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ANCILLARY SERVICES AGREEMENT

SMLOUVA O DOPLNKOVYCH SLUZBACH

by and between:

This ANCILLARY SERVICES AGREEMENT (together
with its Exhibits and Schedules, the “Agreement”) is
effective when signed by all parties as of the day of
publication in the register of contracts (the “Effective Date’)

Tato SMLOUVA O DOPLNKOVYCH
SLUZBACH (spole¢né se svymi ptilohami a
rozpisy dale jen ,smlouva‘®) nabyva Gcinnosti po
podpisu  vSemi smluvnimi stranami ke dni
zvefejnéni v registru smluv (dale jen ,,datum
ucinnosti) a uzaviré se mezi:

Oblastni nemocnice Pribram, a.s.
located at Gen. R. Tesarika 80, 261
01 Piibram I, Czech Republic
(“Service Provider”) and

Stemline Therapeutics, Inc., 750
Lexington Avenue, 4" Floor, New
York, NY 10022, USA
(the “Sponsor”) and

Parties:

(“Radiologist”)

Oblastni nemocnice Piibram,
a.s. se sidlem Gen. R. Tesarika 80,
261 01 Piibram I, Ceska republika
(dale jen ,,poskytovatel sluZeb*) a
Smluvni strany:

Stemline Therapeutics, Inc., 750
Lexington Avenue, 4" Floor,
New York, NY 10022, Spojené
staty americké

dale jen ,,zadavatel*

(déle jen ,,radiolog*)

“Party” or “Parties.”

Hereafter, Sponsor, Service Provider and Radiologist,
individually or collectively, are sometimes referred to as the

Zadavatel, poskytovatel sluzeb a radiolog jsou dale
jednotlivé oznaCovéani jako ,smluvni strana“ a
spolecné jako ,,smluvni strany*.

Investigator”) is or will be principal investigator in the
Study, which is to be performed at Multiscan s.r.o., K
Nemocnici 1106, 268 31 Hotovice, Czech Republic
(“Institution”);

Tato smlouva se wuzavirda v Tato smlouva se uzavira v souvislosti s
souvislosti s klinickym hodnocenim klinickym  hodnocenim (dale jen
(dale jen ,studie*) provadénym adeény

s,

) Protokol:

(v€etné vSech jeho dodatk dale jen (v€etné vSech jeho
,,protokol®). dodatkd déle jen ,,protokol®).

Study « » | Hodnoceny - (dale jen ,hodnoceny

Drug(s): - (the "Study Drug(s)”) pripravek: pripravek®)

WHEREAS, (“Principal | VZHLEDEM K TOMU, ZE

(dale jen ,hlavni zkouSejici“) je nebo bude hlavnim
zkousejicim ve studii, kterda bude provadéna v
Multiscan s.r.o0., K Nemocnici 1106, 268 31 Hofovice,
Ceska republika (déle jen ,,zdravotnické zatizeni®);
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DUVERNY MATERIAL

WHEREAS, Sponsor entered or will enter into the a
Clinical Trial Agreement dated with the Institution (or
with the Institution and the Principal Investigator)
regarding the conduct of the Study (“CTA”); and

VZHLEDEM K TOMU, ZE zadavatel uzaviel nebo
uzavie smlouvu o klinickém hodnoceni se
zdravotnickym zafizenim (nebo se zdravotnickym
zafizenim a hlavnim zkousSejicim) v souvislosti s
provadénim studie (dale jen ,,CTA®); a

WHEREAS, Sponsor has contracted with PAREXEL
International (IRL) Limited or an Affiliate (“CRO”)
(under a separate written agreement) to act as Sponsor’s
contractor and designee in managing the Study for
Sponsor and carrying out certain tasks, including
negotiating and executing certain agreements, including
this Agreement, on behalf of Sponsor; and

VZHLEDEM K TOMU, ZE zadavatel uzaviel
smlouvu se spolecnosti PAREXEL International (IRL)
Limited nebo ptidruzenou spolec¢nosti (dale jen ,,CRO*)
(na zéklad¢ samostatné pisemné smlouvy), aby jednala
jako zadavateliv dodavatel apovéfenda osoba pfi
spravovani studie pro zadavatele a provadéni urcitych
ukont, véetné vyjednavani a uzavirani uréitych smluv,
veetné této smlouvy, jménem zadavatele;

WHEREAS, Sponsor requests that the Service Provider
perform certain services in the context of the Study and
the Service Provider wishes to perform such services.

VZHLEDEM K TOMU, ZE zadavatel pozaduje, aby
poskytovatel sluzeb poskytoval urcité sluzby v ramci
studie a poskytovatel sluzeb hodla tyto sluzby
poskytovat.

NOW, THEREFORE, in consideration of the promises
and mutual covenants herein contained, the Parties agree
to the following:

Z TOHO DUVODU SE NYNIi, pozvazeni
predpokladi  a vzajemnych  pfislibl  a zdvazki
obsazenych v této smlouve, smluvni strany dohodly
nasledovneé:

Article 1. Services.

Clanek 1. Sluzby.

1.1 Upon Sponsor’s request, the Service Provider
and Radiologist agree to perform certain nuclear
medicine services related to the Study, as further
detailed in Exhibit A, which is attached hereto and

1.1 Na zadost zadavatele poskytovatel sluzeb a
radiolog souhlasi s tim, Ze budou poskytovat urcité
sluzby nuklearni mediciny souvisejici se studii, jak je
dale podrobn¢ popsano v ptiloze A, ktera je pfipojena k

solely at Service Provider’s facility listed on page 1 of
this Agreement and shall ensure that the Services are
performed in strict compliance with the Protocol,
Sponsor’s written instructions, and all applicable
provisions of any and all federal, state and local laws,
rules, regulations, orders, and guidances, including, but
not limited to: (a) any and all anti-fraud and abuse, anti-
bribery and anti-corruption laws, rules, and regulations
in the jurisdiction(s) where the Services are to be
conducted; (b) the Protocol and any Study manuals; (c¢)
Sponsor’s  written instructions; (d) International
Conference on Harmonisation Good Clinical Practice
(“ICH GCP”) guidelines; (e) recognized clinical
laboratory testing procedures, including current good
laboratory  practices prescribed by applicable
governmental regulatory authorities; (f) Directive
2001/20/EC until the Clinical Trial Regulation EU No
536/2014 goes into effect; (g) European Medicines
Association (“EMA”™) guidelines and guidance

incorporated by reference herein (hereinafter, | této smlouvé a tvoii jeji nedilnou soucést (dale jen
“Services”). ,Sluzby*).
1.2 Radiologist agrees to conduct the Services | 1.2 Radiolog souhlasi s tim, ze bude provadét sluzby

vyhradné v prostorach poskytovatele sluzeb uvedenych
na stran¢ 1 této smlouvy a zajisti, aby sluzby byly
provadény v ptisném souladu s protokolem, pisemnymi
pokyny zadavatele a vSemi piislusnymi ustanovenimi
veskerych federalnich, statnich a mistnich zakond,
smérnic, predpist, piikazti a pokynil, zejména: (a)
veSkerymi zadkony proti podvodim a zneuzivani,
protiuplatkaiskymi  a  protikorupnimi  zékony,
smérnicemi a pfedpisy v jurisdikci, kde maji byt sluzby
poskytovany; (b) protokolem a piiruckami ke studii; (c)
pisemnymi pokyny zadavatele; (d) pokyny Mezinarodni
rady pro harmonizaci o spravné klinické (dale jen ,,JCH
SKP“); (e) wuznavanymi postupy  klinického
laboratorniho testovani, véetné soucasnych spravnych
laboratornich  postupti  piedepsanych pfislusnymi
statnimi regulacnimi organy; (f) smérnici 2001/20/ES,
dokud nenabude Ucinnosti nafizeni EU ¢. 536/2014 o
klinickych hodnocenich; (g) smérnicemi a pokyny
Evropské 1ékové agentury (EMA) upravujici provadéni
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documents governing the performance of clinical
research; (h) if applicable, the General Data Protection
Regulation (EU) 2016/679 (the “GDPR”); (i) all other
applicable Data Protection Laws (as defined in the
Personal Data Protection Addendum set forth in
Schedule B, which is attached hereto and incorporated
herein by reference); and (j) all successor legislation and
implementing laws, regulations, and guidances related
to the foregoing (collectively, “Applicable Laws”).

klinického vyzkumus; (h) pfipadné obecnym nafizenim o
ochran¢ osobnich udaju (EU) 2016/679 (dale jen
»GDPR®); (i) veskerymi dalSimi platnymi zakony o
ochrané osobnich tdajt (jak jsou definovany v dodatku
o ochrané osobnich udaji uvedeném v rozpisu B, ktery
je pripojen k této smlouvé a tvoii jeji nedilnou soucast);
a (j) veskerymi pravnimi piedpisy a provadécimi
zékony, piedpisy a pokyny tykajicimi se vySe
uvedeného (souhrnn€ jen ,,platné zakony*).

1.3 The Service Provider and Radiologist will only
engage employees, contractors, staff, agents, and all
other persons who may provide Services or otherwise
become involved in the Study (collectively, “Service
Provider Personnel”) with proper skills, training,
availability, and experience to provide the Service and will
ensure that the Service Provider Personnel comply with
the terms and conditions of this Agreement and Applicable
Laws. Service Provider and Radiologist shall be liable
for the acts and omissions of Service Provider
Personnel.

1.3 Poskytovatel sluzeb a radiolog najmou pouze
takové zaméstnance, dodavatele, personal, zastupce a
vSechny dalsi osoby, které mohou poskytovat sluzby
nebo se jinak podilet na studii (spole¢n¢ dale jen
»personal poskytovatele sluzeb®), ktefi budou mit
fadné dovednosti, Skoleni, dostupnost a zkusenosti k
poskytovani  sluzby, a zajisti, aby personal
poskytovatele sluzeb dodrzoval podminky této smlouvy
a platné zakony. Poskytovatel sluzeb a radiolog jsou
odpovédni za jednani a opomenuti personalu
poskytovatele sluzeb.

1.4 Service Provider nor Radiologist may not
assign, delegate, or subcontract the performance of the
Services, in whole or in part, or any obligations of the
Service Provider under this Agreement, to any third
party without Sponsor’s prior written consent. Any
attempt made by Service Provider or Radiologist to
assign or delegate this Agreement shall be void and of
no force or effect.

1.4 Poskytovatel sluzeb ani radiolog nesmi bez
predchoziho pisemného souhlasu zadavatele zadné treti
strané postoupit, delegovat nebo zadat provadeéni sluzeb,
at’ uz vcelku nebo zc€asti, nebo jakékoli povinnosti
poskytovatele sluzeb podle této smlouvy. Jakykoli
pokus poskytovatele sluzeb ¢i radiologa postoupit nebo
delegovat tuto smlouvu bude absolutné¢ neplatny a
nebude uéinny.

1.5 Service Provider and Radiologist acknowledge
and agrees that a Sponsor Affiliate (as defined below)
may fulfil any of Sponsor’s obligations under this
Agreement, and Sponsor shall remain responsible and
fully liable for all such performance by any of its
Affiliates. Sponsor shall have the right to assign or
delegate this Agreement or any portion thereof without
the consent of Service Provider and Radiologist.
“Affiliate” means any business entity that controls, is
controlled by, or is under the common control with
Sponsor. A business entity shall be deemed to control
another business entity if it owns, directly or indirectly,
in excess of 50% of the voting interest in such business
entity or if it possesses the power to direct the
management of such business entity.

1.5 Poskytovatel sluzeb a radiolog berou na védomi a
souhlasi s tim, Ze pfidruZena spole¢nost zadavatele (jak
je definovana nize) mize plnit jakékoli povinnosti
zadavatele podle této smlouvy, pficemz zadavatel
zustane plné odpovédny za veSkeré takové plnéni
kteroukoli ze svych piidruzenych spolecnosti. Zadavatel
ma pravo postoupit nebo delegovat tuto smlouvu nebo
jakoukoli jeji ¢ast, aniz by byl nutny souhlas
poskytovatele sluzeb a radiologa. ,PFridruZena
spolecnost* znamena jakykoli obchodni subjekt, ktery
ovlada, je ovladan nebo je pod spole¢nou kontrolou se
zadavatelem. Za obchodni subjekt bude povazovan
subjekt, ktery ovlada jiny obchodni subjekt, pokud
pfimo nebo nepiimo vlastni vice nez 50 % hlasovaciho
podilu v takovém obchodnim subjektu nebo pokud ma
pravomoc vést fizeni takového obchodniho subjektu.

Article 2. Records.

Clanek 2. Zaznamy.

Radiologist shall retain and preserve, or make
arrangement with the Institution to retain and preserve,
adequate and accurate records related to the provision of
the Services, including, as applicable, the disposition of

Radiolog musi vést a uchovavat, pfipadné uzavfit se
zdravotnickym  zafizenim dohodu o vedeni a
uchovavéni, pfiméfenych a presnych zaznama
souvisejicich s poskytovanim sluzeb, vcetné podle
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the Study Drug and to the performance of any required
Protocol procedures on individuals enrolled in the Study
(“Study Subjects”), including but not limited to, Source
Documents (as defined below) pertaining to individual
Study Subjects, Study data, drug accountability and
reconciliation logs, and progress reports generated in the
course of the Study for the longer of twenty-five (25)
years after the conclusion of the Study or the time period
required by Applicable Laws. “Source Documents” is
defined as original medical records and other primary
data sources underlying the Data (e.g., hospital records,
clinical and office charts, laboratory notes, memoranda,
evaluation checklists, pharmacy dispensing records,
recorded data (regardless of medium) x-rays, subject
files, and original records wherever so held).
Radiologist will notify Sponsor in writing at least sixty
(60) days prior to destruction of any Study-related
records and, if requested by Sponsor, shall continue to
retain the documents, with any reasonable additional fee
to be paid by Sponsor, or allow Sponsor to arrange
further retention.

potieby, nakladani s hodnocenym pfipravkem a
provadéni jakychkoli pozadovanych postupti podle
protokolu u osob zafazenych do studie (dale jen
,subjekty hodnoceni®), zejména: zdrojové dokumenty
(jak jsou definovany nize) tykajici se jednotlivych
subjekti hodnoceni, Udaje ze studie, zaznamy o
vykazovani mnozstvi léku a sesouhlaseni a zpravy o
pribéhu vytvorené v prubéhu studie po dobu dvaceti
peti (25) let po skonceni studie nebo po dobu
pozadovanou platnymi zakony, podle toho, kterd z
téchto moznosti je delsi. ,,Zdrojovymi dokumenty* se
rozumi originalni l€kaiské zdznamy a dal$i primarni
zdroje daji, které jsou podkladem pro tdaje ze studie
(napf. nemocni¢ni zaznamy, klinické a ambulantni
zaznamy, laboratorni poznamky, memoranda, kontrolni
seznamy vySetieni, zaznamy o vydeji léku,
zaznamenané udaje (bez ohledu na médium) rentgenové
snimky, slozky subjekti hodnoceni a originalni
zdznamy, bez ohledu na to, kde jsou uchovavany).
Radiolog bude zadavatele pisemn¢ informovat nejméné
Sedesat (60) dnti pred zniCenim jakychkoli zdznami
souvisejicich se studii a na zadost zadavatele bude i
nadale uchovavat dokumenty za pfiméfeny dodatecny
poplatek, ktery wuhradi =zadavatel, nebo umozni
zadavateli zajistit dal$i uchovavani.

Article 3. Biological Samples.

Clanek 3. Biologické vzorky.

Radiologist will use any (a) material collected from a
Study Subject, including, without limitation, any blood,
serum, urine, saliva, bone marrow, or tissue, or other
biological samples and (b) any tangible material isolated
therefrom, including, but not limited to DNA, RNA, and
other biological substances (“Biological Samples”) only
as necessary for the provision of the Services, in
accordance with the Protocol, and in compliance with
Applicable Laws. Radiologist shall not use Biological
Samples for research, or any purpose not described in the
Protocol and in the ICF and shall not collect additional
quantities of Biological Samples beyond what is required
under the Protocol or retain any quantities of Biological
Samples obtained pursuant to the Protocol, but not
ultimately used in the provision of the Services. Such
Biological Samples shall be retained by Sponsor in
accordance with the Protocol and, in the event a Study
Subject consents to future research on said Biological
Samples, Sponsor shall be free to use said Biological
Samples for any purpose consented to by the Study
Subject. Service Provider shall maintain all Biological
Samples in its possession for as long as required by the
Protocol, Applicable Laws, and Sponsor written
instructions, or arrange for such storage with the
Institution. Notwithstanding the foregoing, Service
Provider will not destroy or permit the destruction of any
Biological Samples in its possession without the prior

Radiolog bude pouzivat (a) biologicky material
odebrany subjektu hodnoceni, mimo jiné véetn¢ krve,
séra, moci, slin, kostni dfené nebo tkan¢ nebo jinych
biologickych vzorkt a (b) jakykoli konkrétni material z
nich izolovany, mimo jiné véetné DNA, RNA a dalSich
biologickych latek (déale jen ,biologické vzorky*),
pouze pokud je to nezbytné pro poskytovani sluzeb, v
souladu s protokolem a v souladu s platnymi zakony.
Radiolog nebude pouzivat biologické vzorky k
vyzkumu ani k zadnému ucelu, ktery neni popsan v
protokolu a v dokumentu informovaného souhlasu, a
nebude odebirat dalsi biologické vzorky nad ramec toho,
co vyzaduje protokol, ani nebude uchovavat zadné
biologické vzorky ziskané podle protokolu, které vsak
nebyly nakonec pouzity pii poskytovani sluzeb. Tyto
biologické vzorky bude zadavatel uchovavat v souladu
s protokolem a v pfipad¢€, ze subjekt hodnoceni bude
souhlasit s budoucim vyzkumem uvedenych
biologickych vzorkl, bude mit zadavatel pravo pouzit
uvedené biologické vzorky pro jakykoli ucel, se kterym
subjekt hodnoceni souhlasil. Poskytovatel sluzeb bude
uchovéavat veskeré biologické vzorky, které ma ve svém
drzeni, tak dlouho, jak to vyzaduji protokol, platné
zakony a pisemné pokyny zadavatele, piipadné zajisti
jejich uchovavani ve zdravotnickém zafizeni. Bez
ohledu na vyse uvedené poskytovatel sluzeb nezni¢i ani
nepovoli zniceni jakychkoli biologickych vzorki, které
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written consent of Sponsor. At the request of Sponsor,
Service Provider shall either deliver Biological Samples in
Service Provider’s possession to Sponsor or continue to
store Biological Samples for any period that Sponsor may
request, at Sponsor’s expense.

maji v drzeni, bez pfedchoziho pisemného souhlasu
zadavatele. Na zadost zadavatele poskytovatel sluzeb
bud’ doruci biologické vzorky v drzeni poskytovatele
sluzeb zadavateli, nebo bude biologické vzorky nadale
uchovavat po dobu, kterou mize zadavatel pozadovat,
a to na néklady zadavatele.

designee with such periodic written reports during the
course of the Services as are: (a) requested by Sponsor
or its designee and/or (b) required by the Protocol, and,
if applicable, will assist Institution in providing a final
written report of the Study at the conclusion of the
Study.

Article 4. Reports; Monitoring; Audits and | Clinek 4. Zpravy; monitorovani; audity a
Inspections inspekce
4.1 The Radiologist shall provide Sponsor or its 4.1 Radiolog bude zadavateli nebo jeho povéfené

osobé poskytovat pravidelné pisemné zpravy v prubehu
poskytovani sluzeb, které jsou: (a) pozadovany
zadavatelem nebo jeho povéfenou osobou a/nebo (b)
vyzadovany protokolem, a piipadné¢ napomuze
zdravotnickému zafizeni pii vyhotoveni zéavérecné
pisemné zpravy o studii pii ukonceni studie.

4.2 At mutually agreed upon times, Sponsor and/or
its designees shall have the right to inspect, audit, and
monitor the Service Provider’s facilities and
Radiologist’s records, including, but not limited to, Data
(as defined below) and Source Documents. Service
Provider and Radiologist shall make itself available and
shall reasonably cooperate with Sponsor and its
designees with respect to such inspections, audits, and
monitoring visits.

4.2 Ve vzajemné dohodnutych terminech budou
mit zadavatel a/nebo jeho povéfené osoby pravo
kontrolovat, auditovat a monitorovat prostory
poskytovatele sluzeb a zaznamy radiologa, zejména
udaje (jak jsou definovany nize) a zdrojové dokumenty.
Poskytovatel sluzeb a radiolog bude k dispozici a bude
pfiméten¢ spolupracovat se zadavatelem a jeho
povéienymi osobami s ohledem na takové inspekce,
audity a monitorovaci navstévy.

43 The Service Provider or Radiologist shall
notify Sponsor immediately if a governmental or
regulatory authority with competent jurisdiction
(“Regulatory Authority”), including but not limited to
the EMA and the United States Food and Drug
Administration (“FDA”), requests permission to or does
inspect the Service Provider’s facilities or Radiologist’s
records relating to the Services or the Study. Service
Provider shall keep Sponsor fully and timely informed
of the nature, on-going status, and outcome of any such
inspection. Unless prohibited by law, Service Provider
and Radiologist will permit Sponsor, or its
representative, to inspect or audit Service Provider’s
facilities and Service Provider’s records prior to any
Regulatory Agency inspection, will permit Sponsor, or
its representative, to be present during a Regulatory
Agency inspection or audit, and will provide Sponsor
with copies of all materials, correspondence, statements,
forms, and records which the Service Provider or
Radiologist receives, obtains, or generates pursuant to
any such inspection. Service Provider or Radiologist
will also provide Sponsor with the opportunity to review
and comment on any proposed responses to any
Regulatory Authority relating to the Study or the

43 Poskytovatel sluzeb ¢i radiolog budou
neprodlen¢ informovat zadavatele, pokud pfislusny
statni nebo regulacni organ (dale jen ,,regulacni uiad®),
zejména agentura EMA a americky Utad pro kontrolu
potravin a 1éciv (dale jen ,,FDA®), pozadaji o povoleni
nebo provedou kontrolu prostor poskytovatele sluzeb
nebo zaznamt radiologa souvisejicich se sluzbami nebo
studii. Poskytovatel sluzeb a radiolog budou zadavatele
plné a véas informovat o povaze, prubézném stavu
avysledku jakékoli takové kontroly. Pokud to
nezakazuji zékony, poskytovatel sluzeb a radiolog
umozni zadavateli nebo jeho zéastupci kontrolovat nebo
provadét audit prostor a zaznami poskytovatele sluzeb
pred jakoukoli inspekci regulacniho tufadu, umozni
zadavateli nebo jeho zastupci piitomnost b&hem
inspekce nebo auditu regulacniho ufadu a poskytne
zadavateli kopie vSech materialti, korespondence,
prohlaseni, formulait a zdznami, které poskytovatel
sluzeb ¢i radiolog obdrzi, ziska, nebo vytvofi na zakladé
takové kontroly. Poskytovatel sluzeb ¢i radiolog da také
zadavateli moznost zkontrolovat a okomentovat
jakékoli navrhované odpovédi jakémukoli regulacnimu
ufadu tykajici se studie nebo poskytovani sluzeb pied
tim, nez je odesle regulacnimu ufadu. Poskytovatel
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provision of the Services prior to submitting to the
Regulatory Authority. Service Provider/Radiologist
shall consider in good faith any comments provided by
Sponsor, but Service Provider/Radiologist shall control
the content of the final response.

sluzby/radiolog v dobré vife zvazi jakékoli ptipominky
poskytnuté zadavatelem, ale poskytovatel
sluzeb/radiolog bude mit kontrolu nad obsahem koneéné
odpovédi.

Article 5. Payment.

Clanek 5. Platby.

5.1 In full consideration for the provision of the
Services by the Service Provider and Radiologist, the
rights granted to Sponsor under this Agreement, and all
resources, including Service Provider Personnel and
Radiologist, Sponsor, through its designated
administrative payment agent (“Payor”) shall pay the
fees set forth in the “Budget and Payment Schedule,”
which is attached hereto as Schedule A and incorporated
herein by reference. Payment will made in accordance
with Schedule A. Service Provider and Radiologist will
not receive any additional compensation from the
Institution for the Services.

5.1 Jako protiplnéni za poskytovani sluzeb
poskytovatelem sluzeb a radiologem, za prava udélena
zadavateli podle této smlouvy a veskeré zdroje, vetné
personalu poskytovatele sluzeb a radiologa, bude
zadavatel, prostiednictvim ureného zéastupce pro
spravu plateb (dale jen ,platce”), vyplacet castky
uvedené v ,;rozpoctu a rozpisu plateb®, ktery je k této
smlouvé pfipojen jako rozpis A a tvoii jeji nedilnou
soucast. Platby budou provadény v souladu s rozpisu A.
Poskytovatel sluzeb a radiolog neobdrzi od
zdravotnického zafizeni zadnou dals$i odménu za sluzby.

52 Notwithstanding the foregoing, or anything
contained in the Protocol, if Sponsor terminates the
Study or this Agreement prior to the completion of the
Study or the Services, Sponsor agrees to pay Service
Provider and Radiologist, through the Payor, the
amounts set forth in Schedule A for work properly
performed prior to the effective termination date, on a
pro-rata basis. In addition, Sponsor agrees to pay
Service Provider and Radiologist, through the Payor, for
all obligations as set forth under Schedule A that cannot
be cancelled or mitigated, and that Service Provider and
Radiologist incurred in furthering the Services prior to
receipt of notice of termination. Notwithstanding the
above, in no event will the amount paid by Sponsor
exceed the total contract amount set forth in Schedule A.
Payment by Sponsor, through the Payor, will be made
within forty-five (45) days of the effective termination
date.

5.2 Bez ohledu na vys$e uvedené nebo cokoli, co je
uvedeno v protokolu, pokud zadavatel ukonéi studii
nebo tuto smlouvu pied dokonéenim studie nebo sluzeb,
zadavatel se =zavazuje pomérnym dilem uhradit
poskytovateli sluzeb a radiologovi prostfednictvim
platce Castky uvedené v rozpisu A za praci fadné
provedenou pied datem ucinnosti ukonceni smlouvy.
Kromé toho se zadavatel zavazuje poskytovateli sluzeb
a radiologovi zaplatit prostfednictvim platce za vSechny
zavazky stanovené v rozpisu A, které nelze zrusit nebo
zmirnit a které poskytovateli sluzeb a radiologovi
vznikly pfi poskytovani sluzeb pied pfijetim oznameni
o ukonceni. Bez ohledu na vySe uvedené Ccastka
zaplacena zadavatelem v zadném piipadé neptekroci
celkovou smluvni ¢astku uvedenou v rozpisu A. Platba
ze strany zadavatele prostfednictvim platce bude
provedena do Ctyficeti péti (45) dnti od data ucinnosti
ukonceni.

5.3 In the event there is a refund due to Sponsor at
the time of premature termination, Service Provider and
Radiologist agree to remit the same to Sponsor or its
designee within forty-five (45) days of the effective
termination date.

5.3 V pfipadé, ze v okamziku piedc¢asného
ukonceni bude existovat dluzna ¢astka vuci zadavateli,
poskytovatel sluzeb a radiolog souhlasi s tim, Ze ji vrati
zadavateli nebo jeho zastupci do Etyficeti péti (45) dnd
od data u¢innosti ukonceni.

5.4 Service Provider and Radiologist acknowledge
that Sponsor is subject to laws related to the collection
and reporting of payments or transfers of value to
healthcare professionals and healthcare organisations
and agrees that Sponsor may receive and disclose for
any lawful purpose the terms of this Agreement,
including compensation and other transfers of value.
Service Provider and Radiologist will maintain accurate

54 Poskytovatel sluzeb a radiolog berou na
védomi, Ze na zadavatele se vztahuji zakony tykajici se
shromazd'ovani a vykazovani plateb nebo pfevodu
hodnot zdravotnickym pracovnikiim a zdravotnickym
organizacim, a souhlasi s tim, Ze zadavatel mize za
jakymkoli zakonnym ucelem obdrzet a zvefejnit
podminky této smlouvy, véetné odmeén a jinych prevodia
hodnot. Poskytovatel sluzeb a radiolog povede pfesnou
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and complete documentary support for all fees and
expenses it incurs related to Sponsor or this Agreement.
Sponsor shall be entitled to review and audit Service
Provider’s and Radiologist’s books and records to
determine conformance with this Article 6 and its
subsections at any time upon reasonable notice to
Service Provider and radiologist.

a uplnou podptirnou evidenci vSech poplatktl a vydajt,
které mu vzniknou v souvislosti se zadavatelem nebo
touto smlouvou. Zadavatel je opravnén kdykoli na
zakladé pfiméfeného oznameni poskytovateli sluzeb a
radiologovi zkontrolovat a nahlizet do ucetnich knih a
zaznamu poskytovatele sluzeb a radiologa, pokud si
preje zjistit, zda jsou v souladu s timto ¢lankem 6 a jeho
dil¢imi ¢astmi.

5.5 Service Provider and Radiologist acknowledge
and agrees that the compensation payable by Sponsor
pursuant to this Agreement: (a) is for bona fide services
actually performed by the Service Provider/Radiologist;
(b) has been determined through good faith and arm’s-
length negotiation; (c) represents the fair market value
of the services associated with this Agreement; and (d)
has not been determined_in a manner that takes into
account the volume or value of any actual or potential
purchases, prescriptions, referrals, or recommendations
for any Sponsor (or Affiliate) product or service, or in
exchange or consideration for or as an inducement to
influence formulary, prescribing, referral, or dispensing
decision by the Service Provider and Radiologist.

5.5 Poskytovatel sluzeb a radiolog berou na
védomi a souhlasi s tim, ze ¢astky splatné zadavatelem
podle této smlouvy: (a) jsou urceny na sluzby v dobré
vife skutecné provedené poskytovatelem
sluzeb/radiologem; (b) byly stanoveny v dobré vife a na
zékladé vyjednavani; (c) ptedstavuji spravedlivou trzni
hodnotu sluzeb v souvislosti s touto smlouvou; a (d)
nebyly stanoveny zplsobem, ktery bere v tivahu objem
nebo hodnotu skuteénych nebo potencidlnich nakupi,
predepisovani, navrhti nebo doporuceni jakéhokoli
produktu nebo sluzby zadavatele (nebo jeho pfidruzené
spolecnosti) ani nepfedstavuje vymeénu nebo protiplnéni
ani pobidku k ovlivnéni pedepisovani, doporuceni nebo
rozhodnuti o vydeji 1éku ze strany poskytovatele sluzeb
a radiologa.

5.6 Service Provider represents and warrants that
neither Service Provider, nor any Service Provider
Personnel are officials, agents, or representatives of any
government, political party, or international
organisation nor candidates for such where they may be
in positions of authority to be able to improperly help
Sponsor obtain a business advantage or approval of the
Study Drug. Service Provider further represents and
warrants that neither Service Provider nor any Service
Provider Personnel will make or receive any payment,
directly or indirectly through another person, in
violation of any law or with the corrupt intention of: (a)
inducing the Service Provider or any other government
official to use its (or his or her) influence with a
government or instrumentality for purposes of
influencing any official act or decision (including a
decision not to act) in its (or his or her) official capacity;
or (b) inducing Service Provider or any government
official to perform any improper act or to secure any
improper advantage in order to assist Sponsor in
obtaining or retaining business for or with any party or
other person, or in directing business to any party or any
person (“Improper Payment”). Upon the request of
Sponsor, Service Provider agrees to promptly certify in
writing its ongoing compliance (and the compliance of
all Service Provider Personnel) with the warranties
contained in this Section 6.7. Sponsor may terminate
this Agreement if Service Provider breaches any of the
terms in this Section 6.7 or if Sponsor learns that an

5.6 Poskytovatel sluzeb prohlasuje a zarucuje, ze
poskytovatel sluzeb ani persondl studie poskytovatele
sluzeb nejsou vetejnymi Ciniteli, jednateli nebo zastupci
jakékoliv vladni nebo politické strany nebo mezinarodni
organizace (ani nejsou kandidaty na tyto pozice),
v nichz by mohli zastavat pozici s pravomocemi, které
by jim umoznily nepfislusné pomoci CRO nebo
zadavateli k ziskani obchodni vyhody nebo pfi
schvalovani hodnoceného pfipravku. Poskytovatel
sluzeb dale prohlaSuje a zaruCuje, ze poskytovatel
sluzeb ani personal poskytovatele sluzeb neuskutecni
ani neobdrzi Zzadnou platbu, pifimo ¢i nepiimo
prostiednictvim jiné osoby, v rozporu s jakymkoli
zékonem nebo s korupcnim umyslem: (a) pfimét
poskytovatele sluzeb nebo jiného statniho ufednika, aby
vyuzil sviyj vliv u statni spravy nebo né&jaky nastroj pro
ucely ovlivnéni jakéhokoli ufedniho ukonu nebo
rozhodnuti (véetné rozhodnuti nejednat) v jeho uredni
funkci; nebo (b) piimét poskytovatele sluzeb nebo
jakéhokoli statniho Ufednika, aby se dopustil jakéhokoli
nezdkonného jednani nebo si =zajistil jakoukoli
nepatficnou vyhodu s cilem pomoci zadavateli ziskat
nebo si udrzet obchodni pfilezitosti pro jakoukoli stranu
nebo jinou osobu nebo s jakoukoli stranou nebo jinou
osobou, nebo pii nasmérovani obchodu na jakoukoli
stranu nebo jakoukoli osobu (déle jen ,neopravnéna
platba“). Poskytovatel sluzeb souhlasi s tim, ze kdykoli
na zadost zadavatele neprodlené pisemné potvrdi, ze
trvale dodrzuje (a ze totéz plati také pro personal studie
poskytovatele sluzeb) zaruky uvedené v tomto oddilu
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Improper Payment is being or has been made by Service
Provider or any individual or entity acting on its behalf.

6.7. Zadavatel muze tuto smlouvu ukoncit, pokud
poskytovatel sluzeb porusi kteroukoli z podminek v
tomto oddilu 6.7 nebo pokud se zadavatel dozvi, ze
poskytovatel sluzeb nebo jakakoli fyzicka ¢i pravnicka
osoba jednajici jeho jménem provadi nebo provedla
neopravnénou platbu.

Article 6. Intellectual Property.

Clanek 6. DuSevni vlastnictvi.

6.1 All  documentation, information, and
biological, chemical, or other materials, including the
Study Drug furnished to Service Provider/Radiologist in
relation to the Services (collectively, with all associated
intellectual property rights, the “Materials”) other than
Source Documents will remain the exclusive property of
Sponsor. Service Provider/Radiologist will use
Materials only as necessary to perform Services. Service
Provider will not analyze Materials except as necessary
to perform Services and will not transfer or make the
Materials available to third parties without the prior
written consent of Sponsor. Neither the terms of this
Agreement, nor the Protocol, nor any activities
conducted by Service Provider/Radiologist or Service
Provider Personnel for the Study shall be construed to
grant to Service Provider/Radiologist or Service
Provider Personnel any right or license in or to the Study
Drug.

6.1 Veskera dokumentace, informace a biologické,
chemické nebo jiné materidly, vcetné hodnoceného
pripravku poskytnutého poskytovateli
sluzeb/radiologovi v souvislosti se sluzbami (spole¢né
se vSemi souvisejicimi pravy duSevniho vlastnictvi dale
jen ,materialy”), krom¢ zdrojovych dokumentd,
zistavaji ~ vyhradnim  vlastnictvim  zadavatele.
Poskytovatel sluzeb/radiolog bude materiadly pouzivat
pouze v rozsahu nezbytném k poskytovani sluzeb.
Poskytovatel sluzeb/radiolog nebude analyzovat
materidly pro studii, s vyjimkou pfipadd, kdy je to
nezbytné k provadéni sluzeb, anepfevede ani
nezpfistupni materidly pro studii tfetim stranam bez
predchoziho pisemného souhlasu zadavatele. Ani
podminky této smlouvy, ani protokol, ani Zadné ¢innosti
provadéné poskytovatelem sluzeb/radiologem nebo
personalem poskytovatele sluzeb v rédmci studie
nebudou vyklddany tak, Zze udé€luji poskytovateli
sluzeb/radiologovi nebo persondlu poskytovatele sluzeb
jakékoli pravo nebo licenci k hodnocenému piipravku.

6.2 “Data” means any information which Service
Provider/Radiologist must provide to Sponsor,
Institution, or Principal Investigator under this
Agreement. “Deliverables” means all information,
Data, documents, work product, and any other analyses
that are delivered to Sponsor hereunder or prepared by
or on behalf of Service Provider/Radiologist in the
course of performing the Services, including any items
identified as such in the Exhibits or Schedules to this
Agreement attached hereto and incorporated by
reference. All Deliverables shall be, are, and will remain
Sponsor’s property, and Sponsor will have the right to
use the Deliverables in any manner deemed appropriate
to Sponsor’s business interests. Service
Provider/Radiologist will assign and does assign to
Sponsor all right, title, and interest in and to all
Deliverables and will promptly disclose to Sponsor all
Deliverables.

6.2 ,,I'Jdaje“ znamenaji jakékoli informace, které
poskytovatel sluzeb/radiolog musi podle této smlouvy
poskytnout zadavateli, zdravotnickému zafizeni nebo
hlavnimu zkous$ejicimu. ,,Vystupy* znamenaji veskeré
informace, Gidaje, dokumenty, vysledky prace a veskeré
dalsi analyzy, které jsou dodany zadavateli podle této
smlouvy nebo vyhotoveny poskytovatelem
sluzeb/radiologem nebo jeho jménem v prabéhu
poskytovani sluzeb, vcetné¢ veskerych polozek jako
takovych uvedenych v ptilohach nebo rozpisech této
smlouvy, které predstavuji nedilnou soucast této
smlouvy. Vsechny vystupy budou, jsou a zistanou
majetkem zadavatele a zadavatel bude mit pravo je
pouzivat jakymkoli zpisobem, ktery bude povazovat za
vhodny v ramci svych obchodnich zajmi. Poskytovatel
sluzeb/radiolog postoupi a postupuje zadavateli veskera
prava, naroky a podily na vSech vystupech a neprodlené
zadavateli veskeré vystupy zpfistupni.

6.3 All inventions, methods, know-how, ideas,
developments, discoveries, and technology, whether
patentable or not, made, conceived, or reduced to
practice by Service Provider/Radiologist solely or
jointly with others: (a) as a result of or in connection

6.3 Veskeré vynalezy, metody, know-how,
napady, vyvoj, objevy, a technologie, at jiz
patentovatelné ¢i nikoli, vyrobené, koncipované, nebo
uvedené do praxe poskytovatelem sluzeb/radiologem
samostatné nebo spole¢né s ostatnimi: (a) v disledku
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with the conduct of the Study or the provision of the
Services and/or (b) that use, rely on, or are derived from
Confidential Information, including post-Study analysis
of the data or Study Drug (“Inventions”) shall be and
remain, at all times, the sole and exclusive property of
Sponsor. Service Provider/Radiologist hereby assigns
and shall cause Service Provider Personnel to assign to
Sponsor or its designee the entire right, title, and interest
in and to all Inventions. Any and all acts necessary to
assist Sponsor in perfecting its right to any and all
Inventions shall be performed by Service
Provider/Radiologist, at Sponsor’s expense. Service
Provider/Radiologist warrant, by the execution of this
Agreement, that they have not entered and will not enter
into any contractual agreement or relationship which
would in any way conflict with or compromise
Sponsor’s proprietary interest in, or rights to, any
inventions, discoveries, or technology existing at the
time of the execution of this Agreement or arising out of
or related to its performance hereunder and thereunder.
Service Provider/Radiologist shall disclose to Sponsor
all Inventions. Such disclosure shall be made fully and
promptly in writing to an authorised representative of
Sponsor.

provadéni studie nebo poskytovani sluzeb nebo v
souvislosti s nimi a/nebo (b) které pouzivaji diveérné
informace, vyplyvaji z nich nebo jsou z nich odvozeny,
vcetné analyzy daji nebo hodnoceného piipravku po
ukonceni studie (dale jen ,,vynalezy*) budou a zistanou
za vsech okolnosti vyhradnim a vylu¢nym vlastnictvim
zadavatele.  Poskytovatel sluzeb/radiolog timto
zadavateli nebo jeho povéiené osobé postupuje veskera
prava, naroky a podily na vSech vynalezech a zajisti, aby
tak ucinil i personal poskytovatele sluzeb. Veskeré
kroky nezbytné k tomu, aby pomohly zadavateli
zdokonalit jeho pravo na veSkeré vynalezy, bude
poskytovatel sluzeb/radiolog provadét na naklady
zadavatele. Poskytovatel sluzeb/radiolog zarucuji
uzavienim této smlouvy, Ze neuzavieli ani neuzaviou
zadné smluvni ujednani nebo vztah, ktery by byl
jakymkoli zptisobem v rozporu nebo by ohrozil
vlastnické zajmy zadavatele nebo jeho prava
k jakymkoli vynaleziim, objevim nebo technologiim
existujicim v dob&é wuzavieni této smlouvy nebo
vyplyvajicim z plnéni dle této smlouvy nebo snim
souvisejici. Poskytovatel sluzeb/radiolog zpfistupni
vSechny vyndlezy zadavateli. Takové zpfistupnéni bude
provedeno zcela a neprodlené¢ v pisemné formée
povéienému zastupci zadavatele.

Article 7. Debarment.

Clanek 7. Zakaz Cinnosti.

7.1 Service Provider/Radiologist hereby represents
and warrants that neither it nor any Service Provider
Personnel have been or currently are debarred,
disqualified, or excluded by any government agency
under Applicable Laws (“Debarred”) and that no
Debarred person will in the future be employed by
Service Provider in connection with the performance of
their obligations under this Agreement, as well as any
application for approval of a drug by any Regulatory
Authority. Service Provider further represents and
warrants that preceding the Effective Date, have not
been convicted of any offense under Applicable Laws,
which could exclude or restrict them from performing
clinical research or participation in any health care
program.

7.1 Poskytovatel sluzeb/radiolog timto prohlasuje
a zarucuje, ze ani on ani zadny jeho personal nedostali
ani v soucasné dob&é nemaji zakaz cCinnosti, nejsou
zbaveni zplsobilosti ani vylouceni zadnym vladnim
ufadem podle platnych zakont (dale jen ,,0soba se
zakazem Cinnosti“) a Zze zadnd osoba se zakazem
¢innosti nebude v budoucnu zamé&stnana
poskytovatelem sluzeb v souvislosti s plnénim jeho
povinnosti podle této smlouvy ani zadosti o schvaleni
1éku jakymbkoli regulacnim Gfadem. Poskytovatel sluzeb
dale prohlasuje a zarucuje, ze pied datem ucinnosti
nebyl podle platnych zakonti odsouzen za zadny trestny
¢in, ktery by jej mohl vyloucit nebo omezit v provadéni
klinického vyzkumu nebo ucasti v jakémkoli programu
zdravotni péce.

7.2 Service Provider/Radiologist agrees that no
such Debarred or convicted person will in the future be
employed or otherwise engaged (including on a contract
basis) by Service Provider to perform Services. If during
the course of the Services, Service Provider or any of
Service Provider Personnel become so Debarred or
convicted or receives notice of an impending Debarment
or convictions, Service Provider shall promptly notify

7.2 Krom¢ toho poskytovatel sluzeb/radiolog
souhlasi s tim, ze v budoucnu nezaméstna ani jinak
nenajme (véetné smluvniho vztahu) na poskytovani
sluzeb zadnou osobu se zikazem Ccinnosti nebo
odsouzenou osobu. Pokud v pribéhu poskytovani
sluzeb poskytovatel sluzeb nebo kterykoliv z cleni
persondlu poskytovatele sluzeb bude mit zakdzanou
¢innost nebo bude odsouzen nebo obdrzi ozndmeni o
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Sponsor without undue delay. Sponsor may
immediately terminate this Agreement in the event any
of the foregoing occurs.

hrozicim zdkazu ¢innosti nebo odsouzeni, poskytovatel
sluzeb bude neprodlené informovat zadavatele. V
pfipadé, ze nastane kterdkoli z vySe uvedenych
skuteCnosti, mize zadavatel tuto smlouvu okamzité
vypovedét.

Article 8. Term and Termination.

Clanek 8. Doba platnosti a ukondeni.

8.1 Unless sooner terminated in accordance with
the provisions of this Article 9, the term of this
Agreement shall commence as of the Effective Date and
shall continue thereafter until the completion of all of
the following: (a) the Services are completed to
Sponsor’s reasonable satisfaction; (b) all Service
Provider/Radiologist closeout activities have been
completed; and (c) Sponsor has made all payments and
reimbursements and collected all refunds due under this
Agreement. Sponsor may terminate this Agreement at
any time and for any reason, upon thirty (30) days’
written notice to Service Provider/Radiologist. Sponsor
may terminate this Agreement immediately upon
written notice to Service Provider/Radiologist if
necessary, in order to protect the health, safety, or
welfare of any Study Subjects.

8.1 Pokud nebude ukoncena diive v souladu s
ustanovenimi tohoto ¢lanku 9, doba platnosti této
smlouvy zapocne datem ¢innosti a bude pokracovat az
do dokonceni vSech nasledujicich ¢innosti: (a) sluzby
jsou dokonceny k priméfené spokojenosti zadavatele;
(b) vSechny zé&vérecné Cinnosti poskytovatele
sluzeb/radiologa byly dokonceny; a (c) zadavatel
provedl vSechny platby a thrady a vybral vSechny
¢astky, které maji byt vracené a jsou splatné podle této
smlouvy. Zadavatel muze tuto smlouvu vypovédét
z libovolného divodu na =zékladé predchoziho
pisemného oznameni poskytovateli sluzeb/radiologovi
s vypovédni lhitou tficeti (30) dnt. Zadavatel mize v
pfipadé potfeby tuto smlouvu okamzit¢ ukoncit
pisemnou vypovédi poskytovateli sluzeb/radiologovi,
pokud je to nutné z divodu ochrany zdravi, bezpecnosti
nebo prospéchu subjektii hodnoceni.

8.2 Termination of this Agreement shall not affect
the rights and obligations of the Parties accrued prior to
the effective date of termination of this Agreement. The
rights and obligations of Sponsor, Service Provider and
Radiologist which, by intent or meaning, have validity
beyond termination of this Agreement, including, but
not limited to, rights with respect to ownership of
inventions and developments, confidentiality, data
privacy, indemnification, and liability shall survive the
termination or expiration of this Agreement.

8.2 Ukonceni této smlouvy nema vliv na prava
apovinnosti stran vzniklé pred datem ucinnosti
ukonceni této smlouvy. Prava a povinnosti zadavatele,
poskytovatele sluzeb a radiologa, které maji (svym
zamérem nebo vyznamem) platnost i po ukonceni této
smlouvy, mimo jiné vcetné prav tykajicich se vlastnictvi
vynalezi a vyvoje, diivérnosti, ochrany osobnich udajd,
odskodnéni a odpovédnosti, ziistanou v platnosti i po
ukonceni nebo uplynuti platnosti této smlouvy.

8.3 Upon termination of this Agreement or
completion of the Services, Service
Provider/Radiologist shall return to Sponsor, or

Sponsor’s designee, all unused Study Drug, compounds,
drugs, devices, equipment, related materials, and all
copies of Confidential Information that were furnished
to Service Provider at Sponsor’s expense under this
Agreement, except for one (1) copy of Confidential
Information retained by Service Provider for the
purpose of monitoring its obligations and exercising its
rights under this Agreement and an archival copy of any
document which Service Provider is required to
maintain by Applicable Laws.

8.3 Po ukonceni této smlouvy nebo dokonceni
sluzeb poskytovatel sluzeb/radiolog vrati zadavateli,
nebo  poveéfené  osobé  zadavatele,  veskery
nespottebovany hodnoceny ptipravek, slouceniny, 1éky,
zafizeni, vybaveni, souvisejici materidly a vSechny
kopie davérnych informaci, které byly poskytovateli
sluzeb predany na naklady zadavatele podle této
smlouvy, s vyjimkou jedné (1) kopie davérnych
informaci uchovavané poskytovatelem sluzeb za ucelem
sledovani jeho povinnosti a uplatiiovani jeho prav podle
této smlouvy a archivni kopie jakéhokoli dokumentu,
ktery je poskytovatel sluzeb povinen uchovavat podle
platnych zakont.

Article 9. Indemnification

Clanek 9. Odskodnéni

9.1 Sponsor will indemnify, defend and hold
harmless Service Provider and its trustees, officers,

9.1 Zadavatel odskodni, bude obhajovat a branit
poskytovatele sluzeb a jeho spravni radu, vedouci
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agents, Radiologist, Study Personnel, and Investigator
(“Provider Indemnitee(s)”) against any third-party
claims, including any losses, costs, expenses (including
reasonable attorney’s fees), or damages finally awarded
by court order or finally paid in settlement or judgment
(“Losses”) incurred by a Provider Indemnitee that are:
(i) directly related to a personal injury, illness, or death
to the extent caused by (A) a Provider Indemnitee’s use
and administration of the Study Drug in accordance with
the Protocol and this Agreement during the course of the
Services, or (B) a Provider Indemnitee’s performance of
any procedure required by the Protocol that would not
have been performed but for a Study Subject’s
participation in the Study and that was performed in
accordance with the Protocol and this Agreement, or (ii)
caused by (A) Sponsor’s use of Data or Deliverables or
other intellectual property provided to it by Service
Provider under this Agreement or (B) negligence,
recklessness, willful misconduct, or breach of
Applicable Law, whether by act or omission, on the part
of any Sponsor Indemnitee (defined below).

pracovniky, zastupce, radiologa, personal studie a
zkousejiciho  (dale jen ,,odSkodiiované osoby
poskytovatele sluzeb*) proti jakymkoli narokim tietich
stran, v¢etné ztrat, nakladd, vydaji (véetné priméfenych
poplatki za pravni zastoupeni) nebo nahrady skod, které
byly s konecnou platnosti pfiznany soudnim piikazem
nebo s konecnou platnosti uhrazeny na zakladé
vyrovnani nebo rozsudku (dale jen ,ztraty), které
vznikly odSkodnované osobé poskytovatele sluzeb a
které: (i) jsou pfimo spojené s Ujmou na zdravi,
onemocnénim nebo umrtim v rozsahu zptisobeném (A)
pouzivanim a podavanim hodnoceného pfipravku
odskodnovanou osobou poskytovatele sluzeb v souladu
s protokolem a touto smlouvou v pribéhu sluzeb, nebo
(B) provadénim jakéhokoli postupu vyzadovaného
protokolem odskodnovanou osobou poskytovatele
sluzeb, ktery by nebyl proveden, pokud by se subjekt
hodnoceni netcastnil studie a ktery byl proveden v
souladu s protokolem a touto smlouvou; nebo
zptsobeném (ii) pouzivanim (A) udaji ze studie nebo
vystupit studie nebo jiného duSevniho vlastnictvi
zadavatelem, které mu poskytovatel sluzeb poskytl
podle této smlouvy, nebo (B) nedbalosti,
nezodpovédnosti, Umyslnym  pochybenim nebo
porusenim platnych zakonl, at’ uz jednanim nebo
opomenutim, na strané kterékoli odSkodnované osoby
zadavatele (definované nize).

9.2 Service Provider will indemnify, defend and
hold Sponsor and its Affiliates, directors, officers,
employees, and agents (“Sponsor Indemnitee(s)”)
harmless against any third-party claims, including any
Losses incurred by a Sponsor Indemnitee, based upon or
caused by: (i) any failure of Provider Indemnitee to
conduct the Study in accordance with the Protocol, the
terms of this Agreement, or Applicable Law; (ii) the
negligence, recklessness, or willful misconduct, whether
by act or omission, on the part of any Provider
Indemnitee; or (iii) a breach of any of Provider
Indemnitee’s  representations,  certifications,  or
obligations under this Agreement.

9.2 Poskytovatel sluzeb odskodni, bude obhajovat
a branit zadavatele a jeho pfidruzené spolecnosti,
feditele, vedouci pracovniky, zaméstnance a zastupce
(dale jen ,,odSkodiiovanaé osoby zadavatele”) proti
jakymkoli ndroktim tietich stran, v€etné€ ztrat vzniklych
odsSkodnované osobé zadavatele, na zakladé nebo v
dasledku: (i) jakéhokoli selhani odSkodiiované osoby
poskytovatele pfi provadéni studie v souladu s
protokolem, podminkami této smlouvy nebo platnymi

zakony; (i1) nedbalosti, nezodpovédnosti nebo
umyslného pochybeni, at uz jednanim nebo
opomenutim, na stran¢ odskodiované osoby

poskytovatele sluzeb; nebo (iii) poruSeni jakéhokoli
prohlaseni, certifikace nebo povinnosti vyplyvajicich z
této smlouvy ze strany odskodiované osoby
poskytovatele sluzeb.

9.3 No Party will not indemnify, defend or hold
harmless any other Party for Losses to the extent such
Losses arise out of: (i) any failure of any non-
indemnifying Party (or its Indemnitees) to conduct the
Study in accordance with the Protocol, the terms of this
Agreement, or Applicable Law; (ii) the negligence,
recklessness or willful misconduct, whether by act or
omission, on the part of the non-indemnifying Party (or
its Indemnitees); or (iii) a breach of any of the non-
indemnifying Party’s representations, certifications, or

9.3 Z4dna ze smluvnich stran neod$kodni, nebude
hajit a nezajisti jiné strany v souvislosti se ztratami v
rozsahu, v jakém takové ztraty vznikly z: (i) jakékoli
selhani kterékoli neodskodnujici strany (nebo jejich
odskodnovanych osob) pii provadeéni studie v souladu s
protokolem, podminkami této smlouvy nebo platnymi
zakony; (ii) nedbalosti, lehkomyslnosti nebo imyslného
pochybeni, at’ uz jednanim nebo opomenutim, na strané
neodskodnujici strany (nebo jejich odskodnovanych
osob); nebo (iii) poruSeni jakéhokoli prohlaseni
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obligations under this Agreement
indemnifying Party (or its Indemnitees).

by the non-

odskodnujici strany, certifikace nebo povinnosti podle
této smlouvy na stran¢ odskodiujici strany (nebo jejich
odskodinovanych osob).

Article 10. Confidential Information.

Clanek 10. Duvérné informace.

10.1 Service  Provider/Radiologist ~will  keep
confidential and will not disclose any information,
whether written, oral, or in any other form, including,
without limitation, Study information (excluding Source
Documents), Data, Inventions, knowledge, know-how,
practices, process, financial information, personal data,
or any other information (hereinafter referred to as
“Confidential Information”) provided to Service
Provider or Service Provider Personnel by or on behalf
of Sponsor or otherwise discovered, learned, or acquired
by Service Provider or Service Provider Personnel.
Confidential Information shall be maintained in strict
confidence and not disclosed to any third party during
the term of this Agreement and for fifteen (15) years
thereafter. Furthermore, Service Provider shall only use
such Confidential Information for the purposes of this
Agreement except as provided for herein. The Service
Provider may disclose Confidential Information to
Service Provider Personnel who require access thereto
for the purposes of conducting the Services; provided,
however, that prior to making any such disclosures, each
member of such Service Provider Personnel shall be
bound by obligations no less stringent than those
contained herein, to maintain Confidential Information
in confidence and not to use such information for any
purpose other than in accordance with the terms of this
Agreement.

10.1 Poskytovatel sluzeb/radiolog bude zachovavat
mlcenlivost a nezvetejni zadné informace, at’ uz napsané
nebo v ustni podobé nebo jakékoli jiné formé, zejména
informace o studii (kromé& zdrojovych dokumentd),
udaje, vynalezy, znalosti, know-how, postupy, procesy,
finan¢ni informace, osobni idaje nebo jakékoli jiné
informace (dale jen ,,ddvérné informace™) predané
poskytovateli sluzeb nebo persondlu poskytovatele
sluzeb zadavatelem nebo jeho jménem nebo jinak
objevené, zjisténé nebo ziskané poskytovatelem sluzeb
nebo persondlem poskytovatele sluzeb. Divérné
informace budou uchovavany v pfisné divérnosti a
nebudou zpfistupnény zadné treti strané¢ béhem doby
platnosti této smlouvy a po dobu patnacti (15) let po
jejim ukonceni. Dale se poskytovatel sluzeb zavazuje
pouzivat diveérné informace pouze pro ucely této
smlouvy, pokud nebude konkrétné uvedeno jinak.
Poskytovatel sluzeb mutze zptistupnit davérné
informace personalu poskytovatele sluzeb, ktery k nim
vyzaduje pfistup pro ucely poskytovani sluzeb; to vSak
plati pouze za ptedpokladu, ze pied zvefejnénim
takovych informaci, bude kazdy clen personalu
poskytovatele sluzeb vazan povinnostmi, které nejsou
méné prisné nez ty, které jsou uvedeny v této smlouve,
bude zachovavat divérnost divérnych informaci a
nebude pouzivat tyto informace k zadnému jinému
ucelu nez v souladu s podminkami této smlouvy.

10.2 The obligations of confidentiality and non-use
herein shall not apply to the extent Confidential
Information, which at the time of disclosure:

10.2 Zavazky duvérnosti a nepouzivani informaci
zde uvedenych se nevztahuji na diivérné informace, pro
které v okamziku zpiistupnéni plati nésledujici:

i) is generally available in the public domain, or
becomes available to the public through no act of

(i) jsou obecné vetejné dostupné nebo se stanou
vefejné dostupnymi bez jednani ~ poskytovatele

Provider/Radiologist as
Provider’s written records;

evidenced by Service

Service Provider or Service Provider Personnel | sluzeb nebo persondlu poskytovatele sluzeb ¢&i
or Radiologist; radiologa;
(i) is independently known by  Service | (ii) jsou nezavisle znamy  poskytovateli

sluzeb/radiologovi, jak 1ze dolozit pisemnymi zaznamy
poskytovatele sluzeb;

(1i1) is received by a third party who has a right to
disclose it to Service Provider/Radiologist free of
confidentiality and non-use obligations; or

(1i1) byly pfijaty tieti stranou, kterd ma pravo je
sdélit poskytovateli sluzeb/radiologovi bez zavazku
zachovani divérnosti a nepouzivani informaci; nebo

(iv) is independently developed by Service
Provider/Radiologist without use of or reference to or
reliance on such Confidential Information as evidenced
by written records.

(iv) jsou nezavisle vyvinuty poskytovatelem
sluzeb/radiologem bez pouziti takovych davérnych
informaci, aniz by na né bylo odkazovano ¢i z nich
vychazely, jak Ize dolozit pisemnymi zdznamy.
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“processing” and “personal data” shall be defined as per
art. 4 of Regulation (EU) 2016/679 (“Regulation” or
“GDPR”). The Parties acknowledge that the Study
entails processing Study Subjects’ and Service Provider
Personnel personal data and that full compliance with
personal data protection laws respectively applicable to
the Parties, including the GDPR, EU Member State laws
that specify the content of the GDPR at domestic level
and the relevant decisions of courts and authorities
regarding the processing of personal data (collectively
“Privacy Laws”) and with the personal data processing
specifications set out in the Protocol is essential for the
performance of this Agreement.

Article 11. Data Protection and Information | Clanek 11. Ochrana udaji  a zabezpeceni
Security. informaci.
11.1 For the purposes of this Agreement, the terms | 11.1 Pro tucely této smlouvy budou terminy

»Zpracovani“ a ,,osobni udaje definovany podle ¢l. 4
natizeni (EU) ¢. 2016/679 (dale jen ,,nafizeni” nebo
,»GDPR®). Smluvni strany berou na védomi, ze studie
zahrnuje zpracovani osobnich tdaji subjektti hodnoceni
a personalu poskytovatele sluzeb a ze Gplné dodrzovani
zékonl o ochrané osobnich udaji platnych pro smluvni
strany, v¢éetné¢ GDPR, zakont ¢lenskych statt EU, které
specifikuji obsah GDPR na vnitrostatni rovni, a
ptislusnych rozhodnuti soudt a ufadli tykajicich se
zpracovani osobnich udajii (souhrnné dale jen ,,zakony
o ochrané osobnich udaji), a pfesné¢ vymezeného
zpracovani osobnich udaji stanoveného v protokolu je
pro plnéni této smlouvy zcela zasadni.

11.2 Sponsor shall act as data controller of the
personal data processed in the context of this
Agreement, and Service Provider shall act as Sponsor’s
data processor. In line with art. 28 GDPR, the respective
obligations of the Parties shall be set out in the Data
Processing Agreement, which is attached hereto as
Schedule B and incorporated herein by reference and
which shall be concluded by Service Provider and
Sponsor directly. Failure to conclude the Data
Processing Agreement shall entitle the Sponsor to
unilaterally terminate this Agreement at its discretion.

11.2 Zadavatel bude jednat jako spravce osobnich
udaji  zpracovavanych vramci této smlouvy a
poskytovatel sluzeb bude jednat jako zpracovatel tdaji
zadavatele. V souladu s clankem 28 GDPR budou
pfislusné povinnosti smluvnich stran stanoveny ve
smlouveé o zpracovani udajd, kterd je k této smlouvée
pfipojena jako rozpis B a tvofi jeji nedilnou soucast a
ktera bude uzaviena piimo mezi poskytovatelem sluzeb
a zadavatelem. Neuzavieni smlouvy o zpracovani udaji
opraviiuje zadavatele jednostranné€ ukoncit tuto smlouvu
dle svého uvazeni.

Article 12. Publication.

Clanek 12. Publikovani.

Service Provider/Radiologist shall have no rights to
publication  under this  Agreement.  Service
Provider/Radiologist may not publish any articles or
make any presentations relating to the Study, to Services
provided to Sponsor hereunder, or referring to data,
information or materials generated as part of the
Services.

Poskytovatel sluzeb/radiolog nemaji podle této smlouvy
zadnda  prava na  publikovani.  Poskytovatel
sluzeb/radiolog nesmi publikovat zadné clanky ani
realizovat jakékoli prezentace tykajici se studie, sluzeb
poskytovanych zadavateli podle této smlouvy nebo
odkazujici na udaje, informace nebo materidly
vytvorené v rdmci téchto sluzeb.

Article 13. Miscellaneous.

Clanek 13. Riuzna ustanoveni.

13.1 Each Party shall, upon the reasonable request
of the other Party, promptly execute such documents
and perform such acts as may be necessary to give full
effect to the terms of this Agreement.

13.1 Kazdd ze smluvnich stran na zékladé
piimétené zadosti druhé smluvni strany neprodlené
vytvoii takové dokumenty a ucini takové kroky, které
mohou byt nezbytné k tomu, aby podminky této
smlouvy byly plné u¢inné.

13.2 The relationship between the Parties is that of
independent contractors. Nothing contained in this
Agreement shall be construed as creating any agency,
partnership, joint venture or other form of joint
enterprise, employment, or fiduciary relationship
between the Parties, and neither Party shall have

13.2  Vztah mezi smluvnimi stranami je vztahem
nezavislych smluvnich stran. Nic z toho, co je uvedeno
v této smlouve, nesmi byt vykladano jako vytvoreni
jakéhokoli zastoupeni, partnerstvi, spolecného podniku
nebo jiné formy spole¢ného podnikani,
zaméstnaneckého poméru nebo svéfeneckého vztahu
mezi smluvnimi stranami a zddnd ze smluvnich stran
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authority to contract for or bind the other Party in any
manner whatsoever.

nebude opravnéna uzaviit smlouvu za druhou smluvni
stranu ani ji jakymkoli zpisobem zavazovat.

133 Neither Party shall issue or release any
announcement, statement, press release, or other
publicity or marketing materials relating to this
Agreement, or otherwise use the other Party’s
trademarks, service marks, trade names, logos, symbols
or brand names, in each case, without the prior written
consent of the other Party, which shall not be
unreasonably withheld or delayed.

133 Z4adnid ze smluvnich stran nevyda ani
nezveiejni zadné oznameni, prohlaseni, tiskovou zpravu
ani jiné propagacni nebo marketingové materialy
tykajici se této smlouvy, ani jinak nepouzije ochranné
znamky, znacky sluzeb, obchodni nazvy, loga, symboly
nebo nazvy znacek druhé smluvni strany, a to v kazdém
jednotlivém ptipadé, bez ptredchoziho pisemného
souhlasu druhé smluvni strany, ktery nebude
bezdivodné odepien nebo odkladan.

13.4 Any notice or consent required to be given
under this Agreement must be in writing and sent to the
other Party/Parties either: (a) via a nationally recognized
delivery service with guaranteed next business day
delivery, which will be deemed delivered one (1)
business day after deposit with such carrier; or (b) by
PDF document via email, which will be deemed
delivered at the beginning of the next regular business
day following successful transmission. Notices will
include reference to the Study Protocol number and will
be forwarded to the appropriate contact, as indicated
below. Updates to the notice address may be provided
by notice, in accordance with this section, and do not
require an amendment of this Agreement.

13.4 Jakékoli ozndmeni nebo souhlas, které¢ jsou
podle této smlouvy pozadovany, musi mit pisemnou
podobu a musi byt zasldny druhé smluvni strané
(druhym smluvnim strandm) bud’ (a) prostfednictvim
vnitrostatné  uznavané  dorucovaci  sluzby s
garantovanym dorucenim nasledujici pracovni den,
takze oznameni bude povazovano za dorucené jeden (1)
pracovni den po ulozeni u takového prepravce; nebo (b)
dokumentem PDF zaslanym e-mailem, takze oznameni
bude povazovano za dorucené na zacatku nasledujiciho
bé€zného pracovniho dne po uspéSném odeslani.
Oznameni budou obsahovat odkaz na ¢islo protokolu
studie abudou zaslana pfislusné kontaktni osobé¢
uvedené nize. Aktualizace adresy pro zasilani ozndmeni
mohou byt provedeny oznamenim v souladu s timto
oddilem a nevyZzaduji uzavieni dodatku k této smlouvé.

If to Sponsor:

E-mail:

Je-li ptijemcem zadavatel:

E-mail:

13.5 This Agreement, together with all Schedules,
Exhibits, and any other documents incorporated herein
by reference, constitutes the sole and entire agreement
of the Parties to this Agreement with respect to the
subject matter contained herein, and supersedes all prior
and contemporaneous understandings and agreements,
both written and oral, with respect to such subject
matter. In the event of any conflict between the terms
and provisions of this Agreement and those of any
Schedule or Exhibit, the following order of precedence
shall govern: (a) first, this Agreement, exclusive of its
Exhibits and Schedules; and (b) second, any Exhibits
and Schedules to this Agreement.

13.5 Tato smlouva spolu se vSemi pfilohami,
rozpisy a veskerymi dal$imi dokumenty, které jsou jeji
nedilnou soucasti, predstavuje jedinou a uplnou dohodu
smluvnich stran této smlouvy s ohledem na predmét
uvedeny v této smlouvé a nahrazuje vSechny piedchozi
i soucasné dohody a ujednani, pisemné i Ustni, tykajici
se tohoto pfedmétu. V ptipadé jakéhokoli rozporu mezi
podminkami a ustanovenimi této smlouvy a
podminkami jakéhokoli a rozpisu nebo piilohy bude mit
pfednost v nasledujicim pofadi: (a) za prvé tato
smlouva, bez jejich pfiloh a rozpisl; a (b) za druhé,
veskeré ptilohy a rozpisy této smlouvy.
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13.6 This Agreement is for the sole benefit of the
Parties hereto and their respective successors and
permitted assigns and nothing herein, express or
implied, is intended to or shall confer upon any other
party any legal or equitable right, benefit or remedy of
any nature whatsoever, under or by reason of this
Agreement.

13.6 Tato smlouva se uzavira ve vyhradni prospéch
smluvnich stran této smlouvy a jejich pfislusnych
nastupcl a povolenych postupniki a nic z toho, co je zde
uvedeno, at’ jiz vyslovné nebo implicitné, nema za cil
udelit nebo pfiznat jakékoliv jiné strané jakékoliv
zékonné pravo nebo pravo podle ekvity, vyhodu nebo
prostiedek napravy jakékoliv povahy podle této
smlouvy nebo na zakladé této smlouvy.

13.7 The headings in this Agreement are for
reference only and shall not affect the interpretation of
this Agreement.

13.7 Nadpisy v této smlouvé jsou uvedeny pouze
pro snadnéjsi orientaci a nemaji vliv na vyklad této
smlouvy.

13.8 This Agreement may only be amended,
modified, or supplemented by an agreement in writing
signed by each Party hereto. No waiver by any Party of
any of the provisions hereof shall be effective unless
explicitly set forth in writing and signed by the Party so
waiving. Except as otherwise set forth in this
Agreement, no failure to exercise, or delay in exercising,
any rights, remedy, power, or privilege arising from this
Agreement shall operate or be construed as a waiver
thereof; nor shall any single or partial exercise of any
right, remedy, power, or privilege hereunder preclude
any other or further exercise thereof or the exercise of
any other right, remedy, power, or privilege.

13.8 Tato smlouva miize byt ménéna, upravovana
nebo doplilovana pouze pisemnou dohodou podepsanou
kazdou smluvni stranou. Zadné vzdani se kteréhokoli
ustanoveni této smlouvy kteroukoli smluvni stranou
nebude u¢inné, pokud to nebude touto smluvni stranou
vyslovné pisemné stanoveno a podepsano. Neni-li v této
smlouvé stanoveno jinak, zadné neuplatnéni nebo
zpozdéni pii uplatiovani jakychkoli prav, prostredkt
napravy, pravomoci nebo vysad vyplyvajicich z této
smlouvy nebude fungovat ani nebude vykladano jako
vzdani se téchto prav; ani zadné jednotlivé nebo
Castené uplatnéni jakéhokoli prava, prostredkt
napravy, pravomoci nebo vysad podle této smlouvy
nevylucuje jakékoli jiné nebo dalsi uplatnéni téchto prav
nebo uplatnéni jakéhokoli jiného prava, prostiedku
napravy, pravomoci nebo vysady.

13.9 If any provision of this Agreement is held
invalid or unenforceable, it shall be severed, and the
remainder of this Agreement shall not be affected
thereby. This Agreement and the rights and obligations
of the Parties hereunder will be interpreted and enforced
under the laws of Czech Republic without regard to the
conflict of laws provision thereof.

13.9 Pokud bude kterékoli ustanoveni této smlouvy
shledano neplatnym nebo nevymahatelnym, bude
oddéleno a zbyvajici ¢asti této smlouvy timto nebudou
ovlivnény. Tato smlouva a prava a povinnosti
smluvnich stran podle této smlouvy budou vykladany a
vymahany podle zékoni Ceské republiky bez ohledu na
jejich kolizni normy.

13.10 This Agreement may be executed in
counterparts, each of which shall be deemed an original,
but all of which together shall be deemed to be one and
the same agreement. A signed copy of this Agreement
delivered by e-mail or other means of electronic
transmission shall be deemed to have the same legal
effect as delivery of an original signed copy of this
Agreement.

13.10 Tato smlouva muze byt vyhotovena ve
stejnopisech, z nichz kazdy bude povazovén za original,
ale vSechny spolecné budou predstavovat jednou a tutéz
smlouvu. Podepsana kopie této smlouvy dorucend e-
mailem nebo jinym zptsobem elektronického pfenosu
se povazuje za platnou stejné jako doruceni originalu
podepsané kopie této smlouvy.

[Signature Page to Follow]

[Nasleduje strana s podpisy]
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NA DUKAZ CEHOZ strany této smlouvy podepsaly tuto | NA DUKAZ CEHOZ strany této smlouvy

smlouvu k datu G¢innosti.

podepsaly tuto smlouvu k datu Géinnosti.

Oblastni nemocnice P¥ibram, a.s.

By / Podpis:

Name / sméno: [

Title / Funkce: ptedseda predstavenstva

Date / Datum:

By / Podpis:

Name / sméno |

Title / Funkce: mistopfedseda ptedstavenstva

Date / Datum:

PAREXEL International (IRL) Limited on behalf of
Sponsor: / PAREXEL International (IRL) Limited

jménem zadavatele:

By / Podpis:

Name / Jméno

Title / Funkce:

Date / Datum:

Radiolog/Radiologist

By / Podpis:

Name / Jméno |

Title / Funkce: radiolog/radiologist

Date / Datum:
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Exhibit A Piiloha A

NUCLEAR MEDICINE SERVICES SLUZBY NUKLEARNI MEDICINY

Description of Services: Service Provider and | Popis sluZeb: Poskytovatel sluzeb a radiolog zajisti pro
Radiologist shall provide the following Services to | zadavatele nasledujici sluzby: Celotélovou scintigrafii

Sponsor: Whole-body bone scan kosti
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MENARINI

M MENARINI
group

Sltemline-
A Menarini Group Company

SCHEDULE B

| ROZPIS B

DATA PROCESSING AGREEMENT FOR TRANSFERS OF DATA BETWEEN
CONTROLLERS AND PROCESSORS / SMLOUVA O ZPRACOVANI UDAJU
PRI PREDAVANI UDAJU MEZI SPRAVCI A ZPRACOVATELI

The Parties agree that their obligations under Article 28
GDPR shall be regulated by the Standard Contractual
Clauses between controllers and processors under
Article 28(7) of Regulation (EU) 2016/679 of the
European Parliament and of the Council and
Article 29(7) of Regulation (EU) 2018/1725 of the
European Parliament and of the Council, adopted by
the EU Commission (Commission Implementing
Decision 2021/915 of 4" June 2021), published at
https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX:32021D0915&locale-
en (hereinafter “Clauses™). The Parties agree that the
Clauses shall be incorporated by reference in the present
Agreement and deemed as executed by the Parties upon
executing this Agreement.

Smluvni strany se dohodly, Ze jejich povinnosti podle
¢lanku 28 GDPR budou upraveny standardnimi
smluvnimi doloZkami mezi spravci a zpracovateli podle
Clanku 28(7) naiizeni Evropského parlamentu a Rady
(EU) 2016/679 a Cclanku 29(7) naiizeni (EU)
2018/1725 Evropského parlamentu a Rady, prijatych
Evropskou komisi (provadéci rozhodnuti komise
2021/915 ze dne 4. ¢ervna 2021), zveiejnénych na
adrese https://eur-lex.europa.cu/legal-
content/EN/TXT/?uri=CELEX:32021D0915&locale-
en (dale jen ,,doloZky*). Smluvni strany souhlasi s tim,
ze dolozky predstavuji nedilnou soucast této smlouvy a
budou po podpisu této smlouvy povazovany za prijaté
smluvnimi stranami.

Moreover, transfers of data back from the Party
designated as Processor to the Party designated as the
Controller shall be regulated by the Standard
Contractual Clauses, adopted by the EU Commission
(Commission Implementing Decision (EU) 2021/914 of
June 4% 2021 for data transfers outside the EEA,
published at https://eur-

Pfedani udajii zpét od smluvni strany vystupujici jako
zpracovatel smluvni strané vystupujici jako spravce se
navic fidi standardnimi smluvnimi dolozkami, piijatymi
Evropskou komisi (rozhodnuti Komise o provadéni
(EU) €. 2021/914 ze dne 4. Cervna 2021 pro predavani
udaji mimo EHP, zvefejnénych na adrese https://eur-
lex.europa.eu/eli/dec_impl/2021/914/0j?uri=CELEX%

lex.europa.eu/eli/dec_impl/2021/914/0j?uri=CELEX%

3A32021D0914&locale=en, které jsou timto zaclenény

3A32021D0914&locale=en, which are  hereby
incorporated by reference (hereinafter, the SCCs),
module 4 (Processor to Controller), as per Appendix 2
to this Data Processing Agreement. The SCCs shall also
be incorporated by reference in the Agreement and
executed upon the Agreement’s execution.

odkazem (dale jen ,,SCC*), modul 4 (zpracovatel ke
spravci), podle prilohy 2 této smlouvy o zpracovani
udaji. Dolozky SCC budou také do smlouvy zaclenény
odkazem a podepsany po uzavieni smlouvy.

For the purposes of the Clauses:

Pro ucely doloZek:

- In regards to Clause 1(a) of the Clauses, the
Parties conclude these clauses to ensure
compliance with Regulation (EU) 2016/679
(OPTION 1).

Pokud jde o dolozku 1(a) SCC, smluvni strany
uzaviraji tyto dolozky, aby zajistily soulad s
naiizenim (EU) 2016/679 (MOZNOST C. 1).

- Inregardsto Clause 5 of the Clauses (Docking
Clause), the Parties opt to include such clause
in the Clauses

Pokud jde o dolozku 5 SCC (doloZka o zapojeni),
smluvni strany se rozhodly zahrnout tuto dolozku
do SCC.

In regards to Clause 7.7(a) of the Clauses (use of sub-
processors), the Parties select the SPECIFIC PRIOR
AUTHORISATION (option 1). Any authorised sub-
processors are annexed to these Clauses. The Processor

Pokud jde o dolozku 7.7(a) SCC (pouziti dil¢ich
zpracovatelit), smluvni strany se rozhodly SPECIFICKE
PREDCHOZI POVOLENI (moznost &. 1). K témto
dolozkdm jsou pfipojeni vSichni opravnéni dilci
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shall inform the Controller of new sub-processors at
least 30 days in advance.

zpracovatelé. Zpracovatel bude informovat spravce
onovych dil¢ich zpracovatelich nejméné 30 dnu
predem.

- In regards to Clause 7.8(a) of the Clauses
(International transfers), in case the Processor
intends to transfer personal data to non-EEA
countries that do not benefit from an adequacy
decision under Article 45 GDPR, even by the
agency of sub-processors, the Processor shall
seek the written authorisation of the Controller
and shall negotiate in good faith the additional
contractual, technical and organisational
measures to be implemented to protect the
transferred data, and shall procure that such
additional measures are duly implemented by
all sub-processors. In case an agreement
cannot be found, the Processor may not transfer
the personal data to such non-EEA countries;

Pokud jde o dolozku 7.8(a) SCC (mezinarodni
pfedavani), v piipad¢, Ze zpracovatel zamysli
pfedat osobni udaje do zemi mimo EHP, které
nemaji prospéch z rozhodnuti o odpovidajici
ochrané¢ podle c¢lanku 45 GDPR, a to ani
prostfednictvim dil¢ich zpracovatelll, zpracovatel si
vyzada pisemné opravnéni spravce a v dobré vife
vyjedna dalsi smluvni, technickd a organizacni
opatfeni, ktera maji byt zavedena na ochranu
predavanych udaja, a zajisti, aby tato dodatecna
opatfeni byla ftadn€¢ zavedena vSemi dil¢imi
zpracovateli. V piipad¢, Ze se nepodari dosdhnout
dohody, zpracovatel nesmi osobni tdaje do téchto
zemi mimo EHP predévat.

- The Parties further that, where
applicable, in case of data breach incident
affecting personal data processed by the
processor on behalf of the data controller, the
data processor shall notify the incident without
undue delay and where possible within 24
hours at the email address dpo@menarini.com
using the form provided herewith, at Appendix
1 to this DPA. This provision applies also when
the data breach incident has been experienced
by data processors or sub-processors of the
Data Processor;

agree

Smluvni strany se dale dohodly, ze v pfipadé
naruseni bezpecnosti osobnich udaju, které se tyka
osobnich 1daji zpracovavanych zpracovatelem
jménem spravce udajl, zpracovatel udaji o tomto
naru$eni bude informovat bez zbyte¢ného odkladu
a pokud mozno do 24 hodin na e-mailovou adresu
dpo@menarini.com prostfednictvim formulafe
uvedeného v piiloze 1 k této DPA. Toto ustanoveni
plati i v pfipad€, Ze doSlo k naruSeni bezpecnosti
udajii ze strany zpracovatelll udajii nebo dil¢ich
zpracovatell zpracovatele udajt.

For the purposes of ANNEX I to the Clauses, the
Parties agree the following wording:

Pro u¢ely PRILOHY I k dolozkam se smluvni strany
dohodly na nasledujicim znéni:

List of parties Seznam smluvnich stran
Controller(s): Spravce (spravci):
1. SPONSOR ZADAVATEL

Identity and contact details of the Controller: the
identity and contact details of the Controller are those
specified in the Agreement.

TotoZnost a kontaktni udaje spravce: totoznost a
kontaktni idaje spravce jsou stejné, jaké jsou uvedeny
ve smlouvé.

Contact person’s name, position and contact details:
The Data Protection Officer pro tempore may be
reached at dpo@menarini.com; phone number
+393478271189

Jméno, funkce a kontaktni udaje kontaktni osoby:
Docasného povéfence pro ochranu osobnich udaji
muzete kontaktovat na adrese dpo@menarini.com;
telefonni Cislo +393478271189

Representative in the EU: A. Menarini IFR Srl, Via
dei Sette Santi 1, 50131 Florence, Italy. The

Representative in the EU: A. Menarini IFR Srl, Via
dei Sette Santi 1, 50131 Florence, Italy. The
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Company can be reached at the Controller’s DPO
contacts above].

Company can be reached at the Controller’s DPO
contacts above].

Processor(s):

Zpracovatel(é):

SERVICE PROVIDER

POSKYTOVATEL SLUZEB

Identity and contact details of the Processor: the
identity and contact details of the Processor are those
specified in the Agreement.

TotoZnost a kontaktni udaje zpracovatele: totoznost
a kontaktni udaje zpracovatele jsou stejné, jaké jsou
uvedeny ve smlouve.

Contact person’s name, position and contact details:

The Data Protection Officer pro tempore may be
reached at

Email: mailto:dpo@menarini.com

Jméno, funkce a kontaktni udaje kontaktni osoby:

Docasného povétence pro ochranu osobnich udaju Ize
kontaktovat na adrese

E-mail: mailto:dpo@menarini.com

Signature and Accession Date: The Signature and
accession date are those of the Agreement, to which the
DPA is an integral part.

For the purposes of Annex II to the Clauses the
Parties agree the following wording:

Podpis a datum prFistoupeni: Podpis a datum
pristoupeni jsou uvedeny ve smlouve, jejiz nedilnou
soucasti je i DPA.

Pro ucely prilohy II k doloZkam se smluvni strany
dohodly na nasledujicim znéni:

Description of the processing

Popis zpracovani

Categories of data subjects whose personal data is
processed

Kategorie subjektii udaju, jejichz osobni udaje jsou
zpracovadvany

o Healthcare professionals

Zdravotnicti pracovnici

o Patients

Pacienti

Categories of personal data processed

Kategorie zpracovavanych osobnich udajii

o Healthcare Professionals: Personal Details
(name, surname, address, email, telephone
number, etc), profession and Employment
Information, professional affiliation

ZdravotniCti pracovnici: Osobni udaje (jméno,
prijmeni, adresa, e-mail, telefonni ¢islo atd.), udaje
o profesi a zaméstnani, odborna ptislusnost

o Patients: pseudonymised patients’data
(including potentially, genetic data)

Pacienti: pseudonymizované udaje pacientd (vCetné
potencialnich genetickych tdaji)

Restrictions and safeguards for sensitive data (if
applicable)

Omezeni a bezpecnostni opatieni pro citlivé udaje (je-li
to relevantni)

Sensitive data are processed only by authorised staff
having followed specialised training only if absolutely
necessary for the performance of the Agreement; their
activities are logged; transfers to authorised sub-
processors are carried out only if absolutely necessary
for the performance of the Agreement. The relevant
security measures are listed in Annex III to the Clauses.

Citlivé tidaje zpracovavaji pouze opravnéni pracovnici,
ktefi absolvovali specializované Skoleni a pouze v
piipadg, Ze je to absolutné nutné pro plnéni smlouvy;
jejich  Cinnosti  jsou zaznamenadvany, piredavani
opravnénym dil¢im zpracovatelim se provadi pouze
v ptipadé, Ze je to absolutn€ nutné pro plnéni smlouvy.
Prislusnd bezpecnostni opatfeni jsou uvedena Vv
priloze III k dolozkam.

Nature of the processing

Povaha zpracovani
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o  Collecting or recording personal data

Shromazd’ovani nebo zaznamenavani
osobnich idaji

Storing personal data

Uchovévani osobnich udaji

Accessing personal data

Ptistup k osobnim udajim

Organising personal data

Organizovani osobnich idaju

O |0 [O |O

Consulting or using personal data

Nahlizeni do osobnich udajt nebo jejich
pouzivani

o In case tests on samples are envisaged in the
Agreement: processing of test results

V ptipadg¢, ze jsou ve smlouvé piedpokladany
testy vzorki: zpracovani vysledka testi

Purpose(s) for which the personal data is processed on
behalf of the controller

Ucel(y), pro které jsou osobni tidaje zpracoviviny
jménem spravce

The purpose of the processing operations is
identified in the Agreement.

Ucel zpracovani je uveden ve smlouve.

Duration of the processing

Doba zpracovani

The duration of the processing operations
corresponds to that of the Agreement.

Doba zpracovani dobé trvani

smlouvy.

odpovida

The sub-processors may carry out any of the activities
regulated in these Clauses provided that the limitations
and security measures set out herein are met.

Dil¢i zpracovatelé mohou provadét kteroukoli z ¢innosti
upravenych v téchto dolozkach, pokud jsou splnéna
omezeni a bezpecnostni opatfeni stanovena v tomto
dokumentu.

For the purposes of Annex III to the Clauses, the
Parties agree the following wording:

Pro ucely prilohy III k dolozkam se smluvni strany
dohodly na nasledujicim znéni:

Technical and organisational measures including
technical and organisational measures to ensure the
security of the data

Technickd a  organizaéni opatfeni vcetné
technickych a organizacnich opatfeni k zajiSténi
zabezpeceni udajia

Processor shall document the implemented technical and
organisational security measures and shall provide
Controller with such documentation upon request
including, where available, any certifications. In case of
changes to the measures or circumstances set out at
Appendix 1, the Processor shall inform the Controller
before the change is implemented. The Processor shall
keep the Controller up to date on the state of the art of
security measures and shall discuss with the Controller
upgrades to keep up with technological advances and with
the threats from time to time applicable.

Zpracovatel zdokumentuje zavedena technickda a
organizacni bezpecnostni opatfeni a poskytne spravci na
pozadani takovou dokumentaci, véetné ptipadnych
certifikaci. V pfipadé zmén v opatfenich nebo v
okolnostech uvedenych v piiloze 1 zpracovatel pied
provedenim takové zmény informuje spréavce.
Zpracovatel bude informovat spravce o nejmodernéjsich
bezpecnostnich opatfenich a bude s nim konzultovat
aktualizace, aby drzel krok s technologickymi pokroky
a prilezitostnymi hrozbami.

Description of the IT, Technical and Organisational
Security Measures

Popis IT, technickych a
bezpecnostnich opatieni

organizacnich

1. Confidentiality (Article 32 (1) b) of the

1- Duavérnost (¢lanek 32 odst. 1, bod b)

implements appropriate measures to avoid that
unauthorized persons gain access to Data processing
facilities.

Regulation) naiizeni
a. Physical Access Control: The Processor a. Kontrola fyzického pfistupu: Zpracovatel

pfijme vhodna opatieni, aby zabranil neopravnénym
osobam v pfistupu do prostor, kde se idaje
zpracovavaji.
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Physical Access Control

Kontrola fyzického pristupu

Badge-controlled access.

Ptistup fizeny identifikacnim prikazem.

24x7 monitoring of the premises by a security force
utilizing CCTV or similar methods at all entry points.

Prostory monitoruje ochranka vyuzivajici CCTV nebo
podobné metody na vSech mistech vstupu, a to 24 hodin
denng, 7 dni v tydnu.

Visitors to Processors’ premises are accompanied by
authorized personnel at all times and visits are logged in a
visitor register.

Navstévniky v prostorach zpracovatele vzdy doprovazi
opravnény personal a navstévy jsou zaznamenany v
registru navstévniki.

Records of incoming and outgoing media that contain
Personal Data.

Zaznamy o prichozich a odchozich médiich, ktera
obsahuji osobni udaje.

b. Electronic Access Control: The Processor uses
IT systems that allow authorized users only to access in
accordance with their individual authorization rights. The
Processor implements adequate measures to ensure that
Personal Data cannot be read, copied, modified or deleted
in an unauthorized manner.

b. Elektronickd kontrola pristupu: Zpracovatel
vyuziva IT systémy, které umoziiuji opravnénym
uzivatelim pfistup vyhradné v souladu s jejich
individualnimi autorizacnimi pravy. Zpracovatel piijme
pfiméfena opatieni pro prevenci neopravnéného Cteni,
kopirovani, Gipravy nebo vymazani osobnich udaju.

Electronic Access Control

Elektronicka kontrola pristupu

Access management policy and approval workflow for
user provisioning

Zasady spravy pfistupu a postup schvalovani pfi
zfizovani uzivatel

Password protected keyboard/screen lock automatically
activated after a 15 minutes of inactivity

Po 15 minutach necinnosti se automaticky aktivuje
zédmek klavesnice/obrazovky chranény heslem

Strong password policy (min length of 8 among
alphanumeric character and special character, minimum
expiration time 60 days)

Zasady pro silnd hesla (minimalni délka 8
alfanumerickych znakt a specidlnich znakd, minimalni
doba uplynuti platnosti 60 dni)

Genetic Data are stored in databases secured by a two-
factor authentication method

Genetické udaje se ukladaji v databazich zabezpecenych
metodou dvoufaktorového ovéteni

Encryption systems to protect database and/or devices at
rest

Sifrovaci systémy pro ochranu databaze a/nebo zatizeni
v klidovém stavu

Measures to prevent use/installation of unauthorized
hardware and/or software.

Preventivni  opatfeni  proti  pouZzivani/instalaci
neautorizovaného hardwaru a/nebo softwaru.

Antivirus programs

Antivirové programy

Firewall protection

Ochrana branou firewall

Updates of IT security measures (e.g. security patches on
Windows, antivirus updates, etc.) regularly scheduled and
performed.

Pravidelné jsou planovany a provadény aktualizace IT
bezpecnostnich opatfeni (napf. bezpecnostni zaplaty v
systému Windows, antivirové aktualizace atd.).

Penetration test periodically performed

Pravidelné probihd penetracni test

Personal Data printed in physically secure areas

Osobni tudaje v tisténé podobé
zabezpecenych mistech

na

fyzicky

If genetic data are processed electronically, even in
pseudonymised format, they shall be protected by multi-
factor authentication

Pokud jsou genetické uidaje zpracovavany elektronicky,
a to i v pseudonymizované podobé, budou chranény
vicefaktorovym ovéfenim

c. Isolation Control: The Processor ensures with
adequate measures that data that was collected for
different purposes will be processed separately.

c. Kontrola pomoci izolace: Zpracovatel pomoci
pfiméfenych opatieni zajisti, aby udaje shromazdéné
pro rizné ucely byly zpracovavany zvlast.

Isolation Control

Kontrola pomoci izolace

Processor uses technical capabilities (for example: multi-
tenancy or separate system landscapes) to achieve data
segregation between Personal Data from one and any other
customer.

Zpracovatel pouziva technické funkce (naptiklad:
systémy s vétsim poctem domén nebo vice samostatnych
systémull) umoznujici segregaci osobnich udaji jednoho
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zakaznika od osobnich idaja kteréhokoli jiného
zakaznika.

The Processor’s customers (including their Affiliates) have
access only to their own customer account(s).

Zakaznici zpracovatele (v¢etné jeho pfidruzenych
subjektil) maji ptistup pouze k iétim svych vlastnich
zakaznikl.

d. Pseudonymisation (Article 32 (1) a Of the
Regulation; Article 25 (1) of the Regulation) or data
anonymisation/encryption: The Processor has adopted IT,
technical and organisational measures to render Personal
Data unintelligible to unauthorised third parties.

d. Pseudonymizace (Clanek 32, odst. 1 nafizeni;
¢lanek 25, odst. 1 nafizeni) nebo anonymizace/Sifrovani
udaji: Zpracovatel piijal IT, technickd a organizacni
opatfeni, aby osobni udaje byly nesrozumitelné pro
neopravnéné tieti strany.

Pseudonymisation

Pseudonymizace

Provider shall not attempt to re-identify data subjects
whose data have been pseudonymised by the Controller or
third parties

Poskytovatel se nebude pokouset zpétn¢ identifikovat
subjekty udaji, jejichz tidaje byly spravcem nebo tfetimi
stranami pseudonymizovany.

2. Integrity (Art. 32 (1) b) of the Regulation

2. Integrita (¢l. 32, odst. 1, bod b) narizeni

a. Data Transfer Control: The Processor
ensures with adequate measures that during
data transfer Personal Data cannot be
unauthorized read, copied, modified or
deleted.

Kontrola pfenosu udaji: Zpracovatel
pomoci pfiméfenych opatieni zajisti, aby
béhem pfedavani udaji nebylo mozné
osobni tdaje neopravnéné Cist, kopirovat,
upravovat nebo vymazat.

Data Transmission Control

Kontrola prenosu udaji

Encrypted transmission of data over private and public
networks

Sifrovany pfenos udajl pies soukromé a vefejné sité

b. Data Entry Control: The Processor has
implemented adequate measures that
enable the identification of those accessing,
erasing, etc. Personal Data in data
processing systems.

Kontrola zadavani dat: Zpracovatel
zavedl pfiméfena  opatfeni, ktera
umoznuji identifikaci osob, které maji
pravo prfistupu, vymazani atd. Osobni
udaje v systémech zpracovani udaja.

Data Entry Control

Kontrola zadavani dat

Logging mechanisms that record data entry and deletion.

Protokolové mechanizmy, které zaznamenavaji
zadavani a vymazavani udaji.

Tracking with unalterable IT logs all the following
activities:

e  Unsuccessful access attempts;

e  Authority exceptions;

e  Privilege changes;

e Data object owner changes;

e Out of hour’s access.

Sledovani pomoci nezménitelnych IT zaznamenava
vSechny nasledujici ¢innosti:

e  Neuspésné pokusy o pristup;

e  Vyjimky z opravnéni;

e  Zmény opravnéni;

e Zmeény vlastnika objektu udaju;
Ptistup po pracovni dob¢.

The Processor performs regular security reviews of
access logs.

Zpracovatel provadi pravidelné kontroly zabezpeceni
protokolll pfistupu.

3. Availability and Resilience (Art. 32 (1) b) the
Regulation)

3. Dostupnost a odolnost (¢l. 32, odst. 1, bod
b) natizeni)

Availability Control and Rapid Recovery: The Processor
ensures with adequate measures that Personal Data

Kontrola dostupnosti a rychlé obnoveni: Zpracovatel
zajisti pomoci odpovidajicich opatieni, aby osobni
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cannot be unintentionally lost or destroyed and that
Personal Data can be restored (e.g. backup).

udaje nemohly byt neumyslné ztraceny nebo zniceny a
aby bylo mozné osobni idaje obnovit (napf.
zélohovanim).

Availability Control

Kontrola dostupnosti

Temperature/humidity/smoke detection systems, fire
prevention systems and water flood detection system for
the data center/server rooms

Systémy detekce teploty/vlhkosti/koufe, systémy
prevence pozaru a systém detekce povodni pro datova
centra / serverové prostory

Usage of uninterrupted power supplies (for example:
UPS, batteries, generators, etc.) to ensure power
availability to the data centres.

Pouziti nepferusenych napéjecich zdroja (napiiklad
UPS, baterie, generatory atd.) k zajisténi napéjeni
datovych center.

Sufficient capacity for data storage.

Dostate¢na kapacita pro ukladani udaja.

Backup processes and other measures that ensure rapid
restoration of business critical systems.

Zalohovaci procesy a dal$i opatfeni, ktera zajisti rychlé
obnoveni systému kriticky diilezitych pro provoz.

Disaster recovery and Business continuity plans,
regularly tested.

Plany obnovy po havarii a nepferuseného provozu, s
pravidelnym testovanim.

For the purposes of Annex IV to the Clauses, the list
of authorised sub-processors is (if no sub-processors
are listed, no sub-processors are herewith
authorised)

Pro ucely prilohy IV téchto doloZek je uveden
seznam opravnénych dil¢ich zpracovateli (pokud
nejsou uvedeni Zadni dil¢i zpracovatelé, neexistuji
Zadni opravnéni diléi zpracovatelé)

UDAJU

APPENDIX 1 TO THE DATA PROCESSING AGREEMENT — DATA BREACH NOTIFICATION /
PRILOHA 1 KE SMLOUVE O ZPRACOVANI UDAJU — OZNAMEN{ O NARUSENI ZABEZPECEN{
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DATA PROCESSING AGREEMENT FOR
TRANSFERS OF DATA BETWEEN CONTROLLERS
AND PROCESSORS. Without undue delay, possibly within
24 hours from becoming aware of a Data Breach incident, the
Processor shall inform the Controller of the following
information, where available, and submit it to the email
address dpo@menarini.com (the email’s subject line should
read “URGENT: Data Breach Information Form submitted
by”, followed by the Processor’s company name). For this
purpose, the Processor shall fill in the “Data Breach
Information” form below. This applies also in case the data

SMLOUVA O ZPRACOVANi UDAJU PRI
PREDAVANI UDAJU MEZI SPRAVCI A
ZPRACOVATELILBez zbytecného odkladu,
pokud mozno do 24 hodin od okamziku, kdy se
zpracovatel dozvi o naruseni zabezpecCeni udaji,
pfeda spravci nasledujici informace, jsou-li k
dispozici, a zaSle je na e-mailovou adresu
dpo@menarini.com (pfedmét e-mailu by mél znit
LJURGENTNI: Formulaf Informace o naruieni
zabezpeCeni udaji zaslany™ a nasledné nazev
spolecnosti zpracovatele). Za timto ucelem vyplni

breach has affected a sub-processor.

zpracovatel formuldf ,Informace o naruseni
zabezpeceni udaji* nize. To plati i v pFipadé, Ze
naruSeni zabezpeleni udaju_postihlo dil¢iho

zpracovatele.
INFORMACE O NARUSEN{ ZABEZPECEN{ UDAJU
[NAZEV DOTCENEHO PRACOVISTE] [DATUM VYPLNENI]

1. Event type Druh udalosti
2. | Relevant facts related to the Event Relevantni idaje souvisejici s udalosti
3. | Person or source that first reported Osoba nebo zdroj, ktery udalost poprvé oznamil (jméno a kontaktni

the Event (name and contact details) udaje)
4. Date and Time when the person Datum a ¢as, kdy se o udalosti dozvédéla osoba, ktera ji poprvé

who first reported the Event oznamila (uvedte podrobnosti)

became aware of it (Provide details)

5. Event Date and Time -actual or Datum a ¢as udalosti — skute¢né nebo predpokladané
presumed-
6. Place where the Event occurred - Misto, kde k udalosti doslo — uved’te, zda je skute¢né nebo domnélé.
specify if actual or alleged.
7. Source of the Event (e.g. I.P. Zdroj udalosti (nap¥. zdrojova IP adresa) — pokud je to relevantni.
source) — if relevant.
8. Affected infrastructure / system / Dotcena infrastruktura / systém / aplikace / cloud / software / hardware
application / cloud/ software / / databaze a jejich umisténi.
hardware / database and their
location.
9. | Processing/storage systems affected Systémy zpracovani/uchovavani postiZené touto udalosti (pokud je to
by the Event (if relevant). relevantni).

10. | Number and country of location of Pocet dotcenych subjektii udaji a jejich zemé (pokud jsou tyto udaje

data subjects involved (if known). znamy).
11. | Amount of allegedly breached data. MnoZstvi idaji, u nichZ mohlo dojit po naruseni zabezpeceni.
12. Measures implemented or in the Opatieni zavedena nebo v procesu zavadéni pro FeSeni udalosti a

process of being implemented to zmirnéni jejich dopadi.
address the Event and mitigate its
effects.

13. Other relevant information DalSi podstatné informace
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APPENDIX 2 TO THE DATA PROCESSING AGREEMENT — STANDARD CONTRACTUAL CLAUSES
PROCESSOR-TO-CONTROLLER / PRILOHA C. 2 KE SMLOUVE O ZPRACOVANI UDAJU — STANDARDNT{
SMLUVNI DOLOZKY MEZI ZPRACOVATELEM A SPRAVCEM

Since the Sponsor is based in a non-EEA country that
does not benefit from an adequacy decision by the EU
Commission pursuant to Article 45 GDPR, the Parties
agree to also abide, for the data transferred “back” from
the Processor to the Controller, by the Standard
Contractual Clauses, Module 4 (Processor to
Controller), adopted by the EU Commission
(Commission Implementing Decision (EU) 2021/914 of
June 4™ 2021 for data transfers outside the EEA,
published at https://eur-

Vzhledem k tomu, ze zadavatel sidli v zemi mimo EHP,
ktera nema prospéch z rozhodnuti o adekvatnosti
vydaného Evropskou komisi podle ¢lanku 45 GDPR, se
smluvni strany také dohodly, ze se budou fidit (u udaja
pfedavanych »ZpEt* zpracovatelem spravci)
standardnimi smluvnimi dolozkami, modulem 4
(zpracovatel ke spravci), pfijatych Evropskou komisi
(rozhodnutim Komise o provedeni (EU) 2021/914 ze
dne 4. ¢ervna 2021 pro predavani tdaji mimo EHP,
zvetejnénych na adrese https://eur-

lex.europa.eu/eli/dec_impl/2021/914/0j?uri=CELEX%
3A32021D0914&locale=en, which are  hereby
incorporated by reference (hereinafter, the SCCs).

lex.europa.eu/eli/dec_impl/2021/914/0j?uri=CELEX%
3A32021D0914&locale=en, které piedstavuji nedilnou
soucast této prilohy (dale jen SCC).

For the purposes of the SCCs:

Pro ucely dolozek SCC:

- In regards to clause 7 of the SCCs (Docking
Clause), the Parties opt to include such clause
in the SCCs

Pokud jde o dolozku 7 SCC (dolozka o
zapojeni), smluvni strany se rozhodly zahrnout
tuto dolozku do dolozek SCC.

o  In regards to clause 13 (a) of the SCCs,
the Data Exporter represents it is
established in a EU Member State and
that the competent supervisory authority
for the purposes of Clause 13 and Annex
I.C to the SCCs is the supervisory of
authority of CZECH REPUBLIC

Pokud jde o dolozku 13 (a) dolozek SCC,
vyvozce udaji prohlasuje, ze ma sidlo v
Clenském stait¢ EU a ze pfislusny
dozorovy ufad pro ucely dolozky 13 a

prilohy ILC k dolozkam SCC je
dozorovym organem CESKE
REPUBLIKY.

- inregards to clause 17 (Governing Law) of the
SCCs, the Parties agree that the clauses shall be
governed by the law of the following country,
which allows for third party beneficiary rights:
CZECH REPUBLIC

Pokud jde o dolozku 17 (rozhodné préavo)
dolozek SCC, smluvni strany se dohodly, ze se
ustanoveni budou fidit pravem nasledujici
zemée, které umoziuje prava opradvnéné tieti
strany: CESKA REPUBLIKA

- Inregards to clause 18 of the SCCs, the Parties
agree that any dispute arising from these
clauses shall be resolved by the courts of
CZECH REPUBLIC;

S ohledem na dolozku 18 dolozek SCC se
smluvni strany dohodly, ze jakykoli spor
vyplyvajici z téchto dolozek bude fesen soudy
CESKE REPUBLIKY.

- The Data Exporter shall be the Processor; the
Data Importer shall be the Controller

Vyvozce udajii bude zpracovatelem; dovozce
udajti bude spravcem.

- The identity of the Parties is set in this
document, Annex I of the Clauses

Totoznost smluvnich stran je uvedena v tomto
dokumentu, v ptiloze I dolozek.

- The description of the transfer is the same as
that indicated in this document under Annex I
to the Clauses

Popis piedani je stejny jako popis uvedeny v
tomto dokumentu v ptiloze I dolozek.

- The description of the security measures is:

Popis bezpecnostnich opatieni je nasledovny:

1. Confidentiality (Article 32 (1) b) of the 1. Diuvérnost (¢lanek 32, odst. 1, bod b)
Regulation) natizeni)
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a. Physical Access Control: The Importer
implements appropriate measures to avoid that
unauthorized persons gain access to Data
processing facilities.

Kontrola fyzického pfistupu: Dovozce piijme
vhodna opatieni, aby zabranil neopravnénym
osobam v piistupu k zafizeni pro zpracovani udajt.

b. Electronic Access Control: The Importer uses IT
systems that allow authorized users only to access
in accordance with their individual authorization
rights. The Importer implements adequate
measures to ensure that Personal Data cannot be

Elektronicka kontrola pfistupu: Dovozce vyuziva
IT systtmy, které umoznuji opravnénym
uzivatelim piistup vyhradné v souladu s jejich
individualnimi autorizacnimi pravy. Dovozce
pfijme  pfiméfend opatifeni pro  prevenci

read, copied, modified or deleted in an neopravnéného cteni, kopirovani, upravy nebo
unauthorized manner. vymazani osobnich udaja.

c. Isolation Control: The Importer ensures with Kontrola pomoci izolace: Dovozce pomoci
adequate measures that data that was collected for pfiméfenych  opatfeni  zajisti, aby udaje
different purposes will be processed separately. shromézdéné pro rtizné ucely byly zpracovavany

zv1ast.

d. Pseudonymisation (Article 32 (1) a Of the
Regulation; The Importer shall not re-identify data
subjects whose data have been pseudonymised
except as required for source data verification
activities carried out under the GCP

Pseudonymizace (¢lanek 32, odst. 1 nafizeni).
Dovozce nesmi zpétné identifikovat subjekty tidaja,
jejichz udaje byly pseudonymizovany, s vyjimkou
pfipadl, kdy je to vyzadovano pro ucely ovéfeni
zdrojovych idaji provadéné podle SKP.

2. Integrity (Art. 32 (1) b) of the Regulation

2. Integrita (€l. 32, odst. 1, bod b) nafizeni

a. Data Transfer Control: The Importer ensures
with adequate measures that during data transfer
Personal Data cannot be unauthorized read,
copied, modified or deleted.

a. Kontrola pfenosu udaji: Dovozce
pomoci pfiméfenych opatieni zajisti,
aby bcéhem predavani udajii nebylo
mozné osobni tidaje neopravnéné Cist,
kopirovat, upravovat nebo vymazat.

b. Data Entry Control: The Importer has
implemented adequate measures that
enable the identification of those
accessing, erasing, etc. Personal Data in
data processing systems.

b. Kontrola zadavani dat: Dovozce
zavedl priméfena opatieni, ktera
umoziuji identifikaci osob, které maji
pravo pfistupu, vymazani atd. Osobni
udaje v systémech zpracovani udaju.

3. Availability and Resilience (Art. 32 (1) b)
the Regulation)

3. Dostupnost a odolnost (¢l. 32, odst. 1,
bod b) natizeni)

Availability Control and Rapid Recovery: The Importer
ensures with adequate measures that Personal Data cannot
be unintentionally lost or destroyed and that Personal Data
can be restored (e.g. backup).

Kontrola dostupnosti a rychlé obnoveni: Dovozce zajisti
pomoci odpovidajicich opatieni, aby osobni udaje
nemohly byt netimyslné ztraceny nebo zniceny a aby
bylo mozné osobni tidaje obnovit (napf. zdlohovanim).

4. Additional safeguards pursuant to
Chapter V and art. 46 GDPR

4. DalSi_bezpeénostni _opatieni podle
kapitoly V a ¢l. 46 GDPR

The Importer shall implement the following measures
exports personal data outside the EEA:

Dovozce zavede nasledujici
osobnich idajii mimo zem¢é EHP:

opatfeni pro vyvoz

e The personal data is pseudonymised ‘“at the
source” by the trial sites where data subjects
(patients) are enrolled: the Importer has no access
to the additional information required to “reverse”
pseudonymization and re-identify patients. Access
to the full identity of patients by the Sponsor is

Osobni tdaje jsou pseudonymizovany ,,u zdroje“ ve
zdravotnickych zafizenich, ve kterych jsou zarazeny
subjekty tdaji (pacienti): dovozce nema piistup k
dals$im  informacim  potifebnym ke ,zpétné*
pseudonymizaci a zpétné identifikaci pacientt. Piistup k
plné totoznosti pacientil ze strany zadavatele je mozny
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possible in “access mode only” during source data
verification activities, and are normally carried out
by an external provider which may not share
patients’ identifying information with the Sponsor.
Thus, the Sponsor is unable to re-identify data
subjects.

»pouze v rezimu piistupu® béhem ovéfovani zdrojovych
udaju a obvykle jej provadi externi poskytovatel, ktery
nesmi sdilet tdaje o totoZnosti pacientii se zadavatelem.
Zadavatel tedy neni schopen zpétné identifikovat
subjekty udaji.

e The Importer has a logging system designed to
prevent unauthorized access.

Dovozce ma systém zaznami navrzeny tak, aby zabranil
neopravnénému pristupu.

e The Importer has never received requests from the
authorities to disclose data such as those regulated
in the Data Processing Agreement,

Dovozce nikdy neobdrzel od ufadi zadosti o
zptistupnéni Udajd, napiiklad takovych, které jsou
upraveny ve smlouve o zpracovani udajt.

e  The Importer handles requests from authorities in
ways that ensure compliance with the law and
prevent disclosures that would be
disproporationate.

Dovozce zpracovava zadosti od uradd zptsoby, které
zajist'uji dodrzovani zdkona a brani zptistupnéni, které
by bylo nepatficné.
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