THIS AGREEMENT
is made by and between

(1) Bio-Thera Solutions, Ltd.
Bldg A6-51l, 11 Kai-Yuan Blvd, Science City,
Guangzhou, P.R.China
Company No: 91440116751954446]
Represented by Authorized Representative: Parexel
International (IRL) Limited, 70 Sir John Rogerson's Quay
Dublin 2, Ireland
Company No: 541507
(hereinafter SPONSOR)

and

(2) Fakultni nemocnici v Motole, se sidlem
V Uvalu 84
150 06 Praha 5
Czech Republic
ID No: 00064203
VAT No: CZ00064203
Represented by:

(hereinafter Institution)
regarding

Protocol No: BAT-2506-002-CR
(hereinafter Protocol)

“ A Multicenter, Double blind, Randomized, Parallel group Study
to Compare the Efficacy and Safety of BAT2506 Versus
Simponi® in Participants with Active Psoriatic Arthritis”

(hereinafter Study)

Golimumab injection
(hereinafter Study Drug)

WHEREAS, SPONSOR is the sponsor of the multi-
center/multi-centre Study to clinically evaluate the Study Drug;
and

WHEREAS, Parexel International (IRL) Limited, 70 Sir John
Rogerson's Quay Dublin 2, Ireland (hereinafter CRO) or an
Affiliate has been retained by SPONSOR (under a separate
written agreement) to act as SPONSOR’s contractor and
designee in managing the Study for SPONSOR, including
procurement of the Services in respect of this Study; and

WHEREAS CRO has expertise inter alia, in recruiting
institutions and investigators to participate in Studies, in
designing Study Protocols, in monitoring data collection and
supervising the schedule and format of Study deliverables,

TATO SMLOUVA
se uzavira mezi témito smluvnimi stranami

(1) Bio-Thera Solutions, Ltd.
Bldg A6-51l, 11 Kai-Yuan Blvd, Science City,
Guangzhou, Cinska lidova republika
Registracni ¢.: 91440116751954446]
Zastoupena povéfenym zastupcem: Parexel
International (IRL) Limited, 70 Sir John Rogerson's
Quay Dublin 2, Irsko
Registracni ¢.: 541507
(dale oznacovana jako ZADAVATEL)

a

?2) Fakultni nemocnici v Motole, se sidlem
V Uvalu 84
150 06 Praha 5
Ceska republika
IC: 00064203
DIC: CZ00064203
zastoupena:

(dale oznacované jako Poskytovatel zdravotnich sluzeb)
ohledné

Protokolu ¢.: BAT-2506-002-CR
(dale oznacovany jako Protokol)

»Multicentrické, dvojité zaslepené, randomizované klinické
hodnoceni provadéné v paralelnich skupinach porovnavajici
ucinnost a bezpecnost piipravku BAT2506 ve srovnani s
pripravkem Simponi® u pacientti s aktivni psoriatickou artritidou*
(dale oznacované jako Klinické hodnoceni)

Injekce golimumabu
(dale jako Studijni 1écivo)

VZHLEDEM K TOMU, ZE ZADAVATEL je zadavatelem
multicentrického Klinického hodnoceni, jehoz cilem je
klinické vyhodnoceni Studijniho 1é¢iva; a

VZHLEDEM K TOMU, ZE ZADAVATEL povéril (na
zaklad¢ samostatné pisemné smlouvy) spolecnost Parexel
International (IRL) Limited, se sidlem na adrese 70 Sir John
Rogerson's Quay Dublin 2, Irsko (dale ozna¢ovana jako CRO),
pfipadné Spfiznénou osobu, aby jednala jako smluvni
dodavatel ZADAVATELE a jim povéfend osoba pii fizeni
Klinického hodnoceni v jeho zastoupeni, véetn¢ zajisStovani
sluzeb souvisejicich s timto Klinickym hodnocenim; a

VZHLEDEM K TOMU, ZE CRO m4 mimo jiné odborné
znalosti potfebné pro néabor zdravotnickych zafizeni a
zkousejicich, ktefi se ucastni Klinickych hodnoceni, pro
navrhovani studijnich protokold, pro sledovani shromazd’ovani
udaji a dohled nad harmonogramem a formatem vystupd z
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SPONSOR has appointed CRO to procure the Services under
this Agreement and to provide same to SPONSOR; and

WHEREAS, Institution has the Resources and space sufficient
to properly conduct the Study; and

WHEREAS | (:creinafter

Investigator) will conduct the Study in Fakultni nemocnice v
Motole,

V Uvalu 84, 150 06 Praha 5, Czech Republic and all Study
Personnel will conduct the Study under the supervision of
Investigator; and

WHEREAS, this Agreement explains the respective obligations
of Institution and SPONSOR and certain obligations delegated
by SPONSOR to CRO.

WHEREAS, under this Agreement CRO does not act, or purport
to act, as SPONSOR's contractual agent, but rather as
SPONSOR's appointed designee for managing the Study.

1. DEFINITIONS

Definitions for terms used in this Agreement are in Exhibit B.

2. PROVISION OF RESOURCES AND SPACE TO
CONDUCT THE STUDY AND STUDY CONDUCT

2.1 Institution agrees, and commits itself to SPONSOR, to
provide and create all necessary conditions allowing the
Investigator to use the Resources and premises to conduct the
Study.

2.2 Institution agrees, and commits itself to SPONSOR, to
allow Investigator and other Study Personnel to conduct the Study
at Institution.

2.3 Institution acknowledges and agrees that SPONSOR will
conclude a separate agreement with the Investigator concerning
the obligations of the Investigator and the Study team members
and that such agreement will include fair compensation of the
Investigator and Study team members.

2.4 Institution will Fully Cooperate with CRO’s requests
relating to SPONSOR.

2.5 Institution acknowledges that SPONSOR is the recipient
of Services described in this Agreement and, for the avoidance of
any doubt, that CRO is not the recipient of Services described in
this Agreement.

klinickych hodnoceni, povétuje ZADAVATEL CRO, aby pro
néj zajistovala sluzby podle této Smlouvy a aby tyto sluzby
ZADAVATELI poskytovala; a

VZHLEDEM K TOMU, ZE Zdravotnické zaiizeni disponuje
zdroji a prostorem dostatecnymi k fadnému provadéni
Klinického hodnoceni; a

VZHLEDEM K TOMU, .

(dale oznacovany jako Zkousejici) bude Klinické hodnoceni
rovadét ve Fakultni nemocnici v Motole

V Uvalu 84, 150 06 Praha 5,

Ceska republika a vSichni Pracovnici zapojeni do klinického

hodnoceni budou provadét Klinické hodnoceni pod dohledem

Zkousejiciho; a

VZHLEDEM K TOMU, ZE tato Smlouva vysvétluje piisluiné
povinnosti Poskytovatele zdravotnich sluzeb a
ZADAVATELE a pftislusné povinnosti, které ZADAVATEL
delegoval na CRO.

VZHLEDEM K TOMU, ZE na zékladé této Smlouvy CRO
nejednd ani se nesnazi jednat jako smluvni zastupce
ZADAVATELE, nybrz jako zmocnénec ZADAVATELE pro
tizeni Klinického hodnoceni.

1. DEFINICE

Definice vyrazli pouzivanych v této Smlouvé jsou uvedeny v
Ptiloze B.

2. POSKYTNUTI ZDROJU A PROSTORU PRO
POTREBY A PROVADENI KLINICKEHO HODNOCENI

21 Poskytovatel zdravotnich sluzeb souhlasi a zavazuje se
vici ZADAVATELI, ze poskytne a vytvori veskeré nezbytné
podminky, které umozni Zkousejicimu vyuzivat zdroje a prostory
k provéadéni Klinického hodnoceni.

2.2 Poskytovatel zdravotnich sluzeb souhlasi a zavazuje se
vuci ZADAVATELI, Ze umozni ZkouSejicimu a dalSim
Pracovnikim zapojenym do klinického hodnoceni provadét
Klinické hodnoceni ve Zdravotnickém zafizeni.

2.3 Poskytovatel zdravotnich sluzeb bere na védomi a
souhlasi s tim, ze ZADAVATEL uzavie se Zkousejicim
samostatnou smlouvu o povinnostech Zkousejiciho a c¢lend
studijniho tymu, a ze tato smlouva bude zahrnovat odpovidajici
odmeénu pro Zkousejiciho a ¢leny studijniho tymu.

2.4 Poskytovatel zdravotnich sluzeb bude s CRO plné
spolupracovat v souvislosti se  vSemi pozadavky
ZADAVATELE.

2.5 Poskytovatel zdravotnich sluzeb bere na védomi, Ze
ZADAVATEL je ptijemcem Sluzeb popsanych v této Smlouve,
a aby se predeslo pochybnostem, pak také ze CRO neni
pfijemcem Sluzeb popsanych v této Smlouvé.

249588 Bio Thera CZE 1207 || csA INST Bilingual 20200909 1.0

Strana 2 z 45




2.6 Institution agrees, and commits itself to SPONSOR, that
the Study shall be conducted in a diligent, efficient, and skilful
manner, in strict compliance with the terms and conditions of this
Agreement, the Protocol including subsequent amendments, any
specific Study Instructions, Applicable Law and any other
professional standards applicable to their professional industries
and fields. Institution shall not commit any negligent acts or any
willful misconduct in connection with the Study. Institution shall
not make any unauthorized warranties to any person (including
Subjects) concerning the product being tested in the Study

2.7 If required by Applicable Law, SPONSOR (directly or
by means of CRO) shall make the necessary submissions or
notifications to the regulatory authorities. The Study may not
commence until the Investigator has been informed by
SPONSOR or CRO that such authorization has been granted.

2.8 Institution understands that Investigator, shall agree or
has agreed to enroll the number of duly qualified (according to
the Protocol) Subjects for the Study as set forth in Exhibit A and
shall do so according to the timetable set forth in Exhibit A.
Notwithstanding the foregoing, Institution also understands that
Investigator shall agree or has agreed that SPONSOR (directly or
by means of CRO) may unilaterally revise the number of Subjects
that Investigator shall enroll, and/or the timeframe for such
enrollment, via Study Instructions at any time.

2.9 Institution shall retain all necessary Subject records
and/or documents whether electronic, paper, or in any other form
relating to the Study under adequate conditions to prevent their
damage or destruction for a period of fifteen (15) years of the
completion of the Study ("Archiving period"). SPONSOR shall
inform Institution no later than 6 months prior to the expiry of the
Archiving period how these Study records and documents will be
handled. In the event that SPONSOR does not inform the
Institution in due time, it is considered that the SPONSOR agrees
with the shredding. If SPONSOR requires an extension of the
Archiving period at Institution, the Institution shall be entitled to
request an appropriate remuneration from SPONSOR based on
the valid price list at the time of archiving extension.

2.10 Institution is not presently under any agreement or
obligation which conflicts with the duties and obligations owed
to SPONSOR or CRO under this Agreement, and further agree
not to undertake any such obligation or agreement during the
course of the Study.

2.11 Institution hereby acknowledges and agrees that it has
received sufficient Information regarding the provision of its
Services.

2.6 Poskytovatel zdravotnich sluzeb souhlasi a zavazuje se
vici ZADAVATELI, ze Klinické hodnoceni bude provadéno
peclive, ucinné a kvalifikované, v pfisném souladu s podminkami
této Smlouvy, Protokolem véetn€ néaslednych zmén, jakymikoli
konkrétnimi pokyny k provadéni Klinického hodnoceni,
platnymi pravnimi pfedpisy a jakymikoli jinymi odbornymi
standardy, které se vztahuji na jejich odborné odvétvi a obor.
Poskytovatel zdravotnich sluzeb se v souvislosti s Klinickym
hodnocenim nedopusti Zzadnych nedbalostnich ¢ind ani
zamérného pochybeni. Poskytovatel zdravotnich sluzeb
neposkytne zadné osobé (véetné Subjektll) zadné neopravnéné
zaruky tykajici se Studijniho 1é¢iva.

2.7 Pokud to vyzaduji platné pravni predpisy, ucini
ZADAVATEL (pfimo nebo prostfednictvim CRO) nezbytna
podani nebo oznameni regulacnim orgédniim. Klinické hodnoceni
nesmi byt zahdjeno, dokud ZkouSejici neobdrzi od
ZADAVATELE nebo CRO informaci o tom, Zze bylo pfislusné
povoleni udéleno.

2.8 Poskytovatel zdravotnich sluzeb bere na védomi, ze
Zkousejici souhlasi s naborem takového poctu vhodnych (podle
Protokolu) Subjekt pro Klinické hodnoceni, jaky je stanoven v
Priloze A, a uéini tak v souladu s ¢asovym harmonogramem
obsazenym v Piiloze A. Bez ohledu na vyse uvedené
Poskytovatel zdravotnich sluzeb rovnéz bere na védomi, Ze
ZkousSejici souhlasi s tim, ze ZADAVATEL (pfimo nebo
prostiednictvim CRO) muze jednostranné revidovat pocet
Subjektt, které Zkousejici do studie zatradi, a/nebo ¢asovy ramec
pro takové zatfazeni do studie, a to kdykoliv prostiednictvim
Pokynti k provadéni Klinického hodnoceni.

2.9 Poskytovatel zdravotnich sluzeb bude archivovat
vSechny pfislusné zaznamy a/nebo dokumenty o Subjektech, at’
jiz v elektronické, tisténé nebo jakékoli jiné formé, tykajici se
Klinického hodnoceni v adekvatnich podminkach zamezujicich
jejich poskozeni nebo znieni, a to po dobu patnacti (15) let od
ukonéeni Klinického hodnoceni (dale jen ,,doba archivace®).
ZADAVATEL bude informovat Poskytovatele zdravotnich
sluzeb nejpozdéji 6 mésict pied uplynutim doby archivace o tom,
jakym zptlsobem bude s témito zdznamy a dokumenty
souvisejicimi s Klinickym hodnocenim naloZeno. V piipadé, ze
ZADAVATEL ve stanovené dobé Poskytovatele zdravotnich
sluzeb informovat nebude, ma se za to, Ze souhlasi se skartaci.
Pokud bude ZADAVATEL pozadovat prodlouZeni doby
archivace u Poskytovatele zdravotnich sluzeb, je Poskytovatel
zdravotnich sluzeb opravnén po ZADAVATELI pozadovat
umérné zpoplatnéni dle platného ceniku v dobé prodlouzeni
archivace.

2.10  Poskytovatel zdravotnich sluzeb v soucasné dobé nema
zadnou dohodu ani zavazek, ktery by byl v rozporu s jeho
povinnostmi a zavazky vi¢i ZADAVATELI nebo CRO
vyplyvajicimi z této Smlouvy, a dale souhlasi s tim, Ze se v
prabéhu Klinického hodnoceni k zadné takové povinnosti ani
smlouvé nezavaze.

2.11 Poskytovatel zdravotnich sluzeb timto bere na védomi a
souhlasi s tim, ze obdrzelo dostate¢né informace o poskytovani
svych Sluzeb.
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2.12  Institution shall, throughout the duration of the Study,
provide, keep available to the Investigator and Study Personnel
and maintain all necessary Resources for the adequate
performance of the Study. Institution shall inform SPONSOR
(directly or by means of CRO) promptly in writing (including by
email) about all changes impacting the Resources.

2.13 The Protocol, including any amendments thereto,
constitutes an integral part of this Agreement by reference. In case
of any inconsistency between this Agreement and the Protocol, the
Protocol shall take precedence on matters of medicine, science and
conduct of the Study; otherwise the terms of this Agreement shall
prevail.

2.14 Institution agrees to compensate SPONSOR and/or CRO
as applicable, for all costs arising out of Institution’s breach of this
Agreement.

2.15 Institution agrees that if Investigator or any Study
Personnel is a government employee, official and/or performing a
governmental function, such relationship may be disclosed to the
SPONSOR.

2.16 Institution warrants that neither it, nor any Study
Personnel are officials, agents, or representatives of any
government or political party or international organization where
they may be in positions of authority to be able to improperly help
SPONSOR or CRO obtain a business advantage. Institution
further warrants that neither it nor any Study Personnel shall make
any payment, either directly or indirectly, of any money or other
consideration (hereinafter Payment), to government or political
party officials, officials of international organizations, candidates
for public office, or representatives of other businesses or persons
acting on behalf of any of the foregoing (hereinafter collectively
Officials) where such Payment would constitute violation of any
law, including the U.S. Foreign Corrupt Practices Act. In no event
shall Institution or any Study Personnel make any Payment either
directly or indirectly to Officials if such Payment is for the
purpose of influencing decisions or actions with respect to the
subject matter of this Agreement or any other aspect of
SPONSOR'’s or CRO’s business. Institution shall report any
violation of this warranty promptly to SPONSOR (directly or by
means of CRO) and agree to respond to any SPONSOR and/or
CRO inquiries about any potential violations and make
appropriate records available to SPONSOR or CRO upon
request. At any time upon the request of SPONSOR (directly or
by means of CRO), Institution agrees to promptly certify in
writing their ongoing compliance (and the compliance of all other
Study Personnel) with the warranties contained in this Section
2.16.

2.12  Poskytovatel zdravotnich sluzeb v pribéhu Klinického
hodnoceni poskytne a bude udrzovat Zkousejicimu a
Pracovnikim zapojenym do klinického hodnoceni vsechny
nezbytné prostiedky pro nalezit¢ provadéni Klinického
hodnoceni. Poskytovatel zdravotnich sluzeb bude neprodlené
pisemné informovat (pfimo nebo prostiednictvim CRO)
ZADAVATELE o vSech zménach, které mohou mit dopad na
tyto zdroje.

2.13 Protokol, v¢etn¢ vSech jeho dodatkd, tvofi nedilnou
soucast této Smlouvy zaélenénou formou odkazu. V ptipadé
jakéhokoli rozporu mezi touto Smlouvou a Protokolem je v
zalezitostech medicinskych a védeckych a v otdzkach provadéni
Klinického hodnoceni rozhodujici Protokol; jinak jsou
rozhodujici podminky této Smlouvy.

2.14 Poskytovatel zdravotnich sluzeb souhlasi s tim, ze
nahradi ZADAVATELI a/nebo CRO (podle toho, koho se budou
tykat) veskeré naklady vzniklé z poruseni této Smlouvy ze strany
Poskytovatele zdravotnich sluzeb.

2.15 Poskytovatel zdravotnich sluzeb souhlasi s tim, ze
jestlize je Zkousejici nebo kterykoli z Pracovniki zapojenych do
klinického hodnoceni statnim zaméstnancem, stitnim Cinitelem
nebo vykonava statni funkci, mtze byt ZADAVATEL o tomto
vztahu informovan.

2.16  Poskytovatel zdravotnich sluzeb zarucuje, ze ani
Poskytovatel zdravotnich sluzeb, ani Pracovnici zapojeni do
klinického hodnoceni nejsou funkcionafi, zmocnénci ani zastupci
jakékoli vlady nebo politické strany nebo mezinarodni
organizace, kde by pfipadné byli v pozici autority, jez muze
nepatficné napomahat ZADAVATELI nebo CRO k ziskani
obchodnich vyhod. Poskytovatel zdravotnich sluzeb dale
zarucuje, ze Poskytovatel zdravotnich sluzeb ani zadny z
Pracovnikii zapojenych do klinického hodnoceni neprovede
pfimou ani nepfimou platbu jakékoli penézni Castky ani jiné
uplaty (dale oznacovana jako Platba) statnim nebo politickym
funkcionaitm, ufednikim mezinarodnich organizaci,
kandidatim na vefejny ufad nebo zdstupcim jinych podnika
nebo osob jednajicich jménem kteréhokoli z vySe uvedenych
(dale spole¢né oznacovani jako Funkcionafi), pokud by takova
platba predstavovala poruSeni jakéhokoli zdkona, vCetné Zakona
USA o korupénich praktikdch v zahrani¢i. Poskytovatel
zdravotnich sluzeb ani Pracovnici zapojeni do klinického
hodnoceni v Zadném piipadé pifimo ani nepfimo neprovedou
zadnou platbu Funkcionattim, pokud ma takova platba ovlivnit
rozhodnuti nebo jednani s ohledem na pfedmét této Smlouvy
nebo jakykoli jiny aspekt podnikani ZADAVATELE nebo CRO.
Poskytovatel zdravotnich sluzeb neprodlené oznami jakékoli
poruseni tohoto prohlaSeni ZADAVATELI (pfimo nebo
prostiednictvim CRO) a souhlasi s tim, ze ZADAVATELI
a/nebo CRO zodpovi jakékoli dotazy tykajici se pfipadnych
poruseni, a ze na vyzadani ZADAVATELI nebo CRO poskytne
pfislusné zaznamy. Poskytovatel zdravotnich sluzeb souhlasi s
tim, ze kdykoli na vyzadani ZADAVATELE (pfimo nebo
prostiednictvim CRO) neprodlené pisemné potvrdi, Ze trvale
dodrzuje (a Ze vSichni ostatni Pracovnici zapojeni do klinického
hodnoceni dodrzuji) prohlaseni uvedend v tomto odstavci 2.16.
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2.17 SPONSOR through CRO shall ensure the delivery of the
Study Drug to the Institution’s pharmacy, where it will be received
and examined by the responsible pharmacist (with standard
procedure as any other shipment, i.e. whether the package is
undamaged, in case of specific requests for the transportation,
whether such requirements have been duly followed, and the receipt
of shipment will be confirmed); afterwards, upon a request form, the
Investigator shall take over the Study Drug and becomes fully
responsible for the Study Drug at the site. SPONSOR through CRO
shall notify the Institution by mail or phone on the date of delivery
to the pharmacy at least 3 business days in advance.

Study Drug shall be delivered to the following address:
Nemocni¢ni 1ékarna FN Motol, V Uvalu 84, 150 06 Praha 5,
Czech Republic. Each shipment will be addressed directly to the
responsible pharmacist.

Unused or expired Study Drug shall be returned to the
SPONSOR/CRO.

2.18 If SPONSOR (directly or by means of CRO) request
Institution to source marketed/comparator drug, Sponsor through
CRO will reimburse Institution according to Exhibit A. Institution
warrants that it will only source drug products that comply with the
specifications of the Protocol.

3. MONITORING AND COOPERATION

3.1 Institution shall Fully Cooperate with SPONSOR and
CRO and will grant SPONSOR and CRO access for monitoring
visits and allow direct inspection of all Study related records,
including Subject medical files, as requested by SPONSOR
(directly or by means of CRO) and for any other purposes relating
to the Study as deemed necessary by SPONSOR and CRO.

4. AUDITS AND REGULATORY INSPECTIONS

4.1 Institution shall Fully Cooperate with audits or
inspections, applicable to the Study, performed by SPONSOR or
CRO during or after completion of the Study. Institution shall
allow SPONSOR, CRO and governmental or regulatory
authorities, including but not limited to the U.S. Food and Drug
Administration, access to Resources used to perform tasks related
to the Study, shall make all requested documents available to
them and shall provide them with any further Information as may
be requested.

4.2 In the event the audit or regulatory inspection identifies
a lack of compliance with this Agreement on the part of
Institution, SPONSOR may terminate this Agreement in
accordance with Section 14.1 (a).

4.3 Institution shall immediately notify SPONSOR (directly
or by means of CRO) by telephone, email or fax if a governmental
or regulatory authority, including but not limited to the Bulgarian
Drug Agency, requests to carry out an inspection of Institution’s

2.17 ZADAVATEL prostiednictvim CRO zajisti distribuci
zasilek studijniho 1é¢iva do lékarny Poskytovatele zdravotnich
sluzeb, kde je Iékarnik pfevezme a zkontroluje (jako jiné zasilky
- tzn. neni-li poskozena, v ptipadé zvlastnich pozadavkli na
transport, byly-li tyto pozadavky dodrzeny, piijjem zasilky
potvrdi), nasledné si na zddanku zkouSejici pievezme studijni
1é¢ivo na pracovisté a je za n€ pln€ zodpovédny. ZADAVATEL
prostfednictvim CRO je povinen oznamit do 3 pracovnich dni
pfed dodanim, kdy bude zésilka do lékarny pfedana, a to bud’
emailem nebo telefonicky, lékarnou povérenému farmaceutovi.
Zasilky studijniho lé¢iva budo dodavany na adresu:

Nemocniéni 1ékarna FN Motol, V Uvalu 84, 150 06 Praha 5,
Ceska republika. Kazda zasilka bude oznatena jménem
odpovédného 1ékarnika.

Nevyuzité nebo  expirované 1é¢ivo  bude  vraceno
ZADAVATELI/CRO.
2.18  Jestlize ZADAVATEL (piimo nebo prostiednictvim

CRO) pozaduje, aby Poskytovatel zdravotnich sluzeb zajistil
srovnavaci 1é¢ivo dostupné na trhu, pak ZADAVATEL
prostfednictvim CRO uhradi Poskytovateli zdravotnich sluzeb
naklady v souladu s Piilohou A. Poskytovatel zdravotnich sluzeb
zarucuje, ze zajisti pouze takova 1éCiva, ktera budou vyhovovat
specifikacim obsazenym v Protokolu.

3. MONITOROVANI A SPOLUPRACE

31 Poskytovatel ~ zdravotnich  sluzeb  bude se
ZADAVATELEM a CRO plné spolupracovat a poskytne
ZADAVATELI a CRO pfistup k monitorovacim navstévam a
umozni pfimou kontrolu vSech zaznami souvisejicich s
Klinickym hodnocenim, vCetné zdravotnich zaznamt Subjektu,
jak je bude ZADAVATEL (pfimo nebo prostfednictvim CRO)
pozadovat, i pro jakékoli jiné icely souvisejici s Klinickym
hodnocenim tak, jak to bude ZADAVATEL a CRO povazovat za
nezbytné.

4. AUDITY A INSPEKCE ZE STRANY
REGULACNICH ORGANU
4.1 Poskytovatel  zdravotnich  sluzeb bude plné

spolupracovat pii auditech nebo inspekcich vztahujicich se ke
Klinickému hodnocenti, které provadi ZADAVATEL nebo CRO
béhem Klinického hodnoceni nebo po jeho ukonceni.
Poskytovatel zdravotnich sluzeb umozni ZADAVATELI, CRO a
statnim nebo regulaénim organtim, véetné Utadu USA pro
kontrolu potravin a léku, pfistup ke zdrojim pouzivanym pri
plnéni ukold souvisejicich s Klinickym hodnocenim, zpfistupni
jim vSechny pozadované dokumenty a poskytne jim jakékoli
dalsi informace, které si pfipadné vyzadaji.

4.2 V piipadé, Ze se pii auditu nebo kontrole zjisti, ze
Poskytovatel zdravotnich sluzeb tuto Smlouvu nedodrzuje, mtize
ZADAVATEL tuto Smlouvu vypovédét v souladu s
ustanovenimi ¢lanku 14.1 (a).

4.3 Poskytovatel zdravotnich sluzeb bude neprodlené
telefonicky, e-mailem nebo faxem informovat ZADAVATELE
(ptimo nebo prostiednictvim CRO), jestlize statni nebo regulaéni
organ, zejména vcetné Statniho ustavu pro kontrolu 1éCiv,
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facilities, or does so. Institution shall allow SPONSOR and CRO
to be present during such inspection, and shall provide to
SPONSOR and CRO copies of all materials, correspondence,
statements, forms and records that Institution receives, obtains or
generates pursuant to or in connection with any such inspection.
The Institution shall enable CRO/SPONSOR or their
representatives to perform an inspection, monitoring or audit under
this Agreement at the Study site or other Study designated premises
and only during regular working hours. Such inspection or audit
shall be notified and confirmed no later than three business days
prior to the inspection and shall not disrupt the normal operation of
the Institution.

S. CONFIDENTIAL INFORMATION

5.1 Institution agrees that any and all Confidential
Information that is received from SPONSOR, CRO or otherwise
in connection with this Agreement shall be received and
maintained by them in strict confidence and not disclosed to any
third party (other than SPONSOR) during the conduct of the
Study and for fifteen (15) years thereafter. Furthermore,
Institution agrees to use the Confidential Information only for the
purposes of this Agreement except as otherwise specifically
provided for herein.

5.2 Institution may disclose Confidential Information only
to (a) Investigator and Study Personnel, or other employees or
staff who require access thereto for the purposes of this
Agreement provided, however, that prior to making any such
disclosures Institution binds such Investigator and Study
Personnel, employees or staff in writing to the same obligations
as are contained herein to maintain Confidential Information in
confidence and not to use such Confidential Information for any
purpose other than in accordance with the terms of this
Agreement, and (b) to the appropriate EC or IRB having
jurisdiction over the performance of the Study at Institution.

53 The terms of this Agreement, including but not limited
to the financial terms, are the Confidential Information of
SPONSOR and CRO, and shall be maintained in confidence by
Institution in accordance with Section 5.1 above. If, however,
Institution is required by Applicable Law to disclose such
Confidential Information, it may do so without breaching its
obligations under this Section provided, in advance of disclosure,
it notifies SPONSOR (directly or by means of CRO) of the
Confidential Information to be disclosed, the reason for
disclosure, and the date of disclosure.

5.4 Nothing contained herein will in any way restrict or
impair any party’s right to use, disclose, or otherwise deal with
any Confidential Information which at the time of its receipt:

pozaduje provedeni inspekce prostor Poskytovatele zdravotnich
sluzeb, pfipadné pokud takovou inspekci provede. Poskytovatel
zdravotnich sluzeb umozni ZADAVATELI a CRO, aby byli pfi
takové kontrole pfitomni, a poskytne ZADAVATELI a CRO
kopie veSkerych materidld, korespondence, prohléSeni,
formulart a zaznamu, které Poskytovatel zdravotnich sluzeb
obdrzi, ziskd nebo vytvoii v souvislosti s touto kontrolou nebo
inspekei.  Poskytovatel  zdravotnich  sluzeb  umozni
CRO/ZADAVATELI nebo jejich zastupcim, aby provedli
kontrolu, monitorovani nebo audit ve smyslu této Smlouvy u
studijniho pracovisté, nebo v jinych smluvné urcenych
prostorach, v nichz nebo s jejichZz pomoci se provadi Klinické
hodnoceni, a to vyhradné béhem bézné pracovni doby. Takova
kontrola nebo audit vSak musi byt domluven minimalné 3 dny
pfedem a nesmi narusit bézny chod poskytovatele zdravotnich
sluzeb.

5. DUVERNE INFORMACE

51 Poskytovatel zdravotnich sluzeb souhlasi s tim, ze
vesSkeré Duvérné informace, které obdrzi od ZADAVATELE,
CRO nebo jinak v souvislosti s touto Smlouvou, pfijme a bude
uchovavat v pfisné diivérnosti a neposkytne je zadné teti osobe
(jiné nez ZADAVATEL), a to po celou dobu provadéni
Klinického hodnoceni a po dobu patnacti (15) let po jejim
ukonéeni. Poskytovatel zdravotnich sluzeb dale souhlasi s tim,
ze bude Duvérné informace vyuzivat pouze pro ucely této
Smlouvy, pokud neni v této Smlouvé vyslovné stanoveno jinak.

5.2 Poskytovatel zdravotnich sluzeb mutze Divémné
informace poskytnout pouze (a) Zkousejicimu a Pracovnikiim
zapojenym do klinického hodnoceni nebo jinym pracovnikiim
nebo zaméstnanciim, kteti k nim potfebuji mit pfistup pro ucely
této Smlouvy, ovSem za predpokladu, ze pied poskytnutim
jakychkoli takovych informaci Poskytovatel zdravotnich sluzeb
pisemn¢ zavaze takového Zkousejiciho a Pracovniky zapojené do
klinického hodnoceni, zaméstnance nebo jiné pracovniky k
dodrzovani stejnych povinnosti, jako jsou obsazeny v této
Smlouveé, pokud jde o zachovani davérnosti Duvérnych
informaci a nepouzivani téchto Divérnych informaci k jinému
ucelu nez v souladu s podminkami této Smlouvy, a (b) pfislusné
EK nebo IRB, kterd ma dohled nad provadénim Klinického
hodnoceni ve Zdravotnickém zafizeni.

5.3 Podminky této Smlouvy, zejména véetné financnich
podminek, jsou Divérnymi informacemi ZADAVATELE a
CRO a Poskytovatel zdravotnich sluzeb je v souladu s
ustanovenimi ¢lanku 5.1 vySe bude uchovavat v divérnosti.
Jestlize vsSak je Poskytovatel zdravotnich sluzeb na zakladé
platnych pravnich ptedpisti povinen takové Duvérné informace
zptistupnit, mize tak ucinit bez poruseni svych zavazkd podle
tohoto clanku, pokud pfed timto zpfistupnénim uvédomi
ZADAVATELE (ptfimo nebo prostfednictvim CRO) o tom, jaké
Dutvérné informace budou zpfistupnény, a o divodu a terminu
jejich zpfistupnéni.

5.4 Zadné ustanoveni obsazené v této Smlouvé nijak
neomezuje ani neovliviiuje pravo kterékoli smluvni strany na
uzivani, poskytnuti nebo uvefejnéni Diveérnych informaci nebo
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(a) is generally available in the public domain or becomes
available to the public through no act of the party
receiving said Confidential Information; or

(b) is independently known by the party receiving the

Confidential Information, prior to receipt thereof, which

said party can demonstrate by documented proof; or

is lawfully given to the receiving party by a third party
who is not bound by any obligation to preserve it as
confidential.

6. RIGHTS TO INFORMATION
INVESTIGATIONAL PRODUCT

AND

6.1 All Information provided to Institution for purposes of
the performance of the Services and Investigational Product(s) are
and will remain SPONSOR's property. Institution shall not
acquire any rights of any kind whatsoever with respect to the
Investigational Product(s) or such Information as a result of
performance under this Agreement or otherwise.

6.2 Institution shall deliver all Information and clinical
specimens to SPONSOR, CRO or their respective designee(s) in
a timely manner throughout the performance of the Study, as
provided in the Protocol or Study Instructions, and in no event
later than ten (10) business days after (i) the date of termination
of this Agreement or (ii) the date on which SPONSOR or CRO

otherwise requests delivery of Information, unused
Investigational Product(s) and clinical specimens.
6.3 The Information and Study Results (including

publication) may be used by SPONSOR in any manner it deems
appropriate to comply with its business interests, both during, and
following termination of, this Agreement.

7. PUBLICITY

Neither party to this Agreement shall use the name, symbols,
trademarks or image of the other party hereto, or CRO’s name,
symbols, trademarks or image, in connection with any advertising
or promotion of any product or service without the prior written
consent of such party or CRO, as appropriate.

8. INTELLECTUAL PROPERTY

8.1 Any and all Study Results and Information, material or
assets relating to the Study Drug, the Protocol or the Study,
including any and all existing or future rights therein (hereinafter
collectively referred to as Assets), whether patentable or not,
conceived by Institution under this Agreement, shall be, and
remain, at all times the sole and exclusive property of SPONSOR
and SPONSOR shall own, to the widest extent possible under

jiné nakladani s takovymi Divérnymi informacemi, které v dob¢
jejich obdrzeni:

(a)  byly obecné zndmé nebo se staly obecné zndmymi jinak
nez prostfednictvim jakéhokoli jedndni strany, kterd
uvedené Duvérné informace obdrzela; nebo
(b)  byly smluvni strané pfijimajici Davérné informace
znamy jesté pfed tim, nez je obdrzela na zékladé¢ této
Smlouvy, coZ ma uvedend smluvni strana
zdokumentovano a mize prokazat; nebo
(¢)  Dbyly pfijimajici smluvni stran¢ legitimné poskytnuty
tfeti osobou, ktera neni vazana Zzadnou povinnosti
uchovavat je v diivérnosti.

6. PRAVA NA INFORMACE A STUDLINI LECIVO

6.1 Veskeré informace a Studijni 1é¢ivo nebo 1éCiva
poskytnuté Poskytovateli zdravotnich sluzeb pro tcely
Klinického  hodnoceni jsou a zlstanou majetkem
ZADAVATELE. Poskytovatel zdravotnich sluzeb nenabyva v
disledku plnéni této Smlouvy ani jinak ve vztahu ke Studijnimu
lé¢ivu nebo k takovym informacim zadna prava jakéhokoli
charakteru.

6.2 Poskytovatel zdravotnich sluzeb v pribéhu provadéni
Klinického hodnoceni bude vcas predavat ZADAVATELI, CRO
nebo jejich pfisluSnym jmenovanym zastupcim vSechny
informace a klinické vzorky, jak jsou stanoveny v Protokolu nebo
v Pokynech k provadéni klinického hodnoceni, a to v kazdém
ptipad€ nejpozd€ji do deseti (10) pracovnich dnti po (i) datu
vypovédi této Smlouvy, nebo (ii) datu, kdy si ZADAVATEL
nebo CRO jinak vyzada piedani informaci, nepouzitého
Studijniho 1é¢iva a klinickych vzorkd.

6.3 ZADAVATEL je opravnén pouzivat informace a
vysledky Klinického hodnoceni (véetné publikovani) jakymkoli
zpisobem, ktery povazuje za vhodny pro to, aby naplnil své
obchodni z4jmy, a to jak v pribéhu doby trvani, tak po ukonceni
této Smlouvy.

7. PUBLICITA

Z4dna ze smluvnich stran této Smlouvy neni bez predchoziho
pisemného souhlasu jiné smluvni strany této Smlouvy nebo
CRO, podle toho, co se vztahuje, opravnéna pouzit nazev,
symboly, ochranné znamky ani image jiné smluvni strany nebo
CRO v souvislosti s jakoukoli reklamou nebo propagaci
jakéhokoli produktu nebo sluzby.

8. DUSEVNI VLASTNICTVIi

8.1 Veskeré vysledky Klinického hodnoceni a informace,
materidly nebo majetek souvisejici se Studijnim 1éCivem,
Protokolem nebo Klinickym hodnocenim, vcetné veskerych
stavajicich nebo budoucich prav k nim (dale spoleéné
oznaCované jako Majetek), at’ uz patentovatelné nebo
nepatentovatelné, vytvorené Poskytovatelem zdravotnich
sluzebm na zakladé této Smlouvy, jsou a trvale zlstavaji
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Applicable Law, any and all Intellectual Property Rights thereto
(subject to the rights expressly reserved for CRO under Section
8.3). To the extent required for SPONSOR to obtain, secure and
perfect said rights and legal positions under Applicable Law, the
Assets shall automatically vest in SPONSOR and to the extent
required, Institution hereby assigns all rights, title and interests in
any and all Assets to SPONSOR, and shall perform any and all
other acts necessary to assist SPONSOR in obtaining, securing
and perfecting the rights to said Assets. In the event that
SPONSOR, according to Applicable Law, cannot obtain or secure
ownership of any of said Assets, Institution hereby grants
SPONSOR worldwide, exclusive, unlimited and royalty-free
rights of use, exploitation and utilization and/or licenses
regarding said Assets. Institution warrants by the execution of this
Agreement, that it has not entered into, and will not enter, into
any contractual agreement or relationship which would in any
way conflict with or compromise SPONSOR’s proprietary
interest in, or rights to, any Assets existing at the time of the
execution of this Agreement or arising out of or related to its
performance thereunder.

8.2 Institution shall disclose to SPONSOR (directly or by
means of CRO) all Study Results, Information and in particular
all inventions, findings, discoveries and other creative ideas and
developments (hereinafter referred to as Inventions) conceived or
reduced to practice as a direct result of the Study. Such disclosure
shall/must be made fully and promptly in writing to an
authorized/authorised representative of SPONSOR.

8.3 All parties to this Agreement and CRO shall retain all
right, title and interest in any Intellectual Property that was owned
by such party or CRO prior to or apart from the commencement
of this Agreement. No license grant or assignment, express or
implied, by estoppel or otherwise, is intended by, or shall be
inferred from, this Agreement except to the extent necessary for
each party to fulfill its obligations under this Agreement or
otherwise give effect to this Agreement.

9. DATA PROTECTION & PRIVACY

9.1 For the purposes of this Agreement, it is acknowledged
by the parties that the Sponsor and the Institution act as separate
and independent controllers (as such term is defined in Data
Protection Law and in the General Data Protection Regulation,
(EU) 2016/679; hereinafter referred to as "GDPR") in relation to
any personal data they process in connection with the Study, and
that CRO acts as a processor on behalf of the Sponsor. The
Institution shall:

(a) comply with its obligations under Data
Protection Law in relation to this Agreement;

(b) promptly provide SPONSOR and CRO with
such reasonable cooperation, information and

vyhradnim vlastnictvim ZADAVATELE a ZADAVATEL je v
vlastnikem veSkerych prav duSevniho vlastnictvi k nim (s
vyhradou prav vyslovné vyhrazenych v ¢lanku 8.3 pro CRO). V
rozsahu nezbytném k tomu, aby ZADAVATEL nabyl, zabezpecil
a uplatnil uvedena prava a pravni postaveni podle platnych
pravnich predpisi, se Majetek automaticky stavd majetkem
ZADAVATELE a Poskytovatel zdravotnich sluzeb timto
postupuje vSechna prava, vlastnicka prava a podily na veskerém
Majetku v pozadovaném rozsahu na ZADAVATELE a ucini
veskeré dal§i tkony nezbytné k tomu, aby ZADAVATELI
pomohlo nabyt, zabezpeCit a uplatnit prava k uvedenému
Majetku. V piipade, ze ZADAVATEL nemuze podle platnych
pravnich predpisti ziskat nebo zabezpecit vlastnictvi jakékoli
¢asti uvedeného Majetku, udéluje timto Poskytovatel zdravotnich
sluzeb ZADAVATELI celosvétova vyhradni, neomezena a
bezplatna prava uzivani, prava k pouziti a/nebo licence tykajici
se uvedeného Majetku. Poskytovatel zdravotnich sluzeb
podpisem této Smlouvy prohlasuje, ze neuzaviel a neuzavie
zadnou smluvni dohodu ani vztah, ktery by byl jakkoli v rozporu
s vlastnickymi podily ZADAVATELE nebo by mohl jakkoli
ohrozit jakékoli majetkové podily na jakémkoli Majetku nebo
prava k nému, at’ jiz existujici pfi podpisu této Smlouvy nebo
vyplyvajici z jejiho plnéni nebo s jejim plnénim souvisejici.

8.2 Poskytovatel zdravotnich sluzeb poskytne
ZADAVATELI (pfimo nebo prostfednictvim CRO) vSechny
vysledky Klinického hodnoceni, informace a zejména vSechny
vynalezy, zjiSténi, objevy a dalsi tvirci napady a vyvoj (dale
oznacované jako Vynalezy), kter¢ byly vytvofeny nebo zavedeny
do praxe jako piimy vysledek Klinického hodnoceni. Takové
poskytnuti bude/musi byt ucinéno pisemné v plném rozsahu a
neprodlené poskytnuto zmocnénému zastupci ZADAVATELE.

8.3 Vsechny smluvni strany této Smlouvy a CRO si
ponechavaji veSkera prava, vlastnickd prava a podily na
jakémkoli DuSevnim vlastnictvi, které vlastnily pfed zacatkem
této Smlouvy nebo nezavisle na ni. Touto Smlouvou se
neudéluje ani nepostupuje zadna licence, at’ jiz vyslovné nebo
implicitng, podle zasady estoppel nebo jinak, s vyjimkou v
rozsahu nezbytném pro to, aby kazda ze smluvnich stran mohla
plnit své zavazky vyplyvajici z této Smlouvy nebo jinak tuto
Smlouvu realizovat.

9. OCHRANA OSOBNICH UDAJU A SOUKROMI

9.1 Pro ucely této Smlouvy smluvni strany uznavaji, ze jak
Zadavatel, tak Poskytovatel zdravotnich sluzeb jednaji jako
samostatny a nezavisly spravce (jak je tento pojem definovan v
zakoné o ochran¢ osobnich udajt a v obecném natizeni o ochrané
osobnich udaji, (EU) 2016/679; dale jen ,,GDPR®) ve vztahu k
jakymkoli osobnim udajim, které v souvislosti s Klinickym
hodnocenim zpracovavaji, a ze CRO vystupuje jako zpracovatel
v zastoupeni Zadavatele. Poskytovatel zdravotnich sluzeb musi:

(a) dodrzovat své povinnosti vyplyvajici ze zakona o
ochrané osobnich tudaji vztahujicich se k této
Smlouveé;

neprodlené poskytnout ZADAVATELI a CRO
odpovidajici souc¢innost, informace a spolupraci, jak

(b)
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assistance as required from time to time to
enable SPONSOR and CRO to comply with
their obligations under Data Protection Law and
under any agreements between SPONSOR and
CRO; and
(c) not knowingly perform its obligations under
this Agreement in such a way as to cause
SPONSOR and/or CRO to breach any of its
obligations under Data Protection Law.

9.2 Without limiting the generality of Section 9.1, Institution
hereby represents and warrants that it shall utilize one or more
lawful bases under “GDPR” legitimizing, and comply with the
requirement to notify Subjects, Investigator’s and Study
Personnel of the Personal Data Processing so that such Subjects’,
Study Personnel’s and Investigator’s Personal Data can be
Processed by SPONSOR (including transferred to) CRO, any of
its Affiliates, and SPONSOR or any of its Affiliates and
regulatory authorities in each case within or outside the country
where such data originates.

9.3 Each party shall notify the other party immediately in
writing (but in no event later than 72 hours) after becoming aware
of any Data Security Breach related to the Study.

9.4 If requested by SPONSOR or CRO in order to enable
SPONSOR or CRO to comply with any Applicable Law and to
Process any Personal Data, Institution will work with SPONSOR
and CRO in good faith to address any issue relating to the
Processing of Personal Data. The Parties declare that with this
Agreement they enter also into a contractual clause within the
meaning of Commission Implementing Decision (EU) 2021/914
of 4 June 2021 on standard contractual clauses for the transfer of
Personal Data to third countries by the European Parliament and
of the Council (EU) 2016/679.

9.5 The parties shall take all necessary technical and
organizational measures to ensure that the rights of subject of the
Personal Data, in particular those set out in Articles 12 to 22 of the
GDPR, are guaranteed at all times within the legal deadlines and
undertake to respect the principle of data minimization within the
meaning of Article 5 (1) (a). ¢) GDPR. The parties also undertake to
provide the subjects of the Personal Data in a concise, transparent,
comprehensible and easily accessible manner, using clear and
simple language, all the information referred to in Articles 13 and
14 of the GDPR, in relation to Personal Data processed by that party,
information will be provided free of charge. Contact for subjects of
the Personal Data is the Institution at the following address:

10. INDEMNIFICATION

10.1 Institution shall immediately notify SPONSOR and
CRO in writing of any claim of illness or injury that is claimed to
be due to an adverse reaction to the Study Drug or any of the
clinical intervention or procedures that are provided for or

budou pribézné vyzadany, aby ZADAVATEL a
CRO mohli plnit své povinnosti vyplyvajici ze zakona
o ochrané¢ udaji a dalsich smluv mezi
ZADAVATELEM a CRO; a
(c) své povinnosti podle této Smlouvy plnit tak, aby
védomé nezpusobilo poruseni zddné z povinnosti
ZADAVATELE nebo CRO vyplyvajici ze zdkona o
ochrané udajt.

9.2 Poskytovatel zdravotnich sluzeb timto prohlasuje a
zarucuje, aniZ je tim omezena obecna platnost ¢lanku 9.1, Ze
vyuzije jeden nebo vice pravnich zakladi podle GDPR, ktery
legitimizuje zpracovani osobnich udaji, a dodrzi pozadavek
informovat Subjekty, Zkousejiciho a Pracovniky zapojené do
klinického hodnoceni o zpracovani osobnich udaju tak, aby
osobni udaje téchto Subjektl, Pracovnikd zapojenych do
klinického hodnoceni a Zkousejictho mohly byt Zpracovavany
ZADAVATELEM (vcetné ptfedani) CRO, jakoukoli z jejich
Spiiznénych osob, ze strany ZADAVATELE nebo jakékoli
z jeho Spfiznénych osob a regulacnich organd, a to vzdy v zemi
nebo mimo zemi, odkud takové udaje pochazeji.

9.3 Smluvni strana neprodlené (v kazdém pripadé vsak
nejpozdéji do 72 hodin) pisemné vyrozumi druhou Smluvni
stranu, jakmile se dozvi o jakémkoli poruseni ochrany osobnich
udajt souvisejicich s Klinickym hodnocenim.

9.4 Pokud o to ZADAVATEL nebo CRO pozadaji, aby
vyhoveéli pfisluSnym platnym pravnim predpisim a aby mohli
zpracovat jakékoli osobni tidaje, bude Poskytovatel zdravotnich
sluzeb se ZADAVATELEM a CRO v dobré vife spolupracovat
na vyfeSeni jakéhokoli problému souvisejiciho se zpracovanim
osobnich udaji. Smluvni strany prohlasuji, Ze soucasné s touto
Smlouvou uzaviraji i smluvni dolozky ve smyslu Provadéciho
Rozhodnuti Komise (EU) 2021/914 ze dne 4. ¢ervna
2021 o standardnich smluvnich dolozkach pro ptedavani
osobnich udaji do tfetich zemi podle nafizeni Evropského
parlamentu a Rady (EU) 2016/679.

9.5 Smluvni strany pfijmou vSechna nezbytna technickd a
organizacni opatieni k zajisténi toho, aby byla vzdy v zdkonnych
lhaitdch zarucena prava subjektt udajd, zejména ta uvedend v
¢lancich 12 az 22 GDPR a zavazuji se dodrzovat zasadu
minimalizace udaji ve smyslu ¢l. 5 odst. 1 pism. c¢) GDPR.
Smluvni strany se rovnéz zavazuji poskytnout subjektu udaji
struénym, transparentnim, srozumitelnym a snadno pfistupnym
zpusobem za pouziti jasnych a jednoduchych jazykovych
prostiedkd veskeré informace uvedené v ¢lancich 13 a 14 GDPR,
a to ve vztahu k osobnim udajum, jez ta, kterd Smluvni strana
zpracovava, priCemz informace budou poskytnuty zdarma.
Kontaktnim mistem pro subjekty

udaju__je Poskytovatel
zdravotnich sluZeb, a to na této adrese: ﬁ

10. NAHRADA SKODY

10.1  Poskytovatel zdravotnich sluzeb bude neprodlené
pisemné informovat ZADAVATELE a CRO o jakémkoli naroku
vyplyvajicim z onemocnéni nebo zranéni, kterdA mohou byt
udajné zptsobena nezadouci reakci na Studijni 1é¢ivo nebo na
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required by the Protocol to which the Subjects would not have
been exposed but for their participation in the Study. Institution
shall allow SPONSOR to handle such claim (including, if
applicable, settlement negotiations), and shall cooperate fully
with SPONSOR in its handling of the claim.

10.2 Subject to Section 12.3 below, SPONSOR indemnifies
and holds harmless Institution, and Study Personnel against all
expenses incurred by them in relation to claims or, proceedings,
made by or on behalf of Subjects taking part in the Study (or their
dependents) against Institution or any of their employees or
agents for personal injury (including death) to Subjects arising out
of the administration of the Study Drug or any other clinical
intervention or procedure that is provided for or required by the
Protocol to which the Subjects would not have been exposed but
for their participation in the Study.

SPONSOR shall also indemnify Institution for all additional costs
of reasonable and necessary medical expenses, including
diagnosis, treatment and hospitalization of Subjects in connection
with personal injuries to Subjects arising out of the administration
of the Study Drug or any other clinical intervention or procedure
that is provided for or required by the Protocol to which the
Subjects would not have been exposed but for their participation
in the Study.

10.3 SPONSOR will not indemnify or be responsible for any
loss, claim, cost (including reasonable attorney fees) or demand
arising from any injuries or damages resulting from Institution’s,
Investigator’s or the Study Personnel’s negligence, breach of this
Agreement, failure to adhere to the Protocol, failure to obtain
signed informed consent forms, failure to follow Applicable Law,
misuse of the Study Drug, unauthorized warranties, or willful
misconduct.

10.4 Institution shall be liable under this Agreement for
damages resulting from negligence or wilful misconduct in the
execution of its Services.

10.5  SPONSOR shall be liable under this Agreement for
damages resulting from its negligence or wilful misconduct in the
execution of its obligations hereunder.

11. INSURANCE

11.1 Institution warrants that Liability Insurance in
accordance with provision of Healthcare Services pursuant to
Section 45, subsection 2(n) of Act No. 372/2011 Coll. on Health
Care Services and Conditions for Providing Them (as amended)
is in place, and shall be maintained in full force and effect for the
entire period for which the Institution provides healthcare
services.

Institution shall promptly provide evidence of such insurance
upon request by SPONSOR or CRO.

jakykoli klinicky zakrok nebo postup, ktery stanovi nebo
vyzaduje Protokol, a kterému by Subjekty nebyly vystaveny,
kdyby se netcastnily Klinického hodnoceni. Poskytovatel
zdravotnich sluzeb umozni ZADAVATELI takovy narok vyfidit
(v€etné piipadnych vyjednavani o narovnani) a bude se
ZADAVATELEM pfi jeho vyfizovani plné spolupracovat.

10.2 S vyhradou nize uvedeného ¢lanku 12.3 ZADAVATEL
odskodni Poskytovatele zdravotnich sluzeba Pracovniky
zapojené do Klinického hodnoceni a pievezme za né
odpovédnost ve vztahu k veskerym vydajiim, které jim vzniknou
v souvislosti s naroky nebo fizenimi vznesenymi nebo
zahajenymi Subjekty ti€astnicimi se Klinického hodnoceni nebo
osobami na nich zavislymi, pfipadné jejich jménem, vuci
Poskytovateli zdravotnich sluzeb nebo kterémukoli z jeho
zaméstnancl nebo zmocnénct z divodu Ujmy na zdravi (véetné
umrti) Subjektt utrpéné v dusledku podani Studijniho 1éciva
nebo provedeni jakéhokoli klinického zakroku nebo postupu,
které stanovi nebo vyzaduje Protokol, a kterému by Subjekty
nebyly vystaveny, kdyby se neti¢astnily Klinického hodnoceni.
ZADAVATEL odskodni Poskytovatele zdravotnich sluzeb
rovnéz za vSechny naklady na piiméfené a nezbytné lécebné
vydaje, véetné diagnostiky, 1ééby a hospitalizace v souvislosti
s Gjmou Subjektu vzniklé v dasledku podani Studijniho 1éciva
nebo provedeni jakéhokoli klinického zakroku nebo postupu,
které stanovi nebo vyzaduje Protokol, a kterému by Subjekty
nebyly vystaveny, kdyby se neticastnily Klinického hodnoceni.

10.3 ZADAVATEL neodskodni a nenese odpovédnost za
zadné Skody, ndroky, naklady (v€etné pfiméfenych vydaji na
pravni zastoupeni) ani pozadavky vzniklé v dusledku Gjmy na
zdravi nebo Skod zplsobenych nedbalosti Poskytovatele
zdravotnich sluzeb, Zkousejiciho nebo Pracovnikli zapojenych
do Klinického hodnoceni tim, ze kdokoli z nich porusil tuto
Smlouvu, nedodrzel Protokol, neziskal podepsané formulaie
informovaného souhlasu, nedodrzel platné pravni predpisy,
zneuzil Studijni 1é¢ivo, poskytl neopravnéné zaruky nebo se
dopustil umysIného pochybeni.

10.4 Poskytovatel zdravotnich sluzeb nese na zaklad¢ této
Smlouvy odpovédnost za Skody vznikl¢ v dusledku nedbalosti
nebo védomého pochybeni pfi poskytovani sluzeb.

10.5 ZADAVATEL nese odpovédnost vyplyvajici z této
Smlouvy za Skody vzniklé v disledku nedbalosti nebo védomého
pochybeni pfi plnéni svych povinnosti z této Smlouvy.

11. POJISTENI

11.1 Poskytovatel zdravotnich sluzeb prohlasuje, ze bude
udrzovat platné pojisténi odpovédnosti za Skody, které bude kryt
potencialni Skody zplsobené pacientim v souvislosti s
poskytovanim sluzeb zdravotni péce v souladu s § 45 2 (n)
zakona €. 372/2011 Sb. o zdravotnich sluzbach a podminkach
jejich poskytovani (v platném znéni), a Ze toto pojisténi bude
udrzovano v plné platnosti a uc¢innosti po celou dobu, po kterou
Poskytovatel  zdravotnich  sluzeb  poskytuje  zdravotni
péci.Poskytovatel  zdravotnich sluzeb  na  vyzadani
ZADAVATELI nebo CRO bez odkladu poskytne potvrzeni o
tomto pojisténi.
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11.2 SPONSOR shall, to the extent required by law, maintain
in full force and effect throughout the performance of the Study,
clinical trials liability insurance policy in accordance with Sec. 52
Clause 3 f) of the Act. No. 378/2007 Coll., on Pharmaceuticals.
SPONSOR shall provide the Institution with certificate of the
insurance no later than on the day of execution of this Agreement.

12. DEBARMENT

12.1 Institution hereby certifies that neither Institution nor
any person employed by Institution to perform the Services
(including any subcontractor permitted pursuant to Section 15.2)
has been:

(a) debarred by any relevant authorities, pursuant
to any Applicable Law, including but not
limited to Section 306(a) and (b) of the US
Federal Food, Drug and Cosmetic Act, or
disqualified as a clinical investigator under
Applicable Law;

threatened to be debarred or indicted for a
crime or otherwise engaged in conduct for
which a person can be debarred under
Applicable Law;

(b)

(©)

disciplined by and/or banned by a relevant
authority from carrying out clinical trials.

For purposes of this Section, any of the foregoing shall be deemed
to constitute being “debarred”.

In addition, Institution agrees that no debarred person will in the
future be employed or otherwise engaged (including on a contract
basis) by Institution to perform the Services. If during the course
of the Study, Institution or any person employed by Institution to
perform the Services becomes debarred or learns that any person
connected with the Study is debarred, or that there is a threat of
debarment of any such person, then Institution must immediately
notify SPONSOR and CRO. SPONSOR (directly or by means of
CRO) may immediately terminate this Agreement in the event
any of the foregoing occurs.

13. PAYMENT TERMS AND CONDITIONS

13.1 In full consideration for the Services of Institution
rendered in compliance with this Agreement, Sponsor through CRO
agrees to pay the fees and expenses set forth in Exhibit A. Such fees
and expenses will be paid solely to the Institution, except as
otherwise expressly set forth in Exhibit A. The parties agree that
Exhibit A — Payment Schedule is part of this Agreement

11.2 ZADAVATEL bude v souladu s mistnimi pfedpisy v
rozsahu vyzadovaném zakonem udrzovat po celou dobu
provadéni Klinického hodnoceni v plné platnosti a u¢innosti
pojisténi odpovédnosti za Skodu zptsobenou Klinickym
hodnocenim v souladu s § 52 odst. 3 pism. f) zdkona ¢. 378/2007
Sb., o léCivech v platném znéni. Doklad o tomto pojisténi
ZADAVATEL pftedlozi Poskytovateli zdravotnich sluzeb
nejpozdéji v den podpisu této Smlouvy.

12. ZAKAZ CINNOSTI

12.1 Poskytovatel zdravotnich sluzeb timto potvrzuje, ze
Poskytovatel zdravotnich sluzeb ani zddna osoba zaméstnana
Poskytovatelem zdravotnich sluzebm na poskytovani Sluzeb
(v€etné jakéhokoli subdodavatele povoleného podle c¢lanku
15.2):

(a) nema zakaz Cinnosti vydany piislusSnym organem
v souladu s jakymikoli platnymi pravnimi
predpisy, zejména vcetné ustanoveni § 306 pism.
a) a b) Federalniho zédkona USA o potravinach,
lécivech a kosmetice, ani nebyla vyfazena ze
seznamu klinickych zkousejicich podle platnych
pravnich predpist;

(b) neni ohrozena zédkazem Cinnosti ani obzalovéna z
trestného Cinu ani jinak zapojena do jednéni, za
které mtize byt podle platnych pravnich piedpisi
udélen zakaz ¢innosti;

(c) nebyla disciplinarn€ potrestana ani ji ptislusny

urad nezakazal provadéni klinickych hodnoceni.

Pro ucely tohoto ¢lanku se cokoli z vyse uvedenych skutecnosti
povazuje za ,,zakaz ¢innosti®.

Kromé toho Poskytovatel zdravotnich sluzeb souhlasi s tim, ze
pfi realizaci sluzeb nezaméstnd ani zadnym jinym zpisobem
nepoveti poskytovanim sluzeb zadnou osobu (vEetné spoluprace
na zakladé smlouvy), kterd ma zakézanou ¢innost. Pokud dojde
v prubéhu Klinického hodnoceni k zékazu ¢innosti Poskytovatele
zdravotnich sluzeb nebo jakékoli osoby, kterou Poskytovatel
zdravotnich sluzeb zaméstnava, nebo se nékdo z nich dozvi, Ze
jakakoli osoba spojenda s Klinickym hodnocenim ma zékaz
¢innosti nebo jakékoli takové osobé zakaz Cinnosti hrozi, musi o
tom Poskytovatel zdravotnich sluzeb okamzité informovat
ZADAVATELE a CRO. ZADAVATEL je v ptipad¢, Ze dojde k
jakékoli z vySe uvedenych situaci, opravnén tuto Smlouvu s
okamzitou platnosti (pfimo nebo prostiednictvim CRO)
vypoveédét.

13. PLATEBNi PODMINKY

13.1 ZADAVATEL souhlasi s tim, Ze prostiednictvim CRO
uhradi jako plnou thradu za Sluzby poskytované Poskytovatelem
zdravotnich sluzeb v souladu s touto Smlouvu poplatky a vydaje
uvedené v Priloze A. Tyto poplatky a vydaje budou hrazeny
vyhradné Poskytovateli zdravotnich sluzeb, pokud neni v Ptiloze
A vyslovné uvedeno jinak. Smluvni strany se dohodly, ze Ptiloha
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clarifying the schedule of payments associated with this
Agreement and that the fees and expenses set forth in Exhibit A
represent the fair market value for the Services provided by
Institution. Payments shall be made in accordance with the
provisions set forth in Exhibit A, with the last payment being
made after Institution completes all of its obligations under this
Agreement and any Exhibits thereto. Institution shall not seek
reimbursement for any medical services or Investigational Product
from any third party payers if such costs are already covered by
payments made under this Agreement.

13.2 Institution shall comply with all obligations with respect to
taxes and social security contributions, if applicable, which relate to
the subject matter of this Agreement.

13.3 Institution acknowledges and agrees that its judgment
with respect to its advice to and care of each Subject is not and
shall not be affected by the compensation Institution receives in
accordance with the Study.

13.4  Institution agrees that SPONSOR and CRO may disclose
the fees and expenses payable or paid under this Agreement to
any governmental authorities according to Applicable Law.

13.5  Estimated duration of the Study is until -

13.6  Estimated number of enrolled Subjects .

13.7 Total estimated remuneration for the performance of
services under this Agreement for planned number of enrolled
Subjects who complete all visits in accordance with the Protocol
is 800,000 CZK.

14. TERMINATION

14.1 This Agreement will become effective upon the date it is
fully executed by all parties and shall continue in effect for the
full duration of the Study according to the Protocol unless sooner
terminated in accordance with the provisions of this Section.
SPONSOR (whether directly or acting through CRO) may
terminate this Agreement immediately upon written notice to
Institution for any reasons, including without limitation upon any
of the following occurrences:

Institution has failed to cure a breach to this
Agreement within thirty (30) days of receipt of
written notice specifying such breach; or

(a)

(b) Investigator becomes personally unavailable to
conduct the Study and a SPONSOR or CRO-
approved replacement has not been identified
by Institution; or

(c) two months after shipment of the
Investigational Product, Investigator has failed

A — Casovy harmonogram plateb je souéasti této Smlouvy a
stanovuje harmonogram plateb spojenych s touto Smlouvou, a ze
poplatky a vydaje uvedené v Ptiloze A piedstavuji redlnou trzni
hodnotu sluzeb poskytovanych Poskytovatelem zdravotnich
sluzeb. Platby se provadéji v souladu s ustanovenimi Ptilohy A s
tim, Ze posledni platba bude Poskytovateli zdravotnich sluzeb
vyplacena az po splnéni vSech svych povinnosti vyplyvajicich z
této Smlouvy a vSech jejich ptiloh. Poskytovatel zdravotnich
sluzeb nebude pozadovat uhradu za lékafské sluzby ani za
Studijni 1é¢ivo od zadné tieti strany, pokud budou tyto naklady
jiz kryty platbami provedenymi na zaklade¢ této Smlouvy.

13.2 Poskytovatel ~zdravotnich sluzeb splni vSechny
povinnosti tykajici se daiovych odvodi a odvodl na socidlni
zabezpeceni, pokud je to relevantni, které souviseji s pfedmétem
této Smlouvy.

13.3 Poskytovatel zdravotnich sluzeb bere na védomi a
souhlasi s tim, Ze jeho rozhodnuti ohledné jeho doporuceni a péce
o jednotlivé Subjekty nesmi byt ovlivnény odménami, které jsou
Poskytovateli zdravotnich sluzeb vyplaceny v ramci Klinického
hodnoceni.

134 Poskytovatel zdravotnich sluzeb souhlasi s tim, ze
ZADAVATEL a CRO mohou sdélit vysi odmény a nakladt
splatnych nebo uhrazenych na zakladé¢ této Smlouvy pfislusnym
statnim ufadtim v souladu s pfisluSnymi pravnimi pfedpisy.

Predpokladana délka studic ||| G

Predpokladany pocet zarazenych Subjektl -

13.5
13.6

13.7 Ptedpokladana celkova vyse odmény za provedeni sluzeb
podle této Smlouvy za planovany pocet zafazenych Subjekti,
které dokonéi vSechny navstévy v souladu s Protokolem ¢ini
800 000,- K¢.

14. UKONCENI SMLOUVY

14.1 Tato Smlouva nabyva ucinnosti datem jejiho uplného
podpisu v§emi smluvnimi stranami a zdstava v i¢innosti po celou
dobu trvani Klinického hodnoceni podle Protokolu, pokud
nebude v souladu s ustanovenimi tohoto ¢lanku ukoncena diive.
ZADAVATEL (at jiz pfimo, nebo prostiednictvim CRO) je
opravnén tuto Smlouvu okamzité vypoveédét pisemnou vypovedi
Poskytovateli zdravotnich sluzeb, a to z jakéhokoli divodu,
zejména véetné nasledujicich ptipadui:

(a) Poskytovatel zdravotnich sluzeb nenapravil
poruseni této Smlouvy do tficeti (30) dnd od
obdrzeni pisemného oznameni, které toto
poruseni blize specifikuje; nebo
(b) Zkousejici nadale nemiize Klinické hodnoceni
osobné provadét a Poskytovatel zdravotnich
sluzeb  nezajistii  nahradu  schvalenou
ZADAVATELEM nebo CRO; nebo
(©) dva mésice po dodani Studijniho 1é¢iva
Zkousejici nesplnil pozadavek na zatazeni
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to meet the enrolment target for Subjects set
forth in Exhibit A, or has recruited such a low
number of Subjects that it can be reasonably
assumed by SPONSOR or CRO that the agreed
number of Subjects will not be reached in
accordance with the schedule set forth in
Exhibit A; or

(d) the authorization/authorisation and approval to

perform the Study is withdrawn by the

regulatory authority governing Institution; or

the audit or regulatory inspection identifies a
serious breach or lack of compliance with this
Agreement; or

(e)

)

if any of the circumstances permitting
termination pursuant to Section 12.1 occur.

14.2 This Agreement may be terminated by Institution, upon
sixty (60) days’ prior written notice, for breach of contract by
SPOSNOR if the breach is not cured within thirty (30) days of
notification.

14.3 If this Agreement is terminated prematurely in
accordance with Section 14.1 or 14.2, Institution shall/must use
its best efforts to:

(a) minimize further costs while maintaining good
medical care of the Subjects

14.4 Termination of this Agreement by any party shall not affect
the rights and obligations of the parties accrued prior to the effective
date of termination of this Agreement. Any provision of this
Agreement that should survive expiration or termination of this
Agreement in order to give proper effect to its intent, shall survive
expiration or termination of this Agreement.

15. INDEPENDENT CONTRACTOR

15.1 The relationship of Institution to SPONSOR is that of
independent contractor. Institution commits itself to perform the
Services only as independent contractor and nothing contained
herein shall be construed to be inconsistent with that relationship
or status. Institution shall not be considered as an employee or
agent of SPONSOR or CRO and, as such, shall not be entitled to
any benefits available to employees of SPONSOR or CRO.

15.2 Institution shall not retain any subcontractor to perform
any of its obligations under this Agreement without the prior
written consent of SPONSOR (whether directly or acting through
CRO). Any such consent shall not relieve Institution of its
obligations hereunder, and Institution shall remain fully liable for
all acts and omissions of any such subcontractor. SPONSOR
shall be permitted to assign in whole or in part the discharge of
obligations it assumed under this Agreement to any of its

pozadovaného pocétu Subjektd uvedeny v
Ptiloze A, nebo zafadil tak nizky pocet
Subjektt, ze ZADAVATEL nebo CRO mohou
divodné predpokladat, ze nebude dosazeno
dohodnutého poctu Subjektd v souladu s
planem uvedenym v Pfiloze A; nebo

(d pfislusny regulacni ufad Poskytovateli
zdravotnich sluzeb odejme povoleni a souhlas
s provadénim Klinického hodnoceni; nebo

(e) audit nebo kontrola zjisti zavazné poruseni
nebo nedodrzeni této Smlouvy; nebo

() nastane nékterd z okolnosti umoziujicich

ukonceni této Smlouvy dle ustanoveni ¢lanku
12.1.

14.2 Poskytovatel zdravotnich sluzeb je opravnén tuto
Smlouvu vypoveédét dorucenim pisemné vypovédi s vypoveédni
lhiitou Sedesat (60) dnti z divodu poruseni smlouvy ze strany
ZADAVATELE, pokud neni takové poruseni napraveno do
triceti (30) dnti od upozornéni na né.

14.3 Bude-li tato Smlouva pfed¢asné ukonéena v souladu s
ustanovenimi ¢lanku 14.1 nebo 14.2, pak je Poskytovatel
zdravotnich sluzeb povinen vyvinout maximalni Usili k tomu,
aby:
(a) minimalizoval dalsi ndklady pii zachovani nalezité
zdravotni péce o Subjekty

14.4 Ukoncenim této Smlouvy kteroukoli smluvni stranou
nejsou dotcena prava a povinnosti smluvnich stran tak, jak
existuji pred datem ucinnosti ukonceni této Smlouvy. Jakékoli
ustanoveni této Smlouvy, které by mélo pretrvat po uplynuti nebo
ukonceni platnosti této Smlouvy, aby bylo mozné fadné naplnit
jeji zamér, zustava v platnosti i po uplynuti nebo ukonceni
platnosti této Smlouvy.

15.  NEZAVISLY DODAVATEL
15.1 Vztah  Poskytovatele  zdravotnich  sluzeb k
ZADAVATELI je vztahem nezavislého dodavatele.

Poskytovatel zdravotnich sluzeb se zavazuje poskytovat Sluzby
vyhradné jako nezavisly dodavatel a nic v této Smlouvée se
nevyklada jako neslucitelné s timto vztahem nebo postavenim.
Poskytovatel zdravotnich sluzeb se nepovazuje za zaméstnance
ani zmocnénce ZADAVATELE nebo CRO a jako takové nema
narok na zadné benefity, na které maji narok zameéstnanci
ZADAVATELE nebo CRO.

15.2 Poskytovatel zdravotnich sluzeb nesmi povéfit zadného
subdodavatele, aby plnil jakoukoli z jeho povinnosti vyplyvajici
z této Smlouvy, bez prfedchoziho pisemného souhlasu
ZADAVATELE (at jiz pfimo, nebo prostfednictvim CRO).
Takovy souhlas nezbavuje Poskytovatele zdravotnich sluzeb
povinnosti vyplyvajicich z této Smlouvy a Poskytovatel
zdravotnich sluzeb zlstava plné odpovédny za veskeré jednani a
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Affiliates (or adequately qualified third party subcontractors),
without releasing SPONSOR from its responsibility for the
appropriate performance of such assigned obligations towards
Institution.

15.3 This Agreement shall not constitute, create or in any way
be interpreted as, a joint venture, partnership, or business
organization of any kind.

16. CONTRACTUAL

16.1 Titles to the Sections of this Agreement are solely for
convenience and do not constitute a substantive part of this
Agreement.

16.2 If any provision of this Agreement is held illegal, invalid
or unenforceable by a court of law, the remainder of this
Agreement shall not be affected thereby.

16.3 Failure to insist upon compliance with any of the terms
and conditions of this Agreement shall not constitute a general
waiver or relinquishment of any such terms or conditions, and the
same shall remain at all times in full force and effect.

16.4 The respective signatories of the parties to this
Agreement represent and warrant that they have the authority and
ability to enter into the terms, provisions and conditions of this
Agreement on behalf of their respective parties.

16.5  Neither party shall be responsible for any default under
this Agreement by reason of strikes, riots, hostilities, wars, fire,
acts of terrorism, acts of God, death of Investigator, or any other
cause beyond its reasonable control.

16.6 This Agreement may not be assigned by Institution
without the prior written consent of SPONSOR.

16.7 SPONSOR may assign this Agreement to any of its
subsidiaries, Affiliates or to any third party.

16.8 This Agreement constitutes the entire agreement and
final understanding of the parties with respect to the subject
matter hereof and supersedes and terminates all prior and/or
contemporaneous understandings and/or discussions between the
parties, whether written or verbal, express or implied, relating in
any way to the subject matter hereof. This Agreement may not
be altered, amended, modified or otherwise changed in any way
except by a written agreement, signed by all parties.

16.9  All notices necessary or appropriate to be given pursuant
to this Agreement shall be effective when delivered to the
appropriate party at the address below:

To sponsoR: [

jakékoli opomenuti pfipadného subdodavatele. ZADAVATEL
je opravnén zcela €i ¢aste¢né postoupit plnéni svych povinnosti
pfijatych touto Smlouvou na kteroukoli ze svych Spfiznénych
osob (nebo nezavislych subdodavateli s odpovidajici
kvalifikaci), aniz by tim byl zpro$tén odpovédnosti za fadné
plnéni vSech postoupenych povinnosti vici Poskytovateli
zdravotnich sluzeb.

15.3 Tato Smlouva nepfedstavuje ani nevytvaii spolecny
podnik, obchodni partnerstvi ani obchodni organizaci jakéhokoli
druhu a ani se jako takové nijak nevyklada.

16. SMLUVNI ZALEZITOSTI

16.1 Nadpisy jednotlivych ¢lankd této Smlouvy slouzi
vyhradné pro lepsi pfehlednost a neptedstavuji zddnou vécnou
podstatu této Smlouvy.

16.2 Bude-li jakékoli ustanoveni této Smlouvy shledano
soudem jako nezdkonné, neplatné nebo nevymahatelné, nebude
tim dotcena zbyvajici ¢ast této Smlouvy.

16.3 Netrvani na dodrZzeni nékterych podminek této
Smlouvy nepiedstavuje vSeobecné vzdani se ani zieknuti se
prava na plnéni téchto podminek, a tyto podminky zlstavaji v
plné platnosti a ucinnosti.

16.4 Piislusné osoby podepisujici tuto Smlouvu jménem
smluvnich stran prohlasuji a zarucuji, Ze maji opravnéni a
zpusobilost v zastoupeni piislusnych smluvnich stran uzavfit tuto
Smlouvu se vSemi jejimi ustanovenimi a podminkami.

16.5 Zadna ze smluvnich stran nenese odpovédnost za
jakékoli prodleni pii plnéni této Smlouvy z divodu stavek,
nepokoji, nepratelskych akci, valek, pozard, teroristickych ¢intl,
vy$8i moci, umrti Zkousejiciho nebo z jinych diivodu, které nelze
ovlivnit.

16.6 Poskytovatel zdravotnich sluzeb neni opravnén tuto
Smlouvu bez ptedchoziho pisemného souhlasu ZADAVATELE
postoupit na jinou stranu.

16.7 ZADAVATEL je opravnén tuto Smlouvu postoupit na
kteroukoli ze svych dcefinych spole¢nosti, Spfiznénych osob
nebo jakoukoli tfeti osobu.

16.8 Tato Smlouva predstavuje Uplnou dohodu a koneéné
ujednani smluvnich stran v souvislosti k pfedmétu této Smlouvy
a nahrazuje a ukoncuje vSechny pfedchozi a/nebo soucasné
dohody a/nebo ujednani mezi smluvnimi stranami, at’ jiz pisemné
nebo ustni, vyslovné nebo predpokladané, jakkoli souvisejici s
pfedmétem této Smlouvy. Tuto Smlouvu neni mozné nijak
pozmeéiovat, upravovat, doplilovat ani jinak meénit, s vyjimkou
pisemné dohody podepsané vSemi smluvnimi stranami.

16.9 Vsechna oznameni, jejichz podani je vyzadovano na
zaklad¢ této Smlouvy, jsou ucinna dorucenim piislusné smluvni
strané na nize uvedené adresy:

proZADAVATELE: [N =~ |
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To cro: |
To Institution: _

16.10  Any party may change its address or number for notice
by giving notice in accordance with Section 16.9 and 16.11.

16.11 Any delivery that is called for under this Agreement shall
be complete when made by personal delivery, email, registered
post, certified post or courier, in each case with confirmation of
delivery/receipt.

16.12  The parties agree that this Agreement shall be governed
by the laws of Czech Republic, without regard to the conflicts of
law provisions thereof. In case a dispute is brought before a court
of law, the courts of the Czech Republic will have sole
jurisdiction over the litigation.

16.13 This Agreement is made in two languages: Czech and
English. In the event of any discrepancy between the two
language versions, the Czech language version shall prevail.

16.14 This Agreement is valid as of the last signature date below
and effective as of the date of publication in the Registry of
Contracts.

16.15  The Parties agree that the Agreement shall be published
by the Institution on the website https://smlouvy.gov.cz/ in order
to fulfill its legal obligations imposed by valid and effective
legislation, in particular Act No. 340/2015 Coll., on the Register
of Contracts, as amended.

The Agreement shall be published in a redacted version, not
containing any trade secrets and personal data according to the
section 504 of the Act No. 89/2012 Coll., Civil Code, as amended.
SPONSOR through CRO shall provide the Institution with a
redacted version of the Agreement prior to the execution of this
Agreement.

The Institution shall inform the SPONSOR/CRO about the
publication to the e-mail address:

CRO and SPONSOR acknowledge that the INSTITUTION, as a
state contributory organization, is required to provide information
upon request of a third party under the Act no. 106/1999 Coll., On
Free Access to Information, as amended.

pro cro: |
Pro Poskytovatele zdravotnich sluZeb: _

16.10  Kterdkoli smluvni strana je oprdvnéna zménit svou
adresu nebo Cislo pro ucely podavani ozndmeni v souladu s
ustanovenimi ¢lanku 16.9 a 16.11.

16.11  Jakékoli doruceni, vyzadované na zakladé této
Smlouvy, je povazovano za splnéné na zakladé osobniho
doruceni, doruéeni e-mailem, doporu¢enou postou nebo
kuryrem, a to vzdy s potvrzenim o doruceni/pfevzeti.

16.12 Smluvni strany souhlasi s tim, ze se tato Smlouva fidi
pravnim fadem Ceské republiky, bez piihlédnuti k jeho
ustanovenim o kolizi prédvnich norem. V piipadé piedlozeni
sporu k rozhodnuti soudu maji vylu¢nou jurisdikci nad soudnim
sporem soudy v Ceské republice.

16.13 Tato smlouva je vyhotovena dvojjazycné, v Cestiné a
angli¢tiné. V pfipad¢ rozporu mezi t€émito dvéma jazykovymi
verzemi, ¢eska verze je rozhodujici.

16.14 Tato smlouva je platnd ode dne posledniho podpisu
uvedeného niZe a je uc¢inna ode dne zvefejnéni v registru smluv

16.15  Smluvni strany souhlasi s uvefejnénim smlouvy
Poskytovatelem zdravotnich sluzeb na strankach
https://smlouvy.gov.cz/ za ucelem splnéni povinnosti ulozenych
mu platnou a uéinnou pravni upravou, a to zejména zdkonem ¢.
340/2015 Sb., o registru smluv, ve znéni pozd¢jsich predpist.
Smlouva bude uvefejnéna v redigované verzi prosté obchodniho
tajemstvi a osobnich udaji ve smyslu § 504 zakona ¢. 89/2012
Sb., obcanského zakoniku, ve znéni pozd¢jSich piedpisi.
ZADAVATEL prostfednictvim CRO poskytne redigovanou
verzi smlouvy Poskytovateli zdravotnich sluzeb pfed podpisem
této Smlouvy.

Poskytovatel ~ zdravotnich  sluzeb  bude  informovat
ZADAVATELE/CRO o uvefejnéni na e-mailovou adresu:

ZADAVATEL a CRO berou na védomi, Ze Poskytovatel
zdravotnich sluzeb jakoZto statni pfispévkova organizace, je
povinen na dotaz tfeti osoby poskytnout informace podle zakona
¢. 106/1999 Sb., o svobodném piistupu k informacim, ve znéni
pozdéjsich predpist.

249588 Bio Thera CZE 1207 |JJJJlSA INsST Bilingual 20200909 1.0

Strana 15 z 45




IN WITNESS WHEREOF, the parties hereto have set their
hands in triplicate with the intention that this is a binding
agreement as provided herein.

NA DUKAZ CEHOZ smluvni strany tuto Smlouvu podepsaly
ve tfech vyhotovenich se zamérem ucinit tuto Smlouvu zavaznou
s podminkami tak, jak jsou v ni stanovené.

Parexel International
(IRL) Limited on behalf of
Bio-Thera Solutions, Ltd

)

(Signature of Authorized Official / podpis

zmocnéného funkcionare)

(Typed or Printed Name / jméno htilkovym

pismem nebo natisténé)

Fakultni nemocnice v
Motole:

@)

Date/Datum

(Signature of Authorized Official / podpis

zmocnéného funkcionare i

(Typed or Printed Name /jméno hillkovym

pismem nebo nati§téné)

Date /Datum

ACKNOWLEDGEMENT OF THE INVESTIGATOR

Investigator, hereby declare that I have duly acquainted myself
with the Agreement and the relevant documentation of the Study
and the Study Drug and undertake to ensure compliance with the
obligations arising from it. I also agree not to disclose information
relating to the Study without a prior SPONSOR's written consent,
keep confidential all gained information, consider these
information confidential and to refrain from any other use of the
information and Study results than for the purposes of this Study.
I agree that the SPONSOR (or CRO) will collect, use, process and
disclose my personal data including name, qualification and
experience in clinical trials, financial information related to my
remuneration received in connection with the Study as financial
compensation, and other personal information required for
administrative purposes in connection with the Study or for ethics
committee and government agency purposes and I also undertake
to ensure to obtain same consent of the sub-investigators and
other members of the Study team.

PROHLASENI ZKOUSEJICIHO

I o
zkousejici potvrzuji, Ze jsem se fadné seznamil se smlouvou a
pfislusnou dokumentaci ke klinickému hodnoceni 1éciva a
zavazuji se zajistit dodrzovani povinnosti z nich vyplyvajicich.
Dale se =zavazuji nezvefejiovat informace tykajici se
predmétného klinického hodnoceni bez piedchoziho pisemného
souhlasu ZADAVATELE, zachovavat mléenlivost o vSech
poskytnutych informacich, povazovat tyto za divérné a zdrZet se
jakéhokoliv jiného uziti téchto informaci a vysledkd nez pro
ucely tohoto klinického hodnoceni. Jako hlavni zkousejici
souhlasim s tim, ze ZADAVATEL (a popt. i CRO) bude/budou
shromazd’'ovat, pouzivat, zpracovavat a zvefejiiovat mé osobni
udaje, vcetn¢ jména, kvalifikace a zkuSenosti v klinickém
hodnoceni, mé finan¢ni tdaje vztahujici se mimo jiné k obdrzené
odmeéné a finanéni ndhradé a dal§i osobni tdaje k
administrativnim G¢elim v souvislosti s klinickym hodnocenim,
popt. k poskytnuti etickym komisim a statnim ufadiim, a zavazuji
se zajistit tento souhlas i od spoluzkousejicich a ostatnich ¢lenti
studijniho tymu.

Signature / Podpis:

Name/ Jmeno: |
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Exhibit A —Payment Schedule and Budget - Institution Piiloha A — Casovy harmonogram plateb a rozpocet —
Poskytovatel zdravotnich sluZeb
Payee Details

Udaje o pFijemci
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ni/vylouceni a nebude
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Attachment 1 / Priloha €. 1
Budget for the Institution / Rozpocet pro Poskytovatele zdravotnich sluzeb
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Exhibit B
STANDARD CONTRACTUAL CLAUSES

SECTION I

Clause 1
Purpose and scope

(a)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) (1) for the
transfer of personal data to a third country.

(b)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 LA
(hereinafter each ‘data exporter’), and

(ii)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 LA
(hereinafter each ‘data importer”)

have agreed to these standard contractual clauses (hereinafter:

‘Clauses’).

(c)These Clauses apply with respect to the transfer of personal
data as specified in Annex 1.B.

(d)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 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.

Priloha B
STANDARDNI SMLUVNi DOLOZKY

ODDIL I

DoloZka 1
Ucel a oblast pisobnosti

a) UGelem téchto standardnich smluvnich dolozek je zajistit
dodrzovani pozadavkll uvedenych v nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna 2016
o ochran¢ fyzickych osob v souvislosti se zpracovanim
osobnich udaji ao volném pohybu téchto udaji (obecné
nafizeni o ochrané udaju) (1), pokud jde o predavani osobnich
udaju do tieti zemé.

b) Strany:

i) fyzickd nebo pravnickd osoba ¢i osoby, organ ¢i organy
vefejné moci, agentura ¢i agentury nebo jiny subjekt ¢i jiné
subjekty (dale jen ,subjekt” ¢i ,subjekty™) ptfedavajici
osobni udaje, uvedené v priloze I ¢asti A (dale jen ,,vyvozce
udaju®), a

ii) subjekt ¢i subjekty ve tieti zemi, pfijimajici pfimo nebo
nepfimo prostiednictvim jiného subjektu, jenZz je rovnéz
stranou téchto dolozek, osobni udaje od vyvozce udaju,
uvedené v priloze I ¢asti A (dale jen ,,dovozce udaju®),

se dohodly na téchto standardnich smluvnich dolozkach (dale

jen ,,dolozky*).

¢) Tyto dolozky se pouziji s ohledem na ptedavani osobnich
udajt podle prilohy I casti B.

d) Dodatek k témto dolozkdm obsahujici pfilohy, na néz se
v téchto dolozkach odkazuje, tvofi nedilnou soucast téchto
dolozek.

DoloZka 2
Ucinek a neménnost doloZek

a) Tyto dolozky stanovi vhodné zaruky, vcetné¢ vymahatelnych
prav subjektu udaji a acinné pravni ochrany, podle ¢l. 46
odst. 1 acl.46 odst. 2 pism. c¢) natizeni (EU) 2016/679
a s ohledem na predavani udaji od spravci zpracovatelim
a/nebo od zpracovatelli zpracovatelim, standardni smluvni
dolozky podle ¢l. 28 odst. 7 natizeni (EU) 2016/679, pokud
nebudou zménény, svyjimkou vybéru vhodného modulu
(vhodnych moduld) nebo za ticelem pfidani nebo aktualizace
informaci v dodatku. To smluvnim strandm nebrani v tom, aby
zahrnuly standardni smluvni dolozky stanovené v téchto
dolozkach do $irsi smlouvy a/nebo ptidaly dalsi dolozky nebo
dodate¢né zaruky, pokud nebudou pfimo nebo nepiimo
v rozporu s t€émito dolozkami nebo nebudou dot¢ena zakladni
prava nebo svobody subjekti tidajt.

b) Témito dolozkami nejsou dotCeny povinnosti, které se vztahuji
na vyvozce udaji na zakladé nafizeni (EU) 2016/679.
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Clause 3
Third-party beneficiaries

(a) 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,

(i1)Clause 8 — Module One: Clause 8.5 (e) and Clause 8.9(b);
Module Two: Clause 8.1(b), 8.9(a), (c), (d) and (e);
Module Three: Clause 8.1(a), (c) and (d) and Clause
8.9(a), (c), (d), (e), (f) and (g); Module Four: Clause 8.1
(b) and Clause 8.3(b);

(iii)Clause 9 — Module Two: Clause 9(a), (c), (d) and (e);
Module Three: Clause 9(a), (c), (d) and (e);

(iv)Clause 12 — Module One: Clause 12(a) and (d); Modules
Two and Three: Clause 12(a), (d) and (f);

) Clause 13;
(vi)  Clause 15.1(c), (d) and (e);
(vii) Clause 16(e);

(viii)Clause 18 — Modules One, Two and Three: Clause 18(a)
and (b); Module Four: Clause 18.
(b) Paragraph (a) is without prejudice to rights of data subjects
under Regulation (EU) 2016/679.

Clause 4
Interpretation

(a) 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.

(c) 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 [.B.

Clause 7 — Optional
Docking clause

(a)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 [.A.

DoloZka 3
Opravnéné treti strany

a) Subjekty tidaji se mohou jako opravnéné tieti strany ve vztahu
k vyvozci a/nebo dovozci udaji dovolavat téchto dolozek
a vymahat je, a to s nasledujicimi vyjimkami:

i) dolozka 1, dolozka 2, dolozka 3, dolozka 6, dolozka 7;

ii) dolozka 8 — modul 1: dolozka 8.5 pism. e) a dolozka 8.9
pism. b); modul 2: dolozka 8.1 pism. b), dolozka 8.9 pism.
a), ¢), d) ae); modul 3: dolozka 8.1 pism. a), ¢) ad)
a dolozka 8.9 pism. a), c), d), e), ) a g); modul 4: dolozka
8.1 pism. b) a dolozka 8.3 pism. b);

iii) dolozka 9 — modul 2: dolozka 9 pism. a), ¢), d) a e); modul
3: dolozka 9 pism. a), c¢), d) ae);

iv) dolozka 12 — modul 1: dolozka 12 pism. a) a d); moduly 2
a 3: dolozka 12 pism. a), d) a f);

v)dolozka 13;

vi)dolozka 15.1 pism. ¢), d) a e);

vii)dolozka 16 pism. e);

viii)dolozka 18 — moduly 1, 2 a 3: dolozka 18 pism. a) a b);

modul 4: dolozka 18.

b) Pismenem a) nejsou dotéena prava subjektli daji podle
natizeni (EU) 2016/679.

DoloZka 4
Vyklad

a) Pokud tyto dolozky pouzivaji pojmy, které jsou vymezeny
v nafizeni (EU) 2016/679, maji tyto pojmy stejny vyznam jako
v uvedeném nafizeni.

b) Tyto dolozky je tfeba Cist a vykladat s ohledem na ustanoveni
natizeni (EU) 2016/679.

¢) Tyto dolozky nebudou vykladany zadnym zpisobem, ktery by
byl v rozporu s pravy a povinnostmi stanovenymi v nafizeni
(EU) 2016/679.

Dolozka 5
Hierarchie

V ptipad€¢ rozporu mezi témito dolozkami austanovenimi
souvisejicich dohod mezi stranami, které existovaly v dobé
sjednani téchto dolozek, nebo které byly uzavieny az po jejich
sjednani, maji tyto dolozky prednost.

Dolozka 6
Popis predavani

Podrobnosti tykajici se prfedavani, zejména kategorie osobnich
udajt, které jsou predavany, a ucel nebo ucely, pro které jsou
predavany, jsou uvedeny v piiloze I ¢asti B.

DoloZka 7 — volitelna
Dolozka o pristoupeni

a) Subjekt, ktery neni stranou téchto dolozek, mize se souhlasem
stran k témto dolozkam kdykoli pfistoupit, bud’ jako vyvozce
udaji, nebo jako dovozce Udaji, ato vyplnénim dodatku
a podepsanim piilohy I ¢asti A.
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(b)Once it has completed the Appendix and signed Annex LA,
the acceding entity shall become a Party to these Clauses and
have the rights and obligations of a data exporter or data
importer in accordance with its designation in Annex [.A.

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

SECTION II - 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 organisational
measures, to satisfy its obligations under these Clauses.

MODULE ONE: Transfer controller to controller
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 [.B. It may

only process the personal data for another purpose:

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

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

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

8.2 Transparency

(a)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:

(1) ofits identity and contact details;

(i1) of the categories of personal data processed;

(ii1) 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.

(c)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.

b) Poté, co pristupujici subjekt vyplni dodatek a podepise ptilohu

[cast A, stane se stranou téchto dolozek ama prava
a povinnosti vyvozce Udaji nebo dovozce udaji v souladu se
svym urcenim v piiloze I ¢asti A.

c) Pristupujici subjekt neméd zadn4d prava ani povinnosti na

zaklad¢ téchto dolozek plynouci z obdobi pfed tim, nez se stal
stranou.

ODDIL II - POVINNOSTI STRAN

DoloZka 8
Zaruky ochrany udaji

Vyvozce udaji zarucCuje, ze vynalozil pfiméfené usili, aby mohl
stanovit, zda je dovozce udaji schopen — zavedenim vhodnych
technickych a organiza¢nich opatieni — plnit své povinnosti podle
téchto dolozek.

MODUL 1: Piredani od spravce spravci

8.1. Ucelové omezeni

Dovozce udaju zpracovava osobni udaje pouze pro konkrétni ucel
nebo ucely predani v souladu s pfilohou I ¢asti B. Osobni udaje
muze zpracovavat pro jiny ucel pouze tehdy, pokud:

i) ziskal pfedchozi souhlas subjektu udaji;

ii) je to nezbytné pro urceni, vykon nebo obhajobu pravnich

narokli vramci zvlaStnich spravnich, regula¢nich nebo
soudnich fizeni, nebo

iii)je to nezbytné pro ochranu zivotné dulezitych zajmt subjektu

udajti nebo jiné fyzické osoby.

8.2. Transparentnost

a)

b)

Aby subjekty udaji mohly uc¢inné vykonavat sva prava podle

dolozky 10, dovozce udaji je informuje pfimo nebo

prostiednictvim vyvozce tdaji:

1) o své totoznosti a kontaktnich udajich;

ii) o kategoriich zpracovavanych osobnich udaji;

iii)o pravu ziskat kopii t€chto dolozek;

iv)pokud ma v imyslu osobni udaje dale ptedat jakékoli treti
strané nebo strandm, o piijemci nebo kategoriich pfijemct
(podle potieby za ucelem poskytnuti smysluplnych
informaci), o tiCelu takového dalsiho predavani a o diivodu
pro dalsi predavani podle dolozky 8.7.

Pismeno a) se nepouzije, pokud subjekt udaji jiz tyto

informace ma, a to i v pfipad¢, ze tyto informace jiz poskytl

vyvozce udaji, nebo pokud je poskytnuti téchto informaci

nemozné nebo by to pro dovozce udaji znamenalo

nepfiméfené usili. V druhém pfipadé dovozce udaji

informace v maximalni mozné mire zvetejni.

Strany poskytnou subjektu udaji na pozadani a bezplatné

kopii téchto dolozek, vcetn¢ dodatku, ktery tyto strany

vyplnily. V rozsahu nezbytném kochran¢ obchodniho

tajemstvi nebo jinych davémych informaci, véetn€ osobnich

udajti, mohou strany pied sdilenim kopie upravit ¢ast znéni

dodatku, ale poskytnou smysluplné shrnuti, pokud by jinak

subjekt udajii nebyl schopen porozumét jeho obsahu nebo

uplatnit sva prava. Strany poskytnou subjektu daju na
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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 Articles 13 and 14 of Regulation
(EU) 2016/679.

8.3 Accuracy and data minimisation

(a)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.

(b)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 without undue delay.

(c)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.

8.4 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 (2) of the data and all back-ups at the end of the
retention period.

8.5 Security of processing

(a)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.

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

(c)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.

(d)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.

(e)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

pozadani divody uvedenych uprav, a to v co nejvétsi mozné
mife, aniz by byly upravené informace odhaleny.

d) Pismeny a) azZ c) nejsou dotceny povinnosti vyvozce udaji
podle ¢lankt 13 a 14 natizeni (EU) 2016/679.

8.3. Piesnost a minimalizace udaji

a) Kazda strana zajisti, aby osobni tidaje byly piesné a v piipadé
potieby aktualizovany. Dovozce tudaji pfijme veskera
smysluplna opatfeni, aby zajistil, Ze osobni udaje, které jsou
nepfesné, budou s ohledem na ucel nebo ucely zpracovani
bezodkladné vymazany nebo opraveny.

b) Pokud se jedna ze stran dozvi, ze osobni Udaje, které predala
nebo pfijala, jsou nepfesné nebo zastaralé, bez zbytecného
odkladu o tom informuje druhou stranu.

c) Dovozce udaji zajisti, aby osobni udaje byly pfiméfené,
relevantni a omezené na to, co je nezbytné z hlediska ucelu
nebo ucelt, pro které jsou zpracovavany.

8.4. Omezeni uloZeni

Dovozce idaji uchova osobni udaje pouze po dobu nezbytnou
pro ucel nebo ucely, pro ktery (které) jsou zpracovavany. Piijme
vhodna technickd nebo organiza¢ni opatfeni k zajisténi
dodrzovani této povinnosti, véetné vymazani nebo anonymizace
udaju (2) a vSech zaloh na konci doby uchovavani.

8.5. Zabezpeceni zpracovani

a) Dovozce tdaji a béhem predavani také vyvozce udaji pfijmou
vhodna technickd aorganizaéni opatfeni k zaji§téni
zabezpeceni osobnich udaji, véetné ochrany pred porusenim
zabezpeceni vedoucim k ndhodnému nebo protipravnimu
zniéeni, ztraté, zméné nebo neopravnénému poskytnuti nebo
zpiistupnéni (dale jen ,poruseni zabezpeCeni osobnich
udaju). Pti posuzovani vhodné urovné zabezpeCeni fadné
zohledni aktualni stav techniky, naklady na provedeni, povahu,
rozsah, kontext aucel nebo ucely zpracovani arizika pro
subjekt udaji spojend se zpracovanim. Strany zejména zvazi
pouziti Sifrovani nebo pseudonymizace, ato ib&hem
predavani, pokud Ize timto zplisobem splnit ucel zpracovani.

b) Strany se dohodly na technickych a organizacnich opatfenich
stanovenych v piiloze II. Dovozce udajii provadi pravidelné
kontroly, aby =zajistil, ze tato opatfeni stale poskytuji
odpovidajici uroven zabezpeceni.

¢) Dovozce idaju zajisti, aby se osoby opravnéné zpracovavat
osobni udaje zavazaly k mlcenlivosti, nebo aby se na né
vztahovala zakonna povinnost ml¢enlivosti.

d) V ptipadé poruseni zabezpeceni osobnich udaju tykajicich se
osobnich udajt zpracovavanych dovozcem udaju podle téchto
dolozek pfijme dovozce udaji vhodna opatieni k feSeni
poruseni zabezpeceni osobnich 1dajl, vcetné opatieni ke
zmirnéni jeho moznych neptiznivych Géinkd.

e) V piipadé poruSeni zabezpeCeni osobnich udaju, které by
mohlo vést k ohrozeni prav a svobod fyzickych osob, dovozce
udaji bez zbytecného odkladu informuje vyvozce udaji
ipfislusny dozorovy ufad v souladu s dolozkou 13. Toto
ohlaseni obsahuje i) popis povahy daného piipadu poruseni
zabezpeCeni osobnich udaji (véetné, pokud je to mozné,
kategorii a priblizného pocétu dotcenych subjektd udaju
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notification shall contain i) a description of the nature of the
breach (including, where possible, categories and approximate
number of data subjects and personal data 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
whom more 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 further
delay.

(f)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.

(g)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.

8.6 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.

8.7 Onward transfers

The data importer shall not disclose the personal data to a third

party located outside the European Union (3) (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:

(1)it is to a country benefitting from an adequacy decision
pursuant to Article 45 of Regulation (EU) 2016/679 that covers
the onward transfer;

(i)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;

f)

g

a kategorii a pfiblizného mnozstvi dotenych zaznami
osobnich tdajt), ii) jeho pravdépodobnych dusledkd, iii) popis
opatfeni, ktera byla pfijata nebo byla navrzena s cilem vyfesit
dané poruseni zabezpeceni, a iv) tidaje kontaktniho mista, kde
lze ziskat vice informaci. Neni-li mozné, aby dovozce udaja
veskeré informace poskytl soucasn€é, mohou byt poskytnuty
postupné bez dalSiho zbyte¢ného odkladu.

V piipadé¢ poruseni zabezpeCeni osobnich udaji, které
pravdépodobné¢ bude pfedstavovat vysoké riziko pro prava
asvobody fyzickych osob, dovozce udaji rovnéz bez
zbyte¢ného odkladu poda hlaseni dotéenym subjektim udaji
o poruSeni zabezpeCeni osobnich udaji ajeho povaze —
v piipadé potieby ve spolupraci s vyvozcem tidaji — a sdéli jim
také informace uvedené v pism. e) bodu ii) az iv), pokud
dovozce Udaji nezavedl opatfeni za i¢elem zna¢ného snizeni
rizika pro préva a svobody fyzickych osob nebo pokud dané
hlaseni nevyzaduje nepfimeétené usili. V posledné uvedeném
pripadé dovozce tidajii misto toho vyda vefejné ozndmeni nebo
zajisti obdobné opatifeni, kterym vefejnost o poruseni
zabezpeceni osobnich udaji informuje.

Dovozce tdaji dokumentuje veskeré relevantni skuteénosti
tykajici se poruSeni zabezpeceni osobnich udajt, véetné jeho
ucinkti a pfijatych napravnych opatfeni, a vede si o tom
zaznamy.

8.6. Citlivé udaje

Jestlize pfedavani zahrnuje osobni tdaje vypovidajici o rasovém
nebo etnickém ptvodu, politickych nazorech, nabozenském
vyznani nebo filozofickém ptesvédceni nebo Elenstvi v odborech,
genetické udaje nebo biometrické tidaje za icelem jedinecné
identifikace fyzické osoby, udaje o zdravotnim stavu C¢i
o sexualnim zivoté nebo sexudlni orientaci fyzické osoby nebo
udaje tykajici se rozsudkt v trestnich vécech nebo trestnych ¢inti
(dale jen ,.citlivé udaje*), dovozce udaji uplatni zvlastni omezeni
a/nebo dodatec¢né zaruky pfizpisobené zvlastni povaze udaju
a souvisejicim rizikim. To muZze zahrnovat omezeni personalu,
ktery ma povolen pfistup k osobnim tvdajim, dodateéna
bezpecnostni opatfeni (jako je pseudonymizace) a/nebo
dodatecna omezeni s ohledem na dalsi zptistupnéni.

8.7. Dalsi predavani

Dovozce tidaji nezpfistupni osobni udaje tfeti stran¢ se sidlem
mimo Evropskou unii (3) (ve stejné zemi jako dovozce udaji
nebo v jiné tfeti zemi, dale jen ,,dalsi predavani®), ledaze by tato
tieti strana byla podle pfislusného modulu témito dolozkami
vazana nebo by souhlasila s tim, Ze jimi bude vazana. K dalsimu
predani dovozcem udaju jinak mize dojit pouze tehdy, pokud:

D)

ii)

se provadi do zemé¢, ktera vyuziva rozhodnuti o odpovidajici
ochrané¢ podle c¢lanku 45 nafizeni (EU) 2016/679, jenz
upravuje dalsi predavani;

tieti strana jinak zajistuje vhodné zaruky podle ¢lanka 46
nebo 47 natizeni (EU) 2016/679 sohledem na dotéené
zpracovani;

iii) tfeti strana uzavie s dovozcem udaji zdvazny instrument

zajistujici stejnou Groven ochrany udaji jako podle téchto
dolozek a dovozce udaju poskytne kopii téchto zaruk vyvozci
udaju;

iv) je to nezbytné pro urceni, vykon nebo obhajobu pravnich

narokd v ramci zvlastnich spravnich, regula¢nich nebo
soudnich fizeni;
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(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 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

(a)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 10
Data subject rights

(a)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. (10) 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);

V) je to nezbytné pro ochranu zivotné dulezitych zajma subjektu
udajt nebo jiné fyzické osoby, nebo

vi) pokud neplati zadna z dalSich podminek, dovozce udaju
ziskal vyslovny souhlas subjektu udajii s dalsim pfedavanim
v konkrétni situaci poté, co jej informoval o jeho ucelu nebo
ucelech, totoznosti pfijemce a moznych rizicich, kterd pro ngj
vyplyvaji ztakového predavani vzhledem k nedostatku
vhodnych zaruk ochrany tidaji. V takovém piipad¢ dovozce
udajt informuje vyvozce Udaji a na zadost vyvozce udaji mu
preda kopii informaci poskytnutych subjektu udajt.

Na jakékoli dalsi predavani se vztahuje podminka, Zze dovozce

udaji dodrzi vSechny ostatni zaruky podle téchto dolozek,

zejména ucelové omezeni.

8.8. Zpracovani z povéreni dovozce udaji

Dovozce udaju zajisti, aby jakadkoli osoba, kterd jedna zjeho
povéfeni, véetné zpracovatele, zpracovavala udaje pouze na
zéklad¢ jeho pokynt.

8.9. Dokumentace a plnéni povinnosti

a) Kazda strana musi byt schopna prokazat plnéni svych
povinnosti podle téchto dolozek. Dovozce idaji zejména vede
pfislusnou dokumentaci o ¢innostech zpracovani, za jejichz
provadéni odpovida.

b) Dovozce udaji tuto dokumentaci na pozadani zpfistupni
prislusnému dozorovému uradu.

DoloZka 10
Prava subjektu udajia

a)Dovozce udaji, pripadné za pomoci vyvozce Udajd, vyfizuje
veskeré dotazy a zadosti, které obdrzi od subjektu udaju,
tykajici se zpracovani jeho osobnich udaji a vykonu jeho prav
podle téchto dolozek, a to bez zbytecného odkladu a nejpozdéji
do jednoho mésice od obdrzeni dotazu nebo Zzadosti. (10)
Dovozce udajii pfijme vhodna opatieni k usnadnéni vytizovani
téchto dotazli, zadosti a vykonu prav subjektu tdaji. Veskeré
informace poskytované subjektu udaji musi byt ve
srozumitelném a snadno pfistupném znéni za pouziti jasnych
a jednoduchych jazykovych prostredka.

b)Na zadost subjektu tidaji dovozce udajii zejména bezplatné:

i) poskytne subjektu udaji potvrzeni otom, zda se
zpracovavaji osobni udaje, které se ho tykaji, a v takovém
pfipadé mu poskytne kopii udaji, které se ho tykaji,
a informace uvedené v piiloze I; pokud osobni udaje byly
nebo budou dale ptfedavany, poskytne informace
o pfijemcich nebo kategoriich pifijemct (podle potieby za
ucelem poskytnuti smysluplnych informaci), kterym osobni
udaje byly nebo budou dale predavany, ucel téchto dalsich
predani a jejich divod v souladu s dolozkou 8.7; a poskytne
informace o pravu podat stiznost u dozorového ufadu
v souladu s dolozkou 12 pism. ¢) bodem 1);

ii) opravi nepfesné nebo nelplné udaje tykajici se subjektu
udaju;
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(id)rectify inaccurate or incomplete data concerning the data
subject;

(iii)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 based.

(c)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.

(d)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 to do so under the laws of the country
of destination, provided that such laws lays down suitable
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:

(1)inform the data subject about the envisaged automated
decision, the envisaged consequences and the logic
involved; and

(i1)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.

(e)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
the request.

(f)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.

(g)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

(a)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.

(b)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 issue amicably in a
timely fashion. The Parties shall keep each other informed
about such disputes and, where appropriate, cooperate in
resolving them.

(c)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:

iii)vymaze osobni tidaje tykajici se subjektu udaji, pokud tyto
udaje jsou nebo byly zpracovavany v rozporu s kteroukoli
z téchto dolozek, ktera zajistuje prava nalezejici opravnéné
tieti strané, nebo pokud subjekt udajt odvola souhlas, na
kterém je zpracovani zaloZeno.

c)Pokud dovozce udajii zpracovava osobni udaje pro ucely

pfimého marketingu, piestane je pro tyto tcely zpracovavat,
vznese-li proti tomu subjekt idaji namitky.

d)Dovozce udajii nepfijme rozhodnuti zalozené vyhradné na

automatizovaném zpracovani piedavanych osobnich udaju
(dale jen ,,automatizované rozhodnuti*), které by mélo pravni
ucinky tykajici se subjektu tdaji nebo by ho obdobné
vyznamné ovlivnilo, ledaze by ktomu subjekt udaji dal
vyslovny souhlas, nebo pokud by mu to bylo na zakladé¢
pravnich piedpisii zemé urceni povoleno, za pfedpokladu, ze
takové pravni pfedpisy stanovi vhodna opatfeni na ochranu
prav a opravnénych zajmu subjektu udajii. V tomto piipadé
dovozce udajt, v pfipadé potfeby ve spolupraci s vyvozcem
udajt:
i) informuje subjekt tdajii o pfedpokladaném automatizovaném
rozhodnuti, pfedpokladanych disledcich a pouZzitém postupu
a
ii)zavede vhodna ochranna opatfeni, pfinejmensim tim, ze
umozni subjektu Gdajii napadnout rozhodnuti, vyjadfit svij
nazor a dosahnout pfezkumu provadéného ¢lovékem.

e)lestlize jsou zadosti subjektu Udaji nepfimétené, zejména

proto, Ze se opakuji, mize dovozce tdajt bud’ ulozit pfiméteny
poplatek, v némz budou zohlednény administrativni naklady
souvisejici s vyhovénim dané zadosti, nebo mize odmitnout
zéadosti vyhovét.

f)Dovozce udaji miize zadost subjektu udaji odmitnout, pokud

je takové odmitnuti umoznéno podle prava zem¢ urceni a je
v demokratické spolecnosti nezbytné a pfiméfené za ucelem
ochrany jednoho z cilti uvedenych v ¢l. 23 odst. 1 nafizeni (EU)
2016/679.

g)Pokud ma dovozce udaji v umyslu zadost subjektu tudaja

odmitnout, informuje subjekt udaji o divodech odmitnuti
amoznosti podat stiznost u pfislusného dozorového ufadu
a/nebo pozadat o soudni ochranu.

DoloZka 11
Naprava

a)Dovozce udaji transparentné a ve snadno pristupném formatu

informuje subjekty udajui prostfednictvim individualniho
oznameni nebo na svych internetovych strankach o kontaktnim
mist¢ opravnéném vyfizovat stiznosti. Takové misto
neprodlené vyfidi jakékoli stiznosti, které od subjektu tdaju
pfijme.

b)V pfipadé sporu mezi subjektem daji a jednou ze smluvnich

stran tykajiciho se dodrzovani téchto dolozek vyvine tato strana
veskeré¢ usili k tomu, aby takovou zalezitost vyfesila smirné
avCas. Strany se otéchto sporech navzdjem informuji
a v piislusnych ptipadech pii jejich feseni spolupracuji.

c)Pokud se subjekt udaji dovolava prava ve prospéch opravnéné

tteti strany podle dolozky 3, dovozce udaji akceptuje
rozhodnuti subjektu tidaji:
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()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;

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

(d)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 (EU)
2016/679.

(e)The data importer shall abide by a decision that is binding
under the applicable EU or Member State law.

(f)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 applicable laws.

Clause 12
Liability

(a)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.

(b)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.

(c)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.

(d)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.

(e)The data importer may not invoke the conduct of a processor
or sub-processor to avoid its own liability.

Clause 13
Supervision

(a)[Where the data exporter is established in an EU Member
State:] The supervisory authority with responsibility for
ensuring compliance by the data exporter with Regulation
(EU) 2016/679 as regards the data transfer, as indicated in
Annex 1.C, shall act as competent supervisory authority.
[Where the data exporter is not established in an EU Member
State, but falls within the territorial scope of application of
Regulation (EU) 2016/679 in accordance with its Article 3(2)
and has appointed a representative pursuant to Article 27(1) of
Regulation (EU) 2016/679:] 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 1.C, shall act as competent supervisory
authority.

[Where the data exporter is not established in an EU Member
State, but falls within the territorial scope of application of
Regulation (EU) 2016/679 in accordance with its Article 3(2)

i)podat stiznost u dozorového ufadu v ¢lenském staté svého
obvyklého bydlist¢ nebo mista vykonu prace nebo
u prislusného dozorového ufadu podle dolozky 13;
ii)postoupit spor piislusnym soudim ve smyslu dolozky 18.
d)Strany jsou srozumény, ze subjekt idaji mtze byt zastoupen
neziskovym subjektem, organizaci nebo sdruzenim za
podminek stanovenych v ¢l. 80 odst. 1 nafizeni (EU) 2016/679.
e)Dovozce udaji dodrzuje rozhodnuti zadvazné podle platného
prava EU nebo ¢lenského statu.
f)Dovozce udaji souhlasi s tim, Zze vybér provedeny subjektem
udaji nebude mit vliv na jeho hmotnd aprocesni prava
pozadovat napravu v souladu s platnymi pravnimi predpisy.

DoloZka 12
Odpovédnost

a)Kazda strana je vuci druhé strané/ostatnim strandm odpoveédna
za jakoukoli ujmu, kterou druhé stran¢/ostatnim stranam pfi
poruseni téchto dolozek zptsobi.

b)Kazda strana je odpoveédna vici subjektu tidaji a subjekt udaji
ma narok na nahradu jakékoli hmotné nebo nehmotné Gjmy,
kterou strana zpisobi subjektu wdaji poruSenim prav
nalezejicich opravnéné treti strané na zakladé téchto dolozek.
Tim neni dotcena odpovédnost vyvozce udajii podle nafizeni
(EU) 2016/679.

c)Pokud je za ujmu zplsobenou subjektu udaji v disledku
poruseni téchto dolozek odpoveédna vice nez jedna strana, nesou
spole¢nou a nerozdilnou odpovédnost vSechny odpoveédné
strany a subjekt idajl je opravnén proti kterékoli z téchto stran
podat zalobu u soudu.

d)Smluvni strany se dohodly, ze pokud je jedna ze smluvnich
stran odpovédna podle pismene c), je opravnéna pozadovat od
druhé smluvni strany/ostatnich smluvnich stran zpét cast
nahrady ujmy odpovidajici jeji odpovédnosti za tjmu.

e)Dovozce udaju se nemtize dovolavat jednani zpracovatele nebo
dil¢iho zpracovatele, aby se vyhnul své vlastni odpovédnosti.

DolozZka 13
Dohled

a)[Pokud je vyvozce udaji usazen v clenském staté EU:]
Dozorovy ufad uvedeny v priloze I ¢asti C, ktery je odpovédny
za zajisténi, Zze vyvozce Udaji dodrzuje natizeni (EU) 2016/679,
pokud jde o pfedavani 0dajd, jedna jako pfislusny dozorovy
urad.
[Pokud vyvozce 0daji neni usazen v ¢lenském staté EU, ale
spada do uizemni ptisobnosti nafizeni (EU) 2016/679 v souladu
sjeho ¢l. 3 odst. 2 ajmenoval zastupce podle ¢l. 27 odst. 1
natizeni (EU) 2016/679:] Dozorovy urad c¢lenského statu —
uvedeny v piiloze I ¢asti C—, v némz je usazen zastupce ve
smyslu ¢l. 27 odst. | nafizeni (EU) 2016/679, jedna jako
pfislusny dozorovy tiad.
[Pokud vyvozce udaji neni usazen v ¢lenském staté EU, ale
spada do uzemni puisobnosti nafizeni (EU) 2016/679 v souladu
s jeho €l. 3 odst. 2, aniz by vSak musel jmenovat zastupce podle
¢l. 27 odst. 2 nafizeni (EU) 2016/679:] Dozorovy ufad jednoho
z Clenskych statd, v nichz se nachazeji subjekty udaji, jejichz
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without however having to appoint a representative pursuant
to Article27(2) of Regulation (EU) 2016/679:] The
supervisory authority of one of the Member States in which
the data subjects whose personal data is transferred under these
Clauses in relation to the offering of goods or services to them,
or whose behaviour is monitored, are located, as indicated in
Annex I.C, shall act as competent supervisory authority.

(b)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 III - LOCAL LAWS AND OBLIGATIONS IN
CASE OF ACCESS BY PUBLIC AUTHORITIES

Clause 14
Local laws and practices affecting compliance with the

Clauses

(a)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 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; the economic sector in which the transfer
occurs; the storage location of the data transferred,

(ii)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 (12);

(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.

(c)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

osobni tidaje jsou predavany podle téchto dolozek v souvislosti
se zbozim nebo sluzbami jim nabizenymi, nebo jejichz chovani
je monitorovano, uvedeny v pfiloze Ic¢asti C, jedna jako
ptislusny dozorovy uiad.

b)Dovozce udajii souhlasi, ze se podiidi pravomoci piislusného
dozorového tifadu a bude s nim spolupracovat v ramci vSech
postupti zaméfenych na zajisténi dodrzovani téchto dolozek.
Dovozce udajui zejména souhlasi, ze bude reagovat na dotazy,
podrobovat se auditiim a dodrzovat opatfeni pfijata dozorovym
ufadem, vcetné napravnych akompenzacnich opatfeni.
Dozorovému ufadu poskytne pisemné potvrzeni, Ze byla pfijata
nezbytna opatieni.

ODDIL ITT- MiSTNi PRAVNI PREDPISY A POVINNOSTI
V PRIPADE PRISTUPU ORGANU VEREJNE MOCI

Dolozka 14
Mistni pravni piedpisy apostupy majici dopad na
dodrZovani doloZek

a)Strany zarucuji, ze nemaji divod se domnivat, Ze pravni
predpisy a postupy ve tieti zemi urceni, které¢ se vztahuji na
zpracovani osobnich udaji dovozcem udajt, vcetné jakychkoli
pozadavki na zpfistupnéni osobnich udaji nebo opatfeni,
kterymi se povoluje pfistup organim vefejné moci, brani
dovozci tdaji pfi plnéni svych povinnosti podle téchto dolozek.

To je zalozeno na predpokladu, ze pravni piedpisy a postupy,

které respektuji podstatu  zadkladnich prav  a svobod

a nepiekracuji to, co je v demokratické spolecnosti nezbytné

a pfimétené k zajisténi jednoho zcili uvedenych v ¢l. 23

odst. 1 nafizeni (EU) 2016/679, nejsou v rozporu s témito

dolozkami.
b)Smluvni strany prohlasuji, Ze pfi poskytovani zaruky uvedené

v pismenu a) nalezité zohlednily zejména nasledujici prvky:

i) konkrétni okolnosti pfedani, véetné délky zpracovatelského
fetézce, poCtu zapojenych subjekti a pouzitych kandli pro
prenos udajl, zamyslené dalsi pfedani, druh piijemce, ucely
zpracovani, kategorie a format pfedavanych osobnich udaju,
hospodaiské odvétvi, vnémz se predavani uskuteciuje,
misto, kde se pfedané udaje uchovavaji;

ii) pravni piedpisy a postupy tfeti zemé urceni — vcetné téch,
které vyzaduji zpfistupnéni udaji organim vefejné moci
nebo povoluji pristup téchto organti — relevantni s ohledem
na konkrétni okolnosti pfedani, jakoz i pouzitelna omezeni
a zaruky (12);

iii)veskeré prislusné smluvni, technické nebo organizacni
zaruky zavedené za ucelem doplnéni zaruk podle téchto
dolozek, vcetné opatieni uplatiiovanych béhem predani
a zpracovani osobnich udaji v zemi urceni.

c)Dovozce udajii zarucuje, ze pfi provadéni posouzeni podle
pismene b) vynalozil maximalni usili, aby poskytl vyvozci
udaji relevantni informace, asouhlasi stim, ze bude pfi
zajisStovani dodrzovani téchto dolozek svyvozcem tudaji
i nadale spolupracovat.
d)Strany souhlasi, Ze posouzeni podle pismene b) zdokumentu;ji
a na pozadani zpfistupni pfislusSnému dozorovému uradu.
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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). [For Module
Three: The data exporter shall forward the notification to the
controller.]

(f)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 [for Module
Three:, if appropriate in consultation with the controller]. 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 [for Module Three: the controller or] 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 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

(a)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

(ii)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.

[For Module Three: The data exporter shall forward the

notification to the controller.]

(b)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

e)Dovozce tdaju souhlasi s tim, Ze neprodlen¢ uvédomi vyvozce
udaju, pokud ma po vyjadfeni souhlasu s témito ustanovenimi
apo dobu trvani smlouvy divod se domnivat, Ze se na néj
vztahuji, nebo se zacCaly vztahovat pravni piedpisy nebo
postupy, které nejsou v souladu s pozadavky podle pismene a),
a to i po zméné v pravnich predpisech tfeti zemée nebo opatieni
(jako je naptiklad zadost o poskytnuti tidaji), jez svéd¢i o tom,
ze uplatiiovani téchto pravnich predpist v praxi neni v souladu
s pozadavky uvedenymi v pismeni a). [Pokud jde o modul 3:
Vyvozce Gdajii pfeda oznameni spravci. |

f)Po oznadmeni podle pismene e), nebo pokud ma vyvozce udaji
jinak divod se domnivat, Ze dovozce udajt jiz nemize plnit své
povinnosti na zakladé téchto dolozek, vyvozce udaji
neprodlené uréi vhodnd opatfeni (napf. technicka nebo
organizacni opatieni k zajisténi bezpecnosti a divérnosti), ktera
ma pfijmout vyvozce udaji a/nebo dovozce udaji k feseni
situace [pokud jde omodul 3: pfipadné¢ po konzultaci se
spravcem]. Vyvozce udaj pozastavi predavani udajt, pokud se
domniva, Ze pro toto preddvani nemohou byt zajistény zadné
vhodné zaruky, nebo pokud mu dé pokyn [pokud jde o modul
3: spravce nebo] prislusny dozorovy urad. V tomto piipadé je
vyvozce udaji opravnén vypoveédét smlouvu, pokud jde
o0 zpracovani osobnich udaji podle téchto dolozek. Jestlize
smlouva zahrnuje vice nez dvé smluvni strany, mize vyvozce
udajii toto pravo na vypovézeni uplatnit pouze ve vztahu
k prislusné stran€, pokud se strany nedohodly jinak. Jestlize je
smlouva vypovézena podle této dolozky, pouzije se dolozka 16
pism. d) a e).

Dolozka 15
Povinnost dovozce udaji v piipadé pristupu organu veiejné
moci

15.1. Oznimeni
a) Dovozce tdajt souhlasi s tim, Ze neprodlen¢ uvédomi vyvozce
udaji, aje-li to mozné, subjekt udaji (v piipadé potieby
s pomoci vyvozce udajit), pokud:
i)na zakladé pravnich pfedpisi zemé urCeni obdrzi pravné
zavaznou zadost od organu vefejné moci, véetné soudnich
organtl, o zpfistupnéni osobnich tdaji ptredanych podle
téchto dolozek; takové oznameni obsahuje informace
o pozadovanych osobnich udajich, dozadujicim organu,
pravnim zékladu Zzadosti a poskytnuté odpovédi, nebo
ii)se dozvi o jakémkoli pfimém pfistupu organt verejné moci
k osobnim udajim pfeddvanym podle téchto dolozek
v souladu sprdvnimi pfedpisy zemé urceni; takové
oznameni obsahuje vSechny informace dostupné dovozci.
[Pokud jde omodul 3: Vyvozce udaji pfeda oznameni
spravci.]

b)Pokud je podle pravnich pfedpisi zem¢ uréeni dovozci udaji
zakazano informovat vyvozce udaji a/nebo subjekt udaji,
souhlasi dovozce daju s tim, Ze za Gcelem co nejrychlejsiho
sdéleni co nejvétsiho mnozstvi informaci vynalozi maximalni
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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.

(c)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 the contract,
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.).
[For Module Three: The data exporter shall forward the
information to the controller.]

(d)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.

(e)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

(a)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 data importer 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 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. [For Module Three: The data exporter shall make the
assessment available to the controller. ]

(c)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

(a)The data importer shall promptly inform the data exporter if it
is unable to comply with these Clauses, for whatever reason.

usili, aby od tohoto zdkazu bylo upusténo. Dovozce udaji
souhlasi, ze zdokumentuje své maximalni usili, aby je mohl na
zadost vyvozce udaju prokazat.

c)Je-li to povoleno pravnimi predpisy zemée urceni, dovozce tidaji

souhlasi, ze bude poskytovat vyvozci udaji v pravidelnych
intervalech po dobu trvani smlouvy co nejrelevantnéjsi
informace o pfijatych zadostech (zejména informace o poctu
zadosti, druhu pozadovanych tidajt, dozadujicim organu nebo
organech, zda byly tyto zadosti napadeny a vysledek takového
napadeni atd.). [Pokud jde o modul 3: Vyvozce udaji preda
informace spravci. |

d)Dovozce udaji souhlasi s tim, Ze po dobu trvani smlouvy bude

informace podle pismene a) az c) uchovavat a na vyzadani je
poskytne pfislusnému dozorovému ufradu.

e)Pismeny a) az c) neni dotCena povinnost dovozce idajti podle

dolozky 14 pism. e) adolozky 16 neprodlené¢ informovat
vyvozce udajii, pokud neni schopen tyto dolozky dodrzovat.

15.2. Prezkum zakonnosti a minimalizace udaji
a)Dovozce Gdaju souhlasi s tim, Ze pfezkouma zakonnost zadosti

o poskytnuti udajti, zejména zda nepiekrocila meze pravomoci
udélenych dozadujicimu organu vefejné moci, aze zadost
napadne, pokud po peclivém posouzeni dojde k zavéru, ze
existuji opodstatnéné divody se domnivat, Ze zadost je podle
pravnich pfedpisi zemé urceni, platnych zévazkd podle
mezinarodniho prava azasad mezinarodni zdvofilosti
protipravni. Dovozce udaji za stejnych podminek vyuziva
moznosti odvolani. Pti napadeni zadosti dovozce tdaji pfijme
predbézna opatieni s cilem pozastavit G¢inky zadosti, dokud
pfislusny soudni organ nerozhodne o jeji opodstatnénosti.
Nezpiistupni pozadované osobni udaje, dokud mu takova
povinnost nebude stanovena na zaklad¢é platnych procesnich
pravidel. Témito pozadavky nejsou dotéeny povinnosti
dovozce udajii podle dolozky 14 pism. e).

b)Dovozce udajt souhlasi, ze zdokumentuje své pravni posouzeni

ijakékoli napadeni zadosti o poskytnuti udaji a v rozsahu
povoleném pravnimi piedpisy zemé& urceni zpfistupni
dokumentaci vyvozci Udaji. Na pozadani ji rovnéz zpiistupni
pfislusnému dozorovému tufadu. [Pokud jde o modul 3:
Vyvozce Udaji posouzeni zptistupni spravci.]

c)Dovozce udaji  souhlasi s poskytnutim  minimalniho

pfipustného mnozstvi informaci pfi odpovédi na zadost
o zpfistupnéni, a to na zakladé¢ ptiméfeného vykladu zadosti.

ODDIL IV - ZAVERECNA USTANOVENI

DoloZka 16
NedodrzZeni doloZek a vypovézeni

a)Dovozce udaji neprodlené¢ informuje vyvozce udaji, pokud

neni z jakéhokoli ddvodu schopen tyto dolozky dodrzet.
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(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).

(c)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;

(ii)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 [for Module Three: and the controller] of such non-

compliance. Where the contract involves more than 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)[For Modules One, Two and Three: 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.] [For Module Four: Personal data collected by the
data exporter in the EU that has been transferred prior to the
termination of the contract pursuant to paragraph (c) shall
immediately be deleted in its entirety, including any copy
thereof.] The data importer shall certify the deletion of the data
to the data exporter. Until the data is deleted or returned, the
data importer shall 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
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 law of
the Czech Republic.

b)Pokud dovozce tidaji porusi tyto dolozky nebo neni schopen

tyto dolozky dodrzet, vyvozce udaji pozastavi piedavani

osobnich udaji dovozci udaji, dokud neni dodrzovani opét

zajiStétno nebo smlouva vypovézena. Timto neni dotena

dolozka 14 pism. f).

c)Vyvozce udaji je opravnén vypovédét smlouvu v rozsahu,

vnémz se jednd o zpracovani osobnich udaji podle téchto

dolozek, pokud:

1) vyvozce udaji pozastavil pfedavani osobnich udajii dovozci
udaju podle pism. b) adodrzovani téchto dolozek neni
v priméfené 1hité a v kazdém ptipad¢ do jednoho mésice od
pozastaveni obnoveno;

ii) dovozce daji tyto dolozky podstatné nebo trvale porusuje
nebo

iii)dovozce udajii nedodrzi zavazné rozhodnuti ptislusného
soudu nebo dozorového uradu tykajiciho se jeho povinnosti
podle téchto dolozek.

V takovych pfipadech o nedodrzeni informuje pfislusny

dozorovy ufad [pokud jde o modul 3: aspravce]. Pokud

smlouva zahrnuje vice nez dvé smluvni strany, miize vyvozce

udaji toto pravo na vypovézeni uplatnit pouze ve vztahu

k ptislusné strané, pokud se strany nedohodly jinak.

d)[V piipadé modulu 1, 2 a 3: Osobni udaje, které byly piedany
pred vypovézenim smlouvy podle pismene c), musi byt podle
volby vyvozce tdaji neprodlené vraceny vyvozci udaji nebo
vymazany v celém rozsahu. To samé se uplatni ve vztahu
k veskerym kopiim idaji.] [Pokud jde o modul 4: Osobni tidaje
shromazdéné vyvozcem udaji v EU, které byly pfedany pred
vypovézenim smlouvy podle pismene c¢), musi byt neprodlené
vymazany v celém rozsahu, véetné¢ veskerych jejich kopii.]
Dovozce udajt potvrdi vyvozci Gdaji, Ze byly udaje vymazany.
Dokud nejsou udaje vymazany nebo vraceny, dovozce udaju
nadale zajist'uje soulad s témito dolozkami. V ptipadé, Ze se na
dovozce udaji vztahuji mistni pravni predpisy, které mu
zakazuji pfedané osobni udaje vratit nebo vymazat, dovozce
udaju zarucuje, ze bude i nadale zajiStovat dodrzovani téchto
dolozek a bude udaje zpracovavat pouze v takovém rozsahu
a tak dlouho, jak to uvedené mistni pravo vyzaduje.

e)Kterdkoli ze stran mtze odvolat sviij souhlas s tim, ze bude
véazana témito dolozkami, pokud i) Evropska komise piijme
rozhodnuti podle ¢l. 45 odst. 3 nafizeni (EU) 2016/679 tykajici
se pfedavani osobnich udaji, na které se tyto dolozky vztahuji,
nebo ii) se nafizeni (EU) 2016/679 stane soucasti pravniho
ramce zemé¢, do které jsou osobni udaje predavany. Tim nejsou
dotceny dalsi povinnosti vztahujici se na dotcené zpracovani
podle natizeni (EU) 2016/679.

DoloZka 17
Rozhodné pravo

Tyto dolozky se fidi pravem jednoho z ¢lenskych stati EU, pokud
takové pravo umoznuje uplatiiovat prava nalezejici opravnéné
tfeti strang. Strany se dohodly, Ze se budou Fidit pravem Ceské
republiky.

249588 Bio Thera CZE 1207 || csA INST Bilingual 20200909 1.0

Strana 36 z 45




Clause 18
Choice of forum and jurisdiction

(a)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 the Czech
Republic.

(c)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.

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 achieved through one appendix.
However, where necessary to ensure sufficient clarity, separate
appendices should be used.

ANNEX 1

A. LIST OF PARTIES

Data exporter(s): [Identity and contact details of the data
exporter(s) and, where applicable, of its/their data protection
officer and/or representative in the European Union]

Name: FN Motol

Address: V Uvalu 84, 150 06 Praha 5, Czech Republic

Activities relevant to the data transferred under these Clauses:
transfer of pseudonymized patient’s data related to the conduct of
the clinical trial

Signature and date:
Role (controller/processor): administrator of personal data from

patient’s medical records

Data importer(s):
[Identity and contact details of the data importer(s), including any
contact person with responsibility for data protection]

Dolozka 18
Volba soudu a prislu$nost

a)Veskeré spory vyplyvajici z téchto dolozek budou feSeny soudy
¢lenského statu EU.

b)Strany se dohodly, Ze se budou fidit soudy Ceské republiky
(uved’te Clensky stat).

c)Subjekt udaji mize rovnéz zah4jit soudni fizeni proti vyvozci
udajt a/nebo dovozci tidaji pred soudy ¢lenského statu, v némz
ma subjekt udajti své obvyklé bydliste.

d)Smluvni strany se dohodly, Zze se pfislusnosti téchto soudd
podridi.

DODATEK
VYSVETLIVKY:

Musi byt mozné jasné rozlisit informace, které se vztahuji na
kazdé predani nebo kazdou kategorii predani, a v tomto ohledu
urCit prislusnou ulohu/pfislusné ulohy stran v postaveni
vyvozece/vyvozeli udaji a/nebo dovozce/dovozeu udaju. To
nemusi nutné¢ vyzadovat vyplnéni a podepsani samostatnych
dodatki pro kazdé predani/kategorii predani a/nebo smluvni
vztah, pokud lze této transparentnosti dosahnout prostfednictvim
jednoho dodatku. Pokud je to vSak nutné k zajisténi dostatecné
srozumitelnosti, mély by se pouzit samostatné dodatky.

PRILOHA I ]
A. SEZNAM SMLUVNICH STRAN

Vyvozce (vyvozci) udaji:

[Totoznost  akontaktni tudaje  vyvozce/vyvozcd  udaji
av pfislusném pfipadé jeho/jejich povefence pro ochranu
osobnich udajti a/nebo zastupce v Evropské unii]

Jméno/nazev: FN Motol

Adresa: V Uvalu 84, 150 06 Praha 5, Ceska republika

Cinnosti relevantni pro predavani tdajo na zakladé téchto
dolozek: pfedani pseudonymizovanych udaji pacientd pfi
provadéni klinického hodnoceni 1éCiv

Podpis a datum:
Uloha (spravce/zpracovatel): spravce osobnich dajii vedenych

ve zdravotnické dokumentaci pacientl

Dovozce nebo dovozci udaji:
[Totoznost a kontaktni udaje dovozce/dovozcti udaji, vcetné
jakékoli kontaktni osoby, kterd je odpovédna za ochranu udaji]
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Name: Bio-Thera Solutions, Ltd.

Address: Bldg A6-5f1, 11 Kai-Yuan Blvd, Science City,
Guangzhou, P.R.China
Contact person’s name, position and contact details:

; Room 1107, HEDY
HOLDING Building, 286 KeXue Road middle, Huang-Pu
District, Guangzhou, P.R.China

Activities relevant to the data transferred under these
Clauses:The reciept of pseudonymised data for archiving
purposes in scientific research to investigate the efficacy and
safety of the study drug; for reasons of public interest in the area
of public health to ensure high standards of quality and safety of
health care and of study drug; to ensure patient safety throughout
the course of the clinical trial operations; to ensure that due
diligence checks are undertaken on health professional staff
conducting the clinical trial at the trial site.

Signature and date:
Role (controller/processor): Processor.

B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data is transferred
Clinical trial subjects
FN Motol employees

Categories of personal data transferred
- Clinical trial subjects - pseudonymization code, medical
charts data (according to the Protocol)
- FN Motol employees (name etc.)

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.

Clinical trial subjects data — through eCRF system provided by
the Data Importer.
FN Motol employees — via encrypted email

- Only qualified and certified employees can have an access to
the to pseudonymised personal data.

- Personal data are only used to evaluate the efficacy of the active
substance of interest

- Logging of access to personal data

- Encryption of personal data

The frequency of the transfer (e.g. whether the data is transferred
on a one-off or continuous basis).

Jméno/nazev: Bio-Thera Solutions, Ltd.

Adresa: Bldg A6-5fl, 11 Kai-Yuan Blvd, Science City,
Guangzhou, Cinské lidova republika
Jméno, funkce a kontaktni udaje kontaktni osoby:

Room 1107, HEDY HOLDING
Building, 286 KeXue Road middle, Huang-Pu District,
Guangzhou, Cinska lidova republika

Cinnosti relevantni pro pfedavani udajii na zikladé téchto
dolozek: Ptijem pseudonymizovanych tdaji pro ti¢ely archivace
v ramci klinickém vyzkumu za Uéelem ovéfovani ucinnosti a
bezpecnosti studijniho 1é¢iva; z divodi vetejného zajmu v oblasti
vefejného zdravi s cilem zajistit vysokou uroven kvality a
bezpecnosti zdravotni péce a zkouSeného piipravku; k zajisténi
bezpecnosti pacientd v celém prubéhu klinického hodnoceni;
k zajisténi dodrzovani nalezité péce pracovniky provadéjicimi
klinické hodnoceni.

Podpis a datum:
Uloha (spravce/zpracovatel): Zpracovatel.

B. POPIS PREDANI

Kategorie subjekti udaji, jejichz osobni udaje se predavaji
Pacienti ti€astnici se klinického hodnoceni (subjekty hodnoceni)
Zaméstnanci FN Motol

Kategorie pfedavanych osobnich udaji
- Pacienti ucastnici se klinického hodnoceni (subjekty
hodnoceni) — pseudonymizac¢ni kod, tidaje vypovidajici
o zdravotnim stavu blize viz Protokol studie
- Zameéstnanci FN Motol (jméno, pfijmeni, atd.)

Citlivé udaje, které se predavaji (v pfislusnych pftipadech),
a uplatnénd omezeni nebo zaruky, jez plné zohlednuji povahu
udajii a souvisejici rizika, napfiiklad pfisné ucelové omezeni,
omezeni piistupu (véetné pristupu pouze pro zaméstnance, ktefi
absolvovali specializované Skoleni), vedeni zdznamu o pfistupu
k udajim, omezeni pro dalsi preddvani nebo dodate¢na
bezpecnostni opatieni.

Pacienti ucastnici se klinického hodnoceni — skrze elektronicky
nastroj pro zadavani udajt - eCRF, poskytnuty Dovozcem tdaji
Zaméstnanci FN Motol — §ifrovanym emailem
- K pseudonymizovanym osobnim udajim maji pfistup
pouze zaméstnanci a dalsi osoby dovozce udajt, ktefi
absolvovali specializované Skoleni ohledn€¢ fadného
nakladani s osobnimi udaji.
- Osobni udaje jsou pouzity pouze pro vyhodnocovani
ucinnosti sledované 1é¢ivé latky
- Logovani pfistupti k osobnim udajim
- Sifrovani osobnich tdajt

Cetnost pfedavani (napf. zda jsou udaje prfedavany jednorazove

nebo priubézng).
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The data transfer shall be performed continuously during the
duration of the clinical trial.

Nature of the processing

Clinical trial subjects — Clinical research - Processing of sensitive
personal data (special category data)

FN Motol employees — Clinical trial qualification certificates and
documentation

Purpose(s) of the data transfer and further processing
Clinical trial performance.

The period for which the personal data will be retained, or, if that
is not possible, the criteria used to determine that period 15 years

C. COMPETENT SUPERVISORY AUTHORITY
MODULE ONE: Transfer controller to controller

Identify the competent supervisory authority/ies in accordance
with Clause 13

Office for Personal Data Protection, Pplk. Sochora 27, 170 00
Prague 7, Czech Republic.

ANNEX II

TECHNICAL AND ORGANISATIONAL MEASURES
INCLUDING TECHNICAL AND ORGANISATIONAL
MEASURES TO ENSURE THE SECURITY OF THE
DATA

Description of the technical and organisational measures
implemented by the data importer(s) (including any relevant
certifications) to ensure an appropriate level of security, taking
into account the nature, scope, context and purpose of the
processing, and the risks for the rights and freedoms of natural
persons.

Measures that can be implemented during the clinical trial:
Measures of pseudonymisation and encryption of personal data
Measures for ensuring ongoing confidentiality, integrity,
availability and resilience of processing systems and services
Measures for ensuring the ability to restore the availability and
access to personal data in a timely manner in the event of a
physical or technical incident

Processes for regularly testing, assessing and evaluating the
effectiveness of technical and organisational measures in order to
ensure the security of the processing

Measures for user identification and authorisation

Measures for the protection of data during transmission
Measures for the protection of data during storage

Jedna se o pribézné predavani udaji.po dobu trvani klinického
hodnoceni

Povaha zpracovani

Pacienti ucastnici se klinického hodnoceni (subjekty hodnoceni)
- Medicinsky vyzkum - zpracovani citlivych osobnich udaja
(0daji zvlastni kategorie)

Zaméstnanci FN Motol — prokazani kvalifika¢nich predpokladi
k vedeni klinického hodnoceni

Ucel nebo tcely piedani udaji a dalsi zpracovani
Provedeni klinického hodnoceni 1é¢iv

Doba, po kterou budou osobni udaje uchovavany, nebo neni-li ji
mozné urcit, kritéria pouZita pro stanoveni této doby 15 let

C. PRISLUSNY DOZOROVY URAD
MODUL 1: Pfedani od spravce spravci

V souladu s dolozkou 13 urcete prislusny dozorovy ufad nebo
ptislusné dozorové urady.

Uf%d pro ochranu osobnich udajt, Pplk. Sochora 27, 170 00 Praha
7, Ceska republika

PRILOHA 11

TECHNICK@ A ORGANIZACNI OP{sszENi VCETNF;
TECHNICKYCH AORGAI}JIZA(JNICH OPATRENI
K ZAJISTENI ZABEZPECENI UDAJU

Popis technickych a organizacnich opatfeni zavedenych
dovozcem nebo dovozci udaji (vCetné veskerych pfislusnych
certifikaci) za ucelem zajisténi vhodné urovné zabezpecCeni
s ptihlédnutim k povaze, rozsahu, kontextu a ticelu zpracovani
a rizikim pro prava a svobody fyzickych osob.

Opatreni, ktera mohou byt realizovana v pribéhu klinického
hodnoceni:

Opatreni tykajici se pseudonymizace a Sifrovani osobnich udaju
Opatieni za ucelem =zajisténi neustdlé davérnosti, integrity,
dostupnosti a odolnosti systému a sluzeb zpracovani

Opatieni za Gcelem zajisténi schopnosti obnovit v€as dostupnost
osobnich udaji apfistup knim vpiipadé fyzickych C¢i
technickych incidentt

Procesy pravidelného testovani, posuzovani a hodnoceni
ucinnosti zavedenych technickych a organizacnich opatfeni za
ucelem zabezpeceni zpracovani

Opatfeni za ucelem urceni totoznosti uzivatele a udéleni povoleni
Opatfeni na ochranu tdaji béhem predavani

Opatfeni na ochranu udaji béhem uchovavani
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Measures for ensuring physical security of locations at which
personal data are processed

Measures for ensuring events logging

Measures for ensuring system configuration, including default
configuration

Measures for internal IT and IT security governance and
management

Measures for certification/assurance of processes and products
Measures for ensuring data minimisation

Measures for ensuring data quality

Measures for ensuring limited data retention

Measures for ensuring accountability

Measures for allowing data portability and ensuring erasure]

For transfers to (sub-) processors, also describe the specific
technical and organisational measures to be taken by the (sub-)
processor to be able to provide assistance to the controller and,
for transfers from a processor to a sub-processor, to the data
exporter.

Opatfeni za Ucelem zajisténi fyzické bezpecnosti mist, kde se
zpracovavaji osobni udaje

Opatfeni za ucelem zajisténi protokolovani udalosti

Opatieni za UcCelem zajisténi konfigurace systému, vcetné
vychozi konfigurace

Opatieni za ucelem spravy a fizeni interni IT a bezpecnosti IT
Opatieni za ucelem certifikace/zajisténi procesti a produktt
Opatieni za ucelem zajisténi minimalizace udajt

Opatieni za ucelem zajisténi kvality udaji

Opatfeni za celem zajisténi omezeného uchovavani udaja
Opatfeni za ucelem zajisténi odpovédnosti

Opatfeni umoziujici prenositelnost udajl a zajist'ujici vymazani]

Pokud jde o pfedévani udaji (dil¢im) zpracovateliim, popiste také
konkrétni technicka a organiza¢ni opatieni, kterd ma (dilci)
zpracovatel pfijmout, aby mohl poskytnout pomoc spravci; a —
v ptipadé predavani od zpracovatele dilcimu zpracovateli —
vyvozci udaji.
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Exhibit C — Definitions

“Affiliate” means in relation to either party to this Agreement,
any company, partnership or other entity which directly or
indirectly controls, is controlled by, or is under common control
with such party. For purposes of this definition, “control” means
the beneficial ownership of more than fifty (50) per cent of the
issued voting shares or the legal power to direct or cause the
direction of the general management of the company, partnership
or other entity in question, and “controlled” shall be construed
accordingly.

“Applicable Law” means any international, national, federal,
state, provincial, commonwealth, or local government law,
statute, rule, requirement, code, regulation, or ordinance that
applies to any party or to a Study, the Services, or this Agreement,
as well as the current good clinical practices guidelines of the
International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use
Topic E6: Guidelines on Good Clinical Practice, and applicable
version(s) of the World Medical Association Declaration of
Helsinki, and, where applicable, rules governing good
manufacturing practice and good laboratory practice, and rules
governing the collection and processing of Personal Data and the
collection and storage of human tissue samples and the
performance of DNA testing.

“Completed Subject” means any Subject who has completed the
prescribed course of treatment for a subject in the Study in
accordance with the Protocol.

“Confidential Information” refers to any and all Information
belonging to SPONSOR, CRO and/or their respective Affiliates
including, but not limited to, Information that SPONSOR, CRO
and/or their respective Affiliates consider to be trade secrets and
/ or the release of which could prejudice legal, commercial or
other interests of SPONSOR, CRO and/or their respective
Affiliates and which are (i) provided, disclosed or submitted to
Institution or Investigator or (ii) which are otherwise obtained by
Institution and Investigator.

“Data Security Breach” means: (a) the loss or misuse (by any
means) of Personal Data; (b) the inadvertent, unauthorized,
and/or unlawful Processing, disclosure, access, alteration,
corruption, transfer, or sale or rental, destruction, or use of
Personal Data; or (c) any other act or omission that compromises
the security, confidentiality, or integrity of Personal Data.

“eCRFs/CRFs” (Electronic Case Report Forms or Case Report
Forms) are paper or electronic questionnaires specifically used by
Institution and Investigator pursuant to the Protocol for Subject
data reporting.

Priloha C — Definice

»Spfiznéna osoba“ znamend v souvislosti ke kterékoli smluvni
strané této Smlouvy jakoukoli spolecnost, obchodni partnerstvi
nebo jiny subjekt, ktery pfimo nebo nepiimo ovldda smluvni
stranu, je smluvni stranou ovladan nebo je se smluvni stranou pod
spole¢nym ovladanim. Pro ucely této definice se ,,ovladanim*
rozumi skute¢né vlastnictvi vice nez padesati (50) procent
vydanych akcii s hlasovacim pravem nebo pravomoc fidit nebo
nechat fidit v§eobecné fungovani takové spoleénosti, obchodniho
partnerstvi nebo jiného subjektu, a vyraz ,,ovladany* se vyklada
analogicky.

,»Platné pravni pfedpisy* znamend jakékoli mezinarodni, narodni,
federalni, statni, oblastni, platné v ramci spoleCenstvi nebo mistni
zékony, ptredpisy, pravidla, pozadavky, kodexy, nafizeni nebo
vyhlasky, které se vztahuji na kteroukoli smluvni stranu nebo na
Klinické hodnoceni, Sluzby nebo tuto Smlouvu, jakoZ i stavajici
pokyny pro spravnou klinickou praxi vydané Mezinarodni
konferenci o harmonizaci technickych pozadavki na registraci
humannich 1é¢ivych ptipravkil, téma E6: Pokyny pro spravnou
klinickou praxi, a pfislusné platné znéni Helsinské deklarace
Svétove 1ékarské asociace, piipadné pravidel pro spravnou
vyrobni praxi a spravnou laboratorni praxi, a dale pravidel pro
shromazd’ovani a zpracovani osobnich udaji a shromazd’'ovani a
uchovavani vzorkt lidskych tkéni a provadéni testovani DNA.

,Dokonceny subjekt* znamena kterykoli Subjekt, ktery v souladu
s Protokolem dokoncil piedepsany 1é¢ebny postup pro subjekt v
Klinickém hodnoceni.

,Duvérné informace® znamena veskeré informace nalezejici
ZADAVATELI, CRO a/nebo jejich pfislusnym Spfiznénym
osobam, zejména véetné informaci, které ZADAVATEL, CRO
a/nebo jejich pfislusné Spriznéné osoby povazuji za obchodni
tajemstvi a/nebo jejichz vydani by mohlo byt na ujmu pravnim,
obchodnim nebo jinym zajmim ZADAVATELE, jeho
zmocnénce a/nebo jejich piislusnych Spfiznénych osob, a které
jsou (i) poskytnuty, pfedany nebo piedlozeny Poskytovateli
zdravotnich sluzeb  nebo ZkouSejicimu, nebo které (ii)
Poskytovatel zdravotnich sluzeb a Zkousejici ziskali jinym
zpusobem.

»Poruseni zabezpeceni osobnich udaju* znamena: (a) ztrata nebo
(jakékoli) zneuziti Osobnich udaju; (b) neimyslné, neopravnéné
a/nebo nezdkonné Zpracovani, poskytnuti, zpfistupnéni,
pozménéni, poskozeni, pfevod nebo prodej nebo prondjem,
zni¢eni nebo pouziti Osobnich udajii; nebo (c) jakékoli jiné
jednani nebo opomenuti, které ohrozuje bezpec¢nost, diveérnost
nebo integritu Osobnich udaju.

,»€CRF/CRF* (Electronic Case Report Form/Case Report Form,
formular elektronické zpravy o pfipadu nebo formuléi zpravy o
pfipadu s informacemi o pacientovi) je papirovy nebo
elektronicky dotaznik, ktery Poskytovatel zdravotnich sluzeb a
Zkousejici pouzivaji specifickym zptisobem podle Protokolu pro
vykazovani udaji o Subjektech.
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“Fully Cooperate” means to assist in completing a specified end
or purpose.

“Information” refers to any and all oral, written (including all
other tangible forms) and other information, material and assets
of any nature, whether or not protected by Intellectual Property
Rights or any applications for such rights, such as, but not limited
to, data, data information, data and Reports on the Study and the
Study Drug, (e)CRFs (whether completed or not), final Reports,
all other clinical data, manufacturing data, the Protocol, the
Investigator Brochure, laboratory records, information contained
in submissions to regulatory authorities, unpublished data and
Reports, any and all other Study documentation, technical
information, findings, samples, interim results and results,
Intellectual Property Rights and any other information and assets
potentially subject to any kind of intellectual property rights,
whether protectable or not, and any existing or future rights
therein; Subjects’ medical files and documents facilitating
identification of the Study Subjects.

“Intellectual Property Rights” refers to existing and / or future
patents, patent applications, trade marks, trade names, service
marks, domain names, copyrights, moral rights, rights in and to
databases (including rights to prevent the extraction or
reutilization/reutilisation of Information from a database), design
rights, topography rights, know-how, trade secrets and all rights
or forms of protection of a similar nature or having equivalent or
the similar effect to any of them which may subsist anywhere in
the world, whether or not any of them are registered and including
applications for registration of any of them; furthermore rights of
use, rights of exploitation, rights of utilization and licenses,
whether royalty-free or otherwise.

“Investigational Product” refers to SPONSOR’s investigational
product(s) including the Study Drug and / or investigational
device and to placebo, comparator drug / device or any other
control material as defined in the Protocol.

“Investigator” is the individual named in preamble (4) of this
Agreement, and is the person responsible for the conduct of the
Study at Institution. If a Study is conducted by a team of
individuals at an Institution, Investigator is the responsible leader
of the team and may be called the principal investigator.

“Investigator Request Form” (IRF) shall mean the form
containing the information that PAREXEL Finance Department
requires from the payee prior to being able to process payments
for said payee.

“Liability Insurance” is insurance that provides coverage against
liabilities for claims made by an entity or individual as a result of
fault, negligence, malpractice or any other inappropriate action
committed by Institution, Investigator and/or Study Personnel in
their provision of professional services for the Study.

»PIné spolupracovat znamena byt napomocen pii realizaci
specifikovaného cile nebo ucelu.

LInformace* znamena veskeré Ustni, pisemné (vcetn€¢ vSech
ostatnich hmotnych forem) a jiné informace, materidly a majetek
jakékoli povahy, at’ jiz jsou chranény Pravy dusevniho vlastnictvi
nebo jakymikoli zaddostmi o takova prava, jako jsou napiiklad
udaje, informace o udajich, data a Reporty o Klinickém
hodnoceni a Studijnim 1é¢ivu, formulafe (¢)CRF (at’ uz jsou ¢i
nejsou vyplnéné), zavérecné Reporty, vSechny ostatni klinické
udaje, vyrobni udaje, Protokol, Brozura Zkousejiciho,
laboratorni zaznamy, informace obsazené v podanich regulacnim
organum, nezvefejiiovana data a Reporty, veskera Studijni
dokumentace, technické informace, zjisténi, vzorky, predbézné
vysledky a vysledky, Prava dusevniho vlastnictvi a veskeré dalsi
informace a majetek, na néz se pfipadné vztahuji jakakoli prava
duSevniho vlastnictvi, at’ jiz je ¢i neni mozné je ochranit, a
veskera stavajici nebo budouci prava k nim; zdravotni spisy
Subjekti a dokumenty umoziujici identifikaci Subjekti
Klinického hodnoceni.

»Prava duSevniho vlastnictvi“ znamena stavajici a/nebo budouci
patenty, patentové piihlasky, ochranné znamky, obchodni nazvy,
servisni znamky, nazvy domén, autorska prava, moralni prava,
prava na databaze a k databazim (vCetné prav na zabranéni
vyhledavani nebo opétovnému vyuziti informaci z databaze),
prava k primyslovym vzortm, topograficka prava, know-how,
obchodni tajemstvi a vSechna prava nebo formy ochrany podobné
povahy nebo majici rovnocenny nebo podobny tucinek jako
kterakoli z nich, kterda mohou kdekoli na svété pretrvavat, bez
ohledu na to, zda je n¢ktera z nich registrovana ¢i nikoli, véetné
zéadosti o zapis ne¢kterého z nich; dale prava na uzivani, pravana
vyuziti, pravana pouziti a licence, at’ uz bez licen¢nich poplatkt
nebo jinak.

»Studijni 1é¢ivo znamena hodnoceny piipravek nebo piipravky
ZADAVATELE, vcetné¢ Studijniho 1é¢iva a/nebo studijniho
pfistroje, a placebo, srovnavaci 1é¢ivo/pfistroj nebo jakykoli jiny
kontrolni material definovany v Protokolu.

»~Zkousejici* je fyzicka osoba uvedena v ivodnim ustanoveni (4)
této Smlouvy, kterd je osobou odpovédnou za provadéni
Klinického hodnoceni Poskytovatelem zdravotnich sluzeb .
Pokud Klinické hodnoceni provadi Poskytovatel zdravotnich
sluzeb prostfednictvim tymu pracovnikl, je Zkousejici
odpovédnym vedoucim tymu a mize byt oznacovan jako Hlavni
zkousejici.

»Formulaf zadosti zkousejiciho (Investigator Request Form,
IRF) znamena formulaf, ktery obsahuje informace, jez financni
oddéleni spolecnosti PAREXEL pozaduje od piijemce platby k
tomu, aby mohlo zpracovat platby pro takového piijemce.

,Pojisténi odpoveédnosti je pojisténi, které poskytuje kryti
odpovédnosti z narokll vznesenych subjektem nebo fyzickou
osobou v dusledku chyby, nedbalosti, nespravného postupu nebo
jakéhokoli jiného nevhodného jednani na strané Poskytovatele
zdravotnich sluzeb, Zkousejiciho a/nebo Pracovnikli zapojenych
do klinického hodnoceni pii poskytovani odbornych sluzeb pro
Klinické hodnoceni.
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“Personal Data” means any information relating to an identified
or identifiable natural person; an identifiable person is one who
can be identified, directly or indirectly, in particular by reference
to an identification number or to one or more factors specific to
his physical, physiological, mental, economic, cultural or social
identity.

“Process” means any operation or set of operations which is
performed upon Personal Data, whether or not by automatic
means, such as collection, recording, organization, storage,
adaptation or alteration, retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise making available,
alignment or combination, blocking, erasure or destruction.

“Reports” means any reports that are required by the applicable
regulatory committee to close out the Study.

“Resources” refers to any facilities and equipment that are
utilized for the conduct of the Study.

“Services” means the services to be provided by the Institution,
the Investigator and/or the Study Personnel under the terms of
this Agreement.

“Study” means the scientific research as defined in the Protocol.

“Study Instructions” means any written document, other than the
Protocol, issued by SPONSOR or CRO that specifically relates to
and references the Study and which provides additional
information and/or instructions on how the Institution and
Investigator shall conduct the Study. Study Instructions may be
transmitted from SPONSOR or CRO to Institution and/or
Investigator by personal delivery, fax, e-mail, registered post,
certified post or courier.

“Study Personnel” means any employees of Institution or
Investigator, and/or contractors engaged by Institution or
Investigator, who are involved in performing the Study, including
Sub-Investigator(s), Study coordinator(s), and any other
contractors, agents and employees of Institution or Investigator
who assist Institution and Investigator with the Study.

“Study Results” refers to any and all Information and any other
material and results directly or indirectly arising from or in
connection with the Study, regardless of whether the Study was
aimed at yielding the relevant Study Results or whether they are
ancillary in connection with the Study.

“Sub-Investigator” is any individual member of the Study team
designated and supervised by the Investigator at Institution to

»Osobni udaje znamena jakékoli informace tykajici se
identifikované nebo identifikovatelné  fyzické  osoby;
identifikovatelné osoby, kterda muze byt pfimo nebo nepiimo
identifikovana, zejména odkazem na identifikacni ¢islo nebo na
jeden ¢i vice faktor specifickych pro jeji fyzickou,
fyziologickou, duSevni, ekonomickou, kulturni nebo socidlni
identitu.

»Zpracovavat znamena jakoukoli operaci nebo soubor operaci,
které jsou provadény na Osobnich udajich, at’ uz automatizované
nebo neautomatizované, jako je napriklad shromazd’ovani,
zaznamenavani, tfidéni, ukladani, Gprava nebo pozménovani,
vyhledavani, konzultace, pouziti, poskytnuti pfenosem, Sifeni
nebo jiné zpfistupnéni, sladéni nebo kombinace, blokovani,
vymazani nebo zniceni.

»Reporty* znamend vSechny zpravy, které prislusny regulacni
vybor pozaduje k uzavieni Klinického hodnoceni.

»Zdroje“ odkazuje na veSkeré zafizeni a vybaveni, které se
pouziva k provadéni Klinického hodnoceni.

»Sluzby“ znamena sluzby, které ma poskytovat Poskytovatel
zdravotnich sluzeb, Zkousejici a/nebo Pracovnici zapojeni do
klinického hodnoceni za podminek této Smlouvy.

,,Klinické hodnoceni* znamena védecky vyzkum definovany v
Protokolu.

»Pokyny k provadéni klinického hodnoceni® znamena jakykoli
pisemny dokument jiny nez Protokol, vydany ZADAVATELEM
nebo CRO, ktery se specificky vztahuje ke Klinickému
hodnoceni a ktery odkazuje na Klinické hodnoceni a poskytuje
dalsi informace a/nebo pokyny k tomu, jak ma Poskytovatel
zdravotnich sluzeb a Zkousejici Klinické hodnoceni provadét.
Pokyny k provadéni klinického hodnoceni mize ZADAVATEL
nebo CRO dorucit Poskytovateli zdravotnich sluzeb nebo
Zkousejicimu osobnim dorucenim, zasldnim faxem, e-mailem,
doporucenou postou, doporucenou posStou s dodejkou nebo
kuryrem.

»Pracovnici zapojeni do klinického hodnoceni znamena
jakékoli zaméstnance Poskytovatele zdravotnich sluzeb nebo
Zkousejiciho a/nebo smluvni dodavatele najaté Poskytovatelem
zdravotnich sluzeb nebo Zkousejicim, ktefi jsou zapojeni do
provadéni  Klinického hodnoceni, véetng¢ Clenti tymu
zkousejiciho, koordinatora (koordinatorl) Klinického hodnoceni
a jakychkoli dalsich smluvnich dodavatelti, zmocnénct a
zaméstnanci  Poskytovatele  zdravotnich  sluzeb nebo
Zkousejiciho, ktefi Poskytovateli zdravotnich sluzeb a
Zkousejicimu s provadénim Klinického hodnoceni pomahaji.

,»Vysledky klinického hodnoceni znamena veskeré informace a
jakékoli jiné materidly a vysledky piimo nebo nepiimo
vyplyvajici z Klinického hodnoceni nebo v souvislosti s nim, bez
ohledu na to, zda cilem Klinického hodnoceni bylo dosdhnout
prislusnych Vysledkt klinického hodnoceni, nebo zda jsou v
kontextu Klinického hodnoceni pouze druhotné.
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perform critical trial-related procedures and/or to make important
trial-related decisions (e.g., associates, residents, research
fellows).

“Subject” is a person participating in the Study and identified in
the signed informed consent form.

,Clen tymu zkousejiciho* je kazdy jednotlivy &len tymu
provadéjiciho Klinické hodnoceni sestaveného Zkousejicim a
pracujicitho pod dohledem Zkousejiciho u Poskytovateli
zdravotnich  sluzeb na provadéni kritickych  postupt
souvisejicich s postupy v ramci klinického hodnoceni a/nebo na
pfijimani dilezitych rozhodnuti souvisejicich s klinickym
hodnocenim (napf. spolupracovnici, rezidenti, vyzkumni
pracovnici).

»Subjekt™ je osoba, ktera se ucastni Klinického hodnoceni a je
identifikovana v podepsaném formulafi informovaného souhlasu.
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Exhibit D / Priloha D
Template #1 / Predloha faktury ¢& 1

[INSERT NAME OF PAYEE]
[INSERT ADDRESS]
[INSERT VAT NUMBER (if any)]
Issued to:
Buyer:

Bio-Thera Solutions, Ltd.
Bldg A6-511, 11 Kai-Yuan Blvd, Science City, Guangzhou, P.R.China
VAT/NPI: 91440116751954446]

Payer:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Invoice No:

Date:

Protocol Number: BAT-2506-002-CR
Project Number: 249588
Site Number: 1207

Consulting & Data Processing Services in relation to the carrying out of a clinical trial
in the period from [insert date] to [insert date].

“Reverse Charge”

Total due

[Insert
Currency]
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