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Financial Director Finanéni feditel

hereinafter “the CRO”, dale jen ,,CRO*,
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Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.

Site number:

Principal Investigator:_

Smlouva o KH:
Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Cislo protokolu: EGL-6535-C-2202

Zadavatel: Eagle Pharmaceuticals, Inc.
Cislo centra: h

Hlavni zkouSejici: (Jméno_

and

Principal Investigator: _
Address:
Date of Birth:

hereinafter “the Principal Investigator”

Whereas CRO is acting in its capacity as a
contract research organization as an agent of the
Sponsor.

The above defined parties have concluded in
accordance with prov. no. 1746/2 of Act no.
89/2012 Coll.,, Civil Code, as amended
(hereinafter “Civil Code”), Act no. 378/2007
Coll.,, on Drugs and amendments of other
related acts, as amended and prov. 12, section 2,
Decree No. 226/2008 Coll., on Good Clinical
Practice and detailed conditions for drug trials,
as amended,

this Clinical Study Agreement on evaluation of
human medicinal drug (hereinafter “the
Agreement”)

1. Subject and purpose of the Agreement

(@) The subject of this Agreement is the
performance of a clinical trial of human
medicinal drug “CALO02” (hereinafter “the
Study™).

(b) The purpose of this Agreement is to
stipulate terms and conditions for
performance of the Study and to set forth

a

Hlavni zkouSejici: _
Adresa:
Datum nar.:

déle jen ,,Hlavni zkouSejici*

Pricemz, CRO jedna jako zastupce Zadavatele v
roli smluvni vyzkumné organizace

Vyse uvedené smluvni strany uzaviraji v souladu
Sustanovenim § 1746, odst. 2 =zakona C¢.
89/2012 Sb., obcanského zakoniku, v platném
znéni (dale jen “Obcansky zadkonik™), zakona ¢.
378/2007 Sb., o 1é¢ivech a o zménach nékterych
souvisejicich zakont, V platném znéni a § 12,
odst. 2 vyhlasky ¢. 226/2008 Sb., o spravné
Klinické praxi a blizsich podminkach klinického
hodnoceni 1éCivych ptipravki, v platném znéni,
tuto Smlouvu o klinickém hodnoceni humanniho
1é¢ivého pripravku (dale jen “Smlouva”)

1. Predmét a ucel Smlouvy

(a) Pfedmétem této Smlouvy je provedeni
klinického hodnoceni humanniho 1écivého
ptipravku ,,CAL02” (dale jen ,Klinické
hodnoceni‘ nebo ,,Studie*).

(b) Utelem této Smlouvy je stanovit podminky
k provedeni Klinickeého hodnoceni a vymezit
prava a povinnosti smluvnich stran pro pribéh

rights and obligations for performance of Klinického hodnoceni a zpracovani jeho
the Study and processing of its results. vysledkd.
2. Place and time of performance of the 2. Misto a c¢as provedeni Klinického
Study hodnoceni
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Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.
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Principal Investigator: [ NG
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Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Cislo protokolu: EGL-6535-C-2202

Zadavatel: Eagle Pharmaceuticals, Inc.

Cislo centra: h

Hlavni zkousejici: (Jméno_

(@) The Study will be conducted on the basis
of the Approval issued by the State Institute
for Drug Control and relevant Ethics
Committee (Appendix No. 1 of this
Agreement).

The Institution undertakes to conduct the
Study at Resuscitation department and
multidisciplinary 1CU (hereinafter “the
Site”) led by the Principal Investigator.
Performance of obligations of the Principal
Investigator established by this Agreement
shall be ensured by the Institution in the
capacity of his/her employer within the
labor law relations.

(b)

The enrolment of Study subjects
(hereinafter “the

Study subjects”) is
resumed to start in i and will end in

or earlier if the required number of
Study subjects is achieved, whichever
happens first. The Sponsor/CRO shall
inform the Institution about the Study
subjects enrolment progress, if not tracked
in the web-based IT systems.

(©)

3. Elementary conditions for performance of

(@ Klinické hodnoceni bude provedeno na
zaklad¢ ptislusného povoleni vydaného Statnim
ustavem pro kontrolu lé¢iv a pfislusné etické
komise (Ptiloha €. 1 této Smlouvy).

(b) Zdravotnické zafizeni Se zavazuje proveést
Klinické hodnoceni na Resuscita¢nim oddéleni
a viceoborova JIP (dale jen ,,Misto hodnoceni*)
pod vedenim Hlavniho zkouSejiciho. Plnéni
povinnosti Hlavniho zkousejiciho stanovenych
touto Smlouvou bude zajisténo Zdravotnickym
zafizenim, jakozto jeho zaméstnavatelem
V ramci pracovnépravnich vztahd.

(c) Nabor subjekti Klinického hodnoceni (dale
jen ,,Subjekty hodnoceni®) by mél podle
predpokladu zacit v - a skoncit v h
pifipadn¢  dfive, pokud bude dosazeno
pozadovaného poc¢tu Subjektt hodnoceni, a to
podle toho, ktera skute¢nost nastane diive. O
vyvoji naboru Subjektd hodnoceni bude
Zadavatel/CRO Zdravotnické zatizeni
informovat, pokud tak neni ucinéno webovym
IT systémem.

3. Zakladni podminky provedeni Klinického

the Study

a) The Institution and the Principal Investigator
shall conduct the Study in compliance with the
applicable laws and regulations of the Czech
Republic, including but not limited to, the Act
on Drugs No. 378/2007 Coll., as amended and
Act No. 372/2011 Coll., on health services, as
amended., Decree No. 226/2008 Coll.,,
specifying Good Clinical Practice and detailed
conditions for drug trials, as amended by
subsequent regulations and law No0.110/2019
about processing of personal data.

hodnoceni

a) Zdravotnické zatizeni a Hlavni zkouSejici
jsou povinni  Klinické hodnoceni provést
v souladu s platnymi pravnimi piedpisy Ceské
republiky, zejména zakonem o lécivech ¢.
378/2007 Sh., v platném znéni, a zakonem C.
372/2011 sb., o zdravotnich sluzbach, v platném
znéni, vyhlaskou ¢. 226/2008 Sb., o spravné
klinické praxi a bliz§ich podminkach klinického
hodnoceni 1é¢ivych ptipravkd, v platném znéni
a zédkonem ¢. 110/2019 Sb., o zpracovani
osobnich udajt, ve znéni pozdéjSich predpist.
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Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.

Site number:

Principal Investigator: I

Smlouva o KH:
Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Cislo protokolu: EGL-6535-C-2202

Zadavatel: Eagle Pharmaceuticals, Inc.
Cislo centra: h

Hlavni zkousejici: (Jméno)_

The Study will be carried out in compliance with
the basic conditions and principles specified in
the following documents:

(1) Approval to conduct the Study issued by the
State Institute for Drug Control and other
institutions listed in Article 2 (a) hereof.

(if) Protocol and any amendments or
supplements thereto.

(i) “Investigator Brochure” containing all
currently known information about the IMP
used for the Study and its features. The
Brochure shall be delivered to the Principal
Investigator by the CRO and shall be made
a part of the Study documentation.

(iv) all conditions specified in the Statement of
the Principal Investigator.

(v) the ICH Harmonized Tripartite Guideline
for Good Clinical Practice (“ICH
Guidelines”).

4. Obligations of the Institution and the

Klinické hodnoceni bude dale provedeno
v souladu se zakladnimi podminkami a principy
stanovenymi v nasledujicich dokumentech:

(i) povoleni k provedeni Klinického hodnoceni
vydaném Statnim ustavem pro kontrolu 1éciv a
dals$imi institucemi uvedenymi ve ¢lanku 2
pism. (a) této Smlouvy;

(i1) Protokolu a jeho dodatcich nebo dopliicich;
(iii)  souboru informaci Hlavniho
zkousejiciho »Investigator Brochure*
obsahujicim vSechny v soucasnosti znamé
informace o Hodnoceném 1éCivu pouzitém
vramci  Klinického hodnoceni a jeho
vlastnostech. Soubor informaci bude Hlavnimu
zkousejicimu doddn CRO a bude soucasti
dokumentace Klinického hodnoceni;

(iv)  veskerych  podminkach stanovenych
v Prohlaseni Hlavniho zkousejiciho;

(v) Harmonizované tripartitni smérnici ICH-
GCP pro spravnou klinickou praxi (,,smérnice
ICH®).

pro

4. Povinnosti Zdravotnického zarizeni a

Principal Investigator

The Institution and the Principal Investigator
undertake:

(a) to obtain the necessary number of Study
subjects (see Article 5 (a) hereof) — meeting
the inclusion and exclusion criteria
specified in the Protocol in a timely manner
in order to meet the Study schedule.

to conduct and supervise the Study at the
Site.

(b)

to fully cooperate with the Sponsor and the
CRO in the performance of the Study,
including, without limitation, permitting
Site visits, preparing and submitting Case

(©)

Hlavniho zkouSejiciho

Zdravotnické zafizeni a Hlavni zkouSejici se
zavazuji:

(@) zajistit nezbytny pocet Subjektt hodnoceni
(viz. C¢lanek 5 pism. (a) této Smlouvy)
vyhovujicich  kritériim pro zafazeni a
vylouéeni uvedenym v Protokolu tak, aby
byl dodrZzen casovy plan Klinického
hodnoceni;

(b) provadét a dohlizet na Klinické hodnoceni

v Misté hodnocent;

(¢) k plné soucinnosti se Zadavatelem a CRO

pfi provadéni Klinického hodnoceni, vcetné

povoleni k navs§tévam Mista hodnoceni, k

vCasné pripravé a predlozeni zaznamu
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Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.

Site number:

Principal Investigator:_

Smlouva o KH:

Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Cislo protokolu: EGL-6535-C-2202

Zadavatel: Eaile Pharmaceuticals, Inc.

Cislo centra:

Hlavni zkouSejici: (Jméno_—

Report Forms on a timely basis and
providing access to Study Records;

(d) to adhere to the Protocol during the Study
and report any deviations from the Protocol
to the CRO and to keep records of such

deviations;

(e)
team for this Study (i) is under a contractual
or other obligation or limitation that would
be incompatible with their obligations under
this Agreement; (ii) has a financial or other
share in the CRO or Sponsor or a financial
or other interest in the result of the Study
that might influence its independent result;

(f) The Principal Investigator is obliged to
inform the CRO or indicated party without
delay in a way and within the limit defined
by the Protocol or the Investigator’s
Brochure of any serious adverse event
occurring in the course of the Study, except
for the events designated by the Protocol or
the Investigator’s Brochure as events not
requiring immediate notification. Further,
the Principal Investigator and the
Sponsor/CRO act in accordance with § 58
of the Act on Drugs No. 378/2007 Coll., as
amended.

Institution and Principal Investigator represents
and warrants that Institution and its personnel
and Principal Investigator:

(a) Possess, and will maintain, all training,
qualifications, licenses, permits,
registrations, certifications, and experience
necessary to conduct the Study;

(b) Will not be subject to any conflicting

Subjektii hodnoceni (Case Report Form) a k
poskytnuti piistupu k zadznamim
Klinického hodnoceni;

(d) dodrzovat v prabéhu Klinického hodnoceni
Protokol a nahlasit veskeré odchylky od
Protokolu CRO a vést zaznamy o téchto
odchylkéach;

to guarantee that no member of the Study (e) zajistit, aby zadny c¢len tymu Klinického

hodnoceni (i) nem¢l smluvni nebo jiny
zavazek, ktery by byl neslucitelny s jeho
povinnostmi podle této Smlouvy; (ii) nemél
finan¢ni nebo jiny podil ve vztahu k CRO
nebo Zadavateli ani finan¢ni nebo jiny zajem
na vysledku Klinického hodnoceni, ktery by
byl zpusobily ovlivnit jeho objektivni
vysledek;

(f) Hlavni zkousejici je povinen neprodlené
hlasit CRO nebo uréené strané zptisobem a

ve lhat¢ stanovené Protokolem nebo
vsouboru informaci  pro  Hlavniho
zkousejictho kazdou zavaznou nezadouct
ptihodu, ke které dojde v pribéhu
Klinického hodnoceni, s vyjimkou téch
ptihod, které Protokol nebo soubor
informaci pro  Hlavniho  zkousejiciho

oznacuji za ptihody nevyZadujici neprodlené
hlaseni. Dale Hlavni  zkouSejici a
Zadavatel/CRO postupuji v souladu s § 58
zakona ¢. 378/2007 Sb., o léCivech, v
platném znéni.

Zdravotnické zafizeni a Hlavni zkousejici
prohlasuji a zarucuji, ze Zdravotnické zafizeni a
jeho zaméstnanci a Hlavni zkousejici:

(@ maji a budou nadale zajistovat veSkera
Skoleni,  kvalifikace, licence, povoleni,
registrace, osvédCeni a zkuSenosti nezbytné k
provadéni Studie;

(b) nebudou v dusledku uzavieni této smlouvy
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Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.

Site number:

Principal Investigator:_

Smlouva o KH:

Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Cislo protokolu: EGL-6535-C-2202

Zadavatel: Eaile Pharmaceuticals, Inc.

Cislo centra:

Hlavni zkousejici: (Jméno) [ NG

contractual obligations with any third party
by entering into this Agreement or
conducting the Study;

(c) Will perform the Study in a professional
manner and workmanlike manner.

(d) Will perform the Study in compliance with
all applicable laws and regulations;

(e) Will perform the Study in accordance with
the Protocol applicable Documentation.

(F) Will not infringe or cause another person,
whether directly or indirectly, to infringe on
or misappropriate the intellectual property
or proprietary rights of any third party or
Sponsor;

(9) Will not reverse engineer or develop
derivative works of Sponsor Property, Study
Results, or Sponsor Confidential
Information.

(h) Will provide all consents and authorizations
of any kind necessary to (i) grant to Sponsor
all licenses, rights, and assignments to the
Study Results or Institution/Principal
Investigator Background Intellectual
Property incorporated therein and (ii) enter
into this Agreement and be bound by the
terms and conditions of this Agreement.

If for any reason Principal Investigator becomes
unavailable to direct the performance of the
work under this Agreement, Institution shall
notify Sponsor immediately. In such a case, the
Institution shall be responsible for replacing and
shall replace the Principal Investigator with a
suitable  replacement  with  comparable
credentials, skills, experience, and
qualifications in the field of study as his or her

nebo provadéni Studie vystaveni zadnym
rozpornym smluvnim zavazkim vuéi tfetim
stranam;

(c) budou provadét Studii profesiondlnim a
odbornym zptsobem.

(d) budou provadét Studii v souladu se vSemi
platnymi zakony a piedpisy;

(e) budou provadét Studii v souladu s platnou
dokumentaci protokolu.

(f) nebudou pfimo ani neptimo porusovat nebo
zneuzivat prava dusSevniho vlastnictvi nebo
vlastnickd prava zadné tieti strany nebo
Zadavatele;

(9) nebudou provadét zpétné inzenyrstvi ani
vytvaret odvozena dila z majetku Zadavatele,
vysledki Studie nebo divérnych informaci
Zadavatele.

(h) poskytnou veskeré souhlasy a opravnéni
jakéhokoli druhu, které jsou nezbytné k tomu,
aby (i) ud¢lili Zadavateli veskeré licence, prava
a postoupeni prav k vysledkim studie nebo k
dusevnimu vlastnictvi Zdravotnického zatizeni /
Hlavniho zkousSejiciho v nich obsazenému a (ii)
uzaviel tuto smlouvu a byl vazan podminkami
této smlouvy.

Pokud se Hlavni zkousejici z jakéhokoli diivodu
stane nedostupnym pro fizeni vykonu prace podle
této dohody, Zdravotnické zatizeni to neprodlené
ozndmi Zadavateli. V takovém pfipadé je
Zdravotnické zafizeni odpovédné za nahrazeni
Hlavniho zkousejiciho a nahradi Hlavniho
zkousejiciho vhodnou nédhradou, kterd ma
srovnatelné povéfeni, dovednosti, zkuSenosti a
kvalifikaci v oblasti studie jako jeho predchtdce,

The content of this template is part of the intellectual property of EastHORN Clinical Services (EastHORN). Disclosing, copying, or
distributing it is strictly prohibited without EastHORN written approval. The actual version of the template is always located in

EastHORN Quality Management System.

Document reference:
Republic, v1, 01 Mar 2022

Parent document ID and name:
Site specific document

reference  Republic, v1.0, 16 Oct 2023

EH-CD-0070, Clinical Study Agreement, Sponsor — CRO — Institution — Investigator, Czech

EH-SOP-0007, Initiate Clinical Trial
EGL-6535-C-2202, 1201, Clinical Study Agreement, CRO-Institution-Investigator, Czech

Page: 6 /42




Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.

Site number:

Principal Investigator: ;

Smlouva o KH:

Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Cislo protokolu: EGL-6535-C-2202

Zadavatel: Eaile Pharmaceuticals, Inc.

Cislo centra:
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predecessor, subject to the advanced notice by
Institution to CRO and/or Sponsor of such
proposed replacement in advance and written
approval by Sponsor of such replacement.

5. Study Initiation and Subject Enrollment

(@)

(b)

(©)

The anticipated/allowed number of Study
subjects enrolled shall be [l the
enrollment is competitive and shall be
terminated upon reaching the desired total
number of Study subjects at the Site or, in
the case of a multicenter study, in total for
the Study.

Before enrolling each subject into the
Study, the Principal Investigator shall
obtain an approved Informed Consent
signed by each Study subject.

If requested by the Sponsor or the CRO, the
Principal Investigator shall attend and
participate in an Investigator’s meeting or
other initiation meeting, if the Principal
Investigator receives a compensation for
reasonable and necessary travel and lodging
expenses incurred to attend such
meeting(s). Receipts for expenses incurred
to attend such meeting(s) must be submitted
according to the instructions provided by
the Investigator meeting  organizer.
Reimbursements will be provided within
thirty (30) days of receiving relevant and
approved detailed documentation of such
expenses.

pficemz Zdravotnické =zafizeni musi predem
oznamit CRO a/nebo Zadavateli navrhovanou
ndhradu a Zadavatel musi tuto nahradu pisemné
schvalit.

5. Zahajeni Klinického hodnoceni a néabor

Subjektid hodnoceni

@)

(b)

©)

Predpokladany/schvaleny pocet zatazenych
Subjektt  hodnoceni je , habor je
kompetitivni a bude ukoncen po dosazeni
pozadovaného celkového poctu Subjekti
hodnoceni v Misté hodnoceni nebo v ramci
celkového  mezinarodniho naboru do
Klinického hodnoceni.

Pfed  zafazenim  kazdého  Subjektu
hodnoceni do Klinického hodnoceni musi
Hlavni  zkouSejici  ziskat  schvéleny
informovany souhlas podepsany Subjektem
hodnoceni.

Bude-li Zadavatel nebo CRO vyzadovat,
ziCastni se Hlavni zkouSejici schizky
zkousSejicich nebo jiné zahajovaci schizky,
a to za predpokladu, ze Hlavni zkousejici
obdrzi pfiméfené a nezbytné vydaje na cestu
a ubytovani spojené sucasti na takové
schiizce (schiizkach). Uétenky vztahujici se
k takové schiizce (schizkam) museji byt
predlozeny  vsouladu s poskytnutymi
pokyny organizatora schiizky. Uhrada bude
poskytnuta do tficeti (30) dnii od doruceni
pfislusné podrobné dokumentace téchto
vydaju, jez bude predloZena a schvalena ve
sjednaném rozsahu a ujednané podobg.

6. The IMP/ Supplies

6. Hodnocené 1é¢ivo / Dodavky materialu
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(@) The Sponsor, on a free-of-charge basis,

(b)

(©)

shall supply directly or through the CRO, or
another duly authorized agent of the
Sponsor, the Institution and the Principal
Investigator with the IMP described in the
Protocol. The IMP shall be treated in
accordance with par 19, section 1,
subsection d) of Decree no. 226/2008 Coll.,
on Good Clinical Practice, as amended,
Decree no. 84/2008 Coll., on Good
Pharmaceutical Practice, and in compliance
with instructions of the State Institute for
Drug Control LEK-12 and shall be used
solely in accordance with the Protocol and
may not be used for any other purposes.
The Institution shall comply with all laws
and regulations governing the disposition
and destruction of the IMP and any
instructions from the CRO that are not
inconsistent with such laws and regulations.

The Sponsor shall ensure the destruction of
unused IMP at its own reasonable expense.
The Sponsor / CRO will provide deliveries
of the IMP to the pharmacy of the
Institution to the address: Lékarna
Masarykovy nemocnice v Usti nad Labem,
0.z. Socialni péce 3316/12A (Budova L),
401 13 Usti nad Labem, Czech Republic.
The responsible person of the pharmacy will
take, check (e.g. for damage or whether any
requirements for transportation have been
met), confirm receipt of the shipment and
store the IMP. The Principal Investigator
will then take delivery of the IMP on the
basis of an order form to the Site, where
he/she takes full responsibility for it. The
Sponsor / the CRO is obliged to notify the
pharmacy about the shipment in advance
either by email or telephone number.

The Sponsor shall also provide the
following  “study  supplies”:  Urine
Pregnancy Test, COVID-19 Test, Influenza

(a)

(b)

(©)

Zadavatel poskytne zdarma piimo i
prostfednictvim CRO, piipadné jiného
radné zmocnéného zastupce,
Zdravotnickému  zafizeni a Hlavnimu
zkous$ejicimu Hodnocené 1é¢ivo popsané
Vv Protokolu. S Hodnocenym 1é¢ivem bude
nakladano v souladu s § 19, odst. 1, pism.
d) vyhlasky ¢&. 226/2008 Sb., 0 spravné
klinické praxi, vyhlaskou ¢. 84/2008 Sb., o
spravné lékarenské praxi v platném znéni a
dle pokynu SUKL LEK-12 a bude pouzito
vyhradné v souladu s Protokolem a nesmi
byt uzito kjinym ucelim. Zdravotnické
zafizeni je povinno dodrzovat veSkeré
pravni ptedpisy a zdkony, kterymi se fidi
nakladani s hodnocenymi 1é¢ivy a jejich
likvidace, a veskeré pokyny CRO, které

nejsou  stémito  pravnimi  predpisy
V rozporu.

Zadavatel zajisti likvidaci
nespotiebovaného Hodnocené¢ho 1éciva na
své vlastni ptiméiené naklady.

Zadavatel / CRO bude poskytovat dodavky
Hodnoceného 1é¢iva do léké&rny
Zdravotnického zafizeni na adresu: Lékarna
Masarykovy nemocnice v Usti nad Labem,
0.z. Socidlni péce 3316/12A (Budova L),
401 13 Usti nad Labem, Ceska republika.
Odpovédna osoba lékarny Hodnocené
1é¢ivo prevezme, zkontroluje (pro piipad
poskozeni nebo zda byly splnény vSechny
poZzadavky na pfepravu), potvrdi pfijeti
zasilky a Hodnocené 1é¢ivo uskladni. Pak
Hlavni  zkousejici Hodnocené 1é¢ivo
pfevezme na zakladé objedndvky na Misto
hodnoceni, kde je za n&j pln¢ zodpovédny.
Zadavatel / CRO je povinen oznamit
1ékarné zasilku predem, a to bud’ e-mailem
nebo telefonicky.

Zadavatel také poskytne ,,studijni material®:
Téhotensky test z moci, Test na COVID-19,
Test na chiipku A & B, Test zmoc¢i na
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A & B Card Test, L. pneumophila Urinary
Antigen Card Test, S. pneumoniae Urinary
Antigen Card test. 2 TSB vials with 15%
glycerol for bacterial isolates, which will be
sent to the central laboratory.
(d)
(d) The Sponsor shall provide the Institution
and the Principal Investigator with study
documentation, including the Investigator’s
Brochure, the Protocol and a template of the
Case Report Form (hereinafter “the CRF”).

(e) All drug procedures need to be documented (¢)
and held in the Study documentation.

detekci antigebu L. pneumophila, a S.
pneumonae. 2x TSB zkumavku s 15%
glycerolem na bakterialni izolaty, které se
budou zasilat do centralni laboratore. ,,

Zadavatel poskytne  Zdravotnickému
zafizeni a Hlavnimu zkouSejicimu studijni
dokumentaci, v¢etné souboru informaci pro
Hlavniho  zkouSejiciho,  Protokolu a
formulait zédznamG Subjektu hodnoceni
(dale jen ,,CRF®).

Veskeré procedury s Hodnocenym lé€ivem
museji byt zdokumentovany a uchovavany
ve studijni dokumentaci.

7. Study Medical Records 7. Studijni zdravotni zd&znamy

(a) The term “Study Medical Records” shall (a)
mean all records related to Study subjects
and all documentation stipulated by
applicable legal regulations (whether in
written or electronic format) related to the
conduct of the Study.

(b) According to GCP [/ Article 58 of (b)
Regulation (EU) No 536/2014 of the
European Parliament and of the Council of
16 April 2014 on clinical trials on
medicinal products for human use, and
repealing Directive 2001/20/EC, the
Sponsor and the Principal Investigator shall
archive the content of the clinical trial
master file (including the CRFs) for at least
25 years after the end of the clinical study,
unless other Union law requires archiving
for a longer period.
However, the medical files of subjects shall
be archived in accordance with national
law. All Study Medical Records must be
retained for a period of twenty-five (25)
years from the completion of Study by the

Pojmem ,studijni zdravotni zaznamy* se
rozumi  veSkeré  zdznamy  Subjektil
hodnoceni a  veskera  dokumentace
stanovend  pravnimi predpisy (at
V pisemném, ¢i elektronickém formatu)
vztahujici se  kprovadéni  Klinického
hodnoceni.

Na zédkladé GCP / c¢lanku 58 Natizeni
Evropského parlamentu a Rady (EU) ¢.
536/2014 ze dne 16. dubna 2014 o
klinickych hodnocenich huméannich
lécivych piipravkit a o zruSeni smérnice
2001/20/ES, Zadavatel a Hlavni zkousSejici
jsou povinni uchovat veskerou studijni
dokumentaci (véetné CRF) alespoit 25 let
od ukonceni klinického hodnoceni, pokud
jiné pravni predpisy Unie nevyZzaduji
archivaci na delS$i dobu. Zdravotni
dokumentace subjektli hodnoceni musi byt
archivovana v souladu s pravnimi piedpisy
dané zemé&. Veskeré studijni zdravotni
zaznamy museji byt uchovavany po obdobi
dvaceti péti (25) let od dokonceni
Klinického  hodnoceni  Zdravotnickym
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Institution.
(c) The Institution undertakes that all

information provided by the Institution and
the Principal Investigator on the basis of
this Agreement, including all Study
Medical Records and Study results, shall be
true, accurate and complete.

8. Financial settlement

All terms for payments to the Institution on
behalf of the Sponsor are specified in the Study
Budget and Payment Schedule attached to this
Agreement as Appendix A and B, which upon
this reference represents an integral part of this
Agreement (hereinafter “the Budget”).
Contractual parties agree that the total amount,
which can be paid under condition of completed
enrolment is approximately [l Czech
crown.

9. Inspections and Audits

(@) The Sponsor and the CRO, or their duly
authorized agents, as well as competent
regulatory agencies, shall upon prior
notification have the right to inspect the Site
and all Study Medical Records. Information
obtained from inspections performed by the
Sponsor or CRO may be shared among the
Sponsor, the CRO and their respective duly
authorized representatives. Upon the CRO
or the Sponsor’s request, the Institution
shall provide the CRO and/or the Sponsor
copies of any information requested by,
provided to or received by any competent
regulatory agency.

(b) If any such inspection discloses any non-
compliance with this Agreement, the

zafizenim.

(c) Zdravotnické =zafizeni se
veskeré informace poskytnuté
Zdravotnickym  zafizenim a Hlavnim
zkouSejicim na zdkladé této Smlouvy,
véetn¢ veSkerych studijnich zdravotnich
zaznamu a vysledkt Klinického hodnoceni,
budou pravdivé, presné a tplné.

zavazuje, Z7Ze

8. Finanéni vyrovnani

Veskeré podminky pro platby, Zadavatele
Zdravotnickému  zafizeni, jsou stanoveny
vV Rozpoctu Studie a harmonogramu plateb,
ptilozeném K této Smlouvé¢ jako Ptiloha A a B,
ktera predstavuje nedilnou soucast Smlouvy
(dale jen ,,Rozpocet®).

Smluvni strany timto sjednéavaji, ze celkova
Castka, ktera mize byt vyplacena pfi
pfedpokladu splnéni naboru je pfiblizné i
korun ceskych.

9. Inspekce a audity

(@) Zadavatel a CRO, piipadné jejich tadné
zmocnéni zastupci, stejné¢ jako pfiislusné
kontrolni Ufady, maji pravo po pfedchozim
oznameni provést inspekci Mista hodnoceni
a veSkerych  studijnich  zdravotnich
zaznamu. Informace ziskané z inspekci
provedenych Zadavatelem nebo CRO
mohou byt sdileny mezi zadavatelem, CRO
a jejich fadné¢ zmocnénymi zastupci. Na
zadost CRO nebo Zadavatele poskytne

Zdravotnické  zatizeni CRO  a/nebo
Zadavateli kopie veSkerych informaci
vyzadanych jakymkoli piislusnym

kontrolnim ufadem, jim poskytnutych ¢&i
jimi obdrZenych.

(b) Pokud néktera takova inspekce odhali
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Sponsor and/or the CRO is entitled to
secure compliance in according to Article
18, para. (b) letter i).

10. Debarment Certification

The Institution hereby certifies that neither the
Institution, and if such a fact may be known by
the exertion of reasonable efforts, nor any of its
employees, agents, Sub-Investigators,
contractors, or any other person or entity used
in any capacity in connection with the Study has
been debarred from performing any clinical
trials of human drugs / medical devices or
otherwise prohibited or disqualified from
participating in the pharmaceutical industry by
regulatory authorities. If any such person or
entity becomes debarred or is the subject of a
debarment proceeding at any time during this
Study, the Institution shall immediately notify
the CRO in writing.

11. Confidentiality and Non-Use. Personal

nesoulad s touto Smlouvou, jsou Zadavatel
a/nebo CRO opravnéni postupovat podle
¢lanku 18, odst. (b) pism. 1).

10. Potvrzeni o neexistenci zakazu ¢innosti

Zdravotnické zafizeni timto potvrzuje, Ze ani
Zdravotnickému zafizeni, a pokud mu takova

skuteCnost miize byt pii  vynalozeni
pfiméfeného usili znama ani zadnému z jeho
zaméstnancl,  zastupcl,  spoluzkousSejicich,

dodavatelt ¢i jinych osob nebo subjekt
vyuzivanych v jakékoli funkci ve spojitosti s
timto Klinickym hodnocenim nebyl udélen
zakaz Cinnosti v oblasti provadéni klinickych
hodnoceni humannich 1é¢ivych
ptipravki/zdravotnickych prostfedkii, ani jiny
podobny zakaz pisobeni ve farmaceutickém
primyslu ze strany pfislusnych kontrolnich
ufadi. Pokud kdykoli v pribéhu tohoto
Klinického hodnoceni bude néckteré takoveé
osobé nebo subjektu udélena sankce zakazu
nebo se stane subjektem fizeni o udéleni
zékazu, musi o tom Zdravotnické zafizeni
neprodlené pisemné informovat CRO.

11. Duvérnost a zakaz pouziti informaci.

Data Protection

(@) ,,Confidential Information® means any data,
documentation, records, materials and
information in whatever form related to the
terms of this Agreement and/or the Study
and/or the IMP provided to the Institution
by the CRO, the Sponsor or any
representative of either of them (including
without limitation, the terms of this
Agreement, the Protocol, the Investigator’s
brochure, the IMP, any trade secret) or is
otherwise developed or generated by the
Principal Investigator and/or the Institution
in connection with the Study (including
without limitation, all Study Records and

Ochrana osobnich udaju

@) "Davérnymi informacemi" se rozumi
jakékoli Udaje, dokumentace, zaznamy,
materialy a informace v jakékoli formé
tykajici se podminek této Smlouvy a/nebo
Studie  a/nebo  Hodnoceného  1éciva
poskytnuté Zdravotnickému zafizeni ze
strany CRO, Zadavatele nebo nékterého
jejich zastupce (v€etné mj. podminek této
Smlouvy, Protokolu, Souboru informaci pro
zkousejictho, Hodnoceného 1éciva a
jakéhokoli obchodniho tajemstvi) nebo
které byly jinak vyvinuty nebo vytvoreny
Hlavnim zkousejicim a/nebo
Zdravotnickym zafizenim Vv souvislosti se
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Case Report Forms, but excluding study
subject records)

All Confidential Information shall be
deemed the sole property and confidential
information of the Sponsor, and the
Institution shall not disclose to any third
party or use such information for any
purpose other than the conduct of the Study
or the publication of Study results in
accordance with Section 12.

The Institution/ Principal Investigator
agrees to hold all proprietary and/or
Confidential Information in the strictest
confidence, and shall not disclose the same
to any third party without the express
written permission of the Sponsor or CRO.

Institution and Principal Investigator agree
not to reveal such Confidential Information
to third parties, other than those Institution
Staff  with a need to know, such
Confidential Information for the conduct of
the Study and shall safeguard the
Confidential Information with the degree of
care normally afforded Confidential
Information and shall ensure that any
persons who need to know Confidential
Information for purpose of the Study are
bound by substantially similar
confidentiality obligations as are set out
herein prior to disclosure of such
Confidential Information.

Notwithstanding  the  foregoing, the

obligation of confidentiality and non-use set

forth above shall not apply to the extent
that:

(1) The Sponsor or the CRO gives the

Institution written permission to use

or disclose any such confidential

(b)

(©)

(d)

(€)

Studii (mimo jiné v¢etn¢ vSech zaznamu o
Studii a Z&znam subjektu hodnoceni,ale
s vyloucenim zdravotnické dokumentace
Subjektti hodnoceni).

Vsechny  duvémé  informace  jsou
povazovany za vyhradni vlastnictvi a
daveérné informace Zadavatele a

Zdravotnické zatizeni nesmi tyto informace
sdélovat tfetim osobam ani je vyuzivat pro
jiny 0cel nez provadéni Klinického
hodnoceni nebo zvetejnéni vysledka studie
v souladu s oddilem 12.

Zdravotnické zatizeni/Hlavni zkousejici se
zavazuji uchovavat veskeré vlastnické
a/nebo davérné informace v  pfisné
davérnosti a neprozradi je zadné treti strané
bez vyslovného pisemného  souhlasu
Zadavatele nebo CRO.

Zdravotnické zatizeni a Hlavni zkousejici se
zavazuji, ze tyto davérné informace
nezpristupni zadné treti strané¢ kromé téch
zaméstnancu Zdravotnického zafizeni, ktefi
tyto divérné informace potiebuji znat pro
provadéni Studie, a Ze budou chranit
divérné informace s takovou péci, jaka je
obvykle vé€novana divérnym informacim, a
ze zajisti, aby vSechny osoby, které
potiebuji znat daveérné informace pro ucely
Studie, byly pifed zpfistupnénim téchto
davérnych informaci vazany v podstaté
obdobnymi zavazky mlcenlivosti, jaké jsou
stanoveny v tomto dokumentu.

Bez ohledu na ptedchozi ustanoveni se tato
povinnost zachovani divérnosti a nepouziti
informaci shora stanovena neuplatni,
jestlize:
(i) Zadavatel nebo CRO poskytne
Zdravotnickému zafizeni pisemné
svoleni pouzit nebo sdélit takové
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information; or

particular information is required by
law or regulation to be disclosed to
the Ethics Committee, the Study
subject, competent regulatory
authorities. Sponsor and CRO hereby
acknowledge that the Institution is
obliged to publish this Agreement
pursuant to Act no. 340/2015 Sbh., on
Agreements Register. Information
which constitutes trade secret of
either party is exempt from the
publication. Trade secrets for the
purposes of this Agreement include,
but are not limited to, Attachment A —
Budget and payment conditions, the
minimum enrollment goal, expected
number of study subjects enrolled and
the expected duration of the study.
Personal data of individuals are also
exempt from publication unless they
have been previously published in
another  public  register.  The
Institution is obliged to publish this
Agreement in accordance with the
article above. The contracting
Sponsor/CRO  will submit to the
Institution a contract version for
publication that meets the
requirements of Act No. 340/2015 on
the Register of Contracts to the
address . Should the Institution
fail to publish this Agreement within
15 days from the Effective Date, it
may be published by the Sponsor or
CRO. The Institution will inform
CRO that the Agreement has been
published in the Agreements Register
by providing the following email
address: ﬂ as the email address
to which a notification of the
publication of the Agreement in the
Agreements register shall be sent.

duveérné informace; nebo

(if) je sdéleni urcité informace etické

komisi, Subjektu hodnoceni,
pfislusnym  kontrolnim  Ufadim
vyzadovano pravnim nebo jinym
ptedpisem. Zadavatel a CRO timto
berou na védomi, ze Zdravotnické
zafizeni je povinno zvefejnit tuto
smlouvu v souladu se zak. ¢.
340/2015, o registru  smluv.
Zvetejnéni nepodléhaji tdaje, které
tvoii obchodni tajemstvi nekteré ze
smluvnich  stran. ~ Obchodnim
tajemstvim se dle této smlouvy
rozumi zejména Piiloha A -
Rozpocet a platebni podminky,
minimélni cilovy pocet zafazeni,
oc¢ekavany zafazeny pocet Subjektii
hodnoceni a ocekavana délka trvani
studie. Déle nebudou zvefejnény
osobni udaje fyzickych osob, ledaze
jsou jiz zvefejnény v jiném vetejné
pristupném registru. Za zvefejnéni
této smlouvy dle ptedchoziho
odstavce odpovidd Zdravotnické
zafizeni. Zadavatel/CRO predlozi
Zdravotnickému  zafizeni  verzi
smlouvy ke zvefejnéni spliujici
pozadavky zakona ¢. 340/2015, o
registru smluv na adresu

Neni-li smlouva zdravotnickym
zafizenim zvetejnéna ve lhité 15
dntli od Data ucinnosti, jsou k jejimu

zvefejnéni  opravnéni CRO  ¢i
Zadavatel. Zdravotnicke zafizeni
vyrozumi CRO o zvefejnéni

smlouvy v registru smluv tim, Ze pfi

zvetejiovani smlouvy Vv registru

smluv zada  do formulare

ouzivaného ke zvefejnéni adresu

jako emailovou adresu, na

kterou ma byt zaslano oznameni o
uvetejnéni smlouvy.
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(F) To the extent that any use or disclosure of
such confidential information is desired, the
Institution shall promptly notify the CRO in
writing and shall not use or disclose any such
information until the CRO gives written consent
or, in the case of legally required disclosure,
exhausts any legal actions it may take to prevent
or limit the requested disclosure.

(9) The Institution shall be responsible for
ensuring that its employees, contractors and
agents are obligated to these same terms of
confidentiality and non-use.

(h) If requested, Institution/ Principal
Investigator shall return all such Confidential
Information to CRO or, as directed, to Sponsor
at the end of the Study, (other than items
required to be retained under applicable law).
However, Institution and Principal Investigator
may retain a copy of such information for
internal compliance purposes and subject to the
confidentiality requirements of this Section.

(i) The terms of confidentiality and non-use set
forth herein shall supersede any prior terms of
confidentiality and non-use agreed to by the
parties in connection with this Study.

(1) During the term of this Agreement and for a
period of twenty (20) years after the termination
or completion of the Study, Institution and

Principal Investigator shall maintain all
Confidential Information in strict trust and
confidence and shall not disclose any

(F) Jestlize je pozadovano  zpfistupnéni
takovych davérnych informaci,
Zdravotnické zafizeni musi neprodlené

pisemnou formou uvédomit CRO a nesmi
tyto informace pouzit ani zpiistupnit, dokud
CRO neposkytne pisemny souhlas nebo
dokud v ptipadé zpiistupnéni vyzadovaného

pravnimi  pfedpisy nevyCerpa vesSkeré
pravni  kroky, které muze pfijmout
k zamezeni nebo omezeni  takto

vyzadovaného zpiistupnéni.

(g) Zdravotnické zafizeni nese odpovédnost za
to, ze =zajisti, aby jeho zaméstnanci,
dodavatelé a zastupci byli zavazani
stejnymi  podminkami  davérnosti  a
nepouziti informaci.

(h) Na pozadani vrati po skonceni Studie

Zdravotnické zatizeni /Hlavni zkouSejici
vSechny tyto divérné informace CRO nebo
podle pokyni Zadavateli (s vyjimkou
polozek, které musi byt uchovavany podle
platnych pravnich piedpist). Zdravotnické
zafizeni a Hlavni zkousejici si v§ak mohou
ponechat kopii téchto informaci pro interni
ucely dodrzovani predpisi a s vyhradou
pozadavku na davérnost uvedenych v tomto
oddile.

(i) Podminky dtivérnosti a nepouziti informaci
uvedené v této Smlouvé nahrazuji veskeré
diivéj§i podminky daveérnosti a nepouziti
informaci dohodnuté smluvnimi stranami
v souvislosti s timto Klinickym
hodnocenim.

(j) Po dobu platnosti této Smlouvy a po dobu
dvaceti (20) let po wukonceni nebo
dokonc¢eni studie budou Zdravotnické
zatizeni a Hlavni zkouSejici uchovavat
veskeré divérné informace v piisné tajnosti
a neprozradi 74dné divérné informace
zadné tfeti strané¢ ani nepouziji zadné
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Confidential Information to any third party or
use any Confidential Information except as may
be authorized by Sponsor’s prior written
consent. Institution and Principal Investigator
may use Confidential Information only to the
extent required to perform the Study, and for no
other purpose. In particular, Institution and
Principal Investigator shall not file any patent
application containing any disclosure of
information that is derived from Confidential
Information. Institution shall require the Study
Personnel to comply with the terms of this
Section, and shall be responsible for any breach
of these terms by any Study Personnel. In
addition, the Principal Investigator, by
executing this Agreement on his or her own
behalf, agrees that he or she will not disclose
Confidential  Information or use such
information for any purpose other than for
conducting the Study.

(k) All Confidential Information containing
personal data shall be handled in accordance
with all applicable law, including, but not
limited to 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).

The processing of personal data is governed by
Appendix No. 2 of this contract. In the event of
a conflict between the contract and Appendix
No. 2, the Appendix No. 2 takes precedence.

The transfer of personal data is regulated in
Annex No. 3 of this contract.

12. Data and Publications

(@ The Institution and the Principal
Investigator shall consult with the Sponsor

daveérné informace s vyjimkou predchoziho
pisemného souhlasu Zadavatele.
Zdravotnické zatizeni a Hlavni zkousSejici
mohou pouzivat Duvérné informace pouze
v rozsahu nezbytném pro provadéni Studie
a k zadnym jinym ucelim. Zdravotnické
zafizeni a Hlavni zkouSejici zejména
nepodaji zddnou patentovou prihlasku, ktera
by  obsahovala  jakékoli  zvefejnéni
informaci  odvozenych z  Duavérnych
informaci. Zdravotnické zafizeni vyzaduje,
aby Studijni tym dodrzoval ustanoveni
tohoto odstavce, a odpovida za jakékoli
poruSeni téchto ustanoveni ze strany
Studijniho tymu. Kromé toho se Hlavni
zkousejici uzavienim této dohody vlastnim
jménem zavazuje, ze nezvefejni ani
nepouzije zadné davérné informace k jinym
ucelim nez k provadéni Kilinického
hodnoceni.
(k) Veskeré davérné informace obsahujici
osobni Udaje musi byt zpracovavany
v souladu s veskerymi platnymi pravnimi
predpisy, zejména nafizenim Evropského
parlamentu a Rady (EU) 2016/679 ze dne
27. dubna 2016 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich Udajl
a o volném pohybu téchto udaji (Obecné
nafizeni o ochrané osobnich udaji).

Zpracovani osobnich udaji se fidi ptilohou
¢. 2 této smlouvy. V piipadé rozporu mezi
smlouvou a piilohou ¢. 2 ma piednost
ptiloha ¢. 2.

Pfedavani osobnich udaju je upraveno v
ptiloze €. 3 této smlouvy.

12.Udaje a publikovani

(@) Zdravotnické zafizeni a Hlavni zkouSejici
projednaji publikaci jakékoliv odborné
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Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.

Site number:

Principal Investigator: | NENENEEEEEE

regarding the publication of any document
regarding the course or results of the Study
at least 120 days before publishing it or
before lecturing. = Complete or partial
results of the Study will not be published
by the Institution or the Principal
Investigator unless prior written consent is
obtained from the Sponsor.

The Institution/ Principal Investigator
further agrees to delete information
identified by CRO or the Sponsor as
Confidential ~ Information,  prior to
submitting such document for publication
or presentation,

The Institution and the Principal
Investigator understand that any scientific
publication regarding discoveries or the
IMP will not be published by the Institution
or the Principal Investigator before the
Sponsor’s  application for a patent,
providing such application for a patent is
applicable with regard to the character of
the Study results.

prace o pribchu c¢i vysledcich Klinického
hodnoceni se Zadavatelem nejméné 120
dnii pied piedanim publikace do tisku nebo
pfed konanim ptedndsky. Vysledky
Klinického hodnoceni nebo jejich ¢ast
nebudou Zdravotnickym zafizenim i
Hlavnim zkousSejicim publikovany bez
ptedchoziho pisemného souhlasu
Zadavatele.

Zdravotnické zatizeni/Hlavni zkouSejici
déle souhlasi s tim, ze pted ptfedloZzenim
takového dokumentu ke zvetejnéni nebo
prezentaci odstrani informace oznacené
CRO nebo Zadavatelem jako duvérné
informace.

Zdravotnické zafizeni a Hlavni zkousSejici
berou na védomi, Ze Zadna odborna
publikace Kk objevim ¢i hodnocenému
1é¢ivu nesmi byt Zdravotnickym zafizenim
nebo Hlavnim zkousejicim vydana pted
podanim zadosti Zadavatele o patentovou
piihlasku, pokud vzhledem k povaze
vysledkii  Klinického hodnoceni bude
podani takové ptihlaSky ptrichdzet v tvahu.

(b) The Sponsor shall have the right to publish
any data and information from the Study
(including data and information generated

(b) Zadavatel ma pravo zvefejnit libovolné
Gdaje a informace z Klinického hodnoceni
(vCetné 1udaji a informaci vytvofenych

by the Principal Investigator) without the Zdravotnickym  zafizenim a Hlavnim

consent of the Institution. zkousejicim) bez souhlasu Zdravotnického
zatizeni.

(c) The CRO and the Sponsor must approve, in  (c) Tiskova sdéleni, piipadné jakékoliv

writing, any press statements or answers to
reporters or financial analysts by the
Institution regarding the Study or IMP
before the statements are released.

odpovédi vic¢i novinaiim nebo finanénim
analytikim ze strany Zdravotnického
zatizeni, tykajici se Klinického hodnoceni
nebo Hodnoceného lé¢iva, musi byt pied
zvetejnénim pisemné schvadleny CRO a
Zadavatelem.

Zdravotnické zafizeni nesmi uzit jméno
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The Institution shall not use the name of the
CRO, the Sponsor or any of their respective
employees or agents in any advertising or a
sales promotional material or in any publication
without the prior written consent of the CRO or
the Sponsor, as the case may be. The CRO and
the Sponsor shall not use the name of the
Institution or any of its employees or agents in
any sales promotional material or publication
without prior written consent of the Institution.

13. Anti-bribery Rules

(a) The Institution and the Principal Investigator

(b)

agree that the Institution and the
Investigator’s judgment with respect to the
advice and care of each Study subject will
not be affected by the compensation the
Institution receives from this Agreement,
that such compensation does not exceed the
fair market value of the services they are
providing, and that no payments are being
provided to the Institution for the purpose
of inducing the Institution to purchase or
prescribe any drugs, devices or other
products.

If the Sponsor or the CRO provide any
drugs, products or items for use in the
Study free of charge, the Institution and the
Principal Investigator agree that the
Institution will not bill any Study subject,
insurer or governmental agency, or any
other third party, for such free products or
items.  The Institution and Principal
Investigator agree that they will not bill any
subject, insurer, or governmental agency
for any visits, services or expenses incurred
during the Study for which the Institution
has received compensation from the

13.

(@)

CRO, Zadavatele ani zadného jejich
zaméstnance nebo zastupce v zadném
reklamnim ¢i propaga¢nim materialu ani
v zadné  publikaci bez  predchoziho
pisemného souhlasu CRO, nebo Zadavatele.
CRO a Zadavatel nesméji uzit jméno
Zdravotnického zafizeni ani zadného jeho
zaméstnance nebo zastupce v zadném
propagacnim materidlu nebo publikaci bez
ptedchoziho pisemného souhlasu
Zdravotnického zatizeni.

Protikorup¢ni zasady

Zdravotnické zatizeni a Hlavni zkousejici
souhlasi, Ze usudek Zdravotnického
zafizeni a Hlavniho zkousejiciho, pokud jde
o poradenstvi a péci o kazdy Subjekt
hodnoceni, nebude ovlivnén thradou
ziskanou na zakladé této Smlouvy, a déale
smluvni strany potvrzuji, ze kompenzace
dle této Smlouvy neptesahuje redlnou trzni
hodnotu sluzeb, které Zdravotnické zarizeni
poskytuje a ze zadné platby nejsou

poskytovany za ucelem primét
Zdravotnické  zafizeni nebo Hlavniho
zkousejiciho k nakupu nebo piedepisovani
jakychkoliv 1&¢iv, zdravotnickych

prostfedkil nebo jinych produkti.

(b) Pokud Zadavatel nebo CRO poskytnou

jakakoliv  léciva, produkty nebo jiné
predméty pro pouziti v Klinickém hodnoceni
zdarma, Zdravotnické =zafizeni a Hlavni
zkousejici souhlasi, Ze nebudou zadat thradu
po zadném Subjektu hodnoceni, pojisStovné
nebo jakékoli jiné tieti stran€ za tyto zdarma
poskytnuta léciva, produkty nebo jiné
predméty. Zdravotnické zafizeni a Hlavni
zkousejici souhlasi, Ze nebudou zZadat tthradu
po Zadném Subjektu hodnoceni, pojistovné
nebo jiné tfeti strané za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v pribéhu
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Sponsor or the CRO.

(c) The Institution and the Principal Investigator
hereby declare that they are aware that, in
accordance with the laws of the Czech
Republic and norms of international law, it
is completely prohibited to provide, offer,
or authorize the provision of anything of
value to any public official, either directly
or through intermediaries, for the purpose
of influencing any act or decision or other
official action of the person, or in order to
obtain an unfair advantage. This prohibition
includes, but is not limited to, providing,
offering or approving any transfer of
financial contribution, as well as the
performance of non-monetary, such as
gifts, grants or tenders to seek employment,
to influence a public official or to seek an
unfair advantage.

(d) Should the Sponsor ascertain that the

Institution and/or the Principal Investigator

have violated obligations set forth in this

Article, the Sponsor and/or the CRO may

terminate this Agreement in accordance

with Art. 18 hereof.

14. Intellectual Property; Inventions

“Intellectual Property” means any and all
patents, patent applications, copyrights,
trademarks, trade names, trade dress, and trade
secrets (“Hard IP”) and any and all (i)
processes, methodologies, know-how, tools,
technology, techniques, formulae, analyses,
data, information, materials, inventions, and any
other tangible or intangible property of an
intellectual or proprietary nature (“Soft IP”); (i1)
any and all improvements, modifications, and
derivative works of those set forth in part (i);
and (iii) any and all intellectual property rights

Klinického hodnoceni, za které obdrzeli
Uhradu od Zadavatele nebo CRO.

(c)Zdravotnické zatizeni a Hlavni zkousejici
timto prohlasuji, Ze jsou si védomi, ze
v souladu s pravnim fadem Ceské republiky
a normami mezindrodniho prava je zcela
zakdzano poskytnout, nabidnout nebo
schvalit poskytnuti ¢ehokoliv  cenného
ufednim osobam, a to jak pfimo, tak
prostiednictvim  zprostfedkovatele, za
ucelem ovlivnéni jednani nebo rozhodnuti ¢i
jinych tkonii Gfedni osoby, nebo za ucelem
ziskani neopravnéné vyhody. Tento zékaz se
vztahuje zejména na piipady poskytovani,
nabizeni nebo  souhlasu s pfevodem
penézniho plnéni, stejné jako plnéni
nepenézitého, naptiklad dart, piispévki
nebo nabidek Kk pracovnimu uplatnéni, za
ucelem ovlivnéni ufedni osoby nebo ziskani
neopravnéné vyhody.

(d)V piipadé, Ze  Zadavatel zjisti, Ze
Zdravotnick¢  zafizeni  a/nebo  Hlavni
zkouSejici  porusili  povinnosti  uvedené

v tomto ¢lanku, jsou Zadavatel a/nebo CRO
opravnéni ukoncit platnost této Smlouvy
v souladu s ¢l. 18 této Smlouvy.

14. DuSevni vlastnictvi; Vynalezy

"DuSevnim vlastnictvim" se rozumi veSkeré
patenty, patentové piihlaSky, autorskd prava,
ochranné znamky, obchodni néazvy, obchodni
odévy a obchodni tajemstvi ("Hmotné dusevni
vlastnictvi") a veSkeré (i) procesy, metody,
know-how, nastroje, technologie, techniky,
vzorce, analyzy, data, informace, materialy,
vynalezy a jakykoli jiny hmotny nebo
nehmotny majetek duSevni nebo vlastnické
povahy ("Nehmotné dusevni vlastnictvi"); (ii)
veSkerd vylepSeni, upravy a odvozena dila
polozek uvedenych v bod¢ (i); a (iii) veskera
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set forth in parts (i) and (ii).

“Background IP” means all Intellectual
Property  created, conceived, developed,
invented, or reduced to practice by Institution or
Principal Investigator prior to or entirely
independently from the conduct of the Study or
any services or activities governed by this
Agreement. To the extent Background IP is
incorporated into or necessary for the use,
exploitation, or commercialization of Arising
IP, Institution hereby grants to Sponsor a non-
exclusive, perpetual, worldwide, irrevocable,
royalty-free, fully paid-up, sublicensable, and
transferrable license and right to use, exploit,
and commercialize such Background IP solely
in connection with Sponsor’s use, exploitation
and commercialization of Arising IP.

“Study Data” means any and all data, results,
analyses, case report forms, laboratory work
sheets, slides and reports, content, materials,
notes, documentation, schematics and other
information and data of any kind (including
without limitation, written, printed, graphic,
video and audio material, and information
contained in any computer data base or
computer readable form) resulting from the
conduct of the Study or otherwise used in, or
useful for, regulatory submissions submitted or
prepared in connection with the Study
(including without limitation, FDA or other
governmental or regulatory filings, applications,
reports, or submissions, or drafts thereof,
whether in whole or in part).

prava duSevniho vlastnictvi uvedena v bodech

(i) a (ii).

"Zakladnim duSevnim vlastnictvim" se rozumi
veskeré  duSevni  vlastnictvi  vytvorené,
vymyslené, vyvinuté, vynalezené nebo
pirevedené do praxe Zdravotnickym zafizenim
nebo Hlavnim zkousejicim pted provadénim
Studie nebo jakychkoli sluzeb ¢i ¢innosti, na
které se vztahuje tato Smlouva, nebo zcela
nezavisle na nich. V rozsahu, v jakém je
jakékoli  dosavadni  duSevni  vlastnictvi
zaClenéno  do  jakéhokoli  vznikajiciho
dusevniho vlastnictvi nebo je nezbytné pro jeho

pouZziti, vyuziti nebo komercializaci,
Zdravotnické zafizeni timto udéluje Zadavateli
nevyhradni, trvalou, celosvétovou,

neodvolatelnou, bezplatnou, plné placenou,
sublicencovatelnou a prevoditelnou licenci a
pravo na pouziti, vyuziti a komercializaci
takového dosavadniho dusevniho vlastnictvi
vyhradné v souvislosti s pouZzitim, vyuzitim a
komercializaci jakéhokoli vznikajiciho
dusevniho vlastnictvi Zadavatele.

"Studijni data" znamenaji veSkera data,
vysledky, analyzy, formuldfe zprav o
ptipadech,  laboratorni  pracovni listy,
diapozitivy a zpravy, obsah, materialy,

poznamky, dokumentaci, schémata a dalsi
informace a data jakéhokoli druhu (vcetné,
mimo jiné, pisemnych, tiSténych, grafickych,
video a audio materidlll a informaci obsaZenych
v jakékoli pocitacové databazi a informace
obsazené v jakékoli pocitacoveé databazi nebo v
pocitacem citelné forme), které jsou vysledkem
provadéni Studie nebo jsou jinak pouzity nebo
uzitecné pro regulacni podani ucinénd nebo
pfipravena v souvislosti se Studii (vcetné,
mimo jiné, podéani, Zadosti, zprav nebo podani
FDA nebo jinych vladnich ¢i regulacnich
organli nebo jejich navrhi, at’ uz vcelku nebo
zCasti).
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All  documents, works, Protocols, data
(including Study Data), Study reports prepared
by the Institution, Principal Investigator, the
sub-investigators or other Institution Staff
(“Study Results), and Confidential Information
and materials provided to the Institution/
Principal  Investigator pursuant to this
Agreement or developed during the course of
conducting the Study, excluding Study Subject
medical records, are and shall remain Sponsor’s
property. Any copyrightable work by Institution
or Institution Staff created in connection with
the performance of the Study shall be “works
made for hire” under applicable law and owned
exclusively by Sponsor. To the maximum
extent permitted by Regulations and the
Protocol, Institution/ Principal Investigator shall
obtain authorization to disclose and provide
copies of Study Subject medical records to
CRO and shall disclose and provide such copies
to Sponsor upon request from CRO.

Institution/ Principal Investigator will not and
will ensure that its Institution Staff will not use
the Study Results except in the performance of
the Study, without the express written consent
of Sponsor.

All Intellectual Property and Study Results
created, conceived, developed, invented
(whether jointly or together with others), or
reduced to practice by Institution, its personnel,
and/or Principal Investigator, (“Arising IP”) is
hereby the exclusive property of Sponsor and
Sponsor hereby automatically retains all right,
title, and interest therein and thereto and
Institution, its personnel and/or Principal
Investigator hereby assigns to Sponsor any and
all right, title, and interest in and to Arising IP.
To the extent any such right, title, or interest is

Veskeré dokumenty, prace, protokoly, udaje
(vCetn¢ udaji ze studie), zpravy o Studii
vypracované  Zdravotnickym  zafizenim,
Hlavnim zkousejicim, spoluzkousejicimi nebo
jinymi zaméstnanci Zdravotnického zafizeni
("Vysledky Studie") a divérné informace a
materialy poskytnuté Zdravotnickému
zafizeni/Hlavnimu  zkousejicimu podle této

Smlouvy nebo vypracované v pribchu
provadéni Studie, s vyjimkou Iékatskych

zaznamu Subjektt hodnoceni, jsou a zistavaji
majetkem Zadavatele. Veskera dila chranéna
autorskym pravem vytvorena Zdravotnickym
zafizenim nebo zaméstnanci Zdravotnického
zafizeni v souvislosti s provadénim Studie jsou
"vytvofeny na zakdzku" podle platnych
pravnich pfedpisi a jsou ve vyluéném
vlastnictvi Zadavatele. VV rozsahu povoleném
predpisy a Protokolem ziska Zdravotnické
zafizeni/ Hlavni  zkouSejici povoleni ke
zpiistupnéni a poskytnuti kopii zdravotnické
dokumentace Subjekt hodnoceni CRO a na
zadost CRO tyto kopie zpiistupni a poskytne
Zadavateli.

Zdravotnické zatizeni/ Hlavni zkousejici nesmi
bez vyslovného pisemného souhlasu Zadavatele
pouzit vysledky Studie a zajisti, aby je jeho
zaméstnanci nepouzili jinak nez pii provadéni
Studie.

Veskeré dusevni vlastnictvi a vysledky Studie
vytvofené, vymyslené, vyvinuté, vynalezené
(at’ uz samostatné nebo ve spolupraci s jinymi)
nebo ptevedené do praxe Zdravotnickym
zafizenim, jeho Persondlem a/nebo Hlavnim
zkousejicim ("Vznikajici duSevni vlastnictvi")
jsou timto vyluénym vlastnictvim Zadavatele a
Zadavatel si timto automaticky ponechava
veskerd prava, vlastnické tituly a zgmy k
takovému Vznikajicimu duSevnimu vlastnictvi
a Zdravotnické zafizeni, jeho Personal a/nebo
Hlavni zkousejici timto prevadi na Zadavatele
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not automatically conveyed for any reason
under this Agreement, Institution shall ensure
that it, its personnel, and Principal Investigator
assign all right, title and interest in and to such
Arising IP to Sponsor and shall take all further
actions necessary to effectuate such assignment
and cooperate with Sponsor as requested by
CRO. To the extent such assignment is not
possible by operation of applicable law or
contractual obligation, Institution/ Principal
Investigator hereby grants, and shall ensure any
applicable Institution Staff grants to Sponsor an
exclusive, worldwide, perpetual, irrevocable,
royalty-free, fully paid up, sublicensable, and
assignable license and right to use and exploit
the Arising IP and all intellectual property
rights incorporated therein or required for the
use and exploitation thereof, including such
rights under patent, trademark, copyright, and
trade secrets under applicable law (an “IP
License”). Institution and Principal Investigator
shall ensure it has all authorizations necessary
to grant to Sponsor the foregoing rights and that
it obtains from third parties, including any
personnel, the authority necessary to grant the
foregoing rights automatically in advance, or, if
such advance grant is not enforceable, as
expeditiously as possible.

The Institution further hereby acknowledges
that the Sponsor shall own the exclusive right to
any and all inventions or discoveries, whether
patentable or not, which are conceived or
reduced to practice during the course of the
Study by the Principal Investigator or the

veskera prava, vlastnicke tituly a zajmy k
takovému Vznikajicimu dusevnimu vlastnictvi.
V rozsahu, v jakém takové pravo, titul a zajem
neni automaticky postoupen z jakéhokoli
divodu podle této dohody, Zdravotnické
zafizeni, jeji zaméstnanci a Hlavni zkousejici
zajisti, aby veSkera prava, titul a zijem k
takovému vzniklému duSevnimu vlastnictvi
byly postoupeny na Zadavatele, a podniknou
veskeré¢ dalsi kroky nezbytné k uskute¢néni
takového postoupeni a budou se Zadavatelem
spolupracovat podle pozadavki CRO. V
rozsahu, v jakém takové postoupeni neni mozné
na zaklad¢ platnych pravnich ptedpist nebo
smluvnich zavazkd, Zdravotnické zafizeni/
Hlavni zkouSejici timto udéluje a zajisti, aby
vSichni piislusni zaméstnanci Zdravotnického
zafizeni udélili Zadavateli vyhradni,
celosvétovou, trvalou, neodvolatelnou,
bezplatnou, plné placenou, sublicencovatelnou
a postupitelnou licenci a pravo na pouzivani a
vyuzivani Vznikajiciho dusevniho vlastnictvi a
vSech prav dusSevniho vlastnictvi v ném
obsazenych nebo potfebnych pro jeho
pouzivani a vyuzivani, véetné takovych prav
podle patentovych zakond, zdkoni o
ochrannych znamkach, autorskych prav a
obchodniho tajemstvi podle platnych pravnich
pfedpistt ("Licence na duSevni vlastnictvi").
Zdravotnické zafizeni a Hlavni zkouSejici
zajisti, aby méli vSechna potiebna opravnéni k
udéleni vyse uvedenych prav Zadavateli a aby
ziskali od tfetich stran, vcetné vSech
zaméstnanct, potiebna opravnéni k
automatickému udé¢leni vySe uvedenych prav
pfedem, nebo pokud takové predbézné ude€leni
neni vymahatelné, co nejdrive.

Zdravotnické zafizeni timto dale potvrzuje, Ze
Zadavatel bude mit vyhradni pravo ke vSem
vynalezim nebo objeviim, bez ohledu na
jejich patentovatelnost, které budou v priabéhu
Klinického hodnoceni vypracovany nebo
dovedeny do praxe Hlavnim zkousejicim nebo
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Institution, any sub-investigator or any of
respective employees or agents of the
Institution. The Institution shall promptly notify
the CRO in writing of any such invention or
discovery and shall fully cooperate with the
Sponsor and the CRO to transfer any rights
therein to the Sponsor and to obtain patents or
other legal protections thereon. The Institution
shall undertake all actions, including an
agreement transferring intellectual property
rights, which are necessary or advisable in order
to transfer all intellectual property rights to the
Sponsor.  Agreements transferring intellectual
property rights shall be concluded free of
charge.

It is expressly agreed that this Agreement does
not transfer to any Party any patent right,
copyright or other proprietary right which the
given Party or Sponsor owns as of the Effective
Date of this Agreement, except as specifically
set forth herein.

15. Subject Injury Reimbursement

The Sponsor shall reimburse the Institution for
the following additional costs:

(a) all reasonable and customary costs incurred
by the Institution and associated with the
diagnosis of an adverse event involving the
IMP or Protocol procedure; and

(b) all reasonable and customary costs incurred
for a treatment of an injury to the Study
subject if an adverse event was related to
the administration of the IMP or a Protocol
procedure;  provided, however, that:

(i) such costs are not reimbursable by
the Study subject’s medical or

Zdravotnickym zafizenim, jakymkoli
spoluzkousejicim nebo zaméstnanci nebo
zastupci Zdravotnického zafizeni.
Zdravotnické zafizeni bude o0 takovém

vynalezu nebo objevu neprodlené pisemné
informovat CRO a bude pln¢ spolupracovat se
Zadavatelem a CRO, aby prava Kk nému
prevedl na Zadavatele a ziskal pro n¢j patenty
nebo jinou pravni ochranu. Zdravotnické
zafizeni podnikne veskeré kroky, vcetné
uzavieni smlouvy prevadéjici prava duSevniho
vlastnictvi, které jsou nezbytné nebo ucelné

k pfevodu prav duSevniho vlastnictvi na
Zadavatele. Smlouvy pirevad¢jici prava
dusevniho  vlastnictvi budou uzavirany
bezplatné.

Vyslovné se wujednavd, ze tato smlouva

nepfevadi na zadnou stranu zadné patentové
pravo, autorské prédvo nebo jiné vlastnické
pravo, které dana strana nebo Zadavatel vlastni
k datu ucinnosti této Smlouvy, s vyjimkou
ptipada vyslovné uvedenych v této Smlouvé.

15. Nahrada Skody na zdravi
hodnoceni

Subjektu

Zadavatel nahradi Zdravotnickému zafizeni
nasledujici dodate¢né naklady:

(@) veskeré piiméfené a obvyklé naklady
vynaloZzené Zdravotnickym zafizenim a
spojené s diagnozou nezadouci piihody
v souvislosti s Hodnocenym 1é¢ivem nebo
procedurou podle Protokolu; a

(b) veskeré piiméfené a obvyklé naklady

vynaloZzené na lécbu Skody na zdravi

Subjektu hodnoceni, jestlize dana nezddouci

ptihoda souvisela s podanim Hodnoceného

1é¢iva nebo procedurou podle Protokolu,
ovSem za pfedpokladu, Ze:

(i) tyto naklady nejsou proplatitelné ze

zdravotnitho  pojiSténi  Subjektu
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Principal Investigator;

hospital insurance or other insurance
coverage.

(if) the adverse event is not attributable
to the negligence or misconduct by
the  Principal Investigator, the
Institution, or any Sub investigator or
agent of  either of them;

(iii) the adverse event is not attributable
to any underlying illness of the Study
subject, whether previously
diagnosed or not;

(iv) the IMP or the Protocol procedure
was administered in accordance with
the Protocol; and

(v) the adverse event is not attributable to
the negligence, recklessness or
willful misconduct of the Study
subject or the failure of the subject
to follow the instructions of the
Principal Investigator.

(vi) the injury (including death) has not
been caused wholly or partly by the
trial subject or by his/her legal
guardian. This shall not apply in
cases where the Institution has
consistently and duly contested such
subject's claim for damages incurred
thereby in the relevant litigation,
particularly by stating and proving
(in cooperation with the Sponsor
and/or the Principal Investigator, if
required) all facts concerning the
fault whereby the trial subject or
his/her legal guardian wholly or
partly caused such damage, using all
available means of  defense
(including regular and in justified
cases also extraordinary remedies)
and, despite the foregoing, such trial
subject has been finally and
effectively awarded by the relevant
court the damages to be paid by the

hodnoceni, pojisténi Zdravotnického
zatizeni nebo jiného pojistného kryti;
(if) nezadouci piithoda neni zavinéna
opomenutim  nebo  pochybenim
Hlavniho zkousejiciho,
Zdravotnického zatizeni nebo
nekterého jejich spoluzkousejiciho ¢i

zastupce;
(iii) nezadouci piithoda neni zavinéna
jakymkoliv pifedchozim

onemocnénim Subjektu hodnoceni,
bez ohledu na to, zda bylo ¢i nebylo
diive diagnostikovano;

(iv) Hodnocené 1é¢ivo nebo procedura
dle Protokolu byly aplikovany
v souladu s Protokolem; a

(v) nezadouci piihoda neni zavinéna
opomenutim, nedbalosti nebo
svévolnym jednanim Subjektu
hodnoceni ani nedodrzenim pokynt
Hlavniho zkouSejiciho na strané
Subjektu hodnoceni.

(vi) poskozeni zdravi (véetné smrti)
nebylo zpusobeno zcela nebo
Casteéné subjektem hodnoceni nebo
jeho zakonnym  zastupcem. To
neplati v ptipadech, kdy
Zdravotnické zatizeni dusledn¢ a
fadn¢ napadalo tvrzeni subjektu
hodnoceni v daném soudnim sporu,
zejmeéna tim, Ze uvadélo a dokladalo
(ve spolupraci se Zadavatelem a /
nebo Hlavnim zkouSejicim, v ptipadé
potieby) veskeré skuteCnosti tykajici
se pochybeni, kdy subjekt hodnoceni
nebo jeho zakonny zastupce zcela
nebo zcasti  zapfiCinili  takové
poskozeni, s  vyuZitim  vSech
dostupnych  prostfedki  obrany
(vCetne pravidelnych a v
oduvodnénych ptipadech i
mimofadnych opravnych prostredk),
a presto byla subjektu hodnoceni
pravomocné udélena  pfisluSnym
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Institution notwithstanding the fault
whereby the trial subject caused
(contributed to) the occurrence of
such damage.

16. Insurance

The Sponsor hereto acknowledges, that in
accordance with § 58, par. 2 Act on Drugs No.
378/2007 Coll., as amended, contract insurance
of liability for damage for the Principal
Investigator and the Sponsor has been ensured
for the Study. This policy also duly covers
compensable death of the Study subject or
compensation of the subject in case of injury
resulting from and sustained in course of
performance of the Study.

17. Indemnification

(@) In consideration of the performance of the
obligations set forth herein by the Principal
Investigator, the Institution and employees
of the Institution (collectively, “Institution
Indemnitees”), the Sponsor shall indemnify
each Indemnitee for any and all losses,
liabilities, judgments, awards, damages,
penalties, fines, interest, costs, and
expenses (including without limitation
reasonable attorneys’ fees) (“Losses”)
incurred by Institution Indemnitees in
connection with, and Sponsor shall defend
and hold harmless Institution Indemnitees
from and against any and all claims, causes
of action, investigations, proceedings,
administrative actions, suits, and demands
(“Claims”) brought or asserted against
Institution Indemnitees by reason of
personal injury to any Study Subject or
damage to property that results directly
from the proper administration of the IMP

soudem nahrada Skody, ktera ma byt
uhrazena Zdravotnickym zafizenim
bez ohledu na zavinéni, kdy subjekt
hodnoceni zpusobil (ptispél k) vznik
takové skody.

16. Pojisténi

Zadavatel prohlasuje, Zze v souladu s § 58, odst.
2 zékona €. 378/2007 Sb., o 1é¢ivech, v platném
znéni, zajistil na celou dobu provadéni
Klinického hodnoceni pojisténi odpoveédnosti za
Skodu pro Hlavniho zkousejiciho a Zadavatele,
jehoz prostiednictvim je zajisténo i odSkodnéni
v piipad¢ smrti  Subjektu hodnoceni nebo
v piipadé Skody vzniklé na zdravi Subjektu
hodnoceni v disledku provadéni Klinického
hodnoceni.

17. Nahrada $kody

(a) Se zfetelem na plnéni povinnosti uvedenych
vtéto  Smlouvé  Hlavnim  zkouSejicim,
Zdravotnickym  zafizenim a zaméstnanci
Zdravotnického zatizeni (spolené ,,ZajiSténé
osoby Zdravotnického zafizeni”) Zadavatel
kazdou Zajisténou osobu odSkodni za veskeré
ztraty, zavazky, rozsudky, ocenéni, Skody,
pokuty, pendle, uroky, naklady a vydaje (mimo
jiné véetn€ pfiméfenych poplatkli za pravni
zastoupeni) ("Ztraty"), které Zajisténé osoby
Zdravotnického zafizeni utrpi v souvislosti se
Studii, a Zadavatel bude hjit a chranit Zajisténé
osoby Zdravotnického zafizeni pred
jakymikoliv  naroky, divody k Zalobg,
vySetfovanim, fizenim, spravnimi zalobami,
Zalobami a pozadavky ("Naroky") vznesenymi
nebo uplatnénymi vuéi Zajisténym 0sobam
Zdravotnického zafizeni z divodu Ujmy na
zdravi jakéhokoliv Subjektu hodnoceni nebo
Skody na majetku, které pifimo vyplyvaji z
fadného podavani Hodnoceného 1éCiva nebo

The content of this template is part of the intellectual property of EastHORN Clinical Services (EastHORN). Disclosing, copying, or
distributing it is strictly prohibited without EastHORN written approval. The actual version of the template is always located in

EastHORN Quality Management System.

Document reference:
Republic, v1, 01 Mar 2022

Parent document ID and name:
Site specific document

reference  Republic, v1.0, 16 Oct 2023

EH-CD-0070, Clinical Study Agreement, Sponsor — CRO — Institution — Investigator, Czech

EH-SOP-0007, Initiate Clinical Trial
EGL-6535-C-2202, 1201, Clinical Study Agreement, CRO-Institution-Investigator, Czech

Page: 24 /42




Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.

Site number:

Principal Investigator: | | AR

Smlouva o KH:

Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Cislo protokolu: EGL-6535-C-2202

Zadavatel: Eaile Pharmaceuticals, Inc.

Cislo centra:

Hlavni zkousejici: (Jméno) [ N

or the proper performance of any Study
procedure, in each case in accordance with
the Protocol, provided, however, that:.

(i) the Institution Indemnitees shall have
complied with all applicable laws and
regulations  (including  obtaining
Informed  Consents Form), the
Protocol and all recommendations
furnished by the Sponsor or the CRO
for the use and administration of any
IMP.

The Sponsor is promptly notified in
writing of any such claim.

the Institution Indemnitees cooperate
fully in the investigation and defense
of any such claim;

the Sponsor retains the right to defend
any claim or suit in any manner it
deems appropriate; and

the Sponsor shall have the sole right to
settle the claim; provided, however,
that the Sponsor shall not admit fault
on the Indemnitees’ behalf without the
Institution  Indemnitees’  advance
written permission.

(i)
(iii)

(iv)

(v)

(b) The foregoing obligations of Sponsor shall
not apply to the extent Institution is
obligated to indemnify Sponsor or
otherwise resulting from:

(i) the failure of Institution Indemnitees to
adhere to the terms and conditions of this
Agreement, the Protocol or CRO and/or
Sponsor’s written recommendations or
instructions relative to the administration
and use of any drug substances involved in
the Study, including, but not limited to, the
IMP, any comparative drug and any
placebo;

(i1) the failure of Institution Indemnitees to

fadného provedeni jakéhokoliv postupu Studie,
v kazdém piipadé¢ v souladu s Protokolem,
avsak za predpokladu, ze:

(i) Zajisténé osoby Zdravotnického zatizeni
dodrzely veskeré platné pravni ptedpisy
(v€etn¢ ziskani informovaného souhlasu),
Protokol a veskera pisemna doporuceni dana
Zadavatelem nebo CRO pro uzivani a
podavani Hodnoceného 1éciva;

(ii) Zadavatel bude o kazdém takovém naroku
neprodlené pisemné informovan;

(iii) Zajisténé osoby Zdravotnického zafizeni
budou u kazdého takového ndroku plné
spolupracovat na vySetfovani a procesni
obran¢;

(iv) Zadavatel si ponechava pravo procesné se
branit proti jakémukoli naroku ¢i Zalobé,
jak bude povazovat za vhodné, a

(v) Zadavatel méa vyhradni pravo néarok
vyporadat, ovSem =za predpokladu, ze
nepiipusti zavinéni jménem ZajiSténych
osob bez ptfedchoziho pisemného svoleni
Zajisténych osob Zdravotnického zatizeni.

(b) Vyse uvedené povinnosti Zadavatele se
nevztahuji na rozsah, v jakém je Zdravotnické
zatizeni povinno Zadavatele odSkodnit nebo v
jakém jinak vyplyva z:

(i) nedodrZzeni podminek této Smlouvy,
Protokolu nebo pisemnych doporuceni
¢i pokyni CRO a/nebo Zadavatele
tykajicich se podavani a uZivani jakékoli
1é¢ivé latky zahrnuté do Studie, mimo
jiné  véetné Hodnoceného 1éCiva,
jakéhokoli porovnavaného 1é¢iva a
jakéhokoli placeba, ze strany
Zajisténych  osob  Zdravotnického
zafizeni,

(i) nedodrzeni

jakéhokoli platného
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comply with any applicable FDA or other
governmental or state requirements, law,
rules, or regulations applicable to the
performance of its obligations under this
Agreement;

(iii)the failure of Institution Indemnitees to

render professional care or to conduct the
Study in a reasonably prudent manner; or

(iv)the negligent act or omission or willful

misconduct by Institution Indemnitees
related to the performance of services under
this Agreement.

(c) Institution shall indemnify the CRO,

Sponsor, their officers, agents, employees
(“Sponsor Indemnitees™) from and against
any and all Losses incurred by Sponsor
Indemnitees in connection with, and
Institution shall defend and hold harmless
Sponsor Indemnitees from and against, any
and all Claims (A) brought or asserted
against Sponsor Indemnitees arising from
or relating to (i) Institution’s breach of the
Agreement, including any representations
and warranties set forth in this Agreement;
(i1) Institution’s failure to perform the
services in accordance with this Agreement
or to conduct the Study in accordance with
the Study Protocol; (iii) Institution’s
negligence, willful misconduct, or violation
of applicable law; and/or (iv) Institution’s
infringement or misappropriation of the
intellectual property or proprietary rights of
a third party, or (B) brought or asserted
against Sponsor Indemnitees arising from
or related to the personal injury of any
Study Subject or damage to property that
results directly from the improper
administration of the IMP or the conduct of

pozadavku FDA nebo jiného vladniho
nebo regulacniho pozadavku, zikona,
pravidla nebo piedpisu, ktery se
vztahuje na plnéni jejich povinnosti

podle této Smlouvy ze strany
Zajisténych  osob  Zdravotnického
zafizeni,

(iii)selhani Zajisténych 0sob

Zdravotnického zatfizeni pii poskytovani
odborné péce nebo pii provadéni Studie
pfimétené obezietnym zptsobem; nebo

(iv) nedbalostni jednani nebo opomenuti
nebo uamyslné pochybeni
Zdravotnického zafizeni, které se tyka
poskytovani sluzeb podle této Smlouvy.

(c) Zdravotnické zafizeni odskodni CRO,
Zadavatele, jejich vedouci pracovniky,
zastupce a zamestnance ("Odskodnéni
Zadavatele"), bude je hajit a chranit pted
veskerymi  ztratami, které  vzniknou
Odskodnénym Zadavatele v souvislosti s
témito udalostmi, a Zdravotnické zafizeni
bude Odskodnéné Zadavatele hgjit a chranit
pted nimi, jakychkoli a vSech Narokt (A)
vznesenych  nebo  uplatnénych  vici
Odskodnénym Zadavatele v dasledku nebo
v souvislosti s (i) porusenim Smlouvy ze
strany Zdravotnického zafizeni, vcetné
jakychkoli prohlaSeni a zaruk uvedenych v
této Smlouvé (i1) neprovedenim Sluzeb v
souladu s touto  Smlouvou nebo
neprovedenim  Studie v souladu s
Protokolem o  Studii ze  strany
Zdravotnického zafizeni; (iii) nedbalost,
umyslné pochybeni nebo poruseni platnych
pravnich piedpist ze strany Zdravotnického
zafizeni; a/nebo (iv) poruSeni nebo zneuziti
prav dusevniho vlastnictvi nebo
vlastnickych prav jakékoli tieti strany ze
strany Zdravotnického zafizeni; nebo (B)
vznesené nebo uplatnéné vici
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the Study in a manner inconsistent with or a
violation of the Protocol.

EXCEPT WITH RESPECT TO EACH
PARTY’S CONFIDENTIALITY,
INTELLECTUAL PROPERTY, AND
INDEMNIFICATION OBLIGATIONS SET
FORTH IN THIS AGREEMENT, NEITHER
PARTY SHALL BE LIABLE FOR SPECIAL,
CONSEQUENTIAL, INDIRECT, OR
INCIDENTAL DAMAGES ARISING OUT OF
OR IN CONNECTION WITH THE
ACTIVITIES GOVERNED BY  THIS
AGREEMENT, EVEN IF SUCH PARTY
FORESEES OR IS ADVISED IN ADVANCE
OF THE POSSIBILITY OF SUCH DAMAGES
ARISING.

18. Study / Agreement Termination

(@) The Study shall be ended by delivering
completely and correctly filled data in
electronic case report forms (CRFs) of all Study
subjects, answering all queries and clarifications
by the Institution and the Principal Investigator,
and following full source data verification by
the clinical monitor according to the monitoring
plan, unless terminated earlier as provided in
this Section.

(b) Institution and Principal Investigator may
terminate this Agreement if Sponsor materially
breaches this Agreement and Sponsor fails to
cure the breach within sixty (60) days after

Odskodnénym Zadavatele vyplyvajici z
nebo souvisejici s Ujmou na zdravi
Subjektu  hodnoceni nebo $kodou na
majetku, kterda pfimo  vyplyvda z
nespravného podavani Hodnoceného 1é¢iva
nebo provadéni Studie zpisobem, ktery
neni v souladu s Protokolem nebo je v
rozporu s nim.

S VYJIMKOU POVINNOSTI KAZDE ZE
STRAN TYKAJICICH SE DUVERNOSTI,
DUSEVNIHO VLASTNICTVI A
ODSKODNEN[ STANOVENYCH V
TETO SMLOUVE NEN[ ZADNA ZE
STRAN ODPOVEDNA ZA ZADNE
ZVLASTNI, NASLEDNE, NEPRIME
NEBO NAHODNE SKODY VZNIKLE V
DUSLEDKU CINNOSTI UPRAVENYCH
TOUTO SMLOUVOU NEBO V
SOUVISLOSTI S NIMI, A TO ANI V
PRIPADE, ZE TAKOVA STRANA
MOZNOST VZNIKU TAKOVYCH SKOD
PREDVIDA NEBO JE NA NI PREDEM
UPOZORNENA.

18. Ukonceni _Klinického hodnoceni /
Smlouvy
(@) Klinické hodnoceni bude ukonceno

pfedanim uplné a spravné vyplnénych dat
v elektronickych  formulatich  zdznamu
subjekt hodnoceni (CRF) vSech Subjektii
hodnoceni, zodpovézenim vsSech dotazii a
vysvétleni ze strany Zdravotnického
zafizeni a Hlavniho zkouSejiciho, uplnym
ovéfenim  zdrojovych  dat  klinickym
monitorem podle monitoraéniho planu,
pokud nebude ukoncena dfive, jak je
stanoveno v tomto oddile.

(b) Zdravotnické zafizeni a Hlavni ZkouSejici
mohou tuto Smlouvu vypoveédét, pokud
Zadavatel podstatné porusi tuto Smlouvu a
Zadavatel toto poruSeni nenapravi do
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receipt of written notice from a party specifying
in detail the nature of the breach.

(c) Sponsor or CRO may terminate this
Agreement at any time upon giving thirty (30)
days’ advance written notice to Institution and
Principal Investigator. Sponsor shall be
obligated to pay Institution solely for those
services rendered and deliverable items
completed prior to the date of termination.
Institution shall promptly refund to CRO all
advance payments made (including deposits)
for services not yet rendered and deliverables
not yet completed prior to termination.

(d) Either party may terminate this Agreement
by notifying the other party in writing, effective
on the day notice has been delivered to the last
of contracted parties in cases as follows:

(i) a competent court adjudicates any
Contract party is bankrupted in
accordance with the Insolvency Act no.
182/2006 Coll., as amended.

(ii) any of the Contract parties ceases to be
authorized to pursue its activities within
the field in concern.

(iii) the risk incurred by the subjects
increases significantly.

(iv) the necessary authorization, approval,
consent or exception are revoked or
suspended, or  expires  without
prolongation;

(v)if the Institution and / or Principal
Investigator violates the obligations laid
down in Article 13 of the Agreement.

(e) If the Institution’s participation in the Study
or the Study itself is terminated, the Institution

Sedesati (60) dni od obdrzeni pisemného
oznameni jedné ze stran, v némz je
podrobné uvedena povaha poruseni.

(c) Zadavatel nebo CRO mohou tuto Smlouvu
kdykoli vypovédét na zdkladé tficetidenni
(30) vypoveédni lhity zaslané
Zdravotnickému  zafizeni a Hlavnimu
ZkouSejicimu. Zadavatel je povinen zaplatit
Zdravotnickému zatizeni pouze za sluzby
poskytnuté a vysledky dokoncené¢ pied
datem ukonceni.  Zdravotnické zafizeni
neprodlen¢ vrati CRO veskeré zalohy
(v€etné zéaloh) za sluzby, které nebyly
poskytnuty, a za vysledky, které nebyly
dokonceny pied ukonéenim Smlouvy.

(d) Kterakoli ze stran muze tuto Smlouvu
vypovedét pisemnou vypoveédi druhé strané
s ucinnosti ode dne doruceni vypovéedi
posledni ze stran v téchto ptipadech:

(i) pokud piislusny soud rozhodne, Ze je
néktera smluvni strana v Upadku dle
insolvenéniho zakona ¢. 182/2006 Sb.,
V platném znénf;

(ii) pokud néktera smluvni strana pozbude
opravnéni k pasobeni v dané oblasti;

(iii) bude-li riziko pro Subjekty hodnoceni
neumeérné zvyseno;

(iv) pokud pottebné opravnéni, povoleni,
souhlas nebo vyjimka bude
revokovano, jeho platnost
suspendovana, nebo uplyne-li doba, na
kterou bylo vydano bez pftislusného

prodlouzeni;
(v) pokud Zdravotnické zafizeni a/nebo
Hlavni zkouSejici porusi zavazky

stanovené ve ¢l. 13 této Smlouvy.

(e) Pokud ucast Zdravotnického zafizeni v
Klinickém hodnoceni nebo Klinické
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shall not permit further enrollment of Study
subjects into the Study, cause the Principal
Investigator to cease treatment with the IMP to
the extent medically permissible, and return or
destruct of all the IMP in accordance with
instructions provided by the CRO and
regulatory requirements.

(F) In the event of termination of the Study,
payments will be made for all services required
by the Protocol that have been performed up to
the effective date of termination of the Study
and in connection with the Study as required
under the Protocol and contemplated in the
Budget. If any advance or other payments
exceed the amount owed for services performed
under the Protocol, the Institution shall
promptly return the excess balance to the CRO.

(g) Upon completion or termination of this
Agreement, Institution and Principal
Investigator shall, upon Sponsor’s request,
return or destroy all documents, information,
and/or supplies (including unused quantities of
the Study Materials) relating to the Study to
Sponsor. If Sponsor requests that such
documents, information or supplies be
destroyed, Institution or Principal Investigator,
as applicable, agrees to destroy same and
provide Sponsor with written certification of
such destruction.

(h) Upon termination of this Agreement for any
reason, Institution shall cooperate with CRO
and/or Sponsor in transitioning the Study and
all Study Results to CRO or, as directed,
Sponsor or Sponsor’s designee as determined in
the sole discretion of Sponsor provided that
CRO will pay Institution its then-prevailing
hourly rates for such transition services.

hodnoceni samotné bude ukonceno,
Zdravotnické zafizeni nesmi povolit dalsi
nabor Subjektd hodnoceni, musi zajistit,
aby Hlavni zkousejici ukoncil [éCbu
Hodnocenym lé¢ivem do té miry, do jaké
to bude z medicinského hlediska pFipustné,
a musi veSkeré Hodnocené léCivo vratit
nebo zlikvidovat v souladu s pokyny CRO
a zakonnymi pozadavky.

(f) V ptipad¢ ukonceni Klinického hodnoceni
budou provedeny thrady za vSechny sluzby
vyzadované  Protokolem, které byly
realizovany az do data Gc¢innosti ukonceni
Klinického hodnoceni v souvislosti s
Klinickym hodnocenim a v souladu s
pozadavky Protokolu a ptedpoklady
V Rozpoctu. Pokud jakékoli zalohové nebo
jiné platby ptesdhnou dluznou c¢éstku za
sluzby  realizované podle Protokolu,
Zdravotnické zafizeni pteplatek neprodlené
vrati CRO.

(g) Po ukonceni nebo vypovézeni této Smlouvy
Zdravotnické zatizeni a Hlavni zkousSejici na
zadost Zadavatele vrati Zadavateli nebo znici
veSkeré dokumenty, informace a/nebo zasoby
(v€etné nespotiebovaného mnozstvi zkusebnich
materialtl) tykajici se Studie. Pokud Zadavatel
pozadd o zniceni takovych dokumentd,
informaci nebo materialt, Zdravotnické
zafizeni, pfipadné Hlavni zkousejici, souhlasi s
jejich zni¢enim a s tim, ze Zadavateli poskytne
pisemné potvrzeni o tomto zniceni.

(h) Po ukonceni této smlouvy z jakéhokoli
davodu bude Zdravotnické zatizeni
spolupracovat s CRO a/nebo Zadavatelem pii
prevodu Studie a vSech vysledkt Studie na
CRO nebo, na pokyn Zadavatele, na Zadavatele
nebo na osobu Zadavatelem povétenou, podle
uvazeni Zadavatele, s tim, ze CRO zaplati
Zdravotnickému zafizeni za tyto sluzby spojené
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19. Assignhment

(@) Any assignment of this Agreement or any
rights or obligations hereunder by:

(i) The Institution to a third party shall
require the prior written consent of
the CRO and the Sponsor; and

The CRO to any third party other
than the Sponsor shall require the
prior written consent of the Sponsor
but shall not require the approval of
the Institution.

(i)

(b) The Institution and the CRO hereby
acknowledge that the Sponsor may assign
to itself or a third-party responsibility for
any or all of the CRO’s rights and
obligations hereunder by written notice to
the Institution and the CRO.

20. Suspensory Condition

This Agreement takes effect upon registration
of the Agreement in the Agreements Register in
accordance with Act no. 340/2015 Coll., on
Agreements Register. The parties hereby agree
that their relations shall be governed by this
Agreement as of the date of signature by the last
party to this Agreement (the ,,Effective Date*)
providing an Approval to conduct Study issued
by the State Institute for Drug Control and
relevant Ethic Committee or not rejecting the
Study, subject to the mandatory notification
liability are available.

21. Governing Law

(@) This Agreement shall be interpreted in

s prevodem jeji tehdejsi hodinové sazby.
19. Pievod

(@) Jakykoli pfevod této Smlouvy nebo
jakychkoli prav ¢i povinnosti podle této
Smiouvy:

(i) Zdravotnickym zafizenim na tieti
stranu vyzaduje predchozi pisemny
souhlas CRO a Zadavatele; a

(i) CRO na jinou tfeti stranu nez
Zadavatele vyzaduje ptedchozi
pisemny souhlas Zadavatele, avSak
nevyzaduje schvaleni
Zdravotnickym zatizenim.

(b) Zdravotnické =zafizeni a CRO timto
potvrzuji, ze Zadavatel je opravnén
pisemnym ozndmenim Zdravotnickému
zafizeni a CRO prevzit €1 na treti stranu
pfevést odpovédnost za néktera nebo
veSkerd prava a povinnosti CRO podle této
Smlouvy.

20. Odkladaci podminka

Tato Smlouva nabyva ucinnosti v okamziku
zvefejnéni v registru smluv dle zakona ¢.
340/2015 Sb., o registru smluv. Strany timto
sjednavaji, ze jejich vzijemna prava a
povinnosti se touto smlouvou fidi jiz od data
jejiho podpisu posledni ze stran této Smlouvy
(déle jen ,,Datum ucinnosti‘) za piedpokladu,
7ze¢ bylo obdrzeno povoleni k provedeni
Klinického hodnoceni  vydaného  Statnim
ustavem pro kontrolu 1é¢iv a jeho pfiislusné
etické komise nebo nezamitnutim Klinického
hodnocenti, které podléha ohlaseni.

21. Rozhodné pravo

(@) Tato smlouva bude vykladana v souladu
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accordance with laws of the Czech

Republic.

s pravnimi piedpisy Ceské republiky.

(b) Legal relations that are not specifically (b) Pravni vztahy vyslovné neupravené v této
regulated herein shall be governed by smlouvé se fidi prislusSnymi ustanovenimi
applicable provisions of the Civil Code. Obcanského zakoniku.

(c) Any disputes unsettled by a mutual (c) K projednani a rozhodovani ptipadnych
cooperation will be referred to and resolved sport, které nebudou vyfeSeny vzajemnou
by a general courts of the Czech Republic. spolupraci jsou pfislusné obecné soudy

Ceské republiky.

22. Final provisions 22. Zavérefna ustanoveni

(@) This Agreement is made in four identical (a) Tato Smlouva je vyhotovena ve Ctyfech
copies; each Party shall receive one stejnopisech; kazda smluvni strana obdrzi
original. jeden stejnopis.

(b) This Agreement may only be modified and (b) Tuto Smlouvu lze ménit a dopliiovat pouze
amended by common consent, with a dohodou smluvnich stran ve formé
written amendment hereto. pisemného dodatku k této Smlouvé.

(c) In case of discrepancies between the Czech (c) V pfipad¢ nesouladu mezi ¢eskou a
and English versions of the Agreement, the anglickou verzi této Smlouvy je rozhodujici
Czech version prevails. Ceska verze.

(d) All  correspondence and reports in (d) Veskerd korespondence a oznadmeni ve

connection with this Study shall be sent to
the address or email address of the company
EastHORN Clinical Services in CEE, Ltd.,
U Dubu 260/10, 147 00 Praha 4, Czech
Republic, email:

spojitosti s timto Klinickym hodnocenim
musi byt zasilany na adresu nebo email
spole¢nosti EastHORN Clinical Services in
CEE, s.r.o., U Dubu 260/10, 147 00, Praha
4,Ceska republika, email:

The content of this template is part of the intellectual property of EastHORN Clinical Services (EastHORN). Disclosing, copying, or
distributing it is strictly prohibited without EastHORN written approval. The actual version of the template is always located in
EastHORN Quality Management System.

Document reference:  EH-CD-0070, Clinical Study Agreement, Sponsor — CRO — Institution — Investigator, Czech
Republic, v1, 01 Mar 2022

EH-SOP-0007, Initiate Clinical Trial

EGL-6535-C-2202, 1201, Clinical Study Agreement, CRO-Institution-Investigator, Czech
Republic, v1.0, 16 Oct 2023

Parent document ID and name:
Site specific document
reference

Page: 31/42



Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.

Site number:

Principal Investigator: [ NENENREGEEINEEEE

Smlouva o KH:
Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Cislo protokolu: EGL-6535-C-2202

Zadavatel: Eagle Pharmaceuticals, Inc.
Cislo centra: h

Hlavni zkousejici: (Jméno) [ EGczNNENE

Q) Sponsor / Zadavatel:

R
SVP Clinical Drug Development

Interim CMO

Date / Datum

(2) CRO:

Finance Director / Finan¢ni feditel

Date / Datum

3) Institution / Zdravotnické zaiizeni :

MUDr. Petr Maly, MBA Date / Datum
Generalni feditel / General Director
(Statutarni organ nebo zplnomocnéna

osoba)

4) Principal Investigator /
Hlavni zkouSejici:

MUDr. Jan Bene$ Date / Datum
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Appendix A — Study Budget Ptiloha A —Rozpocet Studie

Appendix B — Payment Schedule Ptiloha B — Harmonogram plateb

Separate Appendix No. 1: Samostatna Piiloha ¢. 1:

Study approval Povoleni studie

Power of Attorney: EastHORN Clinical PInd moc: EastHORN Clinical Services in CEE
Services in CEE Limited Limited

Separate Appendix No. 2: Samostatna Piiloha ¢. 2:

Agreement on the processing of personal data Smlouva o zpracovani osobnich udaju
Separate Appendix No. 3: Samostatna Piiloha ¢. 3:
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Appendix A Piiloha A

STUDY BUDGET
l. AMOUNT PAYABLE PER SUBJECT:
A. Enrolled Subjects.

The maximum amount payable for a subject who
meets the entry criteria, is randomized, and receives
Study medication at Institution (such subject, an
“Enrolled Subject”) is [JJJl] Czech crown (CzK).
The actual amount of the maximum amount payable
for an Enrolled Subject shall be determined based
upon the Study visits completed by the Enrolled
Subject.

ROZPOCET STUDIE

I. CASTKA PLATNA ZA SUBJEKT STUDIE
A Zatazené Subjekty

Maximalni ¢astka splatna za Subjekt, ktery spliuje
vstupni kritéria a je zafazen a dostava Hodnocené
1é¢ivo  ve Zdravotnickém zafizeni (dale jen,
"Zatazeny subjekt"), ¢ini [l Korun &eskych
(CZK). Skute¢na vySe maximalni Castky splatné
za Zarazeny subjekt bude stanovena na zakladé
navstév ve Studii, které Zatazeny subjekt
absolvuje.

Budget per subject for Institution / Rozpocet za subjekt pro Zdravotnické zarizeni

kil

IIIIIIIIIIIIIiF

I IIIJF
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Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
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Budget per subject for Principal Investigator / Rozpo¢et za subjekt pro Hlavniho zkousejiciho

il

The amount payable per Enrolled Subject per
completed Study visit includes all subject costs,
institutional overhead fees and taxes, except for
Value Added Tax (“VAT”) or an equivalent tax. Ten
percent (10%) of the amount payable per Enrolled
Subject shall be withheld and shall not become due
and payable until after the formal close-out of the
Study in accordance with the terms of Exhibit B.

w

Subject Compensation.

Reasonable patient expenses e.g. for travel to study
site after discharge, including any parking fees, and
necessary refreshments shall be reimbursed at actual
costs up to [l Czech crown (CZK) per visit for
Day 7 (if applicable), EOS/D28 and any unscheduled
visit following discharge, if applicable and upon the
provision of the receipts. Costs in excess of this
amount are to be approved by Sponsor in adavance.
Institution/Investigator will invoice the expenses to
the Sponsor.

Castka splatna za Subjekt za dokonéenou navitévu
ve Studii zahrnuje vesSkeré naklady za Subjekt,
rezijni ndklady Zdravotnického zatfizeni a dané,
s vyjimkou dané z pfidané hodnoty (,,DPH*) nebo
ekvivalentni dan¢. Deset procent (10 %) z Castky
splatné za Subjekt Studie bude zadrzeno a stane se
splatnym aZz po formalnim ukonceni Studie v
souladu s podminkami uvedenymi v Ptiloze B.

B. Kompenzace pro subjekt

Oduvodnitelné naklady pacienta, napt. na cestu na
pracovisté klinického hodnoceni po propusténi
z nemocnice, vcetn¢ piipadného parkovného a
nezbytného obcerstveni budou uhrazeny ve vysi
skuteCnych nakladi, az do vyse korun
Ceskych (K¢), a to za navstévu na centru v den 7,
v den 28/ukonceni studie a dalsi pfi neplanované
navstéve po propusténi z nemonice a po piedloZzeni
uctenek. Naklady pfesahujici tuto castku musi
pifedem schvalit sponzor. Zdravotnické zatieni
nebo Investigator bude tyto vydaje fakturovat
SPONZOrovi.
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C. Screen Failures

Paying Agent (IQVIA) on behalf of the Sponsor shall
pay for each Screen Failure Subject in accordance
with the terms set forth in this Exhibit A and at rate
not to exceed 1 Screen Failure for every five (5)
eligible randomized subjects. A “Screen Failure
Subject” is a subject who signed the Informed
Consent Form for the Study, underwent screening
procedures set forth in the Protocol at Institution, but
either failed to meet the inclusion/exclusion criteria as
determined by such screening procedures or was not
randomized into the Study. To be eligible for
reimbursement for Screen Failure  Subjects,
Institution or Investigator must: (i) employ reasonable
screening procedures and processes to ensure that
only appropriate subjects (i.e., subjects that the
Investigator reasonably believes may meet the
inclusion/exclusion criteria for the Study) are entered
into the screening process, and (ii) have proper
documentation available for verification if requested.
If Institution or Investigator does not meet all of the
foregoing criteria with respect to a Screen Failure
Subject for which it is seeking reimbursement,
Sponsor may, at its sole discretion, reduce or not pay
the amount payable for such Screen Failure Subject.
No payment will be made for subjects, if any, who
are inappropriately or improperly screened. [Ten]
percent (10%) of the amount payable for Screen
Failure Subjects shall be withheld and shall not
become due and payable until after the formal close-
out of the Study in accordance with the terms of
Exhibit B.

C. NeUspésny screening

Platebni zastupce (IQVIA) jménem Zadavatele
zaplati za kazdy netispé$ny screening Subjektu

v souladu s podminkami stanovenymi v této
priloze A a v poméru neptesahujicim 1 netspésny
screening Subjektu na kazdych pét (5) vhodné
zafazenych Subjektd. "Subjekt, ktery neuspél pfi
screeningu™ je Subjekt, ktery podepsal formulaf
informovaného souhlasu ve Studii, podstoupil ve
Zdravotnickém zafizeni screeningové procedury
stanovené v Protokolu, ale bud’ nesplnil Kritéria
pro zafazeni/vytazeni stanovena témito
screeningovymi procedurami, nebo nebyl do
Studie zatazen. Aby bylo Zdravotnické zafizeni
nebo Hlavni zkouSejici zpusobilé k néhradé
nakladd za Subjekty, u nichz screening selhal,
musi: ((i) pouzivat pfimétené procedury a procesy
pii screeningu, aby bylo zajisténo, Ze do procesu
screeningu budou zafazeny pouze vhodné Subjekty
(tj. Subjekty, o nichz se zkouSejici divodné
domniva, Ze mohou splnit kritéria pro
zafazeni/vytazeni ze Studie), a (ii) mit k dispozici
odpovidajici dokumentaci, ktera bude na pozadani
ptezkoumana. Pokud Zdravotnické zatizeni nebo
Hlavni zkousejici nesplni vSechna vyse uvedena
kritéria v souvislosti s nezafazenym Subjektem, za
ktery zada nahradu, muze Zadavatel podle
vlastniho uvaZeni snizit nebo nezaplatit castku,
kterd m& byt za tento nezafazeny Subjekt
uhrazena. Za nevhodné nebo nespravné zatrazeny
Subjekt nebude provedena zadna platba. Deset
procent (10 %) z cCastky splatné za nezatfazené
Subjekty, u nichz screening selhal, bude zadrzeno
a stane se splatnym az po formdalnim ukonceni
Studie v souladu s podminkami uvedenymi v
Ptiloze B.
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Il. APPROVED ONE-TIME COSTS FOR INSTITUTION ABD PRINCIPAL INVESTIGATOR/
SCHVALENE JEDNORAZOVE NAKLADY PRO ZDRAVOTNICKE ZARIZENI A
HLAVNIHO ZKOUSEJICIHO

One-time Fees / Jednorazové poplatky Fee / Poplatek Comments

II.  APPROVED VARIABLE COSTS/SCHVALENE VARIABILNI NAKLADY

VARIABLE COSTS FOR INSTITUTION/ VARIABILNi NAKLADY PRO ZDRAVOTNICKE
ZARIZENI:

Variable Fees / Variabilni poplatky Fee / poplatek Comments / Komentare

T
A INAARIRARA AARAAE
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VARIABLE COSTS FOR PRINCIPAL INVESTIGATOR/ VARIABILNI NAKLADY
PRO HLAVNIHO ZKOUSEJICIHO:

Variable Fees / Variabilni poplatky Fee / poplatek Comments / Komentare

{ A
) TIIRIRANAAAAARAIAR
T

Appendix B Piiloha B
PAYMENT SCHEDULE HARMONOGRAM PLATEB
All payments for the performance of the 1. Veskeré platby za provedeni Studie ze
Study by Institution and Investigator shall be in strany Zdravotnického zafizeni a Hlavniho
accordance with the Study Budget set forth in zkousejiciho se uskute¢ni v souladu s
Exhibit A and made payable to, and only to, the rozpoétem Studie uvedenym v Piiloze A a
payees designated below (the “Payees”),and are budou poukézdny pouze nize uvedenym
conditioned upon the performance of the Study ptijemcum (dale jen "PfFijemci”) a budou

=
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Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.

Site number:

Smlouva o KH:

Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Cislo protokolu: EGL-6535-C-2202

Zadavatel: Eaile Pharmaceuticals, Inc.

Cislo centra:

Principal Investigator: _

in accordance with the terms of the Agreement.
Payments will not be made to a party other than
the Payees under any circumstances. Any
change in the Payee’s information set forth
below will be communicated promptly to
Sponsor in writing.  Sponsor will not be
responsible for delays in payment due to
insufficient information or incorrect information
provided to Sponsor.

Payees:
Institution/ Zdravotnické zarizeni:

Principal Investigator/
Hlavni zkouSejici

Hiavni zkousejici: (méno) ||| N

podminény provedenim Studie v souladu s
podminkami této Smlouvy. Platby nebudou za
zadnych okolnosti provadény jiné strané nez
Piijemciim. Jakakoli zména nize uvedenych
udaju Piijemct platby musi byt neprodlené
pisemné oznamena Zadavateli.  Zadavatel
nenese odpovédnost za jakékoli zpozdéni platby
z divodu nedostatecnych nebo nespravnych
informaci poskytnutych Zadavateli.

Piijemci platby:
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2. In consideration of the Institution and 2. Se zietelem na Zdravotnické zatizeni a
Investigator conducting the Study, the Sponsor Hlavniho zkousejiciho provadéjiciho studii,
will pay to the Payee as nominated in Exhibit B sponzor zaplati piijemci platby jak je v pfiloze
in the manner and on the basis of the amounts B, a to zpisobem a na =zaklad¢ c¢astek a
and at the times set out in Exhibit A and B. The v obdobi uvedenych v ptiloze A a B. Castky
amounts set out in Exhibit A do not include uvedené v pfiloze A nezahrnuji dan z pfidané
Value Added Tax (“VAT”) or an equivalent tax. hodnoty (,,DPH*) ani ekvivalentni dan. Pfi
At the time of payment, the Sponsor must pay to platbé musi sponzor zaplatit Zdravotnickému
the Institution any amount of VAT or equivalent zafizeni  jakoukoliv ~ ¢astku DPH  nebo
tax that the Institution is required to pay in ekvivalentni dan, kterou je Zdravotnické
addition to the amounts set out in Exhibit A and zafizeni povinno zaplatit navic k ¢astkam
in accordance with VAT or equivalent tax law. uvedenym v piiloze A a v souladu se zakonem
Sponsor has determined that the payment o danich. Zadavatel ur¢il, Ze vySe plateb
amounts represent fair market value for the piedstavuje spravedlivou trzni hodnotu za
services provided hereunder. Payments for any sluzby poskytované podle této Smlouvy. Platby
costs outside the Study Budget must be approved za naklady mimo rozpocet Studie musi byt v
in advance in writing in each instance by the kazdém piipadé ptedem pisemné schvaleny
Sponsor, which approval may be withheld at Zadavatelem, pfiCemz Zadavatel mize tento
Sponsor’s sole discretion. If approved, such souhlas dle svého uvazeni odeptit. V piipadé
costs shall be paid on an actual cost basis. schvaleni budou tyto néaklady hrazeny na
zaklad¢ skute¢nych naklada.

3. All amounts payable per Enrolled Subject 3. Veskeré castky splatné za Subjekt ve
under Section I.A of the Study Budget are Studii podle oddilu I.LA Rozpoc¢tu Studie jsou
contingent upon (a) Sponsor’s receipt of all lab podminény (a) obdrzenim vSech laboratornich
specimens for the applicable Enrolled Subject, vzorki pro zafazeny Subjekt u Zadavatele a (b)
and (b) the Investigator’s electronic submission elektronickym piedlozenim vyplnéného CRF
of a completed CRF for the applicable Enrolled pro =zafazeny Subjekt ze strany Hlavniho
Subject in accordance with the CRO’s zkousejiciho v souladu s pokyny CRO,
instructions, satisfactory resolution of all queries uspokojivym vyfeSenim vSech piipadnych
(if any) regarding such CRF, and the electronic otadzek tykajicich se tohoto CRF a
locking of such CRF. elektronickym uzam¢enim tohoto CRF.

4. 90% of the total amount payable for each 4. 90 % z celkové castky splatné za kazdy
Enrolled Subject for completion of each Study =zafazeny Subjekt za absolvovani kazdé Studijni
visit will be paid upon the subject’s completion navstévy bude vyplaceno po dokonceni kazdé
of each study visit based upon data confirmed by Studijni navstévy na zakladé tdaji potvrzenych
receipt of completed CRFs. The remaining 10% obdrzenim vyplnénych CRF. Zbyvajicich 10 %
of the total amount payable for each Enrolled celkové castky splatné za kazdy zatazeny
Subject for completion of each Study visit shall Subjekt za dokonéeni kazdé Studijni navstévy
be paid after the formal close-out of the Study, bude vyplaceno po formalnim ukonéeni Studie,
including formal notification to the applicable vcetné formalniho oznameni Zadavatele
IRB by Sponsor that the Study has been pfislusné nezavislé etické komisi, ze Studie je
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Clinical Study Agreement:

Sponsor — CRO - Institution — Investigator
Protocol ID: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc.

Site number:

Principal Investigator: ||| | EG—_

Smlouva o KH:

Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Cislo protokolu: EGL-6535-C-2202

Zadavatel: Eaile Pharmaceuticals, Inc.

Cislo centra:

Hlavni zkousejici: (Jméno) I EGczNE

completed. Study close-out will not occur until
all CRFs have been electronically submitted and
locked and all data queries and Study conduct
issues have been resolved to the Sponsor’s
satisfaction. Institution does not need to provide
an invoice for Enrolled Subject payments.

5. 90% of the total amount payable for
Screen Failure Subjects in accordance with
Section I.C of the Study Budget will be paid on a
monthly basis based upon the prior monthly
enrollment data, after the site monitor or Sponsor
designee has verified the source documentation
provided for such Screen Failure Subjects. No
payment will be made for subjects, if any, who
are inappropriately or improperly screened, or if
any of the criteria specified in Section I.C of the
Study Budget is not met. The remaining 10% of
the total amount payable for Screen Failure
Subjects shall be paid after the formal close-out
of the Study.

6. The approved one-time costs specified in
Section Il and Section 11l of Exhibit A will be
paid by Sponsor On a pass-through basis within
(30) days after the later of: a) the date on which
Sponsor receives the fully executed Agreement,
(b) Sponsor receives a written invoice
documenting such fees and (c) regulatory
document packet approved with the exception of
study close-out costs. Fees from Section 11 are to
be invoiced on no more than a monthly basis. A
payment for all approved one-time study close-
out costs will be paid within sixty (60) days after
the study data base lock.

7. No payments will be owed or made for
subjects enrolled in the Study who did not meet
the Protocol inclusion/exclusion criteria unless
prior written approval for the enrollment of such
subject was obtained from the Sponsor.

8. Invoices that are not submitted within
sixty (60) days after the formal close-out visit at

ukoncena. K uzavieni Studie nedojde, dokud
nebudou vsechny CRF elektronicky odeslany a
uzamceny a dokud nebudou vSechny dotazy na
data a problémy s vedenim Studie vyteSeny ke
spokojenosti Zadavatele. Zdravotnické zafizeni
neni povinno predkladat faktury za platby
Zatazenym Subjektim.

5. 90 % z celkové castky splatné za
neuspésny screening Subjektu podle oddilu 1.C
Rozpoctu Studie bude vyplaceno mésicné na
zakladé udaji o zafazeni za piedchozi mésic
poté, co monitor studie nebo osoba povétrena
Zadavatelem zkontroluje zdrojovou
dokumentaci poskytnutou pro tyto neuspésné
zafazené Subjekty.  Zadna platba nebude
vyplacena za Subjekt, ktery bude nevhodné
nebo nespravné provéren nebo ktery nesplni
nékteré z kritérii uvedenych v oddile 1.C
Rozpoctu Studie. Zbyvajicich 10 % z celkové
Castky splatné za nevhodné nezafazené
Subjekty, u nichz screening selhal, bude
vyplaceno po formalnim ukonceni Studie.

6. Schvélené jednordzové naklady uvedené
v oddile II a oddile III ptilohy A budou
Zadavatelem uhrazeny na zékladé prabézné
platby do (30) dnu : (a) ode dne, kdy Zadavatel
obdrzi pln¢ uzavienou Smlouvu, (b) ode dne,
kdy Zadavatel obdrzi pisemnou fakturu
dokladajici tyto poplatky, a (c) ode dne, kdy je
schvalen balicek regulacnich dokumentd, s
vyjimkou nakladl na uzavteni Studie. Poplatky
podle oddilu 111 budou fakturovany maximalné
jednou mésiéné. Platba vSech schvalenych
jednorazovych nakladi na ukonceni studie bude
zaplacena do Sedesati (60) dni po uzavieni
databaze Studie.

7. Za Subjekty zatfazené do Studie, které
nespliiuji  kritéria pro zafazeni/vyfazeni z
protokolu, se neplati ani se nevyplaceji zadné
platby, pokud nebyl predem ziskdn pisemny
souhlas se zafazenim takovych subjektii do
Studie od Zadavatele.

8. Faktury, které nebudou piedlozeny do
Sedesati (60) dni po formalni zavérecné
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Clinical Study Agreement: Smlouva o KH:

Sponsor — CRO - Institution — Investigator Zadavatel — CRO - Zdravotnické zaFizeni — Zkousejici
Protocol ID: EGL-6535-C-2202 Cislo protokolu: EGL-6535-C-2202

Sponsor: Eagle Pharmaceuticals, Inc. Zadavatel: Eagle Pharmaceuticals, Inc.

Site number: Cislo centra: h

Principal Investigator:; Hlavni zkousejici: (Jméno)_

Institution will not be paid by Sponsor. navstévé Zdravotnického zafizeni, Zadavatel
neuhradi.

9. All invoices must clearly reference the 9. Vsechny faktury musi jasné uvadét

following information: nasledujici udaje:

a) Principal Investigator’s Name a) jméno Hlavniho zkousejiciho

b) Site Number b) Cislo Centra

¢) Protocol No. “EGL-6535-C-2202” ¢) Cislo protokolu "EGL-6535-C-2202".

10. All invoices shall be raised in the 10. VSechny faktury se vystavuji nasledujicim

following manner and submitted electronically zpisobem a zasilaji se elektronicky e-mailem

by email to the Paying Agent (IQVIA) at: platebnimu zéstupci (IQVIA) na adresu:

Email: E-mail:

11.  All payments to be made hereunder shall 11.  VSechny platby, které maji byt
be made in Czech crown (CZK). provedeny podle této Smlouvy, se provadéji
v ¢eské koruné (CZK).
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Pfiloha €. 2

Krajska zdravotni, a.s.

se sidlem Socialni péée 3316/12a, 400 11 Usti nad
Labem — Severni Terasa

IC: 254 88 627

zapsana u Krajského soudu v Usti nad Labem pod
sp. zn. B 1550

(dale jen ,Zpracovatel®), na strané jedné

a

Eagle Pharmaceuticals, Inc.,

s registrovanou adresou 50 Tice Boulevard, Suite
315, Woodcliff Lake, NJ 07677, Spojené staty
americké

(dale jen ,Spravce®), na strané druhé;

(Spravce a Zpracovatel spolecné také jako
.Smluvni strany“ nebo jednotlivé ,Smluvni
strana®)
VZHLEDEM K TOMU, ZE:

A. vsouvislosti s &innosti, kterou vykonava

Zpracovatel pro Spravce, ma Zpracovatel
pfistup k osobnim udajlim, jejichz spravcem

je Spravce,
B. Smluvni strany si  jsou védomy
aplikovatelnosti narizeni Evropského
parlamentu aRady (EU) 2016/679,

o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich 0daji a volném
pohybu téchto Udaju a o zruSeni smérnice
95/46/ES (obecné nafizeni 0 ochrané
osobnich udaji) ze dne 27. dubna 2016,

C. Smluvni strany maji zajem na Uupravé
vzajemnych vztahG za acelem naplnéni
pozadavku ¢l. 28 odst. 3 obecného nafizeni
0 ochrané osobnich udaju,

uzaviraji Smluvni strany tuto:

SMLOUVU O ZPRACOVANIi OSOBNICH UDAJU
(dale jen ,Zpracovatelska smlouva®)

1. DEFINICE

Nasledujici  pojmy  maji  pro
Zpracovatelské smlouvy tento vyznam:

ucely  této

GDPR

narizeni Evropského parlamentu a Rady (EU)
2016/679, o ochrané fyzickych osob v souvislosti se

Appendix number 2

Krajska zdravotni, a.s.

with its registered office at Socialni pece 3316/12a,
400 11 Usti nad Labem — Severni Terasa

company registration number: 254 88 627

registered at Regional Court in Usti nad Labem
under file number B 1550

(hereinafter the “Processor ”)

and

Eagle Pharmaceuticals, Inc.,

with registered address at 50 Tice Boulevard, Suite
315, Woodcliff Lake, NJ 07677, United States of
America

(hereinafter the “Controller”)

(the Controller and the Processor hereinafter jointly
the ,Parties” or individually a ,Party*)

WHEREAS

A. Due to activities carried out by the
Processor for the Controller, the Processor
has access to personal data which the
Controller processes as a personal data
controller;

B. The Parties are aware that Regulation (EU)
2016/679 of the European Parliament and of
the Council on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data, and repealing Directive 95/46/EC
(General Data Protection Regulation) of 27
April 2016 applies;

C. The Parties intend to define their mutual
rights and obligations in order to comply
with requirements of Art. 28 (3) of the
General Data Protection Regulation;

Now therefore, the Parties enter into this:

PERSONAL DATA PPROCESSING AGREEMENT
(hereinafter the “Data Processing Agreement”)

1. DEFINITIONS

As used in this Data Processing Agreement, the
following terms will have the meanings defined
below:

GDPR

Regulation (EU) 2016/679 of the European
Parliament and of the Council on the protection of
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zpracovanim osobnich udaji a volném pohybu
téchto adaji ao zruSeni smérnice 95/46/ES
(obecné nafizeni o ochrané osobnich udaju) ze dne
27. dubna 2016

Osobni udaje

vesSkeré informace o identifikované nebo
identifikovatelné fyzické osobé vymezené
v Cl. 4 Zpracovatelské smlouvy; identifikovatelnou
fyzickou osobou je fyzicka osoba, kterou lze pfimo
¢i nepfimo identifikovat, zejména odkazem na urcity
identifikator, napfiklad jméno, identifikacni Cislo, na
jeden ¢&i vice zvlastnich prvkud fyzicke, fyziologické,
genetické, psychické, ekonomické, kulturni nebo
spoleCenské identity této fyzické osoby

Subjekt udaju
fyzicka osoba, které se Osobni Gdaje tykaji

Z&kon

zakon ¢. 110/2019 Sb., o zpracovani osobnich
Udajl, ve znéni pozdéjSich predpisll, resp. zakon,
kterym bude tento zakon nahrazen

2. PRAVNI  ZAKLAD  VZTAHU MEZI
SPRAVCEM A ZPRACOVATELEM

2.1 Zpracovatel zpracovava Osobni (daje
v souvislosti s €innosti, kterou pro Spravce

poskytuje na zakladé nasledujici smlouvy (dale jen
~Smlouvy®):

211 Smlouva
Nazev: SMLOUVA O KLINICKEM HODNOCENI
ZEedNE: i

Platnost do: Platnost Zpracovatelské smlouvy
skon€i s ukon&enim platnosti Smlouvy,
podle podminek uvedenych v Cl 18.
Smlouvy “Ukonceni Klinického
hodnoceni / Smlouvy”.

Cinnost realizovana na zakladé smlouvy (udel

zpracovani  osobnich  4dajt):  Klinické
hodnoceni
3. PREDMET SMLOUVY

3.1 Tato Zpracovatelskd smlouva upravuje
vzjemna prdva apovinnosti mezi Spravcem
a Zpracovatelem pfi zpracovani Osobnich udajd,
zejména pak vymezuje rozsah Osobnich udaju,
které budou Zpracovatelem zpracovavany, ucel, pro
ktery budou zpracovavany a zaruky Zpracovatele
Z hlediska technického a organizacniho
zabezpeceni ochrany Osobnich udaju.

3.2 Zpracovatel se zavazuje zpracovavat

natural persons with regard to the processing of
personal data and on the free movement of such
data, and repealing Directive 95/46/EC (General
Data Protection Regulation) of 27 April 2016

Personal Data

all information about an identified or identifiable
natural person defined in Art. 4 of the Data
Processing Agreement; an identifiable natural
person is a natural person who can be directly or
indirectly identified, in particular by reference to a
certain identifier, such as a name, an identification
number, or one of more factors specific to the
physical, physiological, genetic, mental, economic,
cultural or social identity of that natural person

Data Subject
natural person to whom the Personal Data relate

Act

Personal Data Protection Act No. 110/2019 Sbh., as
amended, or any act replacing the Personal Data
Protection Act

2. LEGAL BASIS OF RELATIONSHIP
BETWEEN PROCESSOR AND CONTROLLER

2.1 The Processor processes Personal Data in
connection to activities carried out for the Controller
on the basis of the following agreement (hereinafter
the ,Agreements®)

21.1 Agreement
Title: CLINICAL STUDY AGREEMENT
Dated: .....ocoivieiiiii

Duration until: Duration of the Data Processing
Agreement will be terminated with the
Agreement as per Art. 18
“Study/Agreement Termination”.

Subject-matter of the Agreement (purpose of
processing): Clinical Trial

3. SCOPE OF AGREEMENT

3.1 This Data Processing Agreement governs
the mutual rights and obligations of the Controller
and the Processor with regard to the processing of
Personal Data and defines the scope of Personal
Data processed by the Processor, the purpose of
the processing and the guarantees given by the

Processor with regard to technical and
organizational security of Personal Data.
3.2 The Processor undertakes to process
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Osobni Gdaje uvedené v ¢l. 4 této Zpracovatelské
smlouvy, k nimZz ma pfistup v souvislosti s vykonem
Cinnosti podle Smlouvy, vyhradné na zakladé
poveéreni Spravcem podle ¢&l. 28 GDPR.

3.3 Zpracovatel je opravnén zpracovavat
Osobni Gdaje pouze vrozsahu vymezeném
v Cl. 4 Zpracovatelské smlouvy pro ucely vymezené
vE&l. 5 Zpracovatelské smlouvy. Jakékoliv jiné
zpracovani Osobnich udaju Zpracovatel neprovadi
Z povéfeni Spravce a Spravce za takové zpracovani
neodpovida.

4. ROZSAH OSOBNICH UDAJU

4.1 Zpracovatelskda smlouva se vztahuje na
veskeré Osobni udaje, které jsou zpracovavany
Zpracovatelem na zakladé Smlouvy.

4.2 Spravce poskytne Zpracovateli v souvislosti
s vykonem jeho ¢&innosti podle Smlouvy pfedevsim
osobni Udaje uvedené v pfiloze €. 1 Zpracovatelské
smlouvy a povéfuje Zpracovatele ke zpracovani
téchto osobnich udaju dle této Zpracovatelské
smlouvy. Poskytne-li  Spravce  Zpracovateli
v souvislosti s vykonem jeho &innosti podle Smlouvy
jiné osobni Udaje, nez jsou uvedeny v priloze ¢&. 1
Zpracovatelské smiouvy, vztahuje se
Zpracovatelska smlouva i na tyto jiné osobni Udaje.

4.3 Zpracovani Osobnich udaj bude
Zpracovatelem provadéno po dobu nezbytné nutnou
pro plnéni Smlouvy.

4.4 V ramci zpracovani Osobnich udaju:

LJ dochazi ke zpracovani zvlastnich kategorii
osobnich udaju (citlivé osobni (daje, napf. osobni
Udaje o zdravotnim stavu) nebo jsou zpracovavany
osobni udaje tykajici se rozsudku v trestnich vécech
a trestnych &inu.

O nedochazi ke zpracovani zvlaStnich kategorii
osobnich udaju (citlivé osobni Udaje, napf. osobni
Udaje o zdravotnim stavu), ani nejsou zpracovavany
osobni udaje tykajici se rozsudku v trestnich vécech
a trestnych &inu.

5. UCEL ZPRACOVANIi OSOBNICH UDAJU

5.1 Ugelem zpracovani Osobnich udaju je
Cinnost Zpracovatele vymezend ve Smlouvé
auvedeni také vodst. 2.1. této Zpracovatelské
smlouvy. V pfipadé rozporu mezi Cinnosti (Ucelem
zpracovani) uvedenou ve Smlouvé a Cinnosti
(uCelem zpracovani) uvedenym v odst. 2.1. této
Zpracovatelské smlouvy, rozhoduje c¢&innost (ucel
zpracovéani) uvedena ve Smilouveé.

6. PRAVA A POVINNOSTI SMLUVNICH

STRAN

Personal Data defined in Art. 4 of this Data
Processing Agreement, to which it has access due
to performance of the Agreement, solely as
authorized by the Controller under Art. 28 of the
GDPR.

3.3 The Processor is entitled to process
Personal Data only within the scope defined in Art. 4
of the Data Processing Agreement and only for
purposes set forth in Art. 5 of the Data Processing
Agreement. No other processing of Personal Data
by the Processor is authorized by the Controller and
the Controller is therefore not liable for such

processing.
4. SCOPE OF PERSONAL DATA
4.1 The Data Processing Agreement applies to

all Personal Data processed by the Processor under
the Agreement.

4.2 To enable the Processor to perform
activities agreed in the Agreement, the Controller
will provide the Processor with Personal Data listed
in Annex No. 1 hereto; the Controller hereby
authorizes the Processor to process these Personal
Data in compliance with this Data Processing
Agreement. Should the Controller provide the
Processor with any other personal data than the
Personal Data defined in Annex No. 1 hereto, the
Data Processing Agreement will also apply to these
other personal data.

4.3 Personal Data will be processed by the
Processor for as long as required by the Agreement.

4.4 Processing of Personal Data:

O includes processing of special categories of
personal data (sensitive personal data, i.e. personal
data concerning health) or processing of personal
data relating to criminal convictions and offences.

] does not inlcude processing of special categories
of personal data (sensitive personal data, i.e.
personal data concerning health) or processing of
personal data relating to criminal convictions and
offences.

5. PURPOSE OF PERSONAL DATA
PROCESSING
5.1 The purpose of processing of Personal Data

consists in the Processor’s activities agreed in the
Agreement and defined in Art. 2.1. hereto. In case of
any discrepancy between the activity (purpose of
processing) agreed in the Agreement and the
activity (purpose of processing) defined in Art. 2.1.
hereof, the activity defined in the Agreement will
prevail.

6. RIGHTS AND OBLIGATIONS OF PARTIES
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6.1 Zpracovatel se zavazuje pfi zpracovani
Osobnich udajl postupovat vzdy v souladu se
Zakonem a GDPR, zejména se zohlednénim vsech
zasad zpracovani Osobnich adaji, jednat
s odbornou péci, fidit se pokyny Spravce a jednat
v souladu se zajmy Spravce ase zajmy Subjektd
Udaju, tedy tak, aby byly jejich Osobni Udaje nalezité
chranény.

6.2 Zpracovatel nesmi
vyslovného pisemného
zpracovavat  Osobni  udaje
subdodavatell  (dalSich  zpracovateld). Pokud
Zpracovatel zapoji dalSiho zpracovatele, aby
jménem Spravce provedl urcité Einnosti zpracovani,
je Zpracovatel zavazan zajistit, aby byly tomuto
dalS§imu zpracovateli uloZzeny minimalné stejné
povinnosti ohledné zpracovani a ochrany Osobnich
Udajt, kjakym je zavazan Zpracovatel v této
Smlouvé, ato zejména poskytnuti dostatecnych
zaruk, pokud jde o zavedeni vhodnych technickych
a organizacnich opatfeni. Neplni-li uvedeny dalsi
zpracovatel své povinnosti, odpovida Spravci za
plnéni povinnosti doteného dalSiho zpracovatele
i nadale pIné Zpracovatel.

6.3 Zpracovatel se zavazuje poskytnout Spravci
veSkeré informace ¢i jiné ddkazy potfebné
k dolozeni toho, Zze Zpracovatel splnil své
povinnosti, tedy zejména dolozit zavedeni vhodnych
technickych a organizac¢nich opatfeni. Zpracovatel
se dale zavazuje poskytnout spravci veSkeré
informace potfebné k dolozeni toho, ze byly spinény
povinnosti stanovené v ¢l. 28 GDPR.

bez
souhlasu

predchoziho
Spravce
prostfednictvim

6.4 Zpracovatel se zavazuje umoznit Spravci Ci
jim povéfené treti osobé& provést u Zpracovatele
audit vcetné inspekci ak témto auditim i
inspekcim poskytovat soucinnost. V pfipadé zadosti
Spravce o provedeni auditu u Zpracovatele je
Zpracovatel povinen této zadosti vyhovét bez
zbyte€ného odkladu, nejpozdéji viak do ftficeti (30)
dnu od doruéeni zadosti.

6.5 Zpracovatel prostfednictvim vnitinich
predpisq, pfip. prostfednictvim zvlastnich smluvnich
ujednani zajisti, Ze jeho zaméstnanci a jiné osoby
v obdobném poméru, které budou zpracovavat
Osobni udaje, budou zpracovavat Osobni (daje
pouze za podminek av rozsahu Zpracovatelem
stanoveném a odpovidajicim této Zpracovatelské
smlouvé, Zakonu a GDPR.

6.6 Zpracovatel je povinen byt spravci
napomocen pfi zajiStovani souladu s povinnostmi
dle ¢&l. 32 az 36 GDPR, a to pfi zohlednéni povahy

zpracovani ainformaci, které ma Zpracovatel
k dispozici.
6.7 V pfipadé ukon&eni Smlouvy, je Zpracovatel

povinen v souladu s rozhodnutim Spravce vydat
Spravci Osobni Udaje, které na jejim zakladé pro
Spravce zpracovaval, nebo tyto Udaje vymazat;
Zpracovatel nesmi Osobni Udaje dale zpracovavat
nebo uzit, nebo toto umoznit tfeti osobé. V pfipadé

6.1 The Processor undertakes to always
process Personal Data in compliance with the Act
and the GDPR, to respect all principles of Personal
Data protection, to process Personal Data with due
care, to follow the Controller’s instructions and to act
in compliance with the Controller's and Data
Subjects’ interests, so that Personal Data are at all
times adequately protected.

6.2 The Processor is not entitled to engage
subcontractors (other processors) to process
Personal Data without the Controller’s prior express
written consent. If the Processor engages another
processor to carry out certain processing operations,
the Processor is obliged to ensure that this
processor shall be bound by the same obligations
concerning the processing and protecting of
Personal Data as the Processor under this
Agreement, and to require that the other processor
provides sufficient guarantees with regard to
implementation  of  suitable technical and
organizational measures to protect Personal Data.
The Processor will be fully liable to the Controller for
the other processor’s failure to comply with these
obligations.

6.3 The Processor is obliged to provide the
Controller with all information or other materials
required as evidence that the Processor has met its
obligations, in particular that it has implemented
suitable technical and organizational measures. The
Processor is also obliged to provide the Controller
with any information required as evidence that
obligations set in Art. 28 of the GDPR have been
met.

6.4 The Processor is obliged to enable the
Controller, or a third party authorized by the
Controller, to carry out audits and inspections, and
to cooperate with the Controller during these audits
and inspections. A request for audit by the
Controller will be accommodated by the Processor
without undue delay, however no later than thirty
(30) days from the receipt of the request.

6.5 The Processor will ensure, by means of its
internal regulations or special contractual clauses,
that its employees and other persons working for the
Processor who process Personal Data, will comply
with the conditions and scope of processing
required by the Processor and this Data Processing
Agreement, the Act and the GDPR.

6.6 The Processor is obliged to cooperate with
the Controller to ensure compliance with obligations
set forth in Art. 32 to Art. 36 of the GDPR, taking into
account the nature of processing and information
available to the Processor.

6.7 In case of termination of Agreement by
either Party, the Processor is obliged to either return
all Personal Data processed for the Controller on
the basis of such an Agreement, or to delete such
data, at the Controller’s discretion; the Processor will
not continue to process or use or enable a third
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vydani Osobnich udaji Spravci bude o predani
Osobnich udaju sepsan predavaci protokol spolu
s potvrzenim  Zpracovatele, ze byly pfedany
vSechny prfedmétné Osobni udaje. Povinnost
vymazu Osobnich Udaji se neuplatni v pfipadé, Ze

jejich ulozeni Zpracovatelem vyzaduji pravni
predpisy.

6.8 Zpracovatel se zavazuje neprodlené
pisemné informovat Spravce o jakémkoli

kontaktovani Subjektem udajl, které Ize materialné
povazovat za Zzadost Subjektu Udaji, resp. za
uplatnéni jeho prav (zejm. o pfistup a informace
podle &l. 15 GDPR, o opravu podle ¢l. 16 GDPR,
0 vymaz Osobnich udajl, resp. uplatnéni ,prava byt

zapomenut® podle ¢l. 17 GDPR, o omezeni
zpracovani Osobnich udaju podle ¢l. 18 GDPR,
0 pfeneseni udaju podle ¢l.20 GDPR nebo

o0 namitce proti zpracovani podle ¢l. 21 GDPR,
0 zadosti podle ¢&l. 22 GDPR) avyporadat je
v souladu s GDPR, pfip. postupovat podle pokyn(
Spravce.

6.9 Pokud se Subjekt udaji obrati s uplatnéném
svého prava dle pfedchoziho odstavce pfimo na
Spravce, zavazuje se Zpracovatel poskytnout
Spravci veSkerou moznou soucinnost (zejm.
prostfednictvim vhodnych organizacnich
a technickych  opatfeni), aby Sprdvce mohl
uplatnéné pravo, resp. danou zadost vyfidit, a to se
zohlednénim lhat, které mu k tomu GDPR stanovi.
Zpracovatel je pfitom povinen postupovat dle
pokynl Spravce, udélenych zejm. prostfednictvim
kontaktnich osob dle odst. 9.1. této Zpracovatelské
smlouvy, pfip. dalSich osob opravnénych v této véci
zastupovat Spravce, ato ve lhatach stanovenych
témito osobami.

6.10 V pfipadé fadné uplatnénych prav Subjektl
udajl je Zpracovatel povinen informovat dle ¢l. 19
GDPR vS8echny pfijemce Osobnich udajt, kterym
Osobni Gdaje poskytl, a ulozit jim povinnost nalozit
s Osobnimi Gdaji dle pokynu Spravce nebo tak, jak
s nimi na zakladé fadné uplatnéného prava nalozil
Zpracovatel.

6.11 Zpracovatel je povinen identifikovat,
spravovat a fesit veSkeré udalosti a incidenty, které
jsou  porusenim GDPR, zejm. poruSenim
zabezpecCeni Osobnich Udajl a okamzité od zjisténi
takové udélosti otom informovat Spravce, zejm.
prostfednictvim kontaktnich osob uvedenych v ¢&l.
9.1 této Zpracovatelské smlouvy.

6.12 Zpracovatel se zavazuje neprodlené
pisemné informovat Spravce o jakémkoli
kontaktovani Ufadem pro ochranu osobnich udajl
stim, Ze o nahlaSeni nebo zahajeni kontroly je
Zpracovatel povinen Spravce informovat neprodlené
i telefonicky. Zpracovatel je dale povinen od
kontrolujicich osob  zajistit protokoly, zpravy,
opatfeni a dalSi pisemnosti tykajici se kontroly a tyto
poskytnout Spravci, stejné jako Spravci vystavit
plnou moc k nahlizeni do spisti Ufadu pro ochranu
osobnich udaja.

party to process or use the Personal Data. Both
Parties will sign a certificate to confirm that all
Personal Data have been returned to the Controller
and the Processor will expressly confirm that all data
have been returned. The Processor is not obliged to
delete Personal Data which it is legally required to
retain.

6.8 The Processor undertakes to immediately
inform the Controller in writing of any communication
received from a Data Subject which might be
considered an exercise of rights or a request by the
Data Subject (in particular request for access and
information under Art. 15 of the GDPR, request for
rectification under Art. 16 of the GDPR, request for
erasure of Personal Data — the right to be forgotten -
under Art. 18 of the GDPR, request for portability of
Personal Data under Art. 20 of the GDPR, objection
to processing under Art. 21 of the GDPR and
requests raised under Art. 22 of the GDPR) and to
either address these requests in accordance with
the GDPR or to follow the Controller’s instructions.
6.9 If Data Subjects exercise their rights
specified above directly with the Controller, the
Processor will cooperate with the Controller (in
particular by means of use of suitable organizational
and technical measures) to enable the Controller to
satisfy such rights or to address such requests
within time frames set forth by the GDPR. The
Processor is obliged to follow the Controller's
instructions given in particular via contact persons
defined in Art. 9.1. hereof or other persons entitled
to represent the Controller in these matters, and to
adhere to time frames set by these persons.

6.10 If the Data Subject’s request is justified, the
Processor is obliged to proceed in accordance with
Art. 19 of the GDPR, and to inform and oblige all
recipients of Personal Data to treat the Personal
Data in accordance with the Controller's or the
Processor's instructions or actions.

6.11 The Processor is obliged to identify,
administer and address all events and incidents
constituting a breach of the GDPR, including,
without limitation, personal data breaches, and to
inform the Controller immediately after having learnt
of such an event or incident, preferably via contact
persons defined in Art. 9.1 hereof.

6.12 The Processor is obliged to immediately
inform the Controller of any communication with the
Office for Personal Data Protection in writing, and
should an inspection be announced or initiated, also
by telephone. The Processor is also obliged to
collect protocols, reports, measures and other
documents relating to the inspection from the
inspectors and to provide them to the Controller, as
well as to grant a power of attorney to the Controller
to enable the Controller to access files kept by the
Office for Personal Data Protection.
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6.13  Zpracovatel neni bez pfedchoziho
pisemného souhlasu Spravce opravnén predavat
Osobni udaje do zemi mimo EU/EHP, pokud neplati
néktera z vyjimek stanovenych GDPR.

6.14  Smluvni strany se zavazuji poskytnout si
vzajemné veskerou potfebnou soucinnost
a podklady pro zajisténi bezproblémové a efektivni
realizace této Zpracovatelské smlouvy, a to zejména
v pfipadé jednani s Uradem pro ochranu osobnich
Udaji nebo sjinymi vefejnopravnimi organy.
Smluvni strany jsou povinny poskytovat si
soucinnost také pfi zavadéni a udrZzovani vhodnych
technickych a organizaénich opatfeni k zabezpeceni
Osobnich udaja, pfi ohlasovani poruseni tohoto
zabezpeceni, a dale pfi posuzovani vlivu zpracovani
na ochranu Osobnich udaji a pfi predchozich
konzultacich s Uradem pro ochranu osobnich udaju.

7. TECHNICKA A ORGANIZACNI OPATRENI
K ZABEZPECENi OSOBNICH UDAJU

7.1 Zpracovatel je povinen pfijmout opatfeni
k zabezpec€eni zpracovani Osobnich uddaji dle
¢l. 32 GDPR, tedy takova opatfeni, ktera jsou nutna
k zajisténi  duvérnosti, integrity a dostupnosti
Osobnich udaju pfi jejich zpracovani Zpracovatelem
a odpovidaji riziku naruSeni jejich bezpec€nosti.
Zejména je povinen pfijmout takova technicka
aorganizaCni  opatfeni, aby nemohlo dojit
k neopravnénému nebo nahodilému  pfistupu
k Osobnim udajam, k jejich zméné, zni€eni &i ztraté,
neopravnénym prenosum, k jejich jinému
neopravnénému zpracovani, jakoz ik jinému
zneuziti Osobnich Gdaju, aaby byly personalné
aorganizatné nepfetrzit¢ po dobu zpracovani
Osobnich udaju zabezpeleny veskeré povinnosti
Zpracovatele vyplyvajici z pravnich pfedpisu, véetné
evropskych pravnich predpisi dopadaji-li na
zpracovani Osobnich udaji. Tato povinnost plati

ipo ukonCeni zpracovani Osobnich  udajl
Zpracovatelem.
7.2 Zpracovatel se zavazuje pfijmout,

zpracovat, dokumentovat a kontrolovat technicko-
organizacni opatfeni k zajiténi ochrany Osobnich
Udaju v souladu se Zakonem a GDPR a jinymi
pravnimi pfedpisy.

8. DOBA TRVANI SMLOUVY

8.1 Tato Zpracovatelskad smlouva se uzavira na
dobu platnosti Smlouvy nebo na dobu zpracovani
osobnich  udaji  Zpracovatelem, které jsou
zpracovavany za UCelem avrozsahu dle
Zpracovatelské smlouvy, avSak nikoliv na zakladé
Smlouvy. UkonCeni Zpracovatelské smlouvy dle
prfedchozi véty se nedotyka ujednani, kterd maji

6.13 The Processor may not transfer Personal
Data outside the EU/EEA without the Controller’s
pervious written consent, unless an exception
granted by the GDPR applies.

6.14 The Parties agree to cooperate with each
other to the fullest extent and to provide each other
will all documents necessary in order to efficiently
perform their obligations under this Data Processing
Agreement, especially when communicating with the
Office for Personal Data Protection or other public
authorities. The Parties will cooperate also with
regard to implementation and maintenance of
suitable technical and organizational measures to
keep Personal Data secure, reporting of security
breaches, data processing impact assessment and
prior consultations of the Office for Personal Data
Protection.

7. TECHNICAL AND ORGANISATIONAL
MEASURES TO PROTECT PERSONAL DATA

7.1 The Processor is obliged to adopt measures
required pursuant to Art. 32 of the GDPR to ensure
that Personal Data are secure, i.e. measures
ensuring confidentiality, integrity and availability of
Personal Data during their processing by the
Processor which are adequate with regard to the
potential risk of Personal Data breaches. These
measures will include, without limitation, technical
and organizational measures preventing any
unauthorized or accidental access to Personal Data,
change, destruction or loss of Personal Data,
unauthorized transmission or any other abuse of
Personal Data; the Processor represents that it has
sufficient personal and organizational capacities to
ensure that its obligations set forth by applicable
European and national legislation on personal data
processing are complied with at all times. This
provision remains in force even after the Processor
ceases processing of Personal Data.

7.2 The Processor undertakes to implement,
design, record and evaluate the technical and
organizational measures implemented in order to
keep Personal data secure in compliance with the
Act and the GDPR and other legislation. The
Processor undertakes to:

8. TERM AND TERMINATION

8.1 This Data Processing Agreement will continue
until the Agreement has expired or been terminated,
or until processing of Personal Data by the
Processor based (its purposes and scope) on this
Data Processing Agreement, and not on the
Agreement, has terminated. The termination of this
Data Processing Agreement has no affect on
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vzhledem ke své povaze zavazovat Smluvni strany
i po ukon&eni uginnosti Zpracovatelské smlouvy.

8.2 Tato Zpracovatelskd smlouva muze byt
ukon&ena dohodou Smluvnich stran.

8.3 V pfipadé ukoncCeni této Zpracovatelské
smlouvy, je Zpracovatel povinen v souladu
s rozhodnutim Spravce vydat Spravci Osobni Udaje,
které podle Zpracovatelské smlouvy pro Spravce
zpracovaval, nebo tyto Udaje vymazat; Zpracovatel
nesmi Osobni Udaje dale zpracovavat nebo uzit,
nebo toto umoznit tfeti osobé. V pfipadé vydani
Osobnich 0daji Spravci bude o predani Osobnich
udaju sepsan predavaci protokol spolu s potvrzenim
Zpracovatele, Ze byly pfedany vSechny pfedmétné
Osobni Gdaje. Povinnost vymazu Osobnich udaji se
neuplatni v pfipadé, ze jejich uloZeni Zpracovatelem
vyzaduji pravni predpisy.

9. KONTAKTNi OSOBY
Kontaktni osoby Zpracovatele pro plnéni povinnosti
dle Zpracovatelské smlouvy jsou:

Pracovni pozice: povéfenec pro ochranu os. Udajl

E-mail: _

Kontaktni osoby Spravce pro plnéni povinnosti dle
Zpracovatelské smlouvy jsou:

Jméno a pfijmeni: _
Pracovni pozice: SVP Clinical Drug Development

Interim CMO
Telefon:

e-mai:

10. ZAVERECNA USTANOVENI

Nedilnou soucasti této Zpracovatelské smlouvy tvofi
pfiloha €. 1 — Osobni Udaje zpracovavané dle
Zpracovatelské smlouvy

provisions which, due to their nature, shall bind the
Parties even after this Data Processing Agreement
expires.

8.2  This Data Processing Agreement may be

terminated by an agreement of the Parties.

8.4 In case of termination of this Agreement, the
Processor is obliged to either return to the Controller
all Personal Data which it has processed for the
Controller under this Data Processing Agreement or
to delete such Personal Data, at the Controller's
discretion; the Processor is not entitled to process or
use Personal Data after termination of this Data
Processing Agreement or to allow a third party to
use or process the Personal Data. Both Parties will
sign a certificate to confirm that all Personal Data
have been returned to the Controller and the
Processor will expressly confirm that all data have
been returned. The Processor is not obliged to
delete Personal Data which it is legally required to
retain.

9. CONTACT PERSONS

The Processor's contact persons for the
performance of this Data Processing Agreement
are:

Position: Data Protection Officer

E-mail: _

The Controller's contact persons for the
performance of this Data Processing Agreement
are:

Name and Surname: _

Position: SVP Clinical Drug Development
Interim CMO
Telephone:

E-mail: [

10. FINAL PROVISIONS

Annex No. 1 — Personal Data processed under Data
Processing Agreement forms integral part of this
Data Processing Agreement.
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Priloha ¢. 1 — Osobni Gdaje zpracovavané dle Annex No. 1 - Personal Data processed under
Zpracovatelské smlouvy

Osobni udaje pacient Zpracovatele jsou

definovana, avSak ne omezena nize uvedenym

seznamem:

OooO0O0 OO0 O OOoooooood

Jméno a pfijmeni

Pohlavi

Datum narozeni

Rodné dislo

Statni ob&anstvi

Adresa

Zdravotni pojistovna

Cislo u zdravotni pojistovny

Diagnoza a dalSi informace o zdravotnim
stavu

Udaje zjisténé z rodinné, osobni, pracovni
a pfip. socialni anamnézy pacienta

Cislo chorobopisu

Cislo prikazu totoZnosti

Jména a dalSi osobni udaje pfibuznych
nebo dalSich osob

Telefonni ¢Cislo

E-mail
Podobizna (fotografie nebo videozaznam)
Podpis

DalSi osobni udaje:

Data Processing Agreement

The personal data of the Processor's patients
is defined, but not limited, by the list below:

Name and surname

Sex

Date of birth

Personal number
Nationality

Address

Health insurer

Health insurer number
Diagnosis and medical data

Medical history - family, personal,
professional and social
Medical record number

ID card number

Names and contact details of relatives or
other authorized persons
Telephone number

E-mail
Likeness (picture photo/video recording)
Signature

o000 OO0 Oooooooooo

Other personal data

Osobni udaje o jinych osobach (uvedte kategorii): Personal Data of other Persons (state category)

O
O
O

Jméno a pfijmeni
Adresa
Rodné ¢&islo

DalSi osobni udaje:

O Name and surname
O Address
O Personal number

Other personal data
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STANDARD CONTRACTUAL CLAUSES STANDARDNI SMLUVNi DOLOZKY

SECTION | ODDIL I
Clause 1 Dolozka 1
Purpose and scope Ucel a oblast piisobnosti
a) The purpose of these standard contractual a) Ugelem téchto standardnich smluvnich
clauses is to ensure compliance with the dolozek je zajistit dodrzovani pozadavku
requirements of Regulation (EU) uvedenych v natizeni  Evropského
2016/679 of the European Parliament and parlamentu a Rady (EU) 2016/679 ze dne
of the Council of 27 April 2016 on the 27.dubna 2016 o0 ochran¢ fyzickych
protection of natural persons with regard osob v souvislosti se zpracovanim
to the processing of personal data and on osobnich 1udaju aovolném pohybu
the free movement of such data (General téchto udaji (obecné nafizeni o ochrané
Data Protection Regulation) for the tdaji)!, pokud jde o predavani osobnich
transfer of personal data to a third udaju do tieti zemé.
country.
b) The parties (as named in Annex I): b) Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek):

i.  the natural or legal person(s), public i. fyzickd nebo pravnicka osoba ¢i
authority/ies, agencyl/ies or other osoby, organ ¢i organy vetejné moci,
body/ies (hereinafter ‘entity/ies’) agentura ¢i agentury nebo jiny
transferring the personal data, as subjekt ¢i jiné subjekty (dale jen
listed in Annex I.A (hereinafter each »subjekt Ci ,,subjekty*) predavajici
‘data exporter’), and osobni Udaje, uvedené v ptiloze

| ¢asti A (dale jen ,,vyvozce udaji‘),
a

1 Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union institution or body as controller, reliance
on these Clauses when engaging another processor (sub-processing) not subject to Regulation (EU) 2016/679 also ensures compliance with Article
29(4) of Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the protection of natural persons with
regard to the processing of personal data by the Union institutions, bodies, offices and agencies and on the free movement of such data, and repealing
Regulation (EC) No 45/2001 and Decision No 1247/2002/EC (OJ L 295, 21.11.2018, p. 39), to the extent these Clauses and the data protection
obligations as set out in the contract or other legal act between the controller and the processor pursuant to Article 29(3) of Regulation (EU)
2018/1725 are aligned. This will in particular be the case where the controller and processor rely on the standard contractual clauses included in
Decision 2021/915. / Pokud je vyvozcem udaji zpracovatel, na néjz se vztahuje nafizeni (EU) 2016/679 a ktery jedna jménem organu nebo subjektu
Unie jako spravce, spoléhani se na tyto dolozky pfti zapojeni jiného zpracovatele (dil¢i zpracovani), na kterého se nafizeni (EU) 2016/679
nevztahuje, rovnéz zajistuje soulad s ¢l. 29 odst. 4 nafizeni Evropského parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna 2018 o ochrané
fyzickych osob v souvislosti se zpracovanim osobnich udaju organy, institucemi a jinymi subjekty Unie, a o volném pohybu téchto tidajii a o zruseni
natizeni (ES) & 45/2001 a rozhodnuti 1247/2002/ES (UF. vést. L 295 ze dne 21.11.2018, s. 39), v rozsahu, v némz jsou tyto dolozky a povinnosti
tykajici se ochrany idaji stanovené ve smlouvé nebo jiném pravnim aktu mezi spravcem a zpracovatelem podle ¢l. 29 odst. 3 nafizeni (EU)
2018/1725 sladény. To bude zejména ptipad, kdy se spravce a zpracovatel spoléhaji na standardni smluvni dolozky obsazené v rozhodnuti 2021/915.

Page 1 of 20



d)

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’).

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

The Appendix to these Clauses
containing the Annexes referred to
therein forms an integral part of these
Clauses.

Clause 2

Effect and invariability of the Clauses

a) These Clauses

set out appropriate
safeguards, including enforceable data
subject rights and effective legal
remedies, pursuant to Article 46(1) and
Article 46(2)(c) of Regulation (EU)
2016/679 and, with respect to data
transfers from controllers to processors
and/or processors 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 (as named in
Annex 1) 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.

c)

d)

a)

subjekt Ci subjekty ve tfeti zemi,
pfijimajici pfimo nebo nepiimo
prostiednictvim jiného subjektu, jenz
je rovnéz stranou téchto dolozek,
osobni udaje od vyvozce udaja,
uvedene Vv 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
predavani osobnich udaji podle ptilohy
| ¢asti B.
Dodatek k témto dolozkdm obsahujici
prilohy, na néz se v téchto dolozkéach
odkazuje, tvofi nedilnou soucast téchto
dolozek.

DoloZka 2
Utinek a nemé&nnost doloZzek

Tyto doloZky stanovi vhodné zaruky,
véetné¢ vymahatelnych prav subjektu
udajii aucinné pravni ochrany, podle
¢l.46 odst. 1 ac¢l.46 odst.2 pism. c)
nafizeni (EU) 2016/679 a s ohledem na
predavani udaji od spravcu
zpracovatelim a/nebo od zpracovateli
zpracovatelim, standardni  smluvni
dolozky podle ¢l.28 odst. 7 nafizeni
(EU) 2016/679, pokud nebudou
zménény, s vyjimkou vybéru vhodného
modulu (vhodnych modulii) nebo za
ucelem pfidani nebo  aktualizace
informaci v dodatku. To smluvnim
strandm (jak jsou uvedeny v Piiloze 1
Standardnich ~ smluvnich  dolozek)
nebrani v tom, aby zahrnuly standardni
smluvni dolozky stanovené v téchto
dolozkdch do S$ir§i smlouvy a/nebo
pfidaly dal$i dolozky nebo dodatecné
zaruky, pokud nebudou pifimo nebo
nepiimo v rozporu s témito dolozkami
nebo nebudou dotéena zikladni prava
nebo svobody subjektt udaju.
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b) These Clauses are without prejudice to

a)

obligations to which the data exporter is
subject by virtue of Regulation (EU)
2016/679.

Clause 3

Third-party beneficiaries

Data subjects may invoke and enforce
these Clauses, as third-party
beneficiaries, against the data exporter
and/or data importer, with the following
exceptions:
i. Clause 1, Clause 2, Clause 3, Clause
6, Clause 7,
i. Module Four: Clause 8.1 (b) and
Clause 8.3(b);
ii.  N/A
iv. ~ N/A

v.  Clause 13;

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

viii.

b)

a)

b) These Clauses

c)

Module Four: Clause 18.
Paragraph (a) is without prejudice to
rights of data subjects under Regulation
(EU) 2016/679.

Clause 4
Interpretation

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

shall be read and
interpreted in the light of the provisions
of Regulation (EU) 2016/679.

These Clauses shall not be interpreted in
a way that conflicts with rights and
obligations provided for in Regulation
(EV) 2016/679.

b)

a)

Vi.
Vii.
viii.

b)

a)

b)

Témito dolozkami nejsou doteny
povinnosti, které se vztahuji na vyvozce
udajt na zéklad¢ natizeni (EU) 2016/679.

DoloZka 3
Opravnéné treti strany
Subjekty tdaji se mohou jako opravnéné

tieti strany ve vztahu k vyvozci a/nebo
dovozci udajii dovoléavat téchto dolozek

avymahat je, ato snasledujicimi
vyjimkami:
dolozka 1, dolozka 2, dolozka 3,
dolozka 6, dolozka 7;

modul 4: dolozka 8.1 pism. b)
a dolozka 8.3 pism. b);

N/A

N/A

dolozka 13;

dolozka 15.1 pism. ¢), d) a e);
dolozka 16 pism. e);

modul 4: doloZka 18.

Pismenem a) nejsou dotCena prava
subjekti udaji podle natfizeni (EU)
2016/679.

DoloZka 4
Vyklad

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

Tyto dolozky je tfeba Cist a vykladat
s ohledem na ustanoveni nafizeni (EU)
2016/679.
Tyto dolozky nebudou vykladany
zadnym zplisobem, ktery by byl
V rozporu S pravy a povinnostmi
stanovenymi v natizeni (EU) 2016/679.
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Clause 5
Hierarchy

In the event of a contradiction between these
Clauses and the provisions of related agreements
between the parties (as named in Annex 1),
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 (as named in Annex ), accede to
these Clauses at any time, either as a data
exporter or as a data importer, by
completing the Appendix and signing
Annex LA.

b) Once it has completed the Appendix and
signed Annex |.A, 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.

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

party.

DoloZka 5
Hierarchie

V piipadé rozporu mezi témito dolozkami
a ustanovenimi  souvisejicich dohod mezi
stranami (jak jsou uvedeny v Priloze 1
Standardnich  smluvnich  dolozek), které
existovaly v dob¢ sjednani téchto dolozek, nebo
které byly uzavieny az po jejich sjednani, maji
tyto dolozky prednost.

DoloZka 6
Popis predavani

Podrobnosti tykajici se predavani, zejména
kategorie osobnich udaji, 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 (jak
jsou uvedeny v Ptiloze 1 Standardnich
smluvnich dolozek) k témto dolozkam
kdykoli ptistoupit, bud’ jako vyvozce
udajii, nebo jako dovozce udaji, ato

vyplnénim  dodatku  a podepsanim
ptilohy I ¢asti A.
b) Poté, co piistupujici subjekt vyplni

dodatek a podepise ptilohu I ¢ast A, stane
se stranou téchto dolozek ama prava
apovinnosti  vyvozce Udaji  nebo
dovozce udaji  vsouladu se svym
uréenim v piiloze I asti A.

c) Pfistupujici subjekt nema zddné prava ani
povinnosti na zadkladé téchto dolozek
plynouci z obdobi pted tim, nez se stal
stranou.
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SECTION Il - OBLIGATIONS OF THE

PARTIES (as named in Annex I)

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.

b)

c)

d)

8.1 Instructions

The data exporter shall process the
personal data only on documented
instructions from the data importer acting
as its controller.

The data exporter shall immediately
inform the data importer if it is unable to
follow those instructions, including if
such instructions infringe Regulation
(EU) 2016/679 or other Union or
Member State data protection law.

The data importer shall refrain from any
action that would prevent the data
exporter from fulfilling its obligations
under Regulation (EU) 2016/679,
including in the context of sub-
processing or as regards cooperation with
competent supervisory authorities.

After the end of the provision of the
processing services, the data exporter
shall, at the choice of the data importer,
delete all personal data processed on
behalf of the data importer and certify to
the data importer that it has done so, or
return to the data importer all personal
data processed on its behalf and delete
existing copies.

ODDIL 11 - POVINNOSTI STRAN (jak jsou
uvedeny v Pfiloze 1 Standardnich smluvnich

dolozek)
DoloZka 8

Zaruky ochrany udaji

Vyvozce udaji zarucuje, Ze vynalozil pfiméfené
usili, aby mohl stanovit, zda je dovozce udaji
schopen — zavedenim vhodnych technickych
a organizaénich opatfeni — plnit své povinnosti
podle téchto dolozek.

b)

<)

d)

8.1. Pokyny

Vyvozce udajii zpracovava osobni udaje
pouze na zaklad¢ dolozenych pokyni od
dovozce udaju, ktery jednd jako jeho
spravce.

Vyvozce udaji neprodlené informuje
dovozce udajii, pokud neni schopen tyto
pokyny dodrzovat, v¢etné piipadd, kdy
tyto pokyny porusuji nafizeni (EU)
2016/679 nebo jiné pravni piedpisy Unie
nebo Clenského statu v oblasti ochrany
udaju.

Dovozce Udaji se zdrzi pfijimani
jakychkoli opatfeni, ktera by vyvozci
udajii branila v plnéni jeho povinnosti
podle natizeni (EU) 2016/679, mimo jiné
v kontextu dil¢itho zpracovani, nebo
pokud se jedna 0 spolupréci
S ptisluSnymi dozorovymi Gfady.

Po skonceni poskytovani
zpracovatelskych sluzeb vyvozce udaji
vsouladu svolbou dovozce tudaju
vymaze  vSechny  osobni  udaje
zpracovavané jménem dovozce udaji
apotvrdi dovozci udajii, ze tak ucinil,
nebo dovozci Gdajl vrati vSechny osobni
Udaje  zpracovavané jeho jménem
a vymaze vSechny existujici kopie.
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a)

b)

8.2 Security of processing

The parties (as named in Annex | ) shall
implement appropriate technical and
organisational measures to ensure the
security of the data, including during
transmission, and 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 of the
personal data?, the nature, scope, context
and purpose(s) of processing and the
risks involved in the processing for the
data subjects, and in particular consider
having recourse to encryption or
pseudonymisation, including during
transmission, where the purpose of
processing can be fulfilled in that
manner.

The data exporter shall assist the data
importer in ensuring appropriate security
of the data in accordance with paragraph
(@). In case of a personal data breach
concerning the personal data processed
by the data exporter under these Clauses,
the data exporter shall notify the data
importer without undue delay after
becoming aware of it and assist the data
importer in addressing the breach.

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

a)

b)

8.2. Zabezpeceni zpracovani

Strany (jak jsou uvedeny v Priiloze 1
Standardnich ~ smluvnich  dolozek)
zavedou vhodna technicka a organiza¢ni
opatieni k zajiSténi zabezpecCeni Udaju,
ato i béhem piedavani, a zajisti ochranu
pfed porusenim zabezpeCeni vedoucim
k ndhodnému  nebo  protipravnimu
zniceni, ztraté, zmén€, neopravnénému
poskytnuti nebo zpfistupnéni (dale jen
»poruseni zabezpeceni osobnich udaji).
Pfi  posuzovani  vhodné  urovné
zabezpeceni strany nalezit¢ zohledni
aktualni stav techniky, naklady na
provedeni, povahu osobnich 1daji?,
povahu, rozsah, kontext atucéel nebo
ucely zpracovani a rizika pro subjekty
udaju spojena se zpracovanim, a zejména
zZvazi pouziti Sifrovéani nebo
pseudonymizace, a to i béhem predavani,
pokud lze timto zplsobem splnit ucel
zpracovani.

Vyvozce idaji pomaha dovozci Gdaji pri
zajiStovani odpovidajicitho zabezpeceni
udaji  vsouladu  spismenem  a).
V ptipadé poruseni zabezpeceni
osobnich udaji tykajiciho se osobnich
udajii zpracovavanych vyvozcem udaji
podle téchto dolozek vyvozce udaji poda
hlaSeni dovozci udaji bez zbyte¢ného
odkladu poté, co se 0ném dozvedél,
adovozci udaji  bude pii feSeni
uvedeného poruseni napomocen.
Vyvozce udaji zajisti, aby se osoby
opravnéné zpracovavat osobni udaje
zavazaly k mléenlivosti, nebo aby se na
né¢ vztahovala zdkonnd povinnost
mlcenlivosti.

2 This includes whether the transfer and further processing 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. / To vyzaduje anonymizaci
udajt takovym zptisobem, aby jiz nikdo nemohl byt nikym identifikovatelny, v souladu s 26. bodem odtivodnéni natizeni (EU) 2016/679, a aby
byl tento proces nevratny.
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8.3 Documentation and compliance

a) The parties (as named in Annex | ) shall
be able to demonstrate compliance with
these Clauses.

b) The data exporter shall make available to
the data importer all information
necessary to demonstrate compliance
with its obligations under these Clauses
and allow for and contribute to audits.

Clause 9
N/A
Clause 10
Data subject rights

The parties (as named in Annex | ) shall assist
each other in responding to enquiries and
requests made by data subjects under the local
law applicable to the data importer or, for data
processing by the data exporter in the EU, under
Regulation (EU) 2016/679.

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.

8.3. Dokumentace a plnéni povinnosti

a) Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek) musi
byt schopny prokazat dodrzovani téchto
dolozek.

b) Vyvozce udaji poskytne dovozci udaji
veskeré informace potiebné k dolozeni
toho, Zze byly splnény povinnosti
stanovené v téchto dolozkach, umozni
provedeni auditti a bude k nim pfispivat.

DoloZka 9
N/A
DoloZka 10
Prava subjekti udaji

Strany (jak jsou wuvedeny v Priloze 1
Standardnich smluvnich dolozek) si vzdjemné
pomahaji pfi odpovidani na dotazy a Zadosti
subjekti.  udaji  podle mistniho prava
pouzitelného na dovozce udajii nebo v ptipadé
zpracovani udaju dovozcem udaju v EU podle
nafizeni (EU) 2016/679.

DoloZka 11
Naprava

a) Dovozce udaji transparentné a ve snadno
pristupném formatu informuje subjekty
udajii  prostfednictvim individudlniho
oznadmeni nebo na svych internetovych
strankéch 0 kontaktnim misté
opravnéném vyfizovat stiznosti. Takové
misto  neprodlen¢  vyfidi  jakékoli
stiznosti, které od subjektu udaju pfijme.
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a)

b)

c)

d)

Clause 12
Liability

Each party shall be liable to the other
party/ies for any damages it causes the
other party/ies by any breach of these
Clauses.

Each party shall be liable to the data
subject, and the data subject shall be
entitled to receive compensation, for any
material or non-material damages that the
party causes the data subject by
breaching the third-party beneficiary
rights under these Clauses. This is
without prejudice to the liability of the
data exporter under Regulation (EU)
2016/679.

Where more than one party is responsible
for any damage caused to the data subject
as a result of a breach of these Clauses,
all responsible parties (as named in
Annex | ) shall be jointly and severally
liable and the data subject is entitled to
bring an action in court against any of
these Parties.

The parties (as named in Annex | ) agree
that if one party is held liable under
paragraph (c), it shall be entitled to claim
back from the other party/ies that part of
the compensation corresponding to
its/their responsibility for the damage.

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

Clause 13

N/A

a)

b)

c)

d)

DoloZka 12
Odpovédnost

Kazda  strana je  vic¢i  druhé
stran¢/ostatnim strandm odpovédna za
jakoukoli ajmu, kterou druhé
stran¢/ostatnim  strandm pii poruseni
téchto dolozek zplisobi.

Kazda strana je odpoveédna viici subjektu
udaji asubjekt udaji ma narok na
nahradu jakékoli hmotné nebo nehmotné
ujmy, kterou strana zpusobi subjektu
udaji  poruSenim prav nalezejicich
opravnéné treti stran¢ na zaklad¢ téchto
dolozek. Tim neni dotéena odpovédnost
vyvozce udaji podle nafizeni (EU)
2016/679.

Pokud je za jmu zplsobenou subjektu
udajt v dusledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou
spolecnou a nerozdilnou odpovédnost
vSechny odpovédné strany (jak jsou
uvedeny v Pfiloze 1 Standardnich
smluvnich dolozek) a subjekt udaji je
opravnén proti kterékoli z téchto stran
podat zalobu u soudu.

Smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
doloZek) se dohodly, Ze pokud je jedna ze
smluvnich stran odpovédna podle
pismene c), je opravnéna pozadovat od
druhé smluvni strany/ostatnich
smluvnich stran zpét ¢ast nahrady ujmy
odpovidajici jeji odpoveédnosti za Gjmu.
Dovozce udajii se nemiize dovolavat
jednani  zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

DoloZka 13

N/A
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SECTION Il - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY

a)

b)

PUBLIC AUTHORITIES
Clause 14

Local laws and practices affecting
compliance with the Clauses

The parties (as named in Annex | )
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.

The parties (as named in Annex | )

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;

ODDIL Il —= MiSTNI PRAVNI PREDPISY
A POVINNOSTI V PRIPADE PRISTUPU

ORGANU VEREJNE MOCI

Dolozka 14

Mistni pravni piedpisy a postupy majici

a)

b)

dopad na dodrZovani doloZek

Strany (jak jsou uvedeny v Piiloze 1
Standardnich ~ smluvnich  dolozek)
zarucuji, ze nemaji divod se domnivat,
ze pravni piedpisy a postupy ve tfeti zemi
urCeni, které se vztahuji na zpracovani
osobnich tdajii dovozcem udajt, vcéetné
jakychkoli pozadavkll na zpfistupnéni
osobnich udaji nebo opatteni, kterymi se
povoluje pfistup organiim vetejné moci,
brani dovozci udaji pfi plnéni svych
povinnosti podle téchto dolozek. To je
zalozeno na predpokladu, Ze pravni
predpisy a postupy, které respektuji
podstatu  zakladnich prav asvobod
a nepiekracuji to, co je v demokratické
spolecnosti  nezbytné  a pfiméfené
k zajisténi jednoho zcili uvedenych
v ¢l. 23 odst. 1 nafizeni (EU) 2016/679,
Nejsou v rozporu s témito dolozkami.

Smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek) prohlasuji, ze pi1 poskytovani
zaruky uvedené v pismenu a) nalezité
zohlednily zejména nasledujici prvky:

i. konkrétni okolnosti pfedani, vcetné
délky zpracovatelského fetézce, poctu
zapojenych  subjektd  a pouzitych
kanalli pro pfenos udajii, zamysSlené
dal§i pfedani, druh pfijemce, ucely

zpracovani, kategorie  a formét
pfedavanych osobnich udaj,
hospodaiské odvétvi, vnémz se

pfedavani uskuteciiuje, misto, kde se
predané udaje uchovavaji;
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c)

d)

e)

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 (*);

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

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

The parties (as named in Annex | ) agree

to document the assessment under

paragraph (b) and make it available to the
competent supervisory authority on
request.

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

c)

d)

ii. pravni predpisy a postupy tieti zemé
ureni — vcetné téch, které vyzaduji
zptistupnéni udaji orgdnim vetejné
moci nebo povoluji pfistup téchto
organi — relevantni sohledem na
konkrétni okolnosti ptfedani, jakoz
i pouzitelna omezeni a zaruky?;

iii. veSkeré prislusné smluvni, technické
nebo organizacni zaruky zavedené za
ucelem doplnéni zaruk podle téchto
dolozek, véetné opatfeni
uplatnovanych béhem predani
a zpracovani osobnich udaju v zemi
urceni.
Dovozce udajt zarucuje, ze pii provadeéni
posouzeni podle pismene b) vynalozil
maximalni Usili, aby poskytl vyvozci
udaju relevantni informace, a souhlasi
S tim, Ze bude pii zajisStovani dodrzovani
téchto dolozek svyvozcem Udaji
i nadale spolupracovat.

Strany (jak jsou uvedeny v Ptiloze 1
Standardnich ~ smluvnich  dolozek)
souhlasi, Ze posouzeni podle pismene b)
zdokumentuji ana pozadani zpfistupni
pfisluSnému dozorovému uradu.

Dovozce udajii souhlasi stim, Ze
neprodlen¢ uvédomi vyvozce tudaju,
pokud mé po vyjadieni souhlasu s témito
ustanovenimi a po dobu trvani smlouvy
ditvod se domnivat, Ze se na n¢j vztahuji,

3 As regards the impact of such laws and practices on compliance with these Clauses, different elements may be considered as part of an overall
assessment. Such elements may include relevant and documented practical experience with prior instances of requests for disclosure from public
authorities, or the absence of such requests, covering a sufficiently representative time-frame. This refers in particular to internal records or other
documentation, drawn up on a continuous basis in accordance with due diligence and certified at senior management level, provided that this
information can be lawfully shared with third parties. Where this practical experience is relied upon to conclude that the data importer will not be
prevented from complying with these Clauses, it needs to be supported by other relevant, objective elements, and it is for the parties to consider
carefully whether these elements together carry sufficient weight, in terms of their reliability and representativeness, to support this conclusion. In
particular, the parties have to take into account whether their practical experience is corroborated and not contradicted by publicly available or
otherwise accessible, reliable information on the existence or absence of requests within the same sector and/or the application of the law in practice,
such as case law and reports by independent oversight bodies. / Pokud jde o dopad takovych pravnich piedpist a postupli na dodrzovani téchto
dolozek, za sou¢ast celkového posouzeni lze povaZzovat rizné prvky. Mezi tyto prvky mohou patfit relevantni a zdokumentované praktické
zkuSenosti s pfedchozimi pfipady zadosti o zptistupnéni od organti vefejné moci nebo neexistence takovych zadosti, které pokryvaji dostatecné
reprezentativni ¢asovy ramec. Tyka se to zejména internich zaznamui nebo jiné dokumentace, vypracovavané prubézné v souladu s nalezitou péci
a certifikované na Urovni vrcholového vedeni, za pfedpokladu, Ze tyto informace Ize v souladu s pravnimi predpisy sdilet se téetimi stranami. Pokud
se na zakladé této praktické zkuSenosti dospé&je k zavéru, ze dovozci udaji nebude branéno v dodrzovani téchto dolozek, je tieba to podpofit dalsimi
relevantnimi, objektivnimi prvky a je na smluvnich strandch, aby peélivé zvazily, zda tyto prvky maji spole¢né dostateénou vahu na podporu tohoto
zavéru, pokud jde o jejich spolehlivost a reprezentativnost. Smluvni strany musi zejména zohlednit, zda jsou jejich praktické zkusenosti potvrzeny
vefejné dostupnymi nebo jinak pfistupnymi spolehlivymi informacemi o existenci ¢i neexistenci zadosti ve stejném odvétvi a/nebo o uplatiiovani
prava v praxi, jako je napfiklad judikatura a zpravy nezavislych organi dohledu, a nejsou s nimi v rozporu.
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laws or practices not in line with the
requirements under paragraph (a),
including following a change in the laws
of the third country or a measure (such as
a disclosure request) indicating an
application of such laws in practice that
is not in line with the requirements in
paragraph (a).

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

nebo se zacCaly vztahovat pravni predpisy
nebo postupy, které nejsou v souladu
s pozadavky podle pismene a), ato i po
zméné v pravnich pfedpisech tfeti zemée
nebo opatfeni (jako je napiiklad zadost
0 poskytnuti udaji), jez svéd¢éi o tom, ze
uplatnovani téchto pravnich predpist
vpraxi neni vsouladu s pozadavky
uvedenymi v pismeni a).

Po oznameni podle pismene e€), nebo
pokud ma vyvozce udaju jinak davod se
domnivat, ze dovozce dajl jiz nemlze
plnit své povinnosti na zaklad¢ téchto
dolozek, vyvozce tidaji neprodlené urci
vhodna opatieni (napf. technickd nebo
organizaéni opatteni k zajisténi
bezpecnosti a divérnosti), ktera ma
pfijmout vyvozce udaji a/nebo dovozce
udaji k feseni situace. Vyvozce udaji
pozastavi predavani udaji, pokud se
domniva, ze pro toto predavani nemohou
byt zajistény zadné vhodné zaruky, nebo
pokud mu da pokyn piislusny dozorovy
ufad. V tomto ptipad¢ je vyvozce udaji
opravnén vypoveédét smlouvu, pokud jde
0 zpracovani osobnich udaji podle téchto
dolozek. Jestlize smlouva zahrnuje vice
nez dvé smluvni strany (jak jsou uvedeny
v Piiloze 1 Standardnich smluvnich
dolozek), mize vyvozce udajii toto pravo
na vypovézeni uplatnit pouze ve vztahu
k pfislusné stran¢, pokud se strany (jak
jsou uvedeny v Piiloze 1 Standardnich
smluvnich doloZek) nedohodly jinak.
Jestlize je smlouva vypovézena podle
této dolozky, pouzije se dolozka 16 pism.
d) ae).

Dolozka 15

Povinnost dovozce udaji v pripadé pristupu

organiu verejné moci

15.1. Oznameni
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a)

b)

c)

d)

The data importer agrees to notify the

data exporter and, where possible, the

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

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

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

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

Where permissible under the laws of the

country of destination, the data importer

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

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

a) Dovozce

udaji  souhlasi stim, ze
neprodlen¢ uvédomi vyvozce udaju, a je-
li to mozné, subjekt udaju (v pfipadé¢
potteby s pomoci vyvozce udajit), pokud:

i. na zéklad¢ pravnich predpisi zemé

urceni obdrzi pravné zdvaznou zadost
od organu vefejné moci, vcetné
soudnich  organl, o zpfistupnéni
osobnich tudajii pfedanych podle
téchto doloZzek; takové oznameni
obsahuje informace o0 pozadovanych
osobnich udajich, dozadujicim orgénu,
pravnim zakladu zadosti a poskytnuté
odpovédi, nebo

se dozvi 0 jakémkoli pfimém piistupu
organi  vefejné moci  k osobnim
udajim predavanym podle téchto
dolozek v souladu s pravnimi piedpisy
zem€ urCeni; takové oznameni
obsahuje vSechny informace dostupné
dovozci.

b) Pokud je podle pravnich pfedpisit zemé

c)

d)

ureni  dovozci  udaji zakazano
informovat vyvozce tidajii a/nebo subjekt
udajt, souhlasi dovozce udaji s tim, Ze
za UCelem co nejrychlejsiho sdéleni co
nejvétsiho mnozstvi informaci vynaloZi
maximalni Usili, aby od tohoto zékazu
bylo upusténo. Dovozce tdaji souhlasi,
ze zdokumentuje své maximalni usili,
aby je mohl na zadost vyvozce udaji
prokazat.

Je-li to povoleno pravnimi predpisy zemé
urceni, dovozce udaju souhlasi, ze bude
poskytovat vyvozci udaju v pravidelnych
intervalech po dobu trvani smlouvy co
nejrelevantnéj§i informace o pfijatych
zadostech (zejména informace o poctu
zadosti, druhu pozadovanych tudaji,
dozadujicim organu nebo orgédnech, zda
byly tyto zadosti napadeny a vysledek
takového napadeni atd.).

Dovozce tidajt souhlasi s tim, Zze po dobu
trvani smlouvy bude informace podle
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€)

a)

b)

(c) for the duration of the contract and
make it available to the competent
supervisory authority on request.
Paragraphs (a) to (c) are without
prejudice to the obligation of the data
importer pursuant to Clause 14(e) and
Clause 16 to inform the data exporter
promptly where it is unable to comply
with these Clauses.

15.2 Review of legality and data
minimisation

The data importer agrees to review the
legality of the request for disclosure, in
particular whether it remains within the
powers granted to the requesting public
authority, and to challenge the request if,
after careful assessment, it concludes that
there are reasonable grounds to consider
that the request is unlawful under the
laws of the country of destination,
applicable obligations under
international law and principles of
international comity. The data importer
shall, under the same conditions, pursue
possibilities of appeal. When challenging
a request, the 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).

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.

e)

15.2.

a)

b)

pismene a) az ¢) uchovavat a na vyzadani
je poskytne prislusSnému dozorovému
ufadu.

Pismeny a) az ¢) neni dotena povinnost
dovozce udaju podle dolozky 14 pism. e)
adolozky 16 neprodlené¢ informovat
vyvozce udajui, pokud neni schopen tyto
dolozky dodrzovat.

Prezkum zakonnosti a minimalizace

udaju
Dovozce udaji  souhlasi stim, zZe
pirezkouma zakonnost zadosti
0 poskytnuti  0daji, zejména zda

nepiekrocila meze pravomoci ud€lenych
dozadujicimu orgénu vetejné moci, a Ze
zadost napadne, pokud po peclivém
posouzeni dojde k zavéru, ze existuji
opodstatnéné divody se domnivat, Ze
zadost je podle pravnich predpist zemé
ureni, platnych  zavazkli  podle
mezinarodniho prava a zésad
mezinarodni  zdvofilosti  protipravni.
Dovozce Udaji za stejnych podminek
vyuziva mozZnosti odvoléani. Pfi napadeni
zadosti dovozce udaji ptijme predbézna
opatfeni scilem pozastavit ucinky
zadosti, dokud pfisluSny soudni organ
nerozhodne  ojeji  opodstatnénosti.
Nezpftistupni pozadované osobni udaje,
dokud mu takova povinnost nebude
stanovena na  zdkladé  platnych
procesnich pravidel. Témito pozadavky
nejsou dotCeny povinnosti dovozce udajt
podle dolozky 14 pism. e).

Dovozce udajt souhlasi, ze
zdokumentuje své pravni posouzeni
i jakékoli napadeni zadosti o poskytnuti
udaji a v rozsahu povoleném pravnimi
predpisy zem¢ uréeni  zpfistupni
dokumentaci vyvozci udajii. Na pozadani
Jji  rovnéZz  zpfistupni  pfisluSnému
dozorovému utadu.
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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

a)

b)

termination

The data importer shall promptly inform
the data exporter if it is unable to comply
with these Clauses, for whatever reason.
In the event that the data importer is in
breach of these Clauses or unable to
comply with these Clauses, the data
exporter shall suspend the transfer of
personal data to the data importer until
compliance is again ensured or the
contract is terminated. This is without
prejudice to Clause 14(f).
The data exporter shall be entitled to
terminate the contract, insofar as it
concerns the processing of personal data
under these Clauses, where:
i. the data exporter has
suspended the transfer of
personal data to the data

importer  pursuant  to
paragraph (b) and
compliance with these

Clauses is not restored
within a reasonable time
and in any event within
one month of suspension;

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

c)

Dovozce tdaju souhlasi s poskytnutim

minimalniho  pfipustného  mnozstvi
informaci pfi odpovédi na Zzadost
0 zpfistupnéni, ato na  zéklad¢

piiméteného vykladu zadosti.

ODDIL IV - ZAVERECNA USTANOVENI

a)

b)

DoloZka 16

NedodrZeni doloZek a vypovézeni

Dovozce tudaji neprodlené informuje
vyvozce udaju, pokud neni z jakéhokoli
davodu schopen tyto dolozky dodrzet.
Pokud dovozce udajt porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet,
vyvozce udaji pozastavi predavani
osobnich udaji dovozci udajii, dokud
neni dodrzovani opét zajisténo nebo
smlouva vypovézena. Timto neni
dotcena dolozka 14 pism. f).

Vyvozce udajii je opravnén vypovedét
smlouvu v rozsahu, vnémz se jedna
0 zpracovani osobnich udaji podle téchto
dolozek, pokud:

i. vyvozce udaji pozastavil
predavani osobnich udaji
dovozci udajti podle pism.
b) adodrzovani téchto
dolozek neni v pfiméfené
lhaté a v kazdém pripade
do jednoho mésice od
pozastaveni obnoveno;

ii. dovozce udaji  tyto
dolozky podstatné nebo
trvale porusuje nebo

ili. dovozce udaji nedodrzi

zavazneé rozhodnuti
pfislusného soudu nebo
dozorového uradu
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d)

authority regarding its

obligations under these

Clauses.
In these cases, it shall inform the
competent supervisory authority of such
non-compliance. Where the contract
involves more than two parties (as named
in Annex | ), the data exporter may
exercise this right to termination only
with respect to the relevant party, unless
the parties (as named in Annex | ) have
agreed otherwise.

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.

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.

d)

tykajiciho se jeho

povinnosti podle téchto

dolozek.
V takovych  pfipadech o nedodrzeni
informuje pfisluSny dozorovy trad.
Pokud smlouva zahrnuje vice nez dvé
smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek), muze vyvozce udaji toto pravo
na vypovézeni uplatnit pouze ve vztahu
k pfislus$né stran¢, pokud se strany (jak
jsou uvedeny v Piiloze 1 Standardnich
smluvnich dolozek) nedohodly jinak.
Osobni udaje shromazdéné vyvozcem
udaji v EU, které byly pfedany pted
vypovézenim smlouvy podle pismene c),
musi byt neprodlené vymazany v celém
rozsahu, véetné¢ veskerych jejich kopii.
Dovozce udaji potvrdi vyvozci udaji, ze
byly (daje vymazany. Dokud nejsou
Udaje vymazany nebo vraceny, dovozce
udaji nadale zajistuje soulad s témito
dolozkami. V pfipadé€, Ze se na dovozce
udajii vztahuji mistni pravni piredpisy,
které mu zakazuji predané osobni udaje
vratit nebo vymazat, dovozce udaji
zaruCuje, ze bude inadale zajistovat
dodrzovani téchto dolozek a bude Udaje
zpracovavat pouze v takovém rozsahu
a tak dlouho, jak to uvedené mistni pravo
vyzaduje.

Kterakoli ze stran muze odvolat svij
souhlas stim, ze bude vazana témito
dolozkami, pokud i) Evropskd komise
pfijme rozhodnuti podle ¢l. 45 odst. 3
natfizeni (EU) 2016/679 tykajici se
pfedavani osobnich udaji, na které se
tyto dolozky vztahuji, nebo ii) se natizeni
(EU) 2016/679 stane soucasti pravniho
radmce zemé¢, do které jsou osobni udaje
pfedavany. Tim nejsou dotleny dalsi
povinnosti vztahujici se na dotéené
zpracovani  podle  nafizeni (EU)
2016/679.
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Clause 17
Governing law
These Clauses shall be governed by the law of a
country allowing for third-party beneficiary
rights. The parties (as named in Annex | ) agree
that this shall be the law of the Czech Republic.
Clause 18

Choice of forum and jurisdiction

Any dispute arising from these Clauses shall be
resolved by the courts of the Czech Republic.

DoloZka 17
Rozhodné pravo

Tyto dolozky se fidi pravem zem¢, jez umoziuje
uplatiovat prava nalezejici opravnéné treti
stran¢. Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek) se dohodly, Ze
se budou fidit pravem Ceské republiky.

DoloZka 18

Volba soudu a piislusnost

Veskeré spory vyplyvajici ztéchto dolozek
budou feseny soudy Ceské republiky.
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ANNEX |
A. LIST OF PARTIES

Data exporter(s): [Identity and contact details

of the data exporter(s) and, where applicable, of a kontaktni

its/their  data  protection officer and/or

representative in the European Union]

Name: Krajska zdravotni, a.s.

Address: Socialni péce 3316/12A,
400 11 Usti nad Labem,
Ceska republika

Contact person’s name, position and contact
details: ISR, DPO, o.mai: [N

Activities relevant to the data transferred under
these Clauses: scientific research

Role (controller/processor): processor

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

Name: Eagle Pharmaceuticals, Inc

Address: 50 Tice Boulevard, Suite 315,
Woodcliff Lake, NJ 07677, United States of
America

Contact person’s name, position and contact
details: IR

Activities relevant to the data transferred under
these Clauses: activities necessary to carry out
the Study

Role (controller/processor): controller

B. DESCRIPTION OF TRANSFER

PRILOHA I
A. SEZNAM SMLUVNICH STRAN
Vyvozce (vyvozci) udaju: /Totoznost
udaje  vyvozce/vyvozcii  udaju
a Vv prislusném pripade jeho/jejich povérence pro
ochranu osobnich udaju a/nebo zastupce
v Evropské unii]

Jméno/néazev: Krajskéa zdravotni, a.s.

Adresa: Socialni péce 3316/12A,
400 11 Usti nad Labem,
Ceska republika

Jméno, funkce akontaktni U(daje kontaktni
osoby: , poveieneC pro ochranu
osobnich udajt, e-mail:

Cinnosti relevantni pro piedavani udaji na
zaklad¢ téchto dolozek: védecky vyzkum

Uloha (spravce/zpracovatel): zpracovatel
Dovozce nebo dovozci udaju: [Tofoznost
a kontaktni udaje dovozce/dovozcii udaju, véetné
Jjakeékoli kontaktni osoby, kterd je odpovédna za
ochranu udaju]

Jméno/néazev: Eagle Pharmaceuticals, Inc
Adresa: 50 Tice Boulevard, Suite 315, Woodcliff
Lake, NJ 07677, United States of America

Jméno, funkce a kontaktni udaje kontaktni
osoby:

Cinnosti relevantni pro predavani tdaji na
zaklad¢ téchto dolozek: activities necessary to
carry out the Study

Uloha (spravce/zpracovatel): spravce

B. POPIS PREDANI
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Categories of data subjects whose personal data
is transferred

. Clinical trial participants

. Clinical trial site staff and investigators
of the Trial Centre involved in the clinical trial

. Employees of business partners and

vendors of the Trial Centre involved in the
clinical trial

Categories of personal data transferred
Clinical trial participants: Date of birth and/or
age, initials, personal identification number
assigned to Data Subjects participating in the
Study, description of characteristics of physical
features of the body, medical condition, medical
images and scans (such as X-ray and study
results), drugs and other treatments
administered during the Study.

Clinical trial site staff and investigators of the
Trial Centre involved in the clinical trial:
Contact information, CVs/resumes of clinical
trial site staff and investigators.

Employees of business partners and vendors of
the Trial Centre involved in the clinical trial:
Contact information of business partners and
vendors of the Trial Centre involved in the
clinical trial.

Special category 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 participants: Health information
including past medical history, medical
condition and its development during the Study,
medical test information (such as blood samples

Kategorie subjektii udajii, jejich? osobni Udaje
se predavaji

« Ucastnici klinické studie

* Zkousejici a clenové studijniho tymu 7 centra
klinického hodnoceni zapojeni do klinického
hodnoceni

*  Zameéstnanci  obchodnich  partnerii a
dodavatelii centra klinického hodnoceni zapojeni
do klinického hodnoceni

Kategorie pieddavanych osobnich udaju
Ucastnici klinického hodnoceni: Datum
narozeni a/nebo vek, inicialy, osobni
identifikacni cislo pridelené subjektiim
ucastnicich se studie, popis charakteristikych
fyzickych rysii téla, zdravotni stav, lékarské
snimky a skeny (napr. RTG a vysledky studie),
léky a dalsi lécba podavané behem studie.

ZkousSejici a ¢lenové studijniho tymu z centra
klinického hodnoceni zapojeni do klinického
hodnoceni: Kontaktni Udaje, Zivotopisy
zkousejicich a clenii studijniho tymu z centra
klinického hodnoceni.

Zaméstnanci obchodnich partneru a dodavatelii
centra zapojeného do klinického hodnoceni:
Kontaktni udaje obchodnich partneru a
dodavatelii z centra zapojeného do klinického
hodnoceni.

Udaje zvldstni kategorie které se pieddvaji
(v pFislusnych piipadech), a uplatnénd omezeni
nebo zaruky, jez plné zohlediiuji povahu udaji
a souvisejici rizika, napiiklad prisné ucelové
omezeni, omezeni pristupu (véetné piistupu

pouze pro zaméstnance, kteii absolvovali
specializované Skoleni), vedeni zdznamu
O pristupu k udajim, omezeni pro dalSi
predaviani nebo dodateCnd  bezpelnostni
opatieni.

Ucastnici  klinické ~ studie:  informace 0
zdravotnim stavu véetné minulé lékarské

anamnézy, zdravotnim stavu a jeho pribéhu
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results from scans and biopsies) generated
during the Study, treatment administered in the
course of the Study, data revealing racial or
ethnic origin and genetic data.

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

Data shall be transferred to the CRF of the
Study within the timelines defined in the
Protocol.

Nature of the processing

Performance of Clinical Study services under the
Contract as specifically described in the
Protocol.

- Safety monitoring
- Completion of data in the CRF system

Purpose(s) of the data transfer and further
processing

Carrying out the activities related to the clinical
trial

. Maintaining the integrity of the data
collected in the context of the clinical trial

. Complying with legal or regulatory
obligations to which the data importer is subject

. Establishing, exercising or defending
legal claims

Processing activities include any operations
required by the clinical trial protocol including
but not limited to collection, recording,
organization, structuring, storage, adaptation or
alteration,  retrieval,  consultation,  use,

behem studie, informace o lékarskych testech
(jako jsou vysledky krevnich testi, scani a
biopsii) generované béhem studie, [lécha
podavana v pribéhu studie, udaje odhalujici
rasovy nebo etnicky piivod a genetické udaje.

Cetnost piedivini (napi. zda jsou udaje
predavany jednordazové nebo priibéiné).

Data budou prevedena do systému CRF pro
studii ve lhitdach definovanych v protokolu.

Povaha zpracovani
Provadeni sluzeb pro Klinickou studie podle
smlouvy, jak je konkrétné popsdno v protokolu.

- Sledovani bezpecnosti

- Shromazd'ovani dat v systému CRF

Udel nebo udcely piedini tdajii a dalsi
zpracovani

Provaddeni cinnosti souvisejicich s klinickym
hodnocenim

 Zachovani integrity udajii shromdzdenych v
kontextu klinického hodnoceni

* Dodrzovani zakonnych nebo regulacnich
povinnosti, kterym dovozce udajii podléha

* Zrizovani, uplatiovani nebo obhajoba
pravnich narokii

Zpracovatelské ¢innosti zahrnujici jakékoli
operace vyzadované protokolem klinického
hodnoceni, véetne, ale bez omezeni na
shromazdovani, zaznamenavani, organizaci,
strukturovani, uchovavani, prizpiisobovani nebo
pozmeénovani, vyhledavani, konzultace, pouZiti,
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disclosure,  alignment or  combination,
restriction, anonymization or archiving.

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

Data Controller shall retain Personal Data
related to the Study for a period of 25 years after
the end of the Study or longer, if required by
Applicable Law.

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

N/A

zpristupnent, zarovnani nebo kombinaci,
omezeni, anonymizaci nebo archivaci.

Doba, po kterou budou osobni Udaje
uchovavany, nebo neni-li ji moiné wurdit,
kritéria pouZita pro stanoveni této doby

Spravce udaju bude uchovavat Osobni udaje
souvisejici se Studii po dobu 25 let po ukonceni
Studie nebo déle, pokud to vyzZaduji platné
zakony.

Pokud jde o piedavdni (dil¢im) zpracovateliim,
rovnéi wuved’te piedmét, povahu a trvani
zpracovani

N/A
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