Dokumenty, které samostatné

Documents and collectively permit dokumenty I spole¢né umoznuji hodnoceni
evaluation of the conduct of the provadéni Studie a hodnoceni
Study and the quality of the kvality ziskanych udaju, jak je
data produced as defined in the uvedeno v aktualnich
current Guideline for Good Pokynech pro  spravnou
Clinical Practice including but klinickou praxi, mimo jiné
not limited to copies of the kopie Protokolu, Pokyny ke
Protocol, Study Instructions, studii, korespondence
Study related correspondence souvisejici se Studii a zakonné
and regulatory documentation. dokumentace.

Services The performance of the Study Sluzby Provadéni Studie
by Institution (or as delegated Poskytovatelem (nebo
to Study Staff) according to the poveétenym Personalem studie)
Protocol and this Agreement. dle Protokolu a této Smlouvy.

Source Original Study Subject mt_ad_ical Zdrojové Pivodni Iékafské zaznamy

Documents records and any original dokumenty Subjektu  studie  a veskeré
documents, data, and records pivodni  dokumenty, udaje
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owned by the Institution
hospital records, clinical and
office charts, laboratory notes,
memoranda, Study Subjects'
diaries or evaluation checklists,
pharmacy dispensing records,
recorded data from automated
instruments, copies or
transcriptions certified after
verification as being accurate

copies, microfiches,
photographic negatives,
microfilm or

magnetic media, x-rays, Study
Subject files, and records kept
at the pharmacy, at the
laboratories and at medico-
technical departments involved
in the Study.

a zaznamy vlastnéné
Poskytovatelem napf.
nemocni¢ni zdznamy, klinické

a administrativni diagramy,
poznamky z laboratofe,
memoranda, deniky  nebo

kontrolni seznamy Subjekta
studie, zaznamy o vydavani
1€k, zaznamenané  udaje
z automatizovanych  nastroju,
ovétené kopie nebo prepisy po
ovéteni, ze jsou vérnou kopii,
mikrofiSe, negativy fotografii,
mikrofilmy nebo

magnetickd média, rentgenové
snimky, slozky Subjektu studie
a zaznamy vedené v lékarné,
Vv laboratofich ana Iékafsko-
technickych oddélenich, ktera
jsou zapojena do Studie.

SUKL

Czech State Institute for Drug
Control  (Statni dstav  pro
kontrolu 1é¢iv)

Study Data

Any data and information
generated by Institution and
Principal Investigator (or the
delegated Study Staff) as a
result of conducting the Study
and such data includes, without
limitation, CRFs and all data
reported on the CRF, any data
summaries and any interim
reports and any final report.
Study Data does not include
Source Documents.

SUKL

Statni ustav pro kontrolu 1é¢iv
v Ceské republice

Study
Instructions

Any written document, other
than the Protocol that is issued
by Sponsor or its designee
(including Worldwide) that
provides additional information
or instructions on the Study
conduct.

Data ze studie

Veskeré tudaje ainformace
vytvorené Poskytovatelem
a Hlavnim zkous$ejicim (nebo
poveéfenym Persondlem studie)
jako vysledek provadeéni Studie
atakové U(daje mimo jiné
zahrnuji CRF a vSechny udaje,
které obsahuje, souhrny udaji
aveskeré¢ prabézné zpravy
azavéreCné zpravy. Data ze

Study Site

The location under the control
of the Institution where the
Study takes place:

Fakultni nemocnice v Motole

studie neobsahuji  Zdrojove
dokumenty.
Pokyny ke studii | Jakykoli pisemny dokument

odliSny od Protokolu, ktery
vydava Zadavatel nebo jim
povéiené 0soby (véetné
spole¢nosti Worldwide), ktery
poskytuje dalsi informace nebo
pokyny, jak Studii provadét.

Studijni centrum

Misto pod kontrolou
Poskytovatele, kde Studie
probiha:

Fakultni nemocnice v Motole
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Neurologicka klinika
V Uvalu 84

150 06 Praha 5
Ceski republika

Study Staff Employees, contractors, agents
or authorized representatives of
Institution and/or  Principal
Investigator that are involved in
the performance of the Study,
including any site management
organizations appointed by
Institution  and  Principal
Investigator. In the case of
Institution, it includes
Institution  affiliates  and
Principal Investigator.

Study Subject Any subject/patient who has
signed the Study informed
consent form to participate in
the Study.

1.  Performance of the Study

1.1. Institution shall conduct the Study and cause
any Study Staff to conduct the Study in
accordance with this Agreement, the Protocol
(including any subsequent amendments), all
Study Instructions, Applicable Law namely Act
No. 378/2007 Coll., on Pharmaceuticals, as
amendedand Decree No. 226/2008 Coll. on
good clinical practice and detailed conditions of
clinical trials on medicinal products, as
amended and any applicable professional
standards as in force at the time of performance
of the Study (e.g. International Conference on
Harmonization-Good Clinical Practice) or as
they may be amended or replaced at any time.

1.2. The Protocol is made part of this Agreement and

is incorporated by reference herein. If there is
any discrepancy or conflict between the terms
contained in the Protocol and this Agreement,
the terms of the Protocol shall govern and
control with respect to clinical, scientific and
medical matters and the terms of the Agreement
shall govern and control with respect to all other

Neurologicka klinika
V Uvalu 84

150 06 Praha 5
Ceska republika

Personal studie

Zameéstnanci, dodavatelé,
zastupci nebo zplnomocnéni
zastupci Poskytovatele a/nebo
Hlavniho zkousejiciho, ktefi se
podileji na provadéni Studie,
véetné veskerych organizaci
Site Management jmenovanych

Poskytovatelem a Hlavnim
zkousejicim. V piipadé
Poskytovatele zahrnuje
pobocky Poskytovatele

a Hlavniho zkousejiciho.

Subjekt studie

Kazdy subjekt/pacient, ktery
podepsal formular
informovaného souhlasu
S ucasti ve Studii.

1.
1.1.

1.2.

Provadéni studie

Poskytovatel bude provadét Studii a ptiméje
veskery Persondl studie, aby jednal a provadél
Studii v souladu s touto Smlouvou, Protokolem
(v€etné¢ jakychkoli naslednych dodatkd),
veSkerymi Pokyny ke studii, Platnymi pravnimi
ptredpisy, jmenovité zakonem ¢. 378/2007 Sh.
0 léCivech ve znéni pozdEjSich predpist
a vyhlasky ¢. 226/2008 Sh. o spravne klinické
praxi ablizS§ich podminkach  klinického
hodnoceni 1é¢ivych pfipravkl ve znéni
pozdgjSich ptedpist,, a veSkerymi profesnimi
normami platnymi pro pfislusné profesni
odvétvi ve znéni platném v Case provadéni
Studie (napf. Mezinarodni konference pro
harmonizaci o spravné Kklinické praxi) nebo
kdykoli, kdy mohou byt zménény nebo
nahrazeny.

Protokol je soucasti této Smlouvy a je v tomto
dokumentu zac¢lenén formou odkazu. V ptipadé
jakéhokoli nesouladu nebo rozporu mezi
podminkami obsazenymi v Protokolu
a podminkami této Smlouvy se podminky
Protokolu pouziji v klinickych, védeckych
a lékarskych zalezitostech a podminky
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matters, i.e., legal, regulatory and financial
matters.

Smlouvy se pouziji na vSechny dalsi zaleZitosti,
tj. pravni, regulacni a finan¢ni.

1.3. Institution confirms that it is aware of a separate  1.3. Poskytovatel potvrzuje, Ze si je védomé
agreement between Sponsor and Principal samostatné smlouvy mezi Zadavatelem
Investigator concerning the obligations of a Hlavnim zkousSejicim, ktera se tyka povinnosti
Principal Investigator and that such agreement Hlavniho zkousSejictho, adale toho, ze
may include fair compensation, applicable for takovasmlouva muze zahrnovat spravedlivou
Principal Investigator and Study Staff. odménu jak pro Hlavniho Zkousejiciho, tak pro

¢leny studijniho tymu.

1.4. To the extent that it is applicable for the Study 1.4. Poskytovatel prohlasuje  a zarucuje, ze
participation of the Institution represents and v rozsahu relevantnim pro jeho ucast ve Studii
warrants that it has obtained, and will maintain ziskali apo dobu platnosti Smlouvy bude
for the term of the Agreement, any necessary udrzovat veskeré nezbytné licence, opravnéni
licenses, authorizations or approvals required by nebo schvaleni pozadované Platnymi pravnimi
Applicable Laws for the performance of the predpisy k provadéni cinnosti v rdmci této
activities under this Agreement. Smlouvy.

1.5. The Study shall commence at the Study Site 1.5. Studie bude zahajena na piislusném Misté
once all approvals required by Applicable Laws provadéni studie, jakmile budou ziskana
are obtained (including but not limited to Ethics veskera schvaleni pozadovana Platnymi
Committee  (“EC”) and/or  Regulatory pravnimi ptedpisy (mimo jin¢ Etickou komisi
Authorities (“RA”) approvals) and Sponsor or (dale jen ,,EK*) a/nebo Kontrolnimi trady (dale
Worldwide on behalf of Sponsor has notified jen ,RA®)) aZadavatel nebo spolecnost
Principal Investigator in writing that Sponsor Worldwide jménem Zadavatele pisemné
has approved the commencement of the Study ozndmi Hlavnimu zkousejicimu, ze Zadavatel
at the Study Site. zahajeni Studie na prislusném Misté provadéni

studie schvalil.

1.6. Institution agrees that it will not issue any 1.6. Poskytovatel souhlasi s tim, Ze nebude vydavat
advertisements for the enrolment of Study zadné reklamy na zatfazeni Subjektt studie bez
Subjects without the prior written permission of ptedchoziho pisemného povoleni Zadavatelem
the Sponsor and approvals required by the EC a schvaleni pozadovanych Platnymi pravnimi
and Applicable Laws. predpisy.

1.7. Institution shall not enrol any Study Subject 1.7. Poskytovatel nesmi do Studie bez ptedchoziho
concurrently participating in any other clinical pisemného souhlasu Zadavatele zafadit zZadny
trial, sub-study, derivative, or ancillary study Subjekt studie soubézné se ucastnici jiného
whether related to the Study or not (other than klinického hodnoceni, podstudie, odvozené
those set forth in the Protocol, if any) without nebo pomocné studie, at’ uz stouto Studii
the prior written approval of Sponsor. souvisi ¢i nikoli (jinych nez ptipadné

stanovenych v Protokolu).

1.8. Prior to the Study Subject’s participation in the = 1.8. Pied ucasti Subjektu studie ve Studii musi

Study, Institution shall obtain the informed
consent of each Study Subject, using a form of
informed consent pre-approved in writing by
Sponsor, and the applicable EC and/or RA.

Poskytovatel  ziskat informovany souhlas
kazdého Subjektu studie s vyuzitim formulaie
informovaného souhlasu piedem pisemné
schvaleného  Zadavatelem  a schvaleného
pfislusnou EK a/nebo RA.
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1.9.

1.10.

1.11.

Institution shall promptly report to Sponsor and
its designee, Worldwide:

a) any deviation of the Protocol and the facts
supporting such deviation, if, during the
performance of the Services, generally
accepted standards of clinical research and
medical practice relating to the benefit,
well-being and safety of the Study Subjects
require a deviation of the Protocol. The
Institution shall comply with any applicable
Protocol deviation reporting requirements
of the EC and RA and the Protocol
deviation reporting timelines as stipulated
in the Protocol; and

b) any adverse event and serious adverse
events in compliance with the Applicable
Laws and the procedures and timelines
outlined in the Protocol. The Institution will
provide any required follow-ups to the
Sponsor and comply with the reporting
requirements of the EC and RA.

THE STUDY DRUG IS EXPERIMENTAL IN
NATURE, ISNOT FOR COMMERCIAL USE,
AND IS PROVIDED “AS IS” WITHOUT
ANY WARRANTY, REPRESENTATION OR
UNDERTAKING WHATSOEVER,
WHETHER WRITTEN OR ORAL, EXPRESS
OR IMPLIED, INCLUDING WITHOUT
LIMITATION ANY WARRANTY,
REPRESENTATION OR UNDERTAKING
OF QUALITY, PERFORMANCE,
MERCHANTABILITY, FITNESS FOR A
PARTICULAR PURPOSE,
PATENTABILITY, TITLE OR NON-
INFRINGEMENT. SPONSOR MAKES NO
REPRESENTATION, WARRANTY OR
UNDERTAKING REGARDING THE
SAFETY OR EFFICACY OF THE STUDY
DRUG.

Institution represents, warrants and covenants
that by agreeing to this Agreement, and by
performing the Services, it is not violating any
terms and conditions of any agreement for

a)  veskeré

b)  veskeré

1.11. Poskytovatel

1.9. Poskytovatel musi neprodlené Zadavateli a jim

poverené  osobg, Worldwide,

nahlasit:

spole¢nosti

odchylky od Protokolu
a skutecnosti podporujici takovou odchylku
Vv pfipadé, ze pii provadéni Sluzeb si
obecné pfijimané standardy klinického
vyzkumu alékarské praxe tykajici se
piinosu, blaha a bezpecnosti Subjektl
studie takovou odchylku od Protokolu
vyzaduji. Poskytovatel musi dodrZzovat
veSkeré prislusné pozadavky na hlaSeni
odchylek od Protokolu EK a RA a musi
dodrzovat lhuty pro hlaSeni odchylek od
Protokolu v ném stanovené;

nezadouci piihody a zavazné
nezadouci piihody v souladu s Platnymi
pravnimi ptedpisy a postupy a lhiitami
uvedenymi v Protokolu.  Poskytovatel
poskytne Zadavateli veskera pozadovana
naslednd opatfeni a splni pozadavky na
hlaseni EK a RA.

1.10. HODNOCENY PRIPRAVEK JE

EXPERIMENTALNI POVAHY, NENI
URCEN KE KOMERCNIMU POUZITI A JE
POSKYTOVAN ,TAK, JAK JE“, BEZ
JAKYCHKOLI ZARUK, PROHLASENI
NEBO ZAVAZKU, AT UZ PISEMNYCH
NEBO USTNICH, VYSLOVNYCH NEBO
PREDPOKLADANYCH, VCETNE, MIMO
JINE, JAKYCHKOLI ZARUK,
PROHLASENT{ NEBO ZAVAZKU
TYKAJICICH SE KVALITY,
VLASTNOSTI, PRODEJNOSTI,
VHODNOSTI PRO URCITY UCEL,
PATENTOVATELNOSTI, VLASTNICTVI
NEBO NEPORUSOVANT{ PRAV.
ZADAVATEL NEPOSKYTUJE ZADNE
PROHLASENI, ZARUKU ANI ZAVAZEK
TYKAJICI SE BEZPECNOSTI NEBO
UCINNOSTI HODNOCENEHO
PRIPRAVKU.

potvrzuje, ze podpisem této
Smlouvy aprovadénim Sluzeb neporusuje
zadné¢ smluvni podminky jakékoli dohody
0 sluzbach nebo zaméstnani s jinou fyzickou
nebo pravnickou osobou.
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services or employment with any other
individual or entity.

1.12. Institution shall ensure that: 1.12. Poskytovatel zajisti, ze:

a) all Study Staff are appropriately qualified a) veSkery Personal studie bude nalezité
and trained to perform Study delegated kvalifikovany a vyskoleny k plnéni ukold,
tasks; ke kterym je povétuje Studie;

b) appropriate procedures are implemented for b) budou zavedeny vhodné  postupy
supervision of Study Staff in the v dohliZzeni na Personal studie pii plnéni
performance of Study delegated tasks; and ukold, ke kterym je povéfuje Studie; a

c) all Study Staff will fully co-operate and C) za UCelem monitorovani Studie, provadéni
grant access to their facilities, procedures kontrol a inspekci v souladu
and equipment, as applicable, for Study s ¢lankem 5 této Smlouvy bude veskery
monitoring, auditing and inspection Personal studie plné¢  spolupracovat
purposes pursuant to Section 5 of this a pripadné¢ poskytne ptistup ke svému
Agreement. vybaveni, postuptim a zatizeni.

1.13. Institution shall ensure that all Study Staff are 1.13. Poskytovatel =zajisti, aby veskery Personal
made aware of the obligations in this Agreement studie byl poucen o zavazcich obsazenych v této
and comply with such obligations. Smlouv¢ a byl jimi vazan.

1.14. The expected number of subjects included is 1.14. Pfedpokladany pocet zafazenych subjekt

hodnoceni je H

1.15. The expected duration of the Study is from 1.15. Pfedpokladana doba trvani Studie je od [}
- . co I

2. Obligations of the Parties 2.  Zavazky stran

2.1. Institution 2.1. Poskytovatel

2.1.1. Institution authorizes the conduct of the

Study at Study Site by Principal Investigator.

2.1.2. Institution shall make available adequate

2.1.3.

facilities, Study Staff, equipment and any
other resources necessary to perform the
Services on time and in accordance with the
Protocol during the Study. When requested
by Sponsor or its designee, Institution, either
directly or through the Principal Investigator
shall provide valid calibration certification
and proof of any renewals of the certification
of the Institution equipment used for the
conduct of the Study.

Institution shall immediately notify Sponsor
in the event the Principal Investigator ceases
to be employed by or associated with the
Institution or is no longer available to
continue as Principal Investigator. Institution
shall use its best efforts to identify a

2.1.1. Poskytovatel

2.1.2.

2.1.3.

povoluje, aby Studii ve
Studijnim centru provadél Hlavni zkouSejici.

Poskytovatel poskytne b&éhem  Studie
odpovidajici vybaveni, Personal studie,
zatizeni a veSkeré dal$i prostfedky nezbytné
k provadéni  Sluzeb véas avsouladu
s Protokolem. Na zadost Zadavatele nebo jim
povétené osoby Poskytovatel poskytne bud’
ptimo, nebo prostiednictvim Hlavniho
zkousejiciho, platné osvédceni o kalibraci
a doklad jakéhokoli obnoveni osvédceni
zatizeni Poskytovatele, které se pouziva
k provadéni Studie.

V piipadé, ze Hlavni zkouSejici prestane byt
zaméstnancem Poskytovatele, pfestane s nim
mit jakoukoli spojitost nebo jiZ nadale
nemuze pokracovat jako Hlavni zkousSejici,
Poskytovatel musi otéto  skuteCnosti
neprodlené Zadavatele informovat.
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replacement acceptable to Sponsor, and if
Sponsor and Institution mutually agree to a
replacement of the Principal Investigator, this
Agreement shall continue in full force and
effect. In which case, Institution and Sponsor
shall file all relevant regulatory documents to
replace the Principal Investigator. If Sponsor
and Institution cannot agree on a replacement
Principal  Investigator, Sponsor may
immediately terminate this Agreement
pursuant to Section 17.2.2 (c).

2.1.4. Institution is responsible for the performance
of the Study by Study Staff.

2.1.5.The Institution agrees to ensure that the
Study Drug is stored, prepared, inspected and
distributed in compliance with the Protocol,
the applicable law and all provisions of
relevant KLH guidelines issued by the
SUKL.

2.2. Sponsor

The Institution agrees to ensure that the Study shall be
conducted in compliance with the approval or consent
with notification issued by the SUKL and approvals of
the competent ethics committees.

2.2.1. Sponsor, either directly or acting through
Worldwide shall provide all the necessary
Study documentation to Institution for the
conduct of the Study as per the Protocol.
Specifically, Sponsor will provide Institution
with the investigator’s brochure including its
subsequent updates and any new safety
information pertaining to the Study Drug.

2.2.2. Sponsor shall ensure that the Institution is
kept currently informed about adverse events
and the safe use of the Study Drug as
applicable under the Applicable Laws.
Sponsor will comply with all Applicable
Laws relating to notification of new safety
information about the Study Drug.

2.2.3.Sponsor will provide the appropriately
labelled Investigational Product.

Poskytovatel vynalozi veskeré usili, aby
stanovilo pro Zadavatele pfijatelnou
nahradu, a pokud se Zadavatel
a Poskytovatel vzajemné¢ dohodnou na
nahrazeni Hlavniho zkousejiciho, bude tato
Smlouva inadéle platit v plném rozsahu
avplné ucinnosti. Pokud se Zadavatel
a Poskytovatel nedohodnou na nahradé
Hlavniho zkousSejiciho, mize Zadavatel tuto
Smlouvu v souladu s ¢lankem 17.2.2 pism.
(c) okamzité ukoncit.

2.1.4. Poskytovatel odpovida za to, ze tuto Studii
bude provadét Personal studie.

2.1.5. Poskytovatel se =zavazuje zajistit, Ze
hodnoceny piipravek bude skladovan,
pfipravovan, kontrolovan a distribuovan v
souladu s protokolem, platnymi pravnimi
pfedpisy a vSemi ustanovenimi pfislusnych
pokynii KLH vydanych SUKL.

2.2. Zadavatel

Hlavni zkousSejici a Poskytovatel se zavazuji zajistit,
7e Studie bude provadéna v souladu se schvalenim
nebo souhlasem s oznamenim vydanym SUKL a
souhlasy piisluSnych etickych komisi.

2.2.1. Zadavatel, bud pfimo, nebo jednajici
prostiednictvim  spole¢nosti  Worldwide,
poskytne Poskytovateli veskerou
dokumentaci nezbytnou k provedeni Studie
podle Protokolu. Zadavatel konkrétné
poskytne Poskytovateli prirucku
zkousejiciho v€etné jejich naslednych verzi
a vSech novych bezpe¢nostnich informaci
tykajicich se Hodnoceného ptipravku.

2.2.2. Zadavatel zajisti, aby Poskytovatel byl
vsouladu sPlatnymi pravnimi ptedpisy
aktualné informovani 0 nezadoucich
piihodach a 0 bezpecném uzivani
Hodnoceného piipravku. Zadavatel musi
dodrzovat vSechny Platné pravni piedpisy

tykajici se oznamovani novych
bezpecnostnich informaci o Hodnoceném
ptipravku.

2.2.3. Zadavatel poskytne odpovidajici oznaceny
Hodnoceny ptipravek.
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2.2.4. Pursuant to the terms set out in Exhibit A,
Sponsor may provide Institution with
Equipment as defined in Study Instructions
for the performance of the Study.

3. Investigational Product Accountability

3.1. Institution and Principal Investigator shall use
the Investigational Product solely for the
purpose of conducting the Study.

3.2. Institution shall hold, store, maintain, dispense,
account for and transport Investigational
Product in compliance with all Applicable
Laws, the Protocol and Study Instructions.

3.3. Atthe completion of the Study or termination of
this Agreement, Institution shall:

3.3.1. Provide to Sponsor a written accounting of
the quantities of the Investigational Product
used in the Study as described in the
Protocol; and

3.3.2.return to Sponsor or its designee and at
Sponsor’s expense, any and all unused
Investigational Product for the Study unless
otherwise instructed in writing by Sponsor.

3.4. Institution shall not charge any Study Subject or
third-party payer for the Investigational
Product, Study supplies, Services or procedures
associated with the administration of the
Investigational Product which are covered by
the financial arrangements agreed in this
Agreement.

3.5. The Sponsor shall ensure the distribution of the
Investigational Product to the pharmacy of the
Institution, where the pharmacist will take them
over and inspect them (like other consignments
- i.e. if it is not damaged, in the case of special
transport requirements, if these requirements
have been met, the receipt of the consignment
will be confirmed), then the Principal
Investigator will pick up the Investigational
Products at the centre on request and is fully
responsible for them. The Sponsor is obliged to
notify within 3 working days before delivery
when the shipment will be handed over to the
pharmacy either by e-mail or by phone to the
pharmacy authorized pharmacist. The Sponsor

2.2.4.Vsouladu s podminkami  stanovenymi

3.2.

3.3.

v Ptiloze A mulze Zadavatel Poskytovateli
poskytnout Zatizeni, jak je definovano
v Pokynech ke studii k provedeni Studie.

Evidence mnozstvi Hodnoceného pripravku

Poskytovatel a Hlavni Zkousejici budou
pouzivat Hodnoceny pfipravek vylu¢né pro
ucely provadéni Studie.

Poskytovatel je povinno uchovévat, skladovat,
udrzovat, davkovat, evidovat mnozstvi
a prepravovat Hodnoceny piipravek v souladu
se vSemi Platnymi pravnimi piedpisy,
Protokolem a Pokyny ke studii.

Po dokoncéeni Studie nebo ukonceni této
Smlouvy musi Poskytovatel :

3.3.1. Zadavateli poskytnout pisemné vyuctovani

mnozstvi Hodnoceného ptipravku pouzitého
béhem Studie jak je to popsano v protokolu

3.3.2. Zadavateli nebo jim povétené osobé€ na jeho

3.4.

3.5.

naklady vratit jakykoli nepouzity Hodnoceny
ptipravek ze Studie, neuvede-li Zadavatel
pisemné jinak.

Poskytovatel nebude zadnému Subjektu studie
ani platci tfeti strany uctovat platbu za
Hodnoceny pfipravek, spotfebni materidl ke
Studii, Sluzby nebo postupy spojené
s administrativou Hodnoceného pfipravku, na
néZ se vztahuji finanéni ujedndni dohodnuta
V této Smlouvé.

Zadavatel zajisti distribuci zésilky
Hodnoceného ptipravku do lékarny
Poskytovatele, kde je Iékarnik pievezme a
zkontroluje (jako jiné zasilky - tzn. neni-li
poskozena, v piipad¢ zvlastnich pozadavki na
transport, byly-li tyto pozadavky dodrzeny,
piijem zasilky potvrdi), nasledné si na Zadanku
Hlavni  Zkousejici Hodnoceny ptipravek
vyzvedne na centrum a je za né plné
zodpovédny. Zadavatel je povinen oznamit do 3
pracovnich dni pfed dodanim, kdy bude zésilka
do lékarny pieddna bud'to emailem nebo
telefonicky 1€ékdrnou povérenému farmaceutovi.
Likvidaci nevyuzitych 1éka si Zadavatel zajisti
na vlastni naklady.
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will ensure the disposal of unused medicines at
his own expense.

The Sponsor shall arrange delivery to:
Hospital pharmacy of FN Motol

V Uvalu84, 150 06 Praha 5

Czech Republic

and marks it with the name of the responsible
pharmacist.

4, Data Collection, Retention and Destruction
4.1. Institution shall:

4.1.1. complete and maintain accurate and up-to-
date Study Data, Source Documents and
Essential Documents throughout the Study in
compliance with Applicable Laws and Study
Instructions, and in a manner that their
quality and integrity can be verified.
Institution and Principal Investigator shall
ensure that all queries, discrepancies, errors
or missing information in the Study Data, as
may be identified by Sponsor or Worldwide
from time to time, shall be promptly resolved
to the party’s mutual satisfaction;

4.1.2. The Institution undertakes to keep the basic
documentation of the Study for 25 years after
the end of the Study. The Sponsor will inform
the Institution no later than 6 months before
the expiry of the archiving period about how
these records and documents belonging to the
Study will be handled, if the Sponsor does
not inform the Institution within the specified
time, it is considered that he agrees to
shredding. In the event that the Sponsor
requests an extension of the archiving period
from the Institution, the Institution is entitled
to require a proportionate fee from the
Sponsor;

4.1.3. inform Sponsor in writing in the event of any
accidental loss or destruction of Source
Documents, Study Data and/or Essential
Documents or if Principal Investigator ceases
to be employed by or associated with the
Institution or is no longer available to
continue as principal investigator, so that

Zadavatel zajisti dodavku na adresu:
Nemocni¢ni 1ékarna FN Motol

V Uvalu 84, 150 06 Praha 5

Ceska republika

a oznaci ji jménem odpoveédného Iékarnika.

4.  ShromaZd’ovani, uchovavani a zniceni udaju

4.1. Poskytovatel musi:

4.1.1.

4.1.2.

4.1.3.

doplnit  audrzovat ptesnd  a aktualni
datatykajici se klinického hodnoceni,
zdrojové dokumenty a zakladni dokumenty
po celou dobu Klinického hodnoceni
vsouladu s platnymi pravnimi piedpisy a
pokyny ke klinickému hodnoceni ato tak,
aby bylo mozné ovéfit jejich kvalitu a
integritu. Poskytovatel a Hlavni zkousejici
zajisti, aby vSechny dotazy, nesrovnalosti,
chyby nebo chybéjici informace v datech
klinického hodnoceni, které mohou byt
Zadavatelem nebo spole¢nosti Worldwide
Cas od casu ziStény, byly neprodlené
vytesSeny ke vzajemné spokojenosti stran;

Poskytovatel se zavazuje uchovat zakladni
dokumentaci Studie 25 let od ukonceni
Studie.  Zadavatel bude informovat
Poskytovatele nejpozdéji 6 mésicti pred
uplynutim doby archivace o tom, jakym
zpisobem bude s témito zdznamy a
dokumenty patticimi ke Studii nalozeno, v
pfipad¢, Ze Zadavatel ve stanovené dobé
Poskytovatele informovat nebude, ma se za
to, ze souhlasi se skartaci. V ptipadé, Ze bude
Zadavatel 7z4ddat o prodlouzeni doby
archivace u Poskytovatele, je Poskytovatel
opravnén po Zadavateli poZzadovat imérné
zpoplatnéni;

Zadavatele pisemné informovat v piipadé
jakékoli ndhodné ztraty nebo zniCeni
Zdrojovych dokumentt, Dat ze studie a/nebo
Zakladnich dokumentii nebo v piipade, ze
Hlavni zkousejici piestane byt
zaméstnancem Poskytovatele, pfestane s nim
mit jakoukoli spojitost, nebo jiz nadale
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provision can be made for the continued safe-
keeping of the previously mentioned
documents as required in Section 4.1.2.
above;

4.1.4. upon request of Sponsor directly or through
Worldwide, and subject to Sections 4.1.2 and
415, promptly return all records in its
custody upon completion or termination of

the Study; and

4.1.5. ensure that Study documentation is retained
in a secure manner at the end of the Study as
required in Section 4.1.2. and that written
permission will be sought from Sponsor prior
to the destruction of any Study

documentation.
Access and Inspection

The Institution shall allow the Sponsor or their
agents or representatives to carry out an
inspection, monitoring or audit of work within
the meaning of this Agreement at the study site
or at other contractually designated premises in
which or with the help of which the study is
performed, exclusively during normal working
hours. However, such an inspection, monitoring
or audit must be arranged at least 3 days in
advance and must not disrupt the normal
operation of the Provider, (except in the case of
a “for cause” audit, in which case such visits
will be on reasonable notice under the
circumstances) to:

5.1.1. monitor the Study and provide information
and instruction on the execution of the Study;

5.1.2. confirm that the Study is being conducted to

the standards agreed upon herein; and

5.1.3. audit the procedures, facilities, equipment,
Source Documents, Study Data, Essential
Documents and performance of the Study by
Study Staff (including any procedures,
facilities, and equipment of any employee,
contractor or agent that Institution uses in

conducting the Study).

5.

nemuze pokracovat jako Hlavni zkousejici,
mize byt toto ustanoveni ucinéno pro

udrzeni  bezpecnosti  vySe uvedenych
dokumentii, jak je pozadovano v ¢lanku
4.1.2. vyse;

4.1.4.ptimo na zddost Zadavatele nebo

prostiednictvim spolecnosti Worldwide, a
v souladu s oddily 4.1.2 a 4.1.5, neprodlené
po dokonceni nebo wukonceni Studie
okamzit¢ vratit vSechny zaznamy ze
Studieve své uschové; a

4.1.5. zajisti, aby dokumentace ze Studie byla na
konci Studie ulozena bezpenym zplusobem
tak, jak vyzaduje ¢lanek 4.1.2., a aby si pied
znicenim jakékoli ¢asti dokumentace ze
Studie vyzadali od Zadavatele pisemny

souhlas.

Piistup a kontrola

5.1. Poskytovatel umozni Zadavateli nebo jejich

povéfenym osobdm, aby provedli kontrolu,
monitorovani nebo audit praci ve smyslu této
Smlouvy u studijniho pracovisté, nebo v jinych
smluvné urcenych prostorach, v nichz nebo s
jejichz pomoci se provadi Studii, a to vyhradné
béhem bézné pracovni doby. Takova kontrola,
monitorovani nebo audit vSak musi byt domluven
minimalné 3 dny pfedem a nesmi naruSit béZny
chod Poskytovatele , (s vyjimkou piipadu auditu
»Z divodu®, kdy budou takové navstévy za
danych okolnosti v pfiméfené dob¢):

5.1.1.sledovali  Studii, poskytovali informace
a pfedali pokyny o provadéni Studie;

5.1.2. potvrdili, Ze je Studie provadéna dle
dohodnutych standardii; a

5.1.3.provedli kontrolu postupti, vybaveni,
zaiizeni, Zdrojovych dokumentt, Udaji ze
studie, Zakladnich dokumentii a provadéni
Studie Personalem studie (vCetné vsSech
postupl, zafizeni avybaveni jakéhokoli
zaméstnance, subdodavatele nebo zastupce,
kterého Poskytovatel vyuziva k provadéni
Studie).
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5.2. Institution agrees that any governmental or
regulatory  authorities  with ~ competent
jurisdiction, including but not limited to SUKL,
the European Medicines Agency and/or to the
United States Food and Drug Administration
may visit Study Site to inspect the procedures,
facilities, equipment, Source Documents, Study
Data and performance of the Study by Study
Staff (including any procedures, facilities, and
equipment of any employee, contractor or agent
that Institution uses in conducting the Study).
Institution and Principal Investigator shall:

5.2.1. Promptly, and in no event later than twenty-
four (24) hours after becoming aware, it is
necessary to notify Sponsor or Worldwide if
such governmental or regulatory authority
requests to carry out an inspection relating to
this Agreement or Study at the Study Site or
does so;

5.2.2.allow Sponsor or its designee including
Worldwide to attend any such inspections;

5.2.3. provide to Sponsor, copies of any inquiries,
correspondence or communications that
Institution  receives or generates in
connection with the inspection;

5.2.4. make reasonable efforts to separate, and not
disclose Confidential Information that is not
required to be disclosed during such
inspections; and

5.2.5. use reasonable efforts to provide Sponsor
with an opportunity to review and comment
on any of the Institution’s written response to
such governmental or regulatory authorities.

5.3. Sponsor may end the Institution’s participation
in the Study, effective upon written notice to
Institution, if Sponsor discovers a lack of
compliance with Applicable Laws, the Protocol
and this Agreement.

6. Data Protection

5.2. Poskytovatel souhlasi s tim, ze jakékoli vladni

nebo kontrolni ufady ptislusné jurisdikce, mimo
jiné SUKL, Evropska agentura pro 1é¢ivé
ptipravky a/aneboUfad pro kontrolu potravin
aléciv Spojenych stati americkych, mohou
navstivit  Studijni  centrum, aby provedli
kontrolu  postupi,  vybaveni,  zafizeni,
Zdrojovych dokument, Dat ze Studie
aprovadéni Studie Personalem studie (vcetné
vSech postuptl, zatizeni a vybaveni jakéhokoli
zaméstnance, subdodavatele nebo zastupce,
kterého Poskytovatel vyuziva k provadéni
Studie). Poskytovatel musi:

5.2.1. Okamzit¢ a v zadnem ptipadé ne pozdéji nez

dvacet ¢tyfi (24) hodin poté, co se
Poskytovatel dozvédél, je tieba informovat
Zadavatele nebo spolecnost Worldwide,
pokud takovy vladni nebo kontrolni urad
v souvislosti stouto Smlouvou nebo Studii
pozada o provedeni kontroly nebo provede
kontrolu v Misté provadéni studie;

5.2.2.umoznit Zadavateli nebo jim povéiené

osobgé, vcetné spole¢nosti Worldwide, aby se
takové kontroly zucastnil;

5.2.3. Zadavateli poskytnout kopie veskerych

vyzev, korespondence nebo komunikace,
které Poskytovatel v souvislosti s kontrolou
ziska nebo vytvoii;

5.2.4.vynalozit pfiméfené usili, aby vytiidili

anezvefejnili Duvérné informace, které
nemusi byt béhem takovych kontrol
zvefejnény; a

5.2.5. vynalozit pfiméfené Tsili a poskytnout

Zadavateli ptileZitost si pfedem zkontrolovat
a ptfipominkovat pisemné odpovédi
Poskytovatele dotcenym vladnim
a kontrolnim tfadtm.

5.3. Pokud Zadavatel zjisti nedodrzeni Platnych

pravnich predpist, Protokolu a této Smlouvy, je
opravnén na naklady Poskytovatele dosahnout
napravy nebo ukoncit jehoucast na Studii
S nabytim u¢innosti po pisemném oznameni
Poskytovateli.

Ochrana osobnich adaji
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6.1. Sponsor, and Institution agree to comply with 6.1. Zadavatel a Poskytovatel souhlasi stim, ze

all Applicable Laws protecting the fundamental
rights and freedoms of persons and the right to
privacy, with regard to the processing of
personal data in the scope of the Study,
including but not limited to General Data
Protection Regulation 2016/679 (“GDPR?”),
together with any additional implementing
legislation, (“Data Protection Laws”).

budou dodrzovat veskeré Platné pravni predpisy
chranici zakladni prava a svobody osob a pravo
na soukromi, pokud jde o zpracovani osobnich
udajuv ramci Studie, mimo jiné obecné nafizeni
0 ochran¢ osobnich udaji 2016/679 (dale jen
»,GDPR*) spolu sdal§imi provadécimi
pravnimi ptedpisy, (dale jen ,,Pravni predpisy
0 ochrané osobnich udaju‘).

6.2. As regards the processing of Study Subject 6.2. Pokud jde o0 zpracovani osobnich udaji
personal data within the framework of Subjektu studie vramci plnéni Smlouvy
performing the Agreement and conducting the a provadéni Studie, Strany berou na védomi, ze
Study, the Parties understand that they qualify jsou povazovany za nezavislé spravce udaju.
as independent controllers. Sponsor shall Zadavatel ur¢i cel a prostredky zpracovani
determine the purpose and means of processing osobnich udaja obsazenych
personal data contained in pseudonymized v pseudonymizovanych  zaznamech  Studie
Study records and processed according to the a zpracovanych v souladu s Protokolem
Protocol and the Study Subject informed a formularem informovaného souhlasu
consent form. Institution shall determine the Subjektu studie. Poskytovatel stanovi ucel
purpose and means of processing personal data a prosttedky  zpracovani  osobnich  udaju
contained in source documents, medical records obsazenych  vezdrojovych  dokumentech,
or otherwise needed for purposes of medical lékatskych zaznamech nebo jinak nezbytnych
care or with respect to direct communications dokumentech pro ucely Iékaiské péce nebo
with Study Subjects. s ohledem na pfimou komunikaci se Subjekty

studie.

6.3. The categories of data subjects, personal data 6.3. Nize uvedené Kkategorie subjekti tdaja,

and special category personal data identified
below are processed for purposes of the Study
in accordance with the Agreement:

6.3.1. Data subjects:

6.3.1.1. Study Subjects
6.3.1.2. Caretakers

6.3.2. Personal Data

6.3.2.1. Study Subjects

6.3.2.1.1. Personal information
(surname, first name, date of birth,
gender, place of birth, identification
numbers),

6.3.2.1.2. Pseudonymized Study ID

6.3.2.1.3. Contact details
address, email, etc.)

6.3.2.2. Caretakers

(telephone,

6

6

osobnich tdaju a zvlastni kategorie osobnich
udaji jsou zpracovavany pro ucely Studie
v souladu se Smlouvou:

3.1. Subjekty udaji:
6.3.1.1. Subjekty studie
6.3.1.2. Osetfovatelé

.3.2. Osobni udaje
6.3.2.1. Subjekty studie

6.3.2.1.1. Osobni udaje (pfijmeni,
jméno, datum narozeni, pohlavi, misto
narozeni, rodné ¢islo)

6.3.2.1.2. Pseudonymizovany ID studie

6.3.2.1.3. Kontaktni tdaje (telefonni ¢islo,
adresa, e-mail atd.)

6.3.2.2. Osettovatelé
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6.3.2.2.1. Contact details (telephone,
address, email, etc.)

6.3.3. Special Categories of Personal Data
6.3.3.1. Study Subjects
6.3.3.1.1. Health Data

6.3.3.1.2. Medical History
6.3.3.1.3. Genetic/Biometric Data

6.4. Contact Points for Data Protection Inquiries:

6.4.1. Sponsor: dpo@xenon-pharma.com

6.4.2. Site: dpo@fnmotol.cz

6.5. Neither Party shall transfer (or permit their
processors to transfer) any Sponsor-Controlled
Personal Data outside the EU Equivalent
Protection Area without ensuring adequate
safeguards are in place (e.g. Standard
Contractual Clauses recognized by the EU
Commission) unless another legal basis for the
transfer exists under EU or EU Member State
law, or, in the absence of such legal basis, a
derogation can be lawfully applied. For
purposes of this Agreement, “EU Equivalent
Protection Area” means the area that comprises:
(@) countries within the European Union,
Iceland, Liechtenstein and Norway; and (b)
countries, sectors in countries and international
organizations that the European Commission
may, from time to time, officially recognize as
ensuring an adequate level of protection as
provided for in Article 45 of the GDPR.

6.6. Institution shall require Study Subjects to sign
an informed consent form together with a
transparency statement meeting the
requirements of Articles 12 and 13 of the GDPR
prior to the processing of their personal data as
set out in the Agreement.

6.7. The Parties acknowledge that Study Subjects
may withdraw or change their initial ICH-GCP
informed consent or object to processing of their
personal data by exercising their rights under
GDPR Article 21. Institution shall promptly
notify the Sponsor of any such withdrawal,

6.3.2.2.1. Kontaktni udaje (telefonni ¢islo,
adresa, e-mail atd.)

6.3.3. Zvlastni kategorie osobnich tdaji

6.4.

6.3.3.1. Subjekty studie

6.3.3.1.1. Osobni daje o zdravotnim
stavu

6.3.3.1.2. Anamnéza
6.3.3.1.3. Genetické / biometrické Udaje

Kontaktni osoby pro zalezitosti tykajici se
ochrany osobnich udaji:

6.4.1. Zadavatel: dpo@xenon-pharma.com

6.4.2. Studijni centrum: dpo@fnmotol.cz

6.5.

6.6.

6.7.

Z4dna ze Stran nesmi pfenaSet (ani svym
zpracovatelim nepovoli pfenaset) zadné
osobni Udaje spravované Zadavatelem mimo
Rovnocenny ochranny prostor EU bez
provedeni odpovidajicich  bezpe€nostnich
opatieni (napt. standardnich smluvnich
dolozek uznanych Komisi EU), ledaze by pro
ptevod existoval jiny pravni zaklad nebo podle
pravnich ptedpist EU nebo clenského statu,
nebo v piipadé neexistence takového pravniho
zakladu lze zékonné uplatnit odchylku. Pro
ucely této Smlouvy se ,,Rovnocennym
ochrannym prostorem EU*“ rozumi oblast,
ktera zahrnuje: (a) zemé Evropské unie, Island,
Lichtenstejnsko a Norsko a (b) zemé, oblasti
v zemich amezinarodni organizace, které
muze Evropska komise ptilezitostn€ oficialné
uznat, Ze zajist'uji odpovidajici trovenl ochrany
podle ¢lanku 45 GDPR.

Poskytovatel vyzaduje, aby Subjekty studie
pred zpracovanim jejich osobnich udaju
podepsaly formulai informovaného souhlasu
spolu s ustanovenimi GDPR o transparentnosti
a prohlaSeni spliujici pozadavky ¢lanka 12 a
13, jak je stanoveno ve Smlouvé.

Strany berou na védomi, Ze podle ¢lanku 21
GDPR mohou Subjekty studie uplatnit sva
prava aodvolat nebo zménit plivodni
informovany souhlas ICH-GCP nebo proti
zpracovani osobnich udajii vznést namitku.
Poskytovatel kazdé takové odvolani, zménu
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change or objection of a Study Subject, which
may affect the use of such Study Subject’s
personal data.

nebo namitku Subjektu studie, které mohou
ovlivnit pouziti osobnich udajii Subjektu
studie, neprodlen¢ oznami Zadavateli.

6.8. In accordance with the Agreement, Institution 6.8. Poskytovatel v souladu se Smlouvou osobni
shall pseudonymize Study Subjects’ personal udaje Subjektt studie pseudonymizuje, nez je
data, before making it available to Sponsor zpiistupni Zadavateli a/nebo jim povéfenym
and/or Sponsor designees. Both Parties shall osobam. Obé Strany musi takové osobni Udaje
encrypt such personal data in accordance with Sifrovat v souladu s platnymi  Prévnimi
applicable Data Protection Laws. ptredpisy o ochrané osobnich tdaju.

6.9. Each Party shall take appropriate technical and 6.9. Kazda Strana pfijme vhodna technicka
organizational measures to protect and a organizacni opatieni k ochrané
safeguard the Study Subjects’ personal data, a zabezpeCeni osobnich 1daji Subjektd
such action meeting the requirements of studie, pfi¢emz takova ¢innost musi splitovat
applicable Data Protection Laws. pozadavky piislusnych Pravnich piedpist

0 ochran€ osobnich udaji.

6.10. To process the Study Subject’s personal data 6.10. Strany povéti zpracovanim osobnich tdaju
within the framework of this Agreement, the Subjekti studie v ramci této Smlouvy pouze
Parties shall only task staff familiar with the ty pracovniky, kteti jsou obeznédmeni
relevant data protection provisions and subject s prislusnymi ustanovenimi o ochrané udaju
to obligations of confidentiality. avztahuje se na né povinnost zachovani

mlcenlivosti.

6.11. Institution will not transfer, or permit the 6.11. Poskytovatel nepfeda ani neumozni piedani
transfer of, personal data or pseudonymized data osobnich udaji nebo pseudonymizovanych
processed in the scope of the Study to third udaji zpracovavanych v ramci Studie tietim
parties other than to Study Staff or as otherwise stranam jinym, nez jsou pracovnici Studie
permitted hereunder. nebo jinak, jak je povoleno dale.

6.12. Institution shall meet the statutory rights of the 6.12. Poskytovatel v souvislosti se zpracovanim
Study Subjects to information (Articles 13, 14 osobnich udaji Subjektt studie v rdmci této
GDPR) and access (Article 15 GDPR) in Smlouvy dodrzuje zakonna prava Subjektt
connection with the processing of personal data na informace (¢lanky 13 a 14 GDPR) ana
of Study Subjects within the framework of this ptistup k osobnim dajim  (Clanek 15
Agreement. Should a Study Subject contact GDPR). V pfipadé, Ze Subjekt studie
Sponsor with an information request, Sponsor kontaktuje Zadavatele s zadosti o informace
shall refer the Study Subject to Institution and 0 shromazd'ovanych  osobnich  1udajich,
inform the latter without undue delay. Zadavatel odkaze Subjekt studie na
Institution shall respond directly to any Study Poskytovatele a informace bez zbyte¢ného
Subject within the timeframes outlined under odkladu poskytne. Poskytovatel —musi
Data Protection Laws. kazdému Subjektu studie odpovédét piimo

ve lhaté stanovené v Pravnich predpisech
0 ochrané osobnich udajt.
6.13. Should a Study Subject assert his or her right to 6.13. Pokud Subjekt studie vici nékteré ze Stran

rectification (Article 16 GDPR), erasure
(Article 17 GDPR) or restriction of processing
(Article 18 GDPR) of the personal data
concerning him or her vis-a-vis one of the
Parties in connection with the data processing

Vv souvislosti se zpracovanim udaji v ramci
této Smlouvy uplatni své pravo na opravu
(¢lanek 16 GDPR), vymaz (¢lanek 17
GDPR) nebo omezeni zpracovani (¢lanek 18
GDPR) osobnich udajt, které se jej tykaji,
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within the framework of this Agreement, this
Party shall notify the other Party thereof without
undue delay. The controlling Party shall review
and decide whether the asserted right exists and
shall rectify or erase the respective personal data
stored by the controlling party accordingly or
restrict its processing. Institution shall respond
directly to any Study Subject within the
timeframes outlined under Data Protection
Laws.

6.14. In order to protect the identity of the Study
Subject vis-a-vis the Sponsor, the Data
Protection Officer of the Institution will act as
an intermediary to manage and resolve requests
between the Sponsor’s Data Protection Officer
and the Study Subject, Study Subject to access,
modify, transfer, block, or delete of her/his
personal data.

6.15. Each Party shall document every breach of
protection of personal data falling under its
responsibility as controller under this
Agreement and notify the respective other Party
thereof without undue delay. The controlling
Party shall take appropriate action to secure the
data and minimize potential negative effects on
the data subjects.

6.16. Each Party shall support the respective other
Party by taking appropriate action where the
latter is obliged to notify the competent data
protection supervisory authority (“Supervisory
Authority”) that a personal data breach has
occurred within its sphere of controller
responsibility (Article 33 GDPR).

6.17. Institution shall meet the statutory
obligations of Study Subject notification in the
event of a personal data breach that is likely to
result in a high risk to the rights and freedoms
of the data subject (Article 34 GDPR).

6.18. Without undue delay, each Party shall inform
the respective other Party of inspections and
measures taken by the Supervisory Authority

6.14.

6.15.

6.16.

6.17.

6.18.

dotéend Strana otom bez zbyte¢ného
odkladu uvédomi druhou Stranu. Strana
V pozici spravce udaji zadost prezkouma
arozhodne, zda je mozné pravo uplatnit,
a odpovidajicim zptisobem opravi, vymaze
nebo omezi zpracovani piislusnych osobnich
udaji  shromazd’ovanych Stranou v pozici
spravce. Poskytovatel musi  kazdému
Subjektu studie odpoveédét pirimo ve lhuté
stanovené v Pravnich ptedpisech o ochrané
osobnich udajt.

Aby byla chranéna identita Subjektu studie
vuci Zadavateli, bude povétenec
Poskytovatele pro ochranu osobnich udaju
jednat jako zprostfedkovatel pro spravu
ateSeni pozadavkh mezi povéerencem
Zadavatele pro ochranu osobnich udajt
a Subjektem studie, aby Subjekt studie mohl
pristupovat, upravovat, prenaset, blokovat
nebo vymazat své osobni Udaje.

Kazdd ze Stran zdokumentuje veSkera
poruSeni zabezpeceni osobnich tudaji, za
které jako spravce podle této Smlouvy
odpovida, abez zbyte¢ného odkladu o tom
uvédomi pftislusnou druhou Stranu. Strana
V pozici spravce podnikne vhodné opatieni
k zabezpeCeni ~ udaji = a k minimalizaci
potencidlnich  negativnich dopadi na
subjekty udaji.

Kazda ze Stran bude pfislusné druhé Strané
napomocna tim, Ze podnikne vhodna
opatfeni v pfipad¢, Ze druhda Strana je
povinna oznamit ptislusnému dozorovému
ufadu na ochranu osobnich udaji (déale jen
,Dozorovy urad“), Ze voblasti jeho
odpovédnosti  spravce doSlo  k poruseni
zabezpeCeni osobnich udaji (¢lanek 33
GDPR).

Poskytovatel musi splnit zakonné povinnosti
a oznamit Subjektu studie pfipadné poruSeni
zabezpeCeni  osobnich  0Udaji,  které
pravdépodobné bude mit za nasledek velké

ohrozeni prava asvobody subjektu udaji
(¢lanek 34 GDPR).

Kazda ze Stran neprodlené uvédomi druhou
Stranu 0 kontrolach a opatfenich
podniknutych Dozorovym uwfadem, pokud
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6.19.

6.20.

6.21.

6.22.

6.23.

where they refer to data processing falling under
this Agreement. This also applies where a
competent authority investigates a Party in
relation to the processing of personal data within
the framework of regulatory or criminal
proceedings.

Each Party shall use its best efforts to support
the respective other Party where the latter faces
an inspection by the Supervisory Authority,
regulatory or criminal proceedings, a Study
Subject’s or third party’s claim to liability, or
some other claim connected to the data
processing falling under this Agreement.

Sponsor or Sponsor designee may carry out any
controls it considers useful to ensure

6.19.

6.20.

zpracovani osobnich 1udaji probihd na
zakladé¢ této Smlouvy. To plati také
Vv ptipad¢, Ze pfisluSny afad bude u Strany
provadét  vySetfovani v souvislosti  se
zpracovanim  osobnich  udaju v ramci
regulacniho nebo trestniho fizeni.

Kazda ze Stran vynalozi maximalni usili
a bude pfislusné¢ druhé Strané napomocna,
pokud dotcena Strana bude celit kontrole ze
strany Dozorového ufadu, regulatornimu
nebo trestnimu fizeni, naroku Subjektu studie
nebo tfeti strany na odpovédnost nebo jiného
naroku spojeného se zpracovanim udajii na
zaklad¢ této Smlouvy.

Zadavatel nebo jim povéfend osoba muze
provadét jakékoli kontroly, které povazuje za

compliance by Institution with the obligations uziteCné  k zajisténi, ze  Poskytovatel
set forth in this Section 6. Such control shall not dodrzuje  zavazky stanovené v tomto
relieve Institution of its obligations under this Clanku 6. Takovd kontrola nezbavuje

Section 6 and/or under the Agreement.

Upon conclusion of the Study, the Parties shall
delete or destroy personal data processed under
this Agreement, except where further retention
is necessary to fulfil the purpose(s) stated in the
informed consent form (or a purpose compatible
therewith) or as required by applicable EU
Member State Law. In such cases, the Parties
shall only retain personal data for the time
period necessary to fulfil the authorized purpose
or applicable legal requirements and shall delete
or destroy the personal data upon expiration of
any such retention period.

The Parties will modify the terms of this Section
6 where required by a Supervisory Authority (or
when a Supervisory Authority’s
recommendations or guidelines  suggest
modification) and one of the Parties requests be
modified accordingly.

Study Staff: Sponsor and its designees shall
process Study Staff personal data to the extent
needed for the Study and research purposes.
Such personal data shall at all times be
processed in accordance with Data Protection
Laws. Sponsor (or Sponsor’s designee) shall

6.21.

6.22.

6.23.

Poskytovatele  zavazki  vyplyvajicich
Z tohoto ¢lanku 6 a/nebo ze Smlouvy.

Po dokonceni Studie Strany osobni udaje
zpracovavané na zéklad¢ této Smlouvy
vymazou nebo znici, s vyjimkou ptipadu,
kdy je dalsi uchovavani nezbytné pro splnéni
ucela uvedenych ve formulafi
informovaného souhlasu (nebo Gcelu s nim
slu¢itelnym) nebo vyzaduji-li je platné pravni
predpisy Clenského statu. V takovych
piipadech musi Strany uchovavat osobni
udaje pouze po dobu nezbytnou ke splnéni
schvaleného ucelu nebo  pfislusnych
zakonnych pozadavkt a po uplynuti jakékoli
takové lhiity na uchovavani ptislusné osobni
udaje vymazou nebo znici.

Je-li to vyZadovano Dozorovym ufadem
(nebo pokud tento Dozorovy ufad doporuci
nebo navrhne Gpravu), musi Strany upravit
podminky vtomto ¢lanku 6 a odpovidajici
upravu podminek ptedloZzi jedna ze Stran.

Personal studie: Zadavatel ajim povéfené
0soby zpracovavaji osobni udaje Personalu
studie v rozsahu potifebném pro tcely Studie
avyzkumu. Tyto osobni Udaje budou za
vsech okolnosti zpracovavany v souladu
S Pravnimi  pfedpisy o ochrané¢ osobnich
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7.

deliver privacy notices to the Principal
Investigator and Study Staff regarding the
processing of their personal data by Sponsor.
Institution agrees to provide reasonable
assistance to Sponsor (or Sponsor’s designee) in
issuing, distributing and collecting such
consents and/or transparency/privacy notices as
applicable.

Confidentiality

7.1. All Confidential Information will be kept in

confidence by the Institution and shall not be
used for any purpose not contemplated by this
Agreement during the term of this Agreement
and for at least ten (10) years after the
termination or conclusion of the Study (except
for trade secrets, which shall be kept in
confidence and shall not be used for any purpose
not contemplated by this Agreement during the
term of this Agreement and indefinitely
thereafter), or longer if required by applicable
regulations, except to the extent that Sponsor
agrees in writing to release it or except to the
extent disclosure is required by Applicable
Laws, in which case Sponsor shall be notified
promptly in writing of such request prior to such
disclosure being made. In addition, if disclosure
of Confidential Information is required to treat,
on an emergent basis, an injury or illness that is
due, or is suspected to be due, to the Study Drug
or a Study procedure, Institution may disclose
the Confidential Information to the medical
professionals directly involved in providing the
emergency care, provided that such disclosure is
on a “need-to-know” basis and only to the extent
necessary and required to treat such injury or
illness. Institution shall bind the medical
professionals to a similar obligation of
confidentiality and notify Sponsor promptly in
writing.

7.2. The obligations of confidentiality and non-use set

forth in Section 7.1 do not apply if the Confidential
Information:

udaju. Zadavatel (nebo jim povéiena osoba)
ptedlozi Hlavnimu zkousejicimu a Personalu
studie ozndmeni 0 ochran¢ jejich osobnich
udaji zpracovavanych Zadavatelem.
Poskytovatel souhlasi stim, Ze v piipadé
potieby Zadavateli (nebo jim povétené
osob¢) bude v pfiméfené miie napomocné pii
vydavani,  distribuci a shromazd’ovani
takovych  souhlasii  a/nebo  oznameni
0 transparentnosti / ochran¢ osobnich tdajt.

7. Zachovani mlcenlivosti

7.1. Poskytovatel bude veskeré Duvérné informace

uchovavat v tajnosti  anebudeje pouzivat
k zadnym jinym uceltim, které nejsou pfedmétem
této Smlouvy, po dobu platnosti této Smlouvy
apoté po dobu nejméné¢ deseti (10)let po
ukon¢eni nebo dokonceni Studie (S vyjimkou
obchodnich tajemstvi, kterd budou uchovavéana v
tajnosti a nebudou pouzita k zddnému ucelu, o
kterém se v této Smlouveé nepocita, béhem doby
platnosti této Smlouvy a na neurcito poté), nebo
delsi dobu, pokud to vyzaduji platné predpisy,
s vyjimkou piipadl, kdy Zadavatel pisemné
souhlasi  svydanim takovych  Duvérnych
informaci, nebo pokud je jejich zvefejnéni
vyzadovano Platnymi pravnimi ptedpisy —
Vv takovém piipad¢ bude Zadavatel pred takovym
zvetejnénim o pfislusné Zadosti neprodlené
pisemné informovan. Pokud je navic zvefejnéni
Duavérnych informaci vyzadovano na naléhavém
zékladé k 1é¢bé Gjmy nebo onemocnéni, jejichz
pficinou je (nebo existuje podezieni, Ze jejich
pti¢inou je) Hodnoceny pftipravek nebo postupy
vramci Studie, muze Poskytovatel a Hlavni
zkousejici sdélit Duvérné informace
zdravotnikiim pfimo zapojenym do poskytovani
pohotovostni péce za piedpokladu, ze takové
zvetejnéni takovych informaci je nezbytné a musi
byt pouze v rozsahu nezbytném a pozadovaném
k1écbe prislusné wjmy nebo onemocnéni.
Poskytovatel musi pfislusného zdravotnika
zavazat k podobné povinnosti  zachovani
mlcenlivosti aneprodlené¢ pisemné informovat
Zadavatele.

7.2. Povinnosti mlcenlivosti a nepouzivani uvedené v

¢asti 7.1 neplati, pokud Diivérné informace:
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7.2.1. was in the public domain prior to the
commencement of the Services or
subsequently becomes publicly available
through no fault of Institution;

7.2.2. was disclosed to Institution without any
obligation of confidentiality or non-use by a
third party legally entitled to disclose such
information;

7.2.3. was already known to Institution as
demonstrated by their contemporaneous
written records; or

7.2.4. is independently developed by Institution
without the use of or access to Confidential
Information as demonstrated by their
contemporaneous written records.

7.3. The Parties agree that each Party may disclose the
financial compensation provided to for the conduct
of this Study under this Agreement to comply with
Applicable Laws.

8.  Study Data, Publication and Publicity

8.1. Institution agrees that all Study Data generated in
connection with the Study shall be owned by and
the sole property of Sponsor and shall be subject to
the obligations of confidentiality, publication and
intellectual property in this Agreement.

8.2. Institution agrees that:

8.2.1. Sponsor shall have the first right to publish
the results of the Study, which is intended to
be a joint, multicentre publication reflecting
the results observed across all participating
Study sites;

8.2.2. it may publish the Study results generated at
the Institution in accordance with this
Section upon occurrence of the earliest of
the following events:

a) the first multicentre publication of the
results of the Study;

b) no multi-centre publication is submitted
within  eighteen (18) months after
completion or termination of the Study at
all Study sites; or

7.2.1. byly vefejné¢ piistupné pred zahdjenim
poskytovani Sluzeb nebo se nésledné staly
vefejné piistupnymi bez zavinéni
Poskytovatele;

7.2.2. byly Poskytovateli sdéleny tieti stranou,
kterd je opravnéna tyto informace sdélovat,
bez jakékoli povinnosti duvérnosti nebo
nepouzivani

7.2.3. byly Poskytovateli znamy jiz dfive, jak
ukazuji jehosoucasné pisemné zaznamy;

7.2.4. byly nezavisle odvozeny Poskytovatelem
bez pouziti nebo piistupu k Diveérnym
informacim, jak ukazuji jehosoucasné
pisemné zaznamy.

7.3. Strany souhlasi s tim, Ze kazda ze Stran muze v
souladu s Platnymi pravnimi piedpisy zvefejnit
poskytnutou finan¢ni nahradu Zdravotnickému
zafizeni za provedeni této Studie na zdkladé¢ této
Smiouvy.

8. Data ze studie, publikace a publikovani

8.1. Poskytovatel souhlasi s tim, Ze veSkera Data ze
studie ziskand v souvislosti se Studii jsou
vyluénym vlastnictvim Zadavatele a vztahuji se na
n¢j zavazky spojené se zachovanim mléenlivosti,
s publikovanim as pravy duSevniho vlastnictvi
z této Smiouvy.

8.2. Poskytovatel souhlasi s tim, zZe:

8.2.1. aby mél Zadavatel pravo jako prvni zvetejnit
vysledky Studie ve spole¢né multicentrické
publikaci zachycujici vysledky zjisténé ve
vSech ucastnicich se Studijnich centrech.

8.2.2. mize vysledky Studie zveftejnit v souladu
s timto ¢lankem po nékteré z nasledujicich
udalosti:

a) prvni multicentrické publikace zachycujici
vysledky Studie;

b) do osmnacti (18) mésict po ukonceni nebo
dokonceni Studie ve vSech Studijnich
centrech nebude predlozena  zadna
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c)

Sponsor confirming that there will be no
multicentre publication of the results of the
Study.

8.2.3. its right to publication under this Agreement

is on the condition that Sponsor has been
furnished with a copy of the proposed

multicentrickd  publikace
vysledky Studie; nebo

zachycujici

Zadavatel potvrdi, ze nebude zvefejnéna
zadna multicentricka publikace zachycujici
vysledky Studie.

8.2.3. publikovani dle této Smlouvy prob¢hne za

podminky, ze Zadavateli bude poskytnuta
kopie navrhované publikace, abstraktu,

publication, abstract, poster, paper, posteru, ¢lanku, prezentace nebo jiné
presentation or other scientific disclosure védecké publikace ke kontrole
for review and comment not less than sixty a pfipominkovani  nejpozdé&ji  Sedesat
(60) days prior to the intended date of (60) dni  pifed zamySlenym  datem

presentation or submission for publication.
Sponsor may request the following in
writing:

prezentace nebo piedlozenim k publikaci.
Zadavatel miize pisemné pozadat:

a) anadditional delay of publication for ninety a) 0 dodate¢né zpozdéni publikace na dobu
(90) days for Sponsor to take steps to devadesati (90) dnu, aby Zadavatel mohl
protect its proprietary rights and intellectual podniknout opatfeni na ochranu svych
property, in which case the Institution agree vlastnickych prav aprav  dusevniho
to that request; vlastnictvi, a Poskytovatel musi této

zadosti vyhovet;

b) removal of specified Confidential b) o0odstranéni  konkrétnich ~ Duvérnych
Information (other than the results of the informaci (které jsou jiné nez vysledky
Study) from the publication, in which case Studie) z publikace. V takovém piipadé
the Institution agrees to remove such musi  Poskytovatel odstranit uvedené
specified Confidential Information as is Duavérné informace, které jsou v pfimétené
reasonably required by Sponsor; and/or mife nezbytné k ochran¢ dusevniho

vlastnictvi Zadavatele; a/nebo

C) that the Institution considers Sponsor c) Poskytovatel zvazi pfipominky Zadavatele

comments on any publication or
presentation. If the Parties disagree
concerning whether certain information
should be deleted or modified, the
Parties agree to meet for the purpose of
making good faith efforts to discuss and
resolve any  such  issues  or
disagreements. Sponsor will work with
Institution in a collaborative manner to
make certain that the Study results
contained within such presentation or

ke kazdé publikaci nebo prezentaci. Pokud
se Strany neshodnou na tom, zda by urcité
informace mély byt vypuStény nebo
upraveny, souhlasi Strany stim, Ze se
sejdou za ucelem vyvinuti usili v dobré
vife, aby projednaly a vyfteSily vSechny
takovéto  problémy nebo  neshody.
Zadavatel bude spolupracovat
s Poskytovatelem tak, aby se ujistil, ze
vysledky Klinického hodnoceni obsazené
v takovéto prezentaci nebo publikaci (at’ uz

publication  (whether  positive or pozitivni nebo negativni) jsou piesné, uplné
negative) are accurate, complete and avsouladu s podminkami  uvedenymi
consistent with the terms stated in this vtéto Smlouvé. Poskytovatel vazné
Agreement. The Institution shall give avdobré vife zvazi  zapracovani
serious and good faith consideration to pfipominek  Zadavatele v souvislosti
incorporating comments of Sponsor in s navrhovanymi publikacemi
relation to proposed publications and a prezentacemi. Zadavateli vSak neni
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presentations. However, Sponsor is not
granted any right to edit such
publications and presentations and the
final analysis of the results published by
the Institution or Principal Investigator
lies with the Institution and Principal
Investigator, subject to the terms of this
Section 8.2.

8.3 The Parties agree with the publication of the

8.4.

Agreement by the Institution for the purpose of
fulfilling the obligations imposed on it by valid
and effective legislation, in particular Act No.
340/2015 Coll., on the Contract Register, as
amended, and the instructions and decisions of
the Ministry of Health of the Czech Republic. The
Agreement will not disclose personal data of
natural persons who are not publicly available in
the public register, confidential information
under this Agreement and trade secrets that the
contracting parties negotiate within the meaning
of Section 504 of the Civil Code as follows:
Protocol and design of the study, detailed budget,
number of evaluation subjects and their
remuneration, duration of the study, detailed
information about the contracting authority's
insurance. For the purpose of publishing this
Agreement within the meaning of this paragraph,
Worldwide shall provide the Institution with a
revised version of the Agreement in a machine-
readable format (ideally in .pdf).

The publication of the Agreement in the register
of contracts will be carried out by the Institution,
and the contracting authority will be informed
about the publication.

The other contracting party acknowledges that
the Institution, as a state contributory
organization, is obliged to provide information
upon request of a third party pursuant to Act No.
106/1999 Coll., on Free Access to Information, as
amended.

Except as otherwise permitted hereunder, each
Party shall obtain prior written consent from the
other Party before using the other Party’s name,
symbols or marks in any form of publicity.
Institution agrees not to release any press
statements or answer any inquiries regarding the

udéleno zadné pravo upravovat tyto
publikace a prezentace a kone¢na analyza
vysledkt zvefejnénych Poskytovatelem

nebo  Hlavnim  zkouSejicim  nalezi
Zdravotnickému  zafizeni  a Hlavnimu
zkousejicimu,  svyhradou  podminek

tohotoodstavce 8.2.

8.3 Smluvni strany souhlasi s uvefejnénim Smlouvy

8.4.

Poskytovatelem za tucelem splnéni povinnosti
uloZenych mu platnou a u¢innou pravni Gpravou,
a to zejména zakonem ¢. 340/2015 Sb., o registru
smluv, ve znéni pozdéjSich predpist, a dale
pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky. Ve Smlouvé
nebudou zvefejnény osobni udaje fyzickych osob,
které nejsou vetejné¢ dostupné ve vetejném
rejstiiku, divérné informace dle této Smlouvy a
dale pak obchodni tajemstvi, které si smluvni
strany sjednavajici ve smyslu ustanoveni § 504
obcanského zakoniku takto: Protokol a design
studie, detailni rozpocet, pocet subjekti
hodnoceni a jejich odménovani, délka trvani
studie, detailni informace o pojisténi zadavatele.
Za Ucelem uvetejnéni této smlouvy ve smyslu
tohoto odstavce poskytne Worldwide
Poskytovateli zdravotnich sluzeb revidovanou
verzi smlouvy ve strojové Citelném formatu
(idedlné v .pdf).

Uvetejnéni smlouvy v registru smluv provede
Poskytovatel, a o uvefejnéni bude zadavatele
informovat.

Druhda smluvni strana bere na védomi, zZe
Poskytovatel  jakoZzto  statni  pfispévkova
organizace, je povinna na dotaz tieti osoby
poskytnout informace podle zdkona ¢. 106/1999
Sb., o svobodném piistupu k informacim, ve
znéni pozdéjsich predpist.

Neni-li v této Smlouvé povoleno jinak, kazda ze
Stran musi ziskat pfedchozi pisemny souhlas
druhé Strany pied pouzitim nazvu, symboli nebo
znacek druhé Strany v jakékoli formé publikace.
Poskytovatel se zavazuje, ze bez piedchoziho
pisemného souhlasu Zadavatele nebude vydavat
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Study or the Study Drug from financial analysts
without the prior written approval of Sponsor.
Institution consents to Sponsor’s disclosure of
this Agreement and the use of the name of
Institution as part of regulatory submissions and
as may be otherwise required by Applicable
Laws, and to Sponsor’s use of the name of
Institution and contact information associated

z4dna tiskova prohlaSeni ani odpovidat na dotazy
tykajici se Studienebo Hodnoceného piipravku od
finan¢nich analytikt. Poskytovatel souhlasi s tim,
aby Zadavatel zvefejnil tuto Smlouvu a pouzil
jméno Poskytovatele jako soucast podani pro
regulacni organy a jak to jinak vyzaduji platné
pravni predpisy, astim, aby Zadavatel pouzil
jméno Poskytovatele a kontaktni (daje s nim

therewith as part of a list of Sponsor's Study sites, spojené jako soucast seznamu
and Sponsor may distribute or publish that list as centerprovadéjicich Studii Zadavatele,
it deems appropriate for the operation of its a Zadavatel muze tento seznam S$ifit nebo

business.

zvetejnit, jak uznd za vhodné pro ucely sveho
podnikani.

Q. Intellectual Property Rights and Biological 9. Prava duSevniho vlastnictvi a Biologické
Samples vzorky

9.1. Any inventions or discoveries (whether patentable 9.1. Veskeré vynalezy nebo objevy (patentovatelné ¢i
or not), proprietary rights, innovations, nikoli), majetkova prava, inovace,
improvements, suggestions, results, ideas and vylepSeni,navrhy, vysledky, napady a zpravy,
reports arising out of or in connection with the které vzniknou jako vysledek nebo v souvislosti
performance of the Study by Institution, Principal s provadénim Studie Poskytovatelem, Hlavnim
Investigator or Study Staff (collectively zkouSejicim nebo Personalem studie(souhrnné
“Inventions”) shall be owned by and shall be the ,Vynélezy) budou ve vlastnictvi Zadavatele
exclusive property of Sponsor. All Inventions a budou jeho vyhradnim vlastnictvim. VSechny
shall be promptly disclosed by Institution and vynélezy budou neprodlené pisemné sdéleny
Principal Investigator to Sponsor in writing. Zadavateli Instituci a Hlavnim zkouSejicim

a stanou se jeho vyluénym vlastnictvim.

9.2. Institution hereby assigns and transfers to Sponsor 9.2. Poskytovatel timto postoupi apfevede na
and shall cause Study Staff to assign and transfer Zadavatele a piipadné piimé&je Personal studie,
to Sponsor as applicable, without additional aby postoupil apievedl na Zadavatele, bez
consideration, all assignable rights and title that dalsiho zvazovani, vesSkera pievoditelna prava
they may have in the Inventions. If the a naroky, které u takovych vynalezl
cooperation of the Institution with regard to the avlastnickych prav. mutze mit.Pokud by
exercise of the Sponsor's intellectual property sou¢innost Poskytovatele vzhledem k uplatnéni
rights would be associated with an excessive time prav Zadavatele z duSevniho vlastnictvi byla
and financial burden, the contracting parties spojena s nadmérnou ¢asovou a financni zatezi,
undertake to negotiate an Amendment to this smluvni strany se zavazuji jednat o dodatku k této
Agreement. An Amendment to this Agreement Smlouvé. Dodatkem k této Smlouvé by byla
would provide for adequate compensation for stanovena adekvatni kompenzace za Casovou a
time and financial burdens that are not finan¢ni zatéz, kterd neni v dobé uzavirani
foreseeable at the time the Agreement is Smlouvy ptedvidatelna.
concluded.

9.3. At the request and expense of Sponsor, Institution 9.3. Na zadost a ndklady Zadavatele Poskytovatel

shall promptly execute, and shall procure that the
Study Staff execute all such documents and
perform all such other acts as the Sponsor may
reasonably require in order to vest fully and
effectively all Inventions in the Sponsor or its

neprodlené¢ provede a zajisti, aby pracovnici
zapojeni do Studie vyhotovili vSechny takovéto
dokumenty a provedli v§echny dalsi ukony, které
Zadavatel mtize piiméfené pozadovat, aby
vSechny vynélezy plné¢ atfinn€ piesly na
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9.4.

nominee. Institution agrees that if, because of the
unavailability or incapacity of Institution, the
Principal Investigator, or another member of the
Study Staff, Sponsor is unable to obtain the
unavailable or incapable entity’s or individual’s
signature to apply for or pursue any application
for any patents, mask work or copyright
registrations with respect to any Inventions
assigned to Sponsor under this Agreement,
Sponsor and its duly authorized officers and
agents shall be designated agent and attorney in
fact of the unavailable or incapable entity or
individual to act on behalf of such entity or
individual to do all lawful acts to execute, file,
prosecute or otherwise further the issuance of
such patents, mask work or copyright
registrations with the same legal force and effect
as if executed by such entity or individual.

It is expressly agreed that neither Party transfers
by operation of this Agreement, to the other Party,
any patent right, copyright, or other proprietary
right the Party owns prior to the Effective Date.

9.5 Institution may collect and provide to Sponsor or

10.

its designee biological samples (e.g., blood, urine,
tissue, saliva, or stool) obtained from Study
Subjects (“Biological Samples”). Institution may
use Biological Samples only to the extent
required by the Protocol. Subject only to the
foregoing, Sponsor shall have the exclusive right
to use the Biological Samples, provided that such
use is consistent with the informed consent under
which the Biological Samples were obtained and
Applicable Laws.

Liabilities and Indemnity

10.1. Institution will not be responsible for, and

Sponsor shall defend, indemnify and hold
Institution and Study Staff harmless from any
independent third-party claims, demands,
actions, suits, prosecutions, and causes of action
(“Claims”) for liabilities, penalties, losses, costs
and expenses (including legal fees and court

94.

9.5

Zadavatele nebo jim poveéfenou  osobu.
Poskytovatel souhlasi s tim, ze pokud z divodu
nedostupnosti nebo neschopnosti Poskytovatele,
Hlavniho zkouSejictho nebo jiného clena
Personalu studie nebude Zadavatel schopen ziskat
podpis nedostupného nebo neschopného subjektu
nebo jednotlivce Kk podani Zadosti o jakykoli
patent, pravo na pouziti ndvrhu nebo registraci
autorskych  prav  ve vztahu k jakymkoli
vynalezim postoupenym Zadavateli podle této
Smlouvy nebo Kjejich uplatnéni, Zadavatel
ajeho ftadné zmocnéni vedouci pracovnici
azastupci  budou  jmenovani  zastupcem
a zmocnéncem nedostupného nebo neschopného
subjektu nebo jednotlivce, aby jednali jménem
takovéhoto subjektu nebo jednotlivce a ¢inili
veskeré zakonné tukony k provedeni, podani,
vedeni fizeni nebo jinému dal$imu vydani
takovychto patentt, prav na pouziti ndvrhu nebo
registraci autorskych prav se stejnou pravni silou
aucinkem, jako kdyby je provedl takovyto
subjekt nebo jednotlivec.

Bylo vyslovné dohodnuto, Ze provadénim této
Smlouvy neptevadi zadna ze Stran na druhou
Stranu zadné patentova prava, autorské prava ani
jind vlastnickd prava, ktera dotfena Strana
vlastnila pied Datem ucinnosti.

Poskytovatel muze shromazd'ovat a poskytovat
Zadavateli nebo jim povéfené osobé biologické
vzorky (napf. krev, mo¢, tkan, sliny nebo stolici)
ziskané od subjektu Studie (dale jen ,,Biologické
vzorky*). Poskytovatel mize pouzit Biologické
vzorky  pouze  Vrozsahu  pozadovaném
Protokolem. S vyhradou vySe uveden¢ho ma
Zadavatel vyhradni pravo pouzivat Biologické
vzorky za ptredpokladu, ze takovéto pouziti je
v souladu s informovanym souhlasem, na jehoz
zakladé byly Biologické vzorky ziskany,
a s platnymi pravnimi predpisy.

10. Odpovédnost a odSkodnéni

10.1. Poskytovatel nebude odpovidat za zavazky nebo

Skody vzniklé v disledku (jmy na zdravi,
nemoci nebo smrti Subjektu studie v pribéhu
Studie, které vznikly dusledkem provadéni
Protokolu, a Zadavatel bude h4jit a chranit
Poskytovatele a odskodni je za jakékoli naroky
nezavislé tieti strany (dale jen ,,Naroky*) za
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10.2.

10.3.

costs) or damages arising out of bodily injuries,
illness or death to Study Subject to the extent
resulting from (i) the proper administration of
the Study Drug in strict accordance with the
Protocol or (ii) a properly performed Study
procedure. Sponsor’s obligation to indemnify,
defend and hold harmless will not apply to the
extent that the Claim arises out of (a)
negligence, gross negligence or wilful
misconduct on the part of the Institution or
Institution employees, contractors or agents; (b)
activities not in accordance with the Protocol,
this Agreement, Study Instructions or
Applicable Laws; (c) unauthorized warranties
made by the Institution, or Institution
employees, contractors or agents concerning the
Study Drug; or (d) failure by the Institution or
Institution employees, contractors or agents to
obtain written informed consent of the Study
Subject involved in accordance with the
Protocol.

Neither Sponsor nor Worldwide will be
responsible for, and Institution shall defend,
indemnify and hold Sponsor and Worldwide
harmless from, any Claims for liabilities,
penalties, losses, costs and expenses (including
legal fees and court costs) or damages to the
extent resulting from (a) negligence, gross
negligence or wilful misconduct on the part of
the Institution,  or Institution employees,
contractors or agents; (b) activities not in
accordance with the Protocol, this Agreement,
Study Instructions or Applicable Laws; (c)
unauthorized warranties made by the Institution,
or Institution employees, contractors or agents
concerning the Study Drug; or (d) in any case in
which written informed consent was not
obtained for the Study Subject involved in
accordance with the Protocol.

A person that intends to claim indemnification
under Section 10.1 or 10.2 of this Agreement (the
“Indemnitee”) shall promptly notify the Party
from whom it seeks indemnification (the
“Indemnitor”) in writing of any claim, lawsuit,
or other action in respect of which the Indemnitee
intends to claim such indemnification. The
Indemnitee shall permit the Indemnitor, at its

zavazky, pokuty, ztraty, néklady a vydaje
(v€etn¢ pravnich poplatkli a soudnich vyloh)
nebo $kody vzniklé v dasledku Ujmy na zdravi,
nemoci nebo smrti Subjektu studie v rozsahu
vyplyvajicim z (i) fadného podavani
Hodnoceného pfipravku v ptisném souladu s
Protokolem nebo (ii) fadné¢ provedenym
postupem Studie. Odskodnéni Zadavatelem se
nevztahuje na piipady, kdy Narok vznikne (a)
z nedbalosti nebo umysIného pochybeni ze
strany Poskytovatele, nebo jeho zaméstnanctu
nebo zastupci, (b) v disledku cinnosti, které
nejsou  vsouladu s Protokolem, touto
Smlouvou, Pokyny ke studii nebo Platnymi
pravnimi predpisy, (©) v disledku
neopravnénych zaruk poskytnutych
Poskytovatelem, nebo jeho zaméstnanci nebo
zastupci, které se tykaji Hodnocenéhopiipravku,
nebo (d) kvuli tomu, ze Poskytovatel, nebo jeho
zaméstnanci nebo zastupci nesplni podminku
ziskat pisemny informovany souhlas Subjektu
studie zapojeného v souladu s Protokolem.

10.2. Zadavatel ani spole¢nost Worldwide nebudou
odpovédni a Poskytovatelje bude hdjit, chranit
a odSkodni je za jakoukoli ztratu tfeti strany,
narok nebo pozadavek vyplyvajici (a)
z nedbalosti nebo umysIného pochybeni ze
strany Poskytovatele, nebo jeho zaméstnanci
nebo zéstupci, (b) v disledku cinnosti, které
nejsou  vsouladu s Protokolem, touto
Smlouvou, Pokyny ke studii nebo Platnymi
pravnimi ptedpisy, (c) v disledku
neopravnénych zaruk poskytnutych
Poskytovatelem, nebo jeho zaméstnanci nebo
zastupci, které se tykaji Hodnoceného
piipravku, nebo (d) ve vSech ptipadech, kdy
nebyl ziskan pisemny informovany souhlas
Subjektu  studie  zapojeného v souladu
s Protokolem.

10.3. Osoba, ktera hodla uplatnit narok na odSkodnéni
podle ¢lanku 10.1 nebo 10.2 této Smlouvy (dale jen
»Odskodinovany“), musi neprodlené¢ pisemné
informovat Stranu, od niZ pozaduje odskodnéni
(dale jen ,,Od$kodnujici®), o jakémkoli néroku,
soudnim sporu nebo jinem jednani, v souvislosti
snimz hodld Odskodnovany uplatnit narok na
takovéto odSkodnéni. OdSkodiovany umoZni
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discretion, to settle any such claim, lawsuit or
other action and agrees to the complete control of
such defense or settlement by the Indemnitor;
provided, however, that such settlement shall not
adversely affect the Indemnitee's rights
hereunder or admit fault on the part of the
Indemnitee without the Indemnitee’s prior
written consent, which consent shall not be
unreasonably withheld or delayed. The
Indemnitee shall cooperate fully with the
Indemnitor and its legal representatives in the
investigation and defence of any claim, lawsuit or
other action covered by this indemnification. The
Indemnitee shall have the right, but not the
obligation, to be represented by counsel of its
own selection and at its own expense in or with
respect to any such claim, lawsuit or other action;
provided however, that no such claim, lawsuit or
other action shall be settled by Indemnitee
without the prior written consent of the
Indemnitor.

10.4. It is understood by Institution that the
indemnification under this Agreement is
provided by Sponsor and not by Worldwide.

11. Subject Injury

11.1. Sponsor will reimburse Institution for reasonable
and necessary, out-of-pocket medical expenses
for treatment of Study-related injuries or illness
suffered by Study Subjects on these conditions:

a) Sponsor, acting reasonably, determines that
the injury or illness resulted directly from: (i)
the proper administration of the Study Drug
in strict accordance with the Protocol or (ii) a
properly performed Study procedure;

b) the injury or illness must not be a medical
condition or the natural progress of a medical
condition that the Study Subject had before
starting the Study;

c) the injury or illness is not the result of the
Institution’s Principal Investigator’s or any
other Study Staff’s negligence, gross

Odskodnujicimu, aby podle svého uvazeni urovnal
jakykoli takovyto narok, soudni spor nebo jiné
jednani, a souhlasi s tim, ze Odskodnujici bude mit
nad takovou obhajobou nebo urovnanim plnou
kontrolu, avSak za predpokladu, Ze takovéto
urovnani nesmi mit nepfiznivy vliv na prava
Odskodnovaného podle této Smlouvy ani nesmi
pfipoustét  zavinéni  OdSkodiiovaného  bez
predchoziho pisemného souhlasu
Odskodnovaného, ktery nesmi byt bezdivodné
odepien nebo odlozen. OdSkodnovany je povinen
plné  spolupracovat s Odskodnujicim a jeho
pravnimi zastupci pii vySetfovani a obhajob¢
jakéhokoli naroku, soudniho sporu nebo jiného
jednani, na které se vztahuje toto odskodnéni.
Odskodiovany ma pravo, nikoliv v§ak povinnost,
nechat se zastupovat pravnim zastupcem podle
vlastniho vybéru a na vlastni ndklady v souvislosti
s jakymkoliv takovym narokem, soudnim sporem
nebo jinym jednanim, avSak za predpokladu, ze
zadny takovyto ndrok, soudni spor nebo jiné
jednani nebude OdsSkodnovanym urovnano bez
ptedchoziho pisemného souhlasu Odskodnujiciho.

10.4. Poskytovatel bere na védomi, ze odskodnéni dle
této Smlouvy pfiznava Zadavatel, a nikoli
spole¢nost Worldwide.

11. Ujma subjektu

11.1. Zadavatel Poskytovateli uhradi pfiméfené, piimo
hrazené standardni vydaje spojené se zdravotni
péci za lécbu se Studii souvisejicich piipadi
Ujmy nebo onemocnéni Subjekti studie, pokud

takovdA (jma ¢i  onemocnéni  vznikly
v souvislosti s Protokolem aza nasledujicich
podminek:

a) Zadavatel, jednajici pfiméfené, urci, ze Ujma nebo
nemoc byly pfimo disledkem: (1) fadného
podani Hodnoceného piipravku v pfisném
souladu s protokolem nebo (ii) fadné
provedeného postupu Studie;

b) jma nebo onemocnéni nesmi byt zdravotni stav
nebo piirozeny vyvoj zdravotniho stavu, v jakém
byl Subjekt studie jiz pted zahdjenim Studie;

C) ujma nebo onemocnéni nevznikly dusledkem
nedbalosti,  Uumysiného  pochybeni  nebo
nedodrzeni ustanoveni v Protokolu, nedodrzeni
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negligence, wilful misconduct or failure to
comply with this Agreement, the Protocol,
Study Instructions, Applicable Laws or any
governmental or regulatory authorities’
requirements or regulations;

d) the injury or illness is not the result of the

wilful failure on the part of the Study Subject
to follow all of the instructions that the
Principal Investigator and other members of
the Study Staff gave the Study Subject;

e) Institution confirms to Sponsor that it has not

billed or sought reimbursement from any
Study Subject’s insurance provider, a
governmental healthcare program, or other
third-party providers for any such medical
expense; and

Pokynt ke studii, nedodrZeni Platnych pravnich
ptredpisti nebo jakychkoli pozadavka ¢i natfizeni
vladnich nebo kontrolnich ufadii ze strany
Zdravotnického  zafizeni nebo  Hlavniho
zkousejiciho;

d) Poskytovatel Zadavateli potvrzuje, Ze netctovalo
ani nezadalo o Uhradu od pojistitele Subjektu
studie, vladniho zdravotnického programu, ani od
jinych poskytovatelti tfetich stran za jakékoli
takové vydaje spojené se zdravotni péci;

e) Poskytovatel potvrzujeZadavateli, ze netactovalo
ani nepozadovalo uhradu Zzadného takového
zdravotniho vydaje od pojistovny Subjektu
studie, vladniho programu zdravotni péce ani od
jinych poskytovatel tietich stran; a

f) Institution provides prompt written notice f) Poskytovatel neprodlené pisemné Zadavatele
of the Study Subject’s claims to Sponsor. upozorni na naroky vznesené Subjektem studie.
11.2.Sponsor has no obligation under this Agreement 11.2. Zadavatel neni na zakladé¢ této Smlouvy povinen

12.
12.1.

12.2.

to provide Study Subjects with any other money
or payment for any injury or illness, including
any payment for any lost wages, disability or
discomfort that Study Subjects may experience as
a result of taking part in the Study. In addition,
Sponsor will not be responsible for paying the
cost of medical care for treatment arising from a
product other than the Study Drug, or standard of
care procedures.

Insurance

The Study Site shall secure and maintain in full
force and effect through the performance of the
Study (and following termination of the Study)
mandatory professional liability insurance
coverage in accordance with provisions of Act
No. 372/2011 Coll., on Medical Services. The
Study Site shall provide to Worldwide and/or
Sponsor a copy of their certificate of Insurance
if requested.

Sponsor shall secure and maintain during the
performance of this Agreement in accordance
with  Act No. 378/2007 Coll., On
Pharmaceuticals as amended, a policy or
policies of comprehensive general liability
insurance at levels sufficient to support the

poskytnout Subjektim studie zadné jiné penize
nebo platby za jakoukoliv Ujmu nebo nemoc,
véetn¢ plateb za wuSlou mzdu, pracovni
neschopnost nebo nepohodli, které mohou
Subjekty studiev dusledku ucasti ve Studii utrpét.
Zadavatel dale neodpovida za hradu nakladi na
zdravotni péci v ptipadé 1é¢by zpusobené jinym
ptipravkem, nez je Hodnoceny piipravek, nebo
standardnimi postupy péce.
12. Pojisténi
12.1. Studijni centrum musi v pIném rozsahu zajistit
a po dobu studie (i po jejim ukonéeni) udrzovat
povinné pojisténi odpovédnosti v souladu se
zékonem  ¢.372/2011 Sh. o zdravotnich
sluzbach. Studijni centrum musi na vyzadani

spole¢nosti  Worldwide a/nebo Zadavatele
predloZit kopii potvrzeni o uzavieném pojisténi.

12.2. Zadavatel musi podle zakona ¢. 378/2007 Sb.
0 lé€ivech ve znéni pozdéjsSich predpist zajistit
apo dobu ucinnosti této Smlouvy udrzovat
smlouvu 0 obecném pojisténi odpoveédnosti
Vv rozsahu, ktery spliiuje povinnosti Zadavatele
a Hlavniho  zkouSejictho v této Smlouve.
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Sponsor’s and  Principal  Investigator’s
indemnification obligations in this Agreement.
Worldwide on behalf of Sponsor, shall provide
upon request copies of the insurance certificates,
together with evidence that the policies do exist.

13. Debarment and Disqualification

13.1. Institution shall ensure that no Study Staff
known to be debarred by any regulatory
authority with jurisdiction over the conduct of
the Study (including the U.S. Food and Drug
Administration) shall participate in the Study.

13.2. Institution shall immediately notify Sponsor or
Worldwide, on behalf of Sponsor if any Study
Staff becomes debarred or is the subject of a
debarment investigation or proceeding at any
time during the Study.

14. Financial Disclosure

14.1. CRO will ensure that prior to its participation in
the Study, Principal Investigator and any sub-
investigators complete and return to Sponsor the
financial disclosure certification form provided
by Sponsor or its designate. Principal
Investigator shall promptly notify Sponsor of
any required revision to the financial disclosure
certification during the term of this Agreement
and for one year following completion of the
Study. Upon Sponsor’s reasonable written
request after one year following the completion
of the Study, Institution will ensure that
Principal Investigator and sub-investigators
provide  updated  financial disclosure
certification forms to the Sponsor.

15. Anti-Bribery

15.1. Institution shall comply with all applicable anti-
corruption laws, rules, regulations and decrees
and fully cooperate with all diligent efforts of
Sponsor and Worldwide inquiring into
Institution and  Principal Investigator’s
operations in order to satisfy Sponsor’s or
Worldwide’s obligations.

15.2. Institution shall not solicit, request, pay or give,
or agree to receive or accept, either directly or
indirectly, anything of value, including any

Spolecnost ~ Worldwide  musi  jménem
Zadavatele na vyzadani poskytnout kopie
potvrzeni 0 uzavieném pojisténi a dokazat, Ze
tyto pfislusné smlouvy existuji.

13. Vylouceni a zdkaz ¢innosti

13.1.

13.2.

Poskytovatel zajisti, aby se na Studii nepodilel
zadny Clen Personalu studie, o némz je znamo,
ze mu kontrolni ufad opravnény dohledem nad
provadénim Studie (véetné Utadu pro kontrolu
potravin alé¢iv Spojenych statu americkych)
zakazal ¢innost.

Poskytovatel musi Zadavatele nebo spole¢nost
Worldwide jménem Zadavatele neprodlené
informovat, pokud je nékterému ze Cclent
Personalu studie béhem Studie zakazana ¢innost
nebo se stane predmétem vySetfovani nebo
fizeni o zékazu ¢innosti.

14. Zverejnéni finan¢nich adaji

14.1.

Spole¢nost Worldwide zajisti, aby Hlavni
zkousejici a vSichni spoluzkousejici pred svou
ucasti na Studii vyplnili a zaslali Zadavateli
formulat osvédceni o zvefejnéni financnich
udaji  poskytnutych Zadavatelem. Hlavni
zkousejici neprodlené¢ Zadavateli oznami
jakoukoli nutnou revizi osvédceni o zvetejnéni
finan¢nich tidaji béhem platnosti této Smlouvy
apo dobu jednoho (1) roku po dokonceni
Studie. Po dokonceni Studie musi Poskytovatel
na zakladé pisemné Zadosti Zadavatele zajistit,
aby mu Hlavni zkouSejici a spoluzkousejici
poskytli aktualizované formulafe osvédceni
0 zvetejnéni finan¢nich tdaj.

15. Boj proti uplatkarstvi

15.1.

15.2.

Poskytovatel bude dodrzovat vSechny platné
protikorup¢ni zakony, pravidla, piedpisy a
vyhlasky a bude poskytovat plnou soucinnost
Zadavateli  aspole¢nosti  Worldwide  pfi
¢innostech  provéfovani aktivit Hlavniho
zkousejiciho s cilem naplnit zavazky Zadavatele
a spolecnosti.

Poskytovatel se zavazuji, ze nebude zadat,
pozadovat, platit ani pfijimat, vyZadovat ani
souhlasit s tim, ze obdrzi nebo pfijme, piimo ¢i
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financial or other advantage, that is intended to
or designed in any way to induce or reward the
improper performance by Principal Investigator
or Study Staff of any function or activity in
connection with the Study.

15.3. Institution agrees that the compensation received

under this Agreement does not exceed the fair
market value of the Services Institution are
providing, and that no payments are being
provided to either of them for the purpose of
inducing them to purchase or prescribe any
drugs, devices or products. Institution shall
ensure that financial controls are in place and
that payments and transfers of value are
reasonable and consistent with fair market value
in its jurisdiction.

16. Financial Arrangements

16.1. Sponsor, through Worldwide, shall compensate

Institution for the Services according to Exhibit A
and Exhibit B of this Agreement.

16.2. Institution will not be compensated for any:

16.2.1. Study Subjects who are enrolled without a
properly executed informed consent form in
accordance with this Agreement, and/or
who do not meet the inclusion/exclusion
criteria; or

16.2.2. Services performed that are in violation of
or a deviation from the Protocol or are in
breach of this Agreement, except for
deviations as described in Section 1.8.(a).

16.3. The Budget in Exhibit C may be modified by

mutual written agreement of the Parties, and
shall constitute full payment for the Services,
and neither Sponsor nor Worldwide shall have
any further payment obligations under this
Agreement for performance of the Services.

16.4. The Parties acknowledge that Worldwide is the

payment agent for the Sponsor under this
Agreement. Worldwide shall not be liable in the
event adequate funds are not made available by
the Sponsor.

nepiimo, cokoli hodnotného vcetné jakékoli
finan¢ni ¢i jiné vyhody, jejimz cilem nebo
ucelem je jakymkoli zplisobem podnitit c¢i
odménit  nespravné  jednani  Hlavniho
zkous$ejiciho nebo Personalu studie v jakékoli
pozici nebo pii jakékoli ¢innosti souvisejici se
Studii.

15.3.Poskytovatel souhlasi s tim, ze odména obdrzena

na zaklad¢ této Smlouvy nepiesahuje
spravedlivou trzni hodnotu sluzeb, které¢
Poskytovatel poskytuje, a Zze zadné platby nejsou
zadnému z nich poskytovany za Gcelem piimét je
k nakupu nebo piedepisovani jakychkoli 1é¢ivych
ptipravki, pfistroji nebo vyrobkt. Poskytovatel
zajisti, aby byly zavedeny finan¢ni kontroly a aby
platby aptfevody hodnot byly pifimétené
a odpovidaly spravedlivé trzni hodnoté v jeji
jurisdikei.

16. Finanéni ujednani

16.1. Zadavatel

prostiednictvim  spole¢nosti
Worldwide finan¢né nahradi Poskytovateli za
Sluzby poskytnuté na zékladé¢ Prilohy A
a Pfilohy B této Smlouvy.

16.2. Poskytovatel nedostane finan¢ni nahradu za:

16.2.1. Subjekty studie, které jsou zapsany bez
fadné vyplnéného formulare
informovaného souhlasu vyzadovaného
touto Smlouvou a které nespliuji kritéria
pro zatazeni/vylouceni; nebo

16.2.2. poskytované¢ Sluzby, které porusuji
Protokol nebo se od né& odchyluji, nebo
maji za nasledek poruseni této Smlouvy
(kromé¢ odchylek popsanych v ¢lanku
1.8.(a).

16.3. Rozpocet uvedeny v Ptiloze C mlze byt upraven

po vzajemné pisemné dohodé¢ dotéenych Stran
a predstavuje plnou platbu za Studii. Zadavatel
ani spolecnost Worldwide pak v souvislosti
s touto Smlouvou nebudou mit zadné dalsi
platebni zavazky.

16.4. Strany berou na védomi, Ze spolecnost

Worldwide je dle této Smlouvy zéastupcem pro
platby jménem Zadavatele. Zadavatel odpovida
za veskeré platby provedené na zéklad¢ této
Smlouvy aspole¢nost Worldwide nenese
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16.5 The anticipated total amount of remuneration is
1,130,000 CZK.

17. Term and Termination

17.1. The term of this Agreement shall begin on the

Effective Date and

shall, unless sooner

terminated as provided below, continue until
completion of the Study as provided in the
Protocol.

17.2. Sponsor may terminate this Agreement:

17.2.1. with or without cause, upon thirty (30)

days prior written notice to Institution;
or

17.2.2. immediately for any of the following

zddnou odpovédnost v piipadé, ze Zadavatel
ned& k dispozici dostate¢né prostiedky.

16.5 Piedpokladana celkova vyse odmény ¢ini 1 130
000 K&.

17. Doba trvani a ukonéeni

17.1. Doba

platnosti této Smlouvy zacinad Datem

ucinnosti a pokud nebude ukonéena diive, jak je
uvedeno nize, bude pokracovat az do dokonceni
Studie podle Protokolu.

17.2. Zadavatel muze tuto Smlouvu ukoncit:

17.2.1. s udanim diivodu nebo bez, pisemnym

oznamenim tficet (30) dnii ptedem
Poskytovateli; nebo

17.2.2. okamzité z nékterého z nasledujicich

reasons: davodu:

a) authorization and approval to conduct a) piislusny kontrolni ufad odejme
the Study is withdrawn by the relevant opravnéni  aschvaleni  k provadéni
regulatory authority; Studie;

b) the Study Data support termination of b) ukonceni Studie zjakéhokoli divodu
the Study for any reason, including the napomahaji Udaje ze studie, vcetné
safety and welfare of Study Subjects; kvali bezpeCnosti ablahu Subjektt

studie;

c) Principal Investigator becomes C) Hlavni  zkouSejici  pfestane byt
unavailable to conduct the Study and a k dispozici pro provedeni Studie a nelze
mutually  acceptable  replacement jako nahradu  urdit Hlavniho
principal  investigator cannot be zkousejiciho, ktery by byl piijatelny pro
identified; ob¢ Strany;

d) Institution materially breaches the terms d) Poskytovatel zasadnim  zplsobem
of this Agreement and Institution has porusuje podminky této Smlouvy
failed to cure the material breach, at a Poskytovatel nenapravil toto zasadni
itsown expense, within thirty (30) days poruseni na vlastni naklady do tficeti
of receipt of written notice specifying (30)dnt  od doruceni pisemného
such breach; ozndmeni o daném poruseni;

e) Institution, Principal Investigator or any e) Poskytovateli, Hlavnimu zkousejicimu
Study Staff becomes debarred or nebo jakémukoli ¢lenovi Personalu
disqualified; or studie je pozastavena nebo zakazana

¢innost; nebo

f) Principal Investigator has failed to enrol f) Hlavni zkousSejici nedokazal pii naboru

at least one (1) Study Subject before
overall enrolment for the Study is
closed.

piijmout nebo zaregistrovat dostatecny
pocet subjektli pro ucast ve Studii, aby
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17.3.

bylo pravdépodobné, ze budou splnény
statistické pozadavky platné pro Studii.

Institution may terminate this Agreement 17.3. Poskytovatel muze tuto Smlouvu okamzité

immediately:

17.3.1 if Sponsor materially breaches the terms of

this Agreement and failed to cure the
material breach within thirty (30) days of
receipt of written notice specifying such

ukongéit;:

17.3.1 pokud Zadavatel zéasadnim zplsobem

porusi  podminky  této  Smlouvy
anenapravi toto zasadni poruseni do
tficeti (30) dni od doruceni pisemného

breach; or oznameni o daném poruseni; nebo
17.3.2. upon written notice to Sponsor for Study 17.3.2. na zéklad¢ pisemného  oznameni
Subject health and safety reasons (i.e. to Zadavateli ze zdravotnich

mitigate an imminent safety risk to Study

a bezpecCnostnich divodi Subjekti studie

Subjects). (. k odvraceni bezprostiedniho
bezpecnostniho rizika pro Subjekty
studie).

17.4. Immediately upon receipt of a notice of 17.4. Okamzit¢ po obdrzeni oznameni o ukonceni
termination, Institution shall cease entering Smlouvy Poskytovatel ukon¢i zafazovani

17.5.

subjects into the Study, cease conducting
procedures on Study Subjects to the extent
medically permissible, and refrain from
incurring additional costs and expenses to the
extent reasonably possible.

Upon completion of the Study or Study
termination, Institution shall:

17.5.1 prepare and forward a final report
containing all relevant information for
the Study as described in the Protocol,
including all Study Data to Sponsor; and

17.5.2. return all unused Investigational
Product, Study supplies, Equipment,
devices, Confidential Information and
all related Study materials furnished to
Institution by Sponsor or its designee

including Worldwide.

18. General Provisions

18.1.

This Agreement and its Exhibits contain the
entire understanding between the Parties
regarding the subject matter herein and unless
otherwise stated in this Agreement, can only be
modified by written agreement of the Parties.
Titles and headings are inserted in this

17.5.

subjektt do Studie, u Subjekti studie ukonci
provadéni postuptt v lékafsky pfipustném
rozsahu a v piiméfeném rozsahu se zdrzi aktivit
vedoucich ke vzniku dal$ich nakladt a vydaju.

Po dokonceni nebo ukonceni Studie musi
Poskytovatel:

17.5.1 pfipravit a predat Zadavateli zdvére€nou
zpravu obsahujici vSechny dilezité
informace o Studii, jak je popsano
V Protokolu, véetné vSech Dat ze studie;
a

17.5.2. vratit veSkery nepouzity Hodnoceny
ptipravek, spotiebni material ke Studii,
Zatizeni, vybaveni, Divérné informace
a veskeré materialy souvisejici se Studii,
které Poskytovateli poskytl Zadavatel
nebo jim povéfena osoba, vcetné
spole¢nosti Worldwide.

18. Obecna ustanoveni

18.1. Tato Smlouva ajeji Prilohy obsahuji Uplné

ujednani mezi Stranami a neni-li v této Smlouvé
stanoveno jinak, lze ji ménit pouze na zékladé
pisemné dohody obou Stran. Nazvy a nadpisy
jsou vloZeny v této Smlouvé pouze pro referenci
a nesmi byt pouzity k vykladu znéni Smlouvy.
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Agreement for reference purposes only and shall
not be used to interpret the Agreement.

18.2. With the exception of legal notices, all notices

under this Agreement shall be in writing, signed
by the relevant Party, and delivered personally
by courier, by registered or certified mail, or e-
mail, in each case with written confirmation of
delivery or receipt. Legal notices under this
Agreement shall be in writing, signed by the
relevant Party, and delivered personally by
courier or by registered or certified mail with
confirmation of delivery or receipt in writing.
Notices shall be addressed as follows:

18.2. S vyjimkou préavnich oznameni musi byt veskera

oznameni v souladu s touto Smlouvou pisemna,
podepsana piislusnou Stranou a doruéena
osobn¢ kuryrem, postovni zasilkou doporucené
nebo e-mailem, vkazdém piipadé vzdy
s pisemnym  potvrzenim 0 dorueni nebo
pievzeti. Pravni oznameni musi byt v souladu
stouto  Smlouvou pisemna, podepsana
piislusnou Stranou a doruc¢ena osobné kuryrem,
poStovni  zasilkou doporucené s pisemnym
potvrzenim o0 doruceni nebo pievzeti. Oznameni
budou zasilana na nasledujici adresy:

To Sponsor: /
Zadavateli:

Name and Address:
/ Jméno a adresa:

As written in preamble of this Agreement / Jak
je uvedeno v preambuli této Smlouvy

E-mail: / e-mail:

With a copy to
Worldwide:  /
S kopii
spole¢nosti
Worldwide:

Name and Address:
/ Jméno a adresa:

As written in preamble of this Agreement / Jak je
uvedeno v preambuli této Smlouvy

e-mail: / E-mail:

To Institution: /
Zdravotnickému
zarizent:

Name and Address:
/ Jméno a adresa:

All notifications to the health service provider
will be sent to the Motol University Hospital and
marked with the Department of Clinical Trials

Section of the Deputy Minister for LPP, VV Uvalu
84, 150 06 Prague 5, Czech Republic. /

Veskera oznameni poskytovateli zdravotnich
sluzeb budou zaslana do FN Motol a oznacena
Oddéleni klinickych studii tsek naméstka pro
LPP, V Uvalu 84, 150 06 Praha, Ceska
republika.

18.3. Any Party may change its address or e-mail by
giving the other Party written notice, delivered in
accordance with this provision.

e-mail; / E-mail;

18.3. Kterakoli ze Stran mize zmeénit svou adresu
nebo e-mail na zakladé pisemného oznameni
druhé Strané, které bude doru¢eno v souladu
s timto ustanovenim.
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fulfil any of their obligations in this Agreement
without obtaining prior written consent from
Sponsor, which shall not be unreasonably
withheld. If Sponsor approves the engagement of
a subcontractor, Institution shall remain solely
responsible for the qualification, contracting and
oversight of the activities performed by their
subcontractor(s), and the use of a subcontractor
shall not relieve Institution of their obligations.
Institution shall be solely responsible for all
financial  responsibilities related to such
subcontractor(s), including withholdings,
liabilities and contributions in respect of any such
subcontractor(s).

18.5. Institution agrees to co-operate in good faith and

to provide any necessary information or
instruction to vendor(s) appointed by the Sponsor
or Worldwide on behalf of Sponsor for the
performance of any specific Study related
services.

18.6. Institution is Sponsor’s independent contractor,

and is not employee, agent, joint ventures or
partner of Sponsor or Worldwide. No Party shall
have the authority to act on behalf of any other
Party, or to commit any other Party in any manner
or cause in any way not specifically authorized by
this Agreement.

18.7. Sponsor may assign this Agreement or delegate

any of its rights and/or obligations hereunder
upon written notice to Institution. This
Agreement may not be assigned or transferred by
Institution without the prior written consent of
Sponsor, such consent not to be unreasonably
withheld. Any attempted assignment or transfer
by Institution without the consent of Sponsor
shall be void. Subject to the foregoing limitation,
this Agreement shall be binding upon and inure to
the benefit of the Parties and their successors,
heirs and permitted assigns.

18.8. Any Party’s failure to require another Party to

comply with any provision of this Agreement
shall not be deemed a waiver of such provision or
any other provision of this Agreement.

18.4. Institution shall not engage any subcontractor to 18.4. Poskytovatel do plnéni svych zavazka

vyplyvajicich z této Smlouvy nesmi zapojovat
zadného  subdodavatele bez  ptredchoziho
pisemného souhlasu Zadavatele. Zadavatel nesmi
takovy souhlas bezdivodné odeptit. Pokud
Zadavatel schvali zapojeni subdodavatele,
zustava Poskytovatel nadale vylu¢né odpovédny
za kvalifikaci, uzavirani smluv adohled nad
¢innostmi provadénymi jeho subdodavatelem
(subdodavateli) a vyuziti subdodavatele
nezbavuje  Poskytovatele  jeho  zavazki.
Poskytovatel nese vyluénou odpovédnost za
finan¢ni zédvazky vici takovym subdodavatelim,
véetné¢ srazek, zavazki nebo pfispévkl
v souvislosti s takovymi subdodavateli.

Poskytovatel souhlasi S tim, 7e
budespolupracovat v dobré vife abudou
dodavatelim jmenovanym Zadavatelem nebo
spole¢nosti  Worldwide poskytovat veskeré
nezbytné informace nebo pokyny k provadéni
jakychkoli konkrétnich sluzeb souvisejicich se
Studi.

18.6. Poskytovatel je samostatnou smluvni stranou

Zadavatele a nema pozici zaméstnance, zastupce
nebo partnera Zadavatele nebo spolecnosti
Worldwide. Zadn4 Strana nebude mit opravnéni
jednat jménem jakékoli jiné Strany nebo zavazat
jakoukoli jinou Stranu jakymkoli zptisobem nebo
zpisobem, ktery neni vyslovné povolen touto
Smlouvou.

18.7. Zadavatel muze tuto Smlouvu postoupitna

zakladé¢ pisemného oznameni Poskytovateli.
Poskytovatel nemutze tuto Smlouvu postoupit
nebo pievést bez predchoziho pisemného
souhlasu Zadavatele, s vyjimkou pfipadu, kdy by
takové postoupeni bylo vysledkem akvizice, nebo
by byla Smlouva postoupena matefské
spole¢nosti Poskytovatele. Poskytovatel musi
v takovém pfipad¢ tuto skute¢nost pisemné
oznamit Zadavateli.

18.8. Pokud néktera ze Stran nebude pozadovat, aby

druhd Strana dodrZela né&které ustanoveni této
Smlouvy, nebude to povazovano za zieknuti se
tohoto ustanoveni ani zadného jiného ustanoveni
této Smlouvy.
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particular provision, or part of any provision, of
this Agreement shall not affect the other
provisions or parts hereof, and this Agreement
shall be construed in all respects as if such invalid
or unenforceable provisions or parts were
omitted.

18.10. The terms of this Agreement that, expressly or

by implication, contain obligations or rights that
extend beyond the completion of the Study shall
survive termination or completion of this
Agreement. Termination or expiration of this
Agreement shall be without prejudice to the
accrued rights and liabilities of the Parties under
this Agreement.

18.11. No Party shall be liable for any failure to

perform as required by this Agreement to the
extent such failure to perform is due to
circumstances reasonably beyond such Party’s
control such as labor disturbances or labor
disputes of any kind, accident, failure of any
governmental approval required for full
performance, civil disorders or commotions, acts
of aggression, acts of God, energy or other
conservation measures imposed by law or
regulation, explosions, failure of utilities,
mechanical breakdowns, material shortages,
epidemic, or other such similar occurrence. Inthe
event that any such circumstance continues in
excess of thirty (30) days, any Party may
terminate this Agreement upon written notice to
the other Parties.

18.12. This Agreement, and any subsequent

amendment(s), shall be executed in two (2)
counterparts whereby each Party receives one
counterpart, and together shall constitute a single
agreement.

18.13. This Agreement will be concluded using

electronic signature methods. Each contracting
party will have one copy at their disposal.

18.14. This Agreement may be executed in two

languages. In case of discrepancies between the
Czech version and the English version of this
Agreement, the Czech version shall prevail.

18.9. The invalidity or unenforceability of any 18.9. Pokud je nékteré ustanoveni této Smlouvy

povazovano za neplatné nebo nevymahatelné
soudem pfislusné jurisdikce, ziistane zbyvajici
¢ast Smlouvy platna v pIném rozsahu.

18.10. Podminky této Smlouvy, které obsahuji

zdvazky nebo prava presahujici dokonceni
Studie, zastanou v platnosti i po ukonceni této
Smlouvy, i kdyz to v ni neni vyslovné uvedeno.
Ukoncenim nebo uplynutim platnosti této
Smlouvy nejsou dotena prava a zavazky
smluvnich stran vzniklé podle této Smlouvy.

18.11. Zadn4 ze Stran neodpovida za jakékoli neplnéni

pozadované touto Smlouvou v rozsahu, v jakém
je toto neplnéni zpisobeno okolnostmi, které tato
Strana nemlze rozumné ovlivnit, jako jsou
pracovni nepokoje nebo pracovni spory
jakéhokoli druhu, nehoda, nevydani jakéhokoli
vladniho povoleni potfebného pro Gplné plnéni,
obcCanské nepokoje nebo vytrznosti, agresivni
¢iny, zivelné pohromy, energeticka nebo jina
uspornd opatfeni uloZzena zdkonem nebo
nafizenim, vybuchy, poruchy vefejnych sluzeb,
mechanické poruchy, nedostatek materialu,
epidemie nebo jiné podobné udalosti. V ptipadé,
ze nékterd z téchto okolnosti trva déle nez tficet
(30) dnti, muze kterakoli Strana tuto Smlouvu
vypovédét na zékladé¢ pisemného ozndmeni
ostatnim Stranam.

18.12. Tato Smlouva a jakékoli nasledné dodatkybude

sepsana ve dvou (2)stejnopisech, pficemz kazda
smluvni strana obdrzi po jednom vyhotoveni
akteré spole¢né tvoti jednu dohodu.

18.13Tato smlouva bude uzaviena pomoci metod

elektronického podpisu. Pficemz kazda smluvni
strana bude mit k dispozici jedno vyhotoveni.

18.14. Tato Smlouva mulze byt vyhotovena

dvojjazy¢né. V ptipadé¢ rozpori mezi ceskou
verzi a anglickou verzi této Smlouvy bude mit
pfednost ¢eska verze.

18.15. The Agreement shall be governed by the laws 18.15. Smlouva se idi zakony Ceské republiky. Obé
of Czech Republic. The Parties agree that they Strany souhlasi, ze se v pfipadé sporu vzniklého
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will try to resolve any disputes arising out of or in
connection with this Agreement out of court prior
to resorting to any legal action. If the Parties are
unable to resolve the dispute amicably within
sixty (60) days from the date the complaining
Party gave written notice of such dispute to the
other Party, the dispute may be brought before the
relevant local court in the Czech Republic.

18.16 This Agreement and the legal relationships
resulting from it will be interpreted and governed
by the generally binding legal regulations of the
Czech Republic, with the exception of the
conflicting provisions.

18.17. Nothing in this Agreement is intended to
confer on any party that is not a Party to this
Agreement any right to enforce any term of this
Agreement.

18.18. All remedies or rights of a Party under this
Agreement shall be in addition to all other
remedies and rights available to that at law or in
equity, including specific performance for any
threatened or actual breach by a Party.

ze Smlouvy nebo v jeji souvislosti pokusi vyiesit
vSechny spory mimosoudné¢ jest¢ pred
pristoupenim k soudni zalobé. Pokud Strany
nejsou schopny spor vyiesit smirem do Sedesati
(60) dnit ode dne, kdy stéZovatelska Strana
podala pisemné ozndmeni o tomto sporu druhé
Stran¢, muze byt spor piedlozen piislusnému
mistnimu soudu v Ceské republice.

18.16 Tato smlouva a pravni vztahy z ni vyplyvajici
se budou vykladat a fidit obecné¢ zdvaznymi
pravnimi predpisy Ceské republiky, vyjma jejich
koliznich ustanoveni.

18.17.Z4dné ustanoveni této Smlouvy nezakladéa
pravo jakekoli strany, kterd neni Stranou této
Smlouvy, na vymahani jakéhokoli ustanoveni
podle této Smlouvy.

18.18.Veskeré opravné prostredky nebo prava Strany
podle této Smlouvy dopliuji vSechny ostatni
opravné prostiedky a prava, které jsou k dispozici
ze zakona nebo vramci spravedlnosti, vcetné
zvlastniho plnéni v pfipadé¢ hroziciho nebo
skutecného poruseni Stranou.

[SIGNATURES TO FOLLOW] / [NASLEDUJI PODPISY]
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SPONSOR by its authorized signatory WORLDWIDE / ZADAVATEL
V zastoupeni opravnénym zmocnéncem, spolecnosti WORLDWIDE

Name
Surname /
Jméno
Pi{jmeni
Title /
Pozice

Date /

Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis

INSTITUTION(authorized signatory) / POSKY TOVATEL (opravnény
zmocnénec)

Name

Surame E—

Jméno
Ptijmeni

Title / I

Pozice

Date /
Datum

DD-MMM-YYYY /
DD-MMM-RRRR

Signature /
Podpis
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PRINCIPAL INVESTIGATOR / HLAVNIi ZKOUSEJIiCI

The undersigned ||, as an investigator, 1

confirm that | have properly acquainted myself with the
content of this Agreement and confirm that | have
assumed the duties of the Principal investigator under
this Agreement, the contractual arrangements with the
Sponsor and the relevant legal regulations governing
the conduct of clinical trials of medicinal products.
Furthermore, | undertake not to disclose information
relating to the Study in question without the prior
written consent of the sponsor, to maintain
confidentiality of all information provided, to treat it as
confidential and to refrain from any use of such
information and results other than for the purposes of
this Study.

As an Investigator, | agree that the Sponsor and possibly
the CRO will collect, use, process and disclose my
personal data, including name, qualifications and
experience in the clinical trial, My financial data
relating, inter alia, to the remuneration and financial
compensation received and other personal data for
administrative purposes in connection with the Study,
or to provide it to ethics committees and state
authorities, and | undertake to secure this consent from
co-investigators and other Study Staff.

Nize podepsany/a/i/é _ jako zkousejici
potvrzuji, Ze jsem se fadné seznamila s obsahem této
Smlouvy a potvrzuji, Ze jsem na sebe prevzala
povinnosti Hlavniho zkousejiciho dle této Smlouvy,
smluvnich ujednani se Zadavatelem a pfislusnych
pravnich predpist upravujicich provadéni klinickych
hodnoceni 1é¢iv. Déle se zavazuji nezverejiiovat
informace tykajici se prfedmétné Studie bez
pfedchoziho pisemného souhlasu zadavatele,
zachovavat mlcenlivost o vSech poskytnutych
informacich, povazovat tyto za divérné a zdrzet se
jakéhokoliv jiného uziti téchto informaci a vysledka
nez pro ucely této Studie.

Jako Zkousejici souhlasim s tim, ze Zadavatel a i
CRO budou shromazd’ovat, pouzivat, zpracovavat a
zvefejiovat m¢é osobni udaje, vcCetné jména,
kvalifikace a zkuSenosti v klinickém hodnoceni, mé
finan¢ni udaje vztahujici se mimo jiné k obdrzené
odmeéné a finan¢ni nahradé a dalsi osobni udaje k
administrativnim ucéelim v souvislosti seStudif,
popf. k poskytnuti etickym komisim a statnim
ufadim a zavazuji se zajistit tento souhlas i od
spoluzkousejicich a ostatnich ¢lent Personalu studie.

PRINCIPAL INVESTIGATOR / HLAVNI ZKOUSEJICI

Name Surname /
Jméno Pi{jmeni

Title / Pozice

Principal Investigator / HlavnizkouSejici

Date / Datum

DD-MMM-YYYY / DD-MMM-
RRRR

Signature /
Podpis
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LIST OF EXHIBITS SEZNAM PRILOH

Exhibit A: Payment Schedule Priloha A: Harmonogram plateb
Exhibit B: Budget Piiloha B: Rozpocet
Exhibi C: Standard Contractual Clauses Piiloha C: Standardni smluvni dolozky
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EXHIBIT A/ PRILOHA A
PAYMENT SCHEDULE/ HARMONOGRAM PLATEB
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EXHIBIT B/ PRILOHA B
BUDGET- PER SUBJECT / ROZPOCET: ZA SUBJEKT
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BUDGET- INVOICEABLE ITEM / ROZPOCET: FAKTUROVATELNE POLOZKY
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MODULE ONE: Transfer controller to controller

EXHIBIT C/ PRILOHA C

ANNEX to the COMMISSION IMPLEMENTING DECISION

on standard contractual clauses for the transfer of personal data to third countries

pursuant to Regulation (EU) 2016/679 of the European Parliament and of the Council

(@)

(b)

©)
(d)

dated June 4, 2021 (C 2021) 3972 final
STANDARD CONTRACTUAL CLAUSES
MODULE ONE: Transfer controller to controller
SECTION |

Clause 1
Purpose and scope

The purpose of these standard contractual clauses is to ensure compliance with the

requirements of Regulation (EU) 2016/679 of the European Parliament and of the

Council of 27 April 2016 on the protection of natural persons with regard to the

processing of personal data and on the free movement of such data (General Data

Protection Regulation)! for the transfer of personal data to a third country.

The Parties:

(i) the natural or legal person(s), public authority/ies, agency/ies or other body/ies
(hereinafter “entity/ies”) transferring the personal data, as listed in Annex [.A.
(hereinafter each “data exporter”), and

(if) the entity/ies in a third country receiving the personal data from the data
exporter, directly or indirectly via another entity also Party to these Clauses, as
listed in Annex I.A. (hereinafter each “data importer”)

have agreed to these standard contractual clauses (hereinafter: “Clauses”).

These Clauses apply with respect to the transfer of personal data as specified in Annex

I.B.

The Appendix to these Clauses containing the Annexes referred to therein forms an

integral part of these Clauses.

Clause 2
Effect and invariability of the Clauses

a) These Clauses set out appropriate safeguards, including enforceable data subject rights and

effective legal remedies, pursuant to Article 46(1) and Article 46 (2)(c) of Regulation (EU)
2016/679 and, with respect to data transfers from controllers to processors and/or processors

STANDARD CONTRACTUAL CLAUSES/ STANDARDNI SMLUVNI DOLOZKY

1 Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union institution or body as
controller, reliance on these Clauses when engaging another processor (sub-processing) not subject to Regulation (EU) 2016/679 also
ensures compliance with Article 29(4) of Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October
2018 on the protection of natural persons with regard to the processing of personal data by the Union institutions, bodies, offices and
agencies and on the free movement of such data, and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC (OJ L
295 of 21.11.2018, p. 39), to the extent these Clauses and the data protection obligations as set out in the contract or other legal act
between the controller and the processor pursuant to Article 29(3) of Regulation (EU) 2018/1725 are aligned. This will in particular be
the case where the controller and processor rely on the standard contractual clauses included in Decision 2021/915.

Xenon Pharmaceuticals Inc.-XPF-010-302-final-3Jan2023-from-Worldwide-CR-INS-CTA-1.2-13Apr2021
34100-Fakultni nemocnice v Motole-Final-24May2023

Page 42 of 68



MODULE ONE: Transfer controller to controller

to processors, standard contractual clauses pursuant to Article 28(7) of Regulation (EU)
2016/679, provided they are not modified, except to select the appropriate Module(s) or to
add or update information in the Appendix. This does not prevent the Parties from including
the standard contractual clauses laid down in these Clauses in a wider contract and/or to add
other clauses or additional safeguards, provided that they do not contradict, directly or
indirectly, these Clauses or prejudice the fundamental rights or freedoms of data subjects.

b) These Clauses are without prejudice to obligations to which the data exporter is subject by
virtue of Regulation (EU) 2016/679.

Clause 3
Third-party beneficiaries
@ Data subjects may invoke and enforce these Clauses, as third-party beneficiaries,
against the data exporter and/or data importer, with the following exceptions:
(i) Clause 1, Clause 2, Clause 3, Clause 6, Clause 7;
(i) Clause 8 - Clause 8.5 (e) and Clause 8.9(b);
(iii) Clause 12 - Clause 12(a) and (d);
(iv) Clause 13;
(v) Clause 15.1(c), (d) and (e);
(vi) Clause 16(e);
(vii) Clause 18 - Clause 18(a) and (b);
(b) Paragraph (a) is without prejudice to rights of data subjects under Regulation (EU)
2016/679.

Clause 4
Interpretation
@) Where these Clauses use terms that are defined in Regulation (EU) 2016/679, those
terms shall have the same meaning as in that Regulation.

(b) These Clauses shall be read and interpreted in the light of the provisions of
Regulation (EU) 2016/679.
(© These Clauses shall not be interpreted in a way that conflicts with rights and

obligations provided for in Regulation (EU) 2016/679.

Clause 5

Hierarchy
In the event of a contradiction between these Clauses and the provisions of related agreements
between the Parties, existing at the time these Clauses are agreed or entered into thereafter,
these Clauses shall prevail.

Clause 6
Description of the transfer(s)
The details of the transfer(s), and in particular the categories of personal data that are transferred
and the purpose(s) for which they are transferred, are specified in Annex 1.B.

Clause 7
Docking clause
@ An entity that is not a Party to these Clauses may, with the agreement of the Parties,
accede to these Clauses at any time, either as a data exporter or as a data importer, by
completing the Appendix and signing Annex L.A.
(b) Once it has completed the Appendix and signed Annex I.A, the acceding entity shall
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MODULE ONE: Transfer controller to controller

become a Party to these Clauses and have the rights and obligations of a dataexporter
or data importer in accordance with its designation in Annex L A.

(© The acceding entity shall have no rights or obligations arising under these Clauses
from the period prior to becoming a Party.

SECTION Il - OBLIGATIONS OF THE PARTIES

Clause 8
Data protection safeguards
The data exporter warrants that it has used reasonable efforts to determine that the data importer
is able, through the implementation of appropriate technical and organisationalmeasures, to
satisfy its obligations under these Clauses.

8.1 Purpose limitation

The data importer shall process the personal data only for the specific purpose(s) of the

transfer, as set out in Annex I.B. It may only process the personal data for another purpose:

(i)  where it has obtained the data subject’s prior consent;

(i) where necessary for the establishment, exercise or defence of legal claims in
the context of specific administrative, regulatory or judicial proceedings; or

(ilf) where necessary in order to protect the vital interests of the data subject or of
another natural person.

8.2 Transparency

@) In order to enable data subjects to effectively exercise their rights pursuant to Clause
10, the data importer shall inform them, either directly or through the data exporter:
(i) ofits identity and contact details;

(it)  of the categories of personal data processed;

(iii) of the right to obtain a copy of these Clauses;

(iv) where it intends to onward transfer the personal data to any third party/ies, of the
recipient or categories of recipients (as appropriate with a view to providing
meaningful information), the purpose of such onward transfer and the ground
therefore pursuant to Clause 8.7.

(b) Paragraph (a) shall not apply where the data subject already has the information,
including when such information has already been provided by the data exporter, or
providing the information proves impossible or would involve a disproportionate effort
for the data importer. In the latter case, the data importer shall, to the extent possible,
make the information publicly available.

(© On request, the Parties shall make a copy of these Clauses, including the Appendix
as completed by them, available to the data subject free of charge. To the extent
necessary to protect business secrets or other confidential information, including
personal data, the Parties may redact part of the text of the Appendix prior to sharing
a copy, but shall provide a meaningful summary where the data subject would
otherwise not be able to understand its content or exercise his/her rights. On request,
the Parties shall provide the data subject with the reasons for the redactions, to the
extent possible without revealing the redacted information.

(d) Paragraphs (a) to (c) are without prejudice to the obligations of the data exporter under
Avrticles 13 and 14 of Regulation (EU) 2016/679.

8.3 Accuracy and data minimisation
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MODULE ONE: Transfer controller to controller

(@)

()

(©)

8.4

Each Party shall ensure that the personal data is accurate and, where necessary, kept
up to date. The data importer shall take every reasonable step to ensure that personal
data that is inaccurate, having regard to the purpose(s) of processing, is erased or
rectified without delay.

If one of the Parties becomes aware that the personal data it has transferred or received
is inaccurate, or has become outdated, it shall inform the other Party withoutundue
delay.

The data importer shall ensure that the personal data is adequate, relevant and limited
to what is necessary in relation to the purpose(s) of processing.

Storage limitation

The data importer shall retain the personal data for no longer than necessary for the purpose(s)
for which it is processed. It shall put in place appropriate technical or organisational measures
to ensure compliance with this obligation, including erasure or anonymisation? of the data and
all back-ups at the end of the retention period.

8.5
(@)

(b)

©)

(d)

)

Security of processing

The data importer and, during transmission, also the data exporter shall implement
appropriate technical and organisational measures to ensure the security of the
personal data, including protection against a breach of security leading to accidental
or unlawful destruction, loss, alteration, unauthorised disclosure or access (hereinafter
“personal data breach”). In assessing the appropriate level of security, they shall take
due account of the state of the art, the costs of implementation, the nature, scope,
context and purpose(s) of processing and the risks involved in the processing for the
data subject. The Parties shall in particular consider having recourse to encryption or
pseudonymisation, including during transmission, where the purpose of processing can
be fulfilled in that manner.

The Parties have agreed on the technical and organisational measures set out in Annex
Il. The data importer shall carry out regular checks to ensure that these measures
continue to provide an appropriate level of security.

The data importer shall ensure that persons authorised to process the personal data
have committed themselves to confidentiality or are under an appropriate statutory
obligation of confidentiality.

In the event of a personal data breach concerning personal data processed by the data
importer under these Clauses, the data importer shall take appropriate measures to
address the personal data breach, including measures to mitigate its possible adverse
effects.

In case of a personal data breach that is likely to result in a risk to the rights and
freedoms of natural persons, the data importer shall without undue delay notify both
the data exporter and the competent supervisory authority pursuant to Clause 13. Such
notification shall contain i) a description of the nature of the breach (including, where
possible, categories and approximate number of data subjects and personaldata
records concerned), ii) its likely consequences, iii) the measures taken or proposed to
address the breach, and iv) the details of a contact point from whommore
information can be obtained. To the extent it is not possible for the data importer to
provide all the information at the same time, it may do so in phases without undue

2 This requires rendering the data anonymous in such a way that the individual is no longer identifiable by anyone, in line with recital 26
of Regulation (EU) 2016/679, and that this process is irreversible.
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MODULE ONE: Transfer controller to controller

further delay.

)] In case of a personal data breach that is likely to result in a high risk to the rights and
freedoms of natural persons, the data importer shall also notify without undue delay
the data subjects concerned of the personal data breach and its nature, if necessary in
cooperation with the data exporter, together with the information referred to in
paragraph (e), points ii) to iv), unless the data importer has implemented measures to
significantly reduce the risk to the rights or freedoms of natural persons, or notification
would involve disproportionate efforts. In the latter case, the data importer shall
instead issue a public communication or take a similar measure to inform the public of
the personal data breach.

(9) The data importer shall document all relevant facts relating to the personal data
breach, including its effects and any remedial action taken, and keep a record thereof.

Sensitive data

Where the transfer involves personal data revealing racial or ethnic origin, political opinions,
religious or philosophical beliefs, or trade union membership, genetic data, or biometric data
for the purpose of uniquely identifying a natural person, data concerning health or a person’s
sex life or sexual orientation, or data relating to criminal convictions or offences (hereinafter
“sensitive data”), the data importer shall apply specific restrictions and/or additional safeguards
adapted to the specific nature of the data and the risks involved. This may include restricting
the personnel permitted to access the personal data, additional security measures (such as
pseudonymisation) and/or additional restrictions with respect to further disclosure.

Onward transfers
The data importer shall not disclose the personal data to a third party located outside the
European Union® (in the same country as the data importer or in another third country,
hereinafter “onward transfer”) unless the third party is or agrees to be bound by these Clauses,
under the appropriate Module. Otherwise, an onward transfer by the data importer may only
take place if:
(i) itisto acountry benefitting from an adequacy decision pursuant to Article 45 of
Regulation (EU) 2016/679 that covers the onward transfer;
(if)  the third party otherwise ensures appropriate safeguards pursuant to Articles 46
or 47 of Regulation (EU) 2016/679 with respect to the processing in question;
(iii) the third party enters into a binding instrument with the data importer ensuring
the same level of data protection as under these Clauses, and the data importer
provides a copy of these safeguards to the data exporter;
(iv) it is necessary for the establishment, exercise or defence of legal claims in the
context of specific administrative, regulatory or judicial proceedings;
(v) it is necessary in order to protect the vital interests of the data subject or of
another natural person; or
(vi) where none of the other conditions apply, the data importer has obtained the
explicit consent of the data subject for an onward transfer in a specific situation,
after having informed him/her of its purpose(s), the identity of the recipient and
the possible risks of such transfer to him/her due to the lack of appropriate data
protection safeguards. In this case, the data importer shall inform the data

3 The Agreement on the European Economic Area (EEA Agreement) provides for the extension of the European Union's internal market
to the three EEA States Iceland, Liechtenstein and Norway. The Union data protection legislation, including Regulation (EU) 2016/679,
is covered by the EEA Agreement and has been incorporated into Annex Xl thereto. Therefore, any disclosure by the data importer to a

third party located in the EEA does not qualify as an onward transfer for the purpose of these Clauses
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exporter and, at the request of the latter, shall transmit to it a copy of the
information provided to the data subject.

Any onward transfer is subject to compliance by the data importer with all the other
safeguards under these Clauses, in particular purpose limitation.

8.8 Processing under the authority of the data importer
The data importer shall ensure that any person acting under its authority, including a
processor, processes the data only on its instructions.

8.9 Documentation and compliance
@ Each Party shall be able to demonstrate compliance with its obligations under these
Clauses. In particular, the data importer shall keep appropriate documentation of the
processing activities carried out under its responsibility.
(b) The data importer shall make such documentation available to the competent
supervisory authority on request.

Clause 9
Use of sub-processors
[removed intentionally, as not applicable to this module]

Clause 10
Data subject rights

@ The data importer, where relevant with the assistance of the data exporter, shall deal
with any enquiries and requests it receives from a data subject relating to the
processing of his/her personal data and the exercise of his/her rights under these
Clauses without undue delay and at the latest within one month of the receipt of the
enquiry or request.* The data importer shall take appropriate measures to facilitate such
enquiries, requests and the exercise of data subject rights. Any information provided
to the data subject shall be in an intelligible and easily accessible form, using clear and
plain language.
(b) In particular, upon request by the data subject the data importer shall, free of charge :
(i) provide confirmation to the data subject as to whether personal data concerning
him/her is being processed and, where this is the case, a copy of the data relating
to him/her and the information in Annex I; if personal data has been or will be
onward transferred, provide information on recipients or categories of recipients
(as appropriate with a view to providing meaningful information) to which the
personal data has been or will be onward transferred, the purpose of such onward
transfers and their ground pursuant to Clause 8.7; and provide information on
the right to lodge a complaint with a supervisory authority in accordance with
Clause 12(c)(i);

(it)  rectify inaccurate or incomplete data concerning the data subject;

(iif) erase personal data concerning the data subject if such data is being or has been
processed in violation of any of these Clauses ensuring third-party beneficiary
rights, or if the data subject withdraws the consent on which the processing is

4 That period may be extended by a maximum of two more months, to the extent necessary taking into account the complexity and

number of requests. The data importer shall duly and promptly inform the data subject of any such extension.
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(©)
(d)

()

(f)

(@)

(@)

(b)

©)

(d)

()
(f)

based.
Where the data importer processes the personal data for direct marketing purposes, it
shall cease processing for such purposes if the data subject objects to it.
The data importer shall not make a decision based solely on the automated processing
of the personal data transferred (hereinafter “automated decision”), which would
produce legal effects concerning the data subject or similarly significantly affect him
/ her, unless with the explicit consent of the data subject or if authorised todo so under
the laws of the country of destination, provided that such laws lays downsuitable
measures to safeguard the data subject’s rights and legitimate interests. In this case,
the data importer shall, where necessary in cooperation with the data exporter:
(i) inform the data subject about the envisaged automated decision, the envisaged
consequences and the logic involved; and
(i) implement suitable safeguards, at least by enabling the data subject to contest
the decision, express his/her point of view and obtain review by a human
being.
Where requests from a data subject are excessive, in particular because of their
repetitive character, the data importer may either charge a reasonable fee taking into
account the administrative costs of granting the request or refuse to act on therequest.
The data importer may refuse a data subject’s request if such refusal is allowed under
the laws of the country of destination and is necessary and proportionate in a
democratic society to protect one of the objectives listed in Article 23(1) of Regulation
(EU) 2016/679.
If the data importer intends to refuse a data subject’s request, it shall inform the data
subject of the reasons for the refusal and the possibility of lodging a complaint with
the competent supervisory authority and/or seeking judicial redress.

Clause 11
Redress

The data importer shall inform data subjects in a transparent and easily accessible

format, through individual notice or on its website, of a contact point authorised to

handle complaints. It shall deal promptly with any complaints it receives from a data
subject.

In case of a dispute between a data subject and one of the Parties as regards compliance

with these Clauses, that Party shall use its best efforts to resolve the issueamicably in

a timely fashion. The Parties shall keep each other informed about such disputes and,

where appropriate, cooperate in resolving them.

Where the data subject invokes a third-party beneficiary right pursuant to Clause 3, the

data importer shall accept the decision of the data subject to:

(i) lodge a complaint with the supervisory authority in the Member State of his/her
habitual residence or place of work, or the competent supervisory authority
pursuant to Clause 13;

(if)  refer the dispute to the competent courts within the meaning of Clause 18.

The Parties accept that the data subject may be represented by a not-for-profit body,

organisation or association under the conditions set out in Article 80(1) of Regulation

(EV) 2016/679.

The data importer shall abide by a decision that is binding under the applicable EU or

Member State law.

The data importer agrees that the choice made by the data subject will not prejudice

his/her substantive and procedural rights to seek remedies in accordance with
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(@)
()

(©)

(d)

()

@)

(b)

(@)

applicable laws.

Clause 12

Liability
Each Party shall be liable to the other Party/ies for any damages it causes the other
Party/ies by any breach of these Clauses.
Each Party shall be liable to the data subject, and the data subject shall be entitled to
receive compensation, for any material or non-material damages that the Party causes
the data subject by breaching the third-party beneficiary rights under these Clauses.
This is without prejudice to the liability of the data exporter under Regulation (EU)
2016/679.
Where more than one Party is responsible for any damage caused to the data subject
as a result of a breach of these Clauses, all responsible Parties shall be jointly and
severally liable and the data subject is entitled to bring an action in court against any
of these Parties.
The Parties agree that if one Party is held liable under paragraph (c), it shall be entitled
to claim back from the other Party/ies that part of the compensation corresponding to
its / their responsibility for the damage.
The data importer may not invoke the conduct of a processor or sub-processor to avoid
its own liability.

Clause 13
Supervision
The supervisory authority of the Member State in which the representative within the
meaning of Article 27(1) of Regulation (EU) 2016/679 is established, as indicated in
Annex |.C, shall act as competent supervisory authority.

The data importer agrees to submit itself to the jurisdiction of and cooperate with the
competent supervisory authority in any procedures aimed at ensuring compliance with
these Clauses. In particular, the data importer agrees to respond to enquiries, submit
to audits and comply with the measures adopted by the supervisory authority, including
remedial and compensatory measures. It shall provide the supervisory authority with
written confirmation that the necessary actions have been taken.

SECTION 111 —LOCAL LAWS AND OBLIGATIONS IN CASE OF ACCESS BY

PUBLIC AUTHORITIES

Clause 14
Local laws and practices affecting compliance with the Clauses

The Parties warrant that they have no reason to believe that the laws and practices in
the third country of destination applicable to the processing of the personal data by the
data importer, including any requirements to disclose personal data or measures
authorising access by public authorities, prevent the data importer from fulfilling its
obligations under these Clauses. This is based on the understanding that laws and
practices that respect the essence of the fundamental rights and freedoms and do not
exceed what is necessary and proportionate in a democratic society to safeguard one
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of the objectives listed in Article 23(1) of Regulation (EU) 2016/679, are not in

contradiction with these Clauses.

(b) The Parties declare that in providing the warranty in paragraph (a), they have taken
due account in particular of the following elements:

(i)  the specific circumstances of the transfer, including the length of the processing
chain, the number of actors involved and the transmission channels used,;
intended onward transfers; the type of recipient; the purpose of processing; the
categories and format of the transferred personal data; theeconomic sector in
which the transfer occurs; the storage location of the data transferred;

(i) the laws and practices of the third country of destination— including those
requiring the disclosure of data to public authorities or authorising access by such
authorities — relevant in light of the specific circumstances of the transfer, and
the applicable limitations and safeguards®;

(iii) any relevant contractual, technical or organisational safeguards put in place to
supplement the safeguards under these Clauses, including measures applied
during transmission and to the processing of the personal data in the country of
destination.

(©) The data importer warrants that, in carrying out the assessment under paragraph (b),
it has made its best efforts to provide the data exporter with relevant information and
agrees that it will continue to cooperate with the data exporter in ensuring compliance
with these Clauses.

(d) The Parties agree to document the assessment under paragraph (b) and make it
available to the competent supervisory authority on request.
(e) The data importer agrees to notify the data exporter promptly if, after having agreed to

these Clauses and for the duration of the contract, it has reason to believe that it is or
has become subject to laws or practices not in line with the requirements under
paragraph (a), including following a change in the laws of the third country or a
measure (such as a disclosure request) indicating an application of such laws in
practice that is not in line with the requirements in paragraph (a).

) Following a notification pursuant to paragraph (e), or if the data exporter otherwise
has reason to believe that the data importer can no longer fulfil its obligations under
these Clauses, the data exporter shall promptly identify appropriate measures (e.g.
technical or organisational measures to ensure security and confidentiality) to be
adopted by the data exporter and/or data importer to address the situation. The data
exporter shall suspend the data transfer if it considers that no appropriate safeguards
for such transfer can be ensured, or if instructed by the competent supervisory authority
to do so. In this case, the data exporter shall be entitled to terminate the contract, insofar
as it concerns the processing of personal data under these Clauses. If the contract
involves more than two Parties, the data exporter may exercise this right to termination

5 As regards the impact of such laws and practices on compliance with these Clauses, different elements maybe considered as part of
an overall assessment. Such elements may include relevant and documented practicalexperience with prior instances of requests for
disclosure from public authorities, or the absence of such requests, covering a sufficiently representative time-frame. This refers in
particular to internal records or other documentation, drawn up on a continuous basis in accordance with due diligence and certified at
senior management level, provided that this information can be lawfully shared with third parties. Where this practical experience is
relied upon to conclude that the data importer will not be prevented from complying with these Clauses, it needs to be supported by other
relevant, objective elements, and it is for the Parties to consider carefully whether these elements together carry sufficient weight, in
terms of their reliability and representativeness, to support this conclusion. In particular, the Parties have to take into account
whethertheir practical experience is corroborated and not contradicted by publicly available or otherwise accessible, reliable information
on the existence or absence of requests within the same sector and/or the application of the law in practice, such as case law and reports
by independent oversight bodies.
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only with respect to the relevant Party, unless the Parties have agreed otherwise.
Where the contract is terminated pursuant to this Clause, Clause 16(d) and (e) shall

apply.

Clause 15
Obligations of the data importer in case of access by public authorities

15.1 Notification

(@)

(b)

(©)

(d)

)

The data importer agrees to notify the data exporter and, where possible, the data

subject promptly (if necessary with the help of the data exporter) if it:

(i) receives a legally binding request from a public authority, including judicial
authorities, under the laws of the country of destination for the disclosure of
personal data transferred pursuant to these Clauses; such notification shall
include information about the personal data requested, the requesting authority,
the legal basis for the request and the response provided; or

(i) becomes aware of any direct access by public authorities to personal data
transferred pursuant to these Clauses in accordance with the laws of the country
of destination; such notification shall include all information available to the
importer.

If the data importer is prohibited from notifying the data exporter and/or the data
subject under the laws of the country of destination, the data importer agrees to use
its best efforts to obtain a waiver of the prohibition, with a view to communicating as
much information as possible, as soon as possible. The data importer agrees to
document its best efforts in order to be able to demonstrate them on request of the data
exporter.

Where permissible under the laws of the country of destination, the data importer

agrees to provide the data exporter, at regular intervals for the duration of thecontract,

with as much relevant information as possible on the requests received (in particular,
number of requests, type of data requested, requesting authority/ies, whether requests
have been challenged and the outcome of such challenges, etc.).

The data importer agrees to preserve the information pursuant to paragraphs (a) to (c)

for the duration of the contract and make it available to the competent supervisory

authority on request.

Paragraphs (a) to (c) are without prejudice to the obligation of the data importer

pursuant to Clause 14(e) and Clause 16 to inform the data exporter promptly where it

is unable to comply with these Clauses.

15.2 Review of legality and data minimisation

@)

The data importer agrees to review the legality of the request for disclosure, in
particular whether it remains within the powers granted to the requesting public
authority, and to challenge the request if, after careful assessment, it concludes that
there are reasonable grounds to consider that the request is unlawful under the laws of
the country of destination, applicable obligations under international law and

principles of international comity. The data importer shall, under the same conditions,
pursue possibilities of appeal. When challenging a request, the dataimporter shall seek
interim measures with a view to suspending the effects of the request until the
competent judicial authority has decided on its merits. It shall not disclose the personal
data requested until required to do so under the applicable procedural rules. These
requirements are without prejudice to the obligations of the data importer under Clause
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14(e).

(b) The data importer agrees to document its legal assessment and any challenge to the
request for disclosure and, to the extent permissible under the laws of the country of
destination, make the documentation available to the data exporter. It shall also make
it available to the competent supervisory authority on request.

(©) The data importer agrees to provide the minimum amount of information permissible
when responding to a request for disclosure, based on a reasonable interpretation of
the request.

SECTION IV — FINAL PROVISIONS

Clause 16
Non-compliance with the Clauses and termination
@) The data importer shall promptly inform the data exporter if it is unable to comply with
these Clauses, for whatever reason.
(b) In the event that the data importer is in breach of these Clauses or unable to comply

with these Clauses, the data exporter shall suspend the transfer of personal data to the

data importer until compliance is again ensured or the contract is terminated. This is

without prejudice to Clause 14(f).

(©) The data exporter shall be entitled to terminate the contract, insofar as it concerns the
processing of personal data under these Clauses, where:

(i)  the data exporter has suspended the transfer of personal data to the data importer
pursuant to paragraph (b) and compliance with these Clauses is not restored
within a reasonable time and in any event within one month of suspension;

(if)  the data importer is in substantial or persistent breach of these Clauses; or

(iii) the data importer fails to comply with a binding decision of a competent court or
supervisory authority regarding its obligations under these Clauses.

In these cases, it shall inform the competent supervisory authority of such non-

compliance. Where the contract involves morethan two Parties, the data exporter may

exercise this right to termination only with respect to the relevant Party, unless the

Parties have agreed otherwise.

(d) Personal data that has been transferred prior to the termination of the contract pursuant
to paragraph (c) shall at the choice of the data exporter immediately be returned to the
data exporter or deleted in its entirety. The same shall apply to any copies of the
data. The data importer shall certify the deletionof the data to the data exporter. Until
the data is deleted or returned, the data importershall continue to ensure compliance
with these Clauses. In case of local laws applicable to the data importer that prohibit
the return or deletion of the transferred personal data, the data importer warrants that
it will continue to ensure compliance with these Clauses and will only process the data
to the extent and for as long as required under that local law.

(e Either Party may revoke its agreement to be bound by these Clauses where (i) the
European Commission adopts a decision pursuant to Article 45(3) of Regulation
(EU) 2016/679 that covers the transfer of personal data to which these Clauses apply;
or (ii) Regulation (EU) 2016/679 becomes part of the legal framework of the country
to which the personal data is transferred. This is without prejudice to other obligations
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applying to the processing in question under Regulation (EU) 2016/679.

Clause 17
Governing law
These Clauses shall be governed by the law of one of the EU Member States, provided such
law allows for third-party beneficiary rights. The Parties agree that this shall be the laws of
Czech Republic (specify Member State).

Clause 18
Choice of forum and jurisdiction
@ Any dispute arising from these Clauses shall be resolved by the courts of an EU
Member State.
(b) The Parties agree that those shall be the courts of Czech Republic (specify Member State).
(©) A data subject may also bring legal proceedings against the data exporter and/or data
importer before the courts of the Member State in which he/she has his/her habitual
residence.
(d) The Parties agree to submit themselves to the jurisdiction of such courts.
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APPENDIX

EXPLANATORY NOTE:

It must be possible to clearly distinguish the information applicable to each transfer or category of
transfers and, in this regard, to determine the respective role(s) of the Parties as data exporter(s) and/or
data importer(s). This does not necessarily require completing and signing separate appendices for each
transfer/category of transfers and/or contractual relationship, where this transparency can be achieved
through one appendix. However, where necessary to ensure sufficient clarity, separate appendices should

be used.
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ANNEX |
A. LIST OF PARTIES

Data exporter(s):

Fakultni nemocnice v Motole

Address:

V Uvalu 84, 150 06 Praha 5, Czech Republic

Contact person’s name, position and contact details: Attention: Privacy Officer, E-mail:
EU Privacy Office: dpo@fnmotol.cz
EU Representative: dpo@fnmotol.cz

Activities relevant to the data transferred under these Clauses:
Clinical trial

Signature and date: .................ooeiiiiinnnns.
Role (controller/processor): Controller

Data importer(s):

Xenon Pharmaceuticals Inc,

Address:

3650 Gilmore Way, Burnaby, BC VV5G 4W8

EU Legal Representative:
FGK Representative Service B.V.
4731 RA Oudenbosch, The Netherlands

Activities relevant to the data transferred under these Clauses:
Clinical trial

Signature and date: ................ooiiiiiiiinn.
by its authorized signatory WORLDWIDE
Role (controller/processor): Controller
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B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data is transferred

The personal data transferred concern the following categories of data subjects:

Current, past and future patients and research subjects and/or their relatives including those who have consented
to participation in Clinical Research studies sponsored by sponsor or other forms of medical research
("Patients™)

Current, past and future clinical investigators and potential clinical investigators, sub-investigators, pharmacists,
physicians and other health care professionals including those who may be involved in the conduct of the
Clinical Research studies sponsored by sponsor or other forms of medical research (“Study Personnel”)

Past, present and future employee(s), officers, directors, consultants, managers, agents of vendors involved in
the conduct and management of the sponsor’s research studies or other forms of medical research (“Vendor’s
Personnel”)

Sponsor’s past, present and future employee(s), officers, directors, consultants, managers, agents, involved in
the conduct and management of the clinical research studies or other forms of medical research (Sponsor’s
Personnel”)

Other (please specify)

Categories of personal data transferred

The personal data transferred concern the following categories of data:

For Patients:

oo wdE

Personal identification data (such as name, surname, date of birth (year or month/year) or age)

Contact information (such as address, emails, phone numbers)

Subject identification number assigned for research participation

Physical description and other personal characteristics (such as gender, childbearing potential, weight, height)
Financial, economic, payment and banking information (such as bank accounts and credit card numbers)
Other data as required for the planning, administration and management of the sponsor’s clinical research
operations and clinical trials, for the recruiting and the participation and logistics of the trial participants and
study and non-study personnel in those trials, for recording and archiving purposes, for quality assurance, for
safety reporting purposes.

For Study Personnel:

1.
2.

3.

SN

Personal identification data (such as name, surname),

Contact information (such as telephone number, fax number, email address, address, practice / hospital / clinic
location)

Professional characteristics such as professional specialty, affiliations with employers, professional associations
or health care organizations, any other information contained in a CV regarding their professional and academic
experience and qualifications)

Financial, economic, payment and banking information (such as bank accounts and credit card numbers)
Other data as required for the planning, administration and management of the sponsor’s clinical research
operations and clinical trials, for the recruiting and the participation and logistics of the trial participants and
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study and non-study personnel in those trials, for recording and archiving purposes, for quality assurance, for
safety reporting purposes.

Vendors’ Personnel

Personal identification data (such as name, surname),

Contact information (such as telephone number, fax number, email address, address, company name, work
location)

Financial, economic, payment and banking information (such as bank accounts and credit card numbers)
Other data as required for the planning, administration and management of the sponsor’s clinical research
operations and clinical trials, for the recruiting and the participation and logistics of the trial participants and
study and non-study personnel in those trials, for recording and archiving purposes, for quality assurance, for
safety reporting purposes.

Sponsor’s Personnel

Personal identification data (such as name, surname),

Contact information (such as telephone number, fax number, email address, address, company name, work
location)

Other data as required for the planning, administration and management of the sponsor’s clinical research
operations and clinical trials, for the recruiting and the participation and logistics of the trial participants and
study and non-study personnel in those trials, for recording and archiving purposes, for quality assurance, for
safety reporting purposes.

Sensitive data transferred (if applicable) and applied restrictions or safeguards that fully take
into consideration the nature of the data and the risks involved, such as for instance strict
purpose limitation, access restrictions (including access only for staff having followed
specialised training), keeping a record of access to the data, restrictions for onward transfers
or additional security measures.

The personal data transferred concern the following special categories of data:

1.

2.

3.

4,
5.
Oth
clin

Racial or ethnic origin, on an as needed basis in accordance with the Study Protocol and in compliance with
local applicable laws

Data related to health such as without limitation:

2.1. Prior therapy,

2.2. Current medical conditions

2.3. Relevant medical history

2.4. Results of physical examination (respiration rate, body temperature, blood pressure, pulse rate)

2.5. Serology results (examples lab tests local and central) immunogenicity assessment

2.6. Previous and concomitant medication

2.7. Medical imaging and radiological reports

Genetic data such as

3.1. Biological samples (including genetic samples and related data)

Biometric data

Study-specific data

er special categories of data, as required for the planning, administration and management of the sponsor’s
ical research operations and clinical trials, for the recruiting and the participation and logistics of the trial

participants and study and non-study personnel in those trials, for recording and archiving purposes, for quality
assurance, for safety reporting purposes

Xeno

The frequency of the transfer (e.g. whether the data is transferred on a one-off or
continuous basis).
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Personal data to be collected from clinical subjects located in the country where the trial is being
implemented and combined and analysed with the data of the other clinical subjects participating
in the study across the study geographic scope.

Source documentation will be collected, stored and transferred from the country of the trial
implementation under the responsibility of the importer.

No directly identifying personal information will be shared with the data importer.

Nature of the processing
Performance of clinical trial activities, data capture in electronic case report forms.

Purpose(s) of the data transfer and further processing

The transfer is made for the following purposes:

The data will be transferred for the purpose of conducting the clinical study, preparing regulatory
submissions as per the applicable legal framework and supporting research.

The personal data transferred will be subject to the following basic processing activities:

Receiving personal data, accessing, storing, retrieving, analysing, modifying, anonymizing, as
applicable, and recording same.

The period for which the personal data will be retained, or, if that is not possible, the
criteriaused to determine that period

For the duration necessary to perform the clinical trial and for such period thereafter as permitted
or required by law.

For transfers to (sub-) processors, also specify subject matter, nature and duration of
theprocessing

Sub-processors Name | Type of agreement | Scope of Services Target Country Adequacy
& Address in place with data | (subject matter, nature Safeguard
importer & and duration of the
effective date processing)
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C. COMPETENT SUPERVISORY AUTHORITY

Uiad pro ochranu osobnich tdaji
Pplk. Sochora 27
170 00 Praha 7
Czech Republic
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ANNEX 1l - TECHNICAL AND ORGANISATIONAL MEASURES INCLUDING
TECHNICAL AND ORGANISATIONAL MEASURES TO ENSURE THE SECURITY
OF THE DATA

e Data Security Program: The Importer’s data security program and associated physical, technical,
organizational and security measures shall be documented in writing by Importer and shall comply
in all material respects with the Information Security Management System (ISMS) family of
standards as published by the Organization for Standardization (ISO) and the International
Electrotechnical Commission (IEC), also known as the ISO/IEC 27000 series or with National
Institute of Standards and Technology (NIST) frameworks and guidelines, as each may be modified
or replaced from time to time. Importer shall provide Exporter with a security audit certificate or
report such as an 1SO 27001 certificate of compliance or a SOC 2, type 2 report annually. The scope
of the 1ISO 27001 certificate or SOC 2, type 2 report must include the Services provided by Importer
to Exporter. If Importer’s Systems are hosted by a third party, Importer must also provide Exporter
with an ISO 27001 certificate of compliance or a SOC 2, type 2 report annually for the specific third
party providing the hosting services to Importer. Importer shall permit Exporter to review such
documentation and/or inspect Importer’s compliance with such program.

e Encryption At Rest: Importer shall use a reputable key management service (KMS), like AWS Key
Management Service, to protect data at rest. All requests to use keys in the KMS shall be logged in
logging system (like AWS CloudTrail) so Exporter may understand who used which key, in what
context, and when it was used. Event data logged to the cloud logging system shall be set for
inalterability. The KMS shall be designed so that neither the cloud infrastructure provider (including
its employees) nor third-party providers to cloud infrastructure have the ability to retrieve, view, or
disclose Exporter's primary keys in an unencrypted format.

e Encryption In Transit: Any personal data processed by Importer shall be encrypted in transit over
public networks using TLS 1.2+ with Perfect Forward Secrecy (PFS) to protect it from unauthorized
disclosure or modification. Importer’s implementation of TLS shall enforce the use of strong ciphers
and key-lengths were supported by the browser.

e Back-Ups: As part of Importer’s implementation of its disaster recovery/business continuity plan,
Importer shall generate and maintain backup copies of all Personal Data residing on its Systems.
Such backup copies shall be considered personal data as used herein and all Importer’s obligations,
including those related to data security and privacy, shall apply to such backup copies to the same
extent such obligations apply to other personal data. Importer shall perform backup restoration
testing at least annually to ensure the integrity and accuracy of backup copies of personal data

e Access Restrictions: Importer or Subprocessor shall permit only authorized Importer Personnel,
Exporter employees or third parties designated by Exporter to have access to data locations. Controls
such as scrambling, anonymization, and pseudonymization shall be implemented and maintained, as
well as strong credentials, secure tokens, multi-factor authentication and other authentication
solutions. Exporter Personal Data shall be physically segregated from other clients’ data, or strong
logical controls shall be implemented and maintained to prevent other clients from accessing the
Personal Data. Production data must never be stored in a non-production environment (i.e.,
development, test, pre-production). Access to the System that hosts Exporter Personal Data must be
restricted to the required IPs and ports of other systems only.

e Event Logs: Importer shall maintain complete and accurate logs of all events on systems and
networks used to perform the Services or otherwise Process Personal Data (“Event Logs”), including
information such as date, time, user 1D, device accessed, and port used. Importer shall maintain such
Event Logs for a minimum of 12 months and shall periodically analyze the Event Logs for security
related events, unusual activities, and other issues, such as unsuccessful attempts to create backup
copies of Personal Data. Access to the log data must be restricted to only authorized Importer
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Personnel, or approved by Exporter, or a person designated by Exporter via a traceable ticket system.
Periodic reviews of user access must be performed to ensure access to the Event Log data is still
relevant and needed.

e Viruses: Importer shall use reasonable, good faith and diligent efforts to use industry best practices
at all times to identify, screen, prevent and otherwise ensure that no viruses are coded or introduced
into any Exporter Systems or Importer’s Systems, or any Importer technology used to provide the
Services to Exporter.

e Protective Orders: If Importer receives a valid and binding order from any governmental body for
disclosure of its personal data belonging to Exporter, it will use every reasonable effort to redirect
the requesting party to request the personal data directly from Exporter. If compelled to disclose
personal data to a governmental body, it will promptly notify the Exporter of the request to allow
Exporter to seek a protective order or similar remedy, if Importer is legally permitted to do so. If
Importer is prohibited from notifying Exporter about the request, it will make reasonable efforts to
waive such prohibition and provide Exporter with as much information about the request that it is
legally permitted to disclose.

e EO12333: Importer shall take no voluntary action pursuant to U.S. Executive Order 12333 and shall
challenge any overbroad or ambiguous quest, including those which conflict with the law of the EU
or the law of the applicable Member State.

e Importer warrants that it has no reason to believe that the laws, legislations, or regulations applicable
to it in the countries in which personal data is transferred prevents it from fulfilling the instructions
received from Exporter and its obligations under the contractual agreements.

e Should Importer receive any binding legal demands for personal data from a governmental body on
any occasion, it will publish a transparency report indicating the types of binding legal demands for
the personal data it has received, including national security orders and directives, which shall
encompass any process issued under FISA Section 702.
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