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ABBREVIATED PRIVACY AND DATA PROTECTION ADDENDUM

THIS CLINICAL TRIAL AGREEMENT (“Agreement”) is made
BETWEEN:

Allergan Limited, a company registered in England & Wales (registered
company number 1049760) whose registered office is at Ground Floor
Marlow International, Parkway, Marlow, Buckinghamshire, SL7 1YL,
United Kingdom (hereinafter referred to as the “Sponsor”);

and

Krajska zdravotni, a.s. with registered office and a place of business at

Socialni péce 3316/12A, 401 13, Usti nad Labem, Czech Republic, VAT No:
CZ25488627 (hereinafter referred to as the “Institution”).

Each referred to as a “Party” and together as the “Parties”.
WHEREAS:

A The Sponsor is engaged in
pharmaceutical products.

research and development of

B. The Sponsor wishes to engage the Institution to carry out the research
program as set out in the Clinical Trial Exhibit.

C. The Parties wish to document the terms and conditions of such
engagement in the manner set out below.
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TATO SMLOUVA O KLINICKEM HODNOCENI (dale jen ,,smlouva“)
se uzavira MEZI:

Allergan Limited, spolecnosti zaregistrovanou v Anglii a Walesu (pod
registracnim Cislem 1049760) se sidlem na adrese Ground Floor Marlow
International, Parkway, Marlow, Buckinghamshire, SL7 1YL, Spojené
kréalovstvi (dale ozna¢ovanou jako ,,zadavatel);

a
Krajska zdravotni, a.s. se sidlem a provozovnou na adrese Socialni péce

3316/12A, 401 13, Usti nad Labem, Ceska republika, DIC: CZ25488627(dale
oznacovanou jako ,,zdravotnické zatizeni®).

Jednotlivé dale oznaované jako ,,smluvni strana“ a spole¢né jako ,,smluvni
strany*.

VZHLEDEM K TOMU, ZE:

A Zadavatel se angazuje ve vyzkumu a vyvoji farmaceutickych vyrobk.

B. Zadavatel si pieje zapojit zdravotnické zafizeni do realizace
vyzkumného programu, jak je uvedeno v dodatku o Klinickém
hodnoceni.

C. Smluvni strany si pieji zdokumentovat smluvni podminky tohoto

zapojeni, jak je uvedeno nize.

D. Zadavatel povéfil spole¢nost Syneos Health, LLC, s hlavnim sidlem
sidlem na adrese 1030 Sync Street, Morrisville, North Carolina 27560,
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The Sponsor has appointed Syneos Health, LLC, with its principal
offices at 1030 Sync Street, Morrisville, North Carolina 27560, USA,
together with its specified affiliates, as Sponsor’s true and lawful
attorney to execute and deliver this Agreement in the name of and on
behalf of the Sponsor.

NOW THEREFORE, THE PARTIES AGREE AS FOLLOWS:

1.

1.1.

1.2.

1.3.

1.4.

SCOPE OF WORK

The Institution together with the principal investigator at the
Institution (the “Principal Investigator”) shall carry out the research
Trial (“Trial”) in strict accordance to the Protocol (“Protocol”). The
details of each Trial and Protocol shall be set forth in a separate
agreement between the Institution, the Principal Investigator and the
Sponsor (the “Clinical Trial Exhibit”).

Each Trial shall be governed by:

e this Agreement; and
e the Clinical Trial Exhibit.

The Institution may also be engaged to carry out additional Trial
programs subject to any subsequent Clinical Trial Exhibit(s) being
agreed to by the Parties.

The Institution shall be responsible for the direction of the Trial in
accordance with all laws and regulations applicable to the performance
of clinical trials in Czech Republic and the guidelines of the Ministry
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USA, spolu s jejimi specifikovanymi ptidruZenymi spole¢nostmi, jako
zadavatelova skuteéného a zakonného zastupce pro uzavieni a
doruceni této smlouvy jménem zadavatele.

PROTO SE SMLUVNI STRANY DOHODLY NASLEDOVNE:

1.

1.1

1.2.

1.3.

1.4.

ROZSAH PRACI

Zdravotnické zafizeni spole¢né s hlavnim zkousejicim lékafem ve
zdravotnickém zatfizeni (dale oznacovaném jako ,,hlavni zkousSejici
I¢kar) provedou vyzkumné hodnoceni (dale oznacované jako
,hodnoceni®) Vv pfisném souladu s protokolem (dale oznacovaném
jako ,,protokol®). Podrobné informace o kazdém hodnoceni a
protokolu budou pifedmétem samostatné smlouvy uzaviené mezi
zdravotnickym  zafizenim, hlavnim zkouSejicim Iékafem a
zadavatelem (dale oznacované jako ,dodatek o klinickém
hodnoceni).

Kazdé z hodnoceni se bude fidit:

e touto smlouvou a
e dodatkem o klinickém hodnoceni.

Zdravotnické zafizeni se muze také zapojit do dalSich programu
hodnoceni, které se budou fidit jakymkoliv naslednym dodatkem /
jakymikoli néslednymi dodatky dohodnutym(i) mezi smluvnimi
stranami.

Zdravotnické zafizeni ponese odpovédnost za fizeni hodnoceni v

souladu se vSemi zakony a piedpisy, které se vztahuji na provadéni
Klinickych hodnoceni v Ceska republika, metodickymi pokyny
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of Health and corresponding national legislation; the international
standards of Good Clinical Practice (“GCP”); World Medical
Association’s Declaration of Helsinki, GCP Directive 2005/28/EC,
Institution policies, Protocol, the Clinical Trial Exhibit, and the terms
of this Agreement.

If for any reason, the Principal Investigator is unwilling or unable to
continue to serve as the Principal Investigator and a successor
acceptable to both the Institution and the Sponsor is not available
within one (1) calendar month, this Agreement may be terminated
upon ten (10) working days written notice as provided in Article 8.3.

The Institution shall in addition provide the services of all staff
necessary to conduct the Trial in accordance with the terms of this
Agreement (“the Staff”) for the duration of the Trial. The cost of the
Staff shall be included in the sum payable to the Institution and/or the
Principal Investigator under Article 3 and set out in a Clinical Trial
Exhibit.

The Institution warrant that they shall comply with all record and
reporting obligations set out in GCP without limitation and in
particular:

1.7.1. Authorise the Sponsor to examine and inspect the Institution’s
relevant facilities and records for performance of the Trial and
general compliance;

1.7.2. Inform the Sponsor in a timely manner of any regulatory

authority inspection;
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1.5.

1.6.

1.7.

Ministerstva zdravotnictvi a platnou vnitrostatni legislativou,
mezinarodnimi normami spravné klinické praxe (dale oznacovanymi
jako ,,GCP*, Good Clinical Practice), Helsinskou deklaraci Svétové
1ékafské asociace, smérnici Komise 2005/28/ES, kterou se stanovi
zasady a podrobné pokyny pro spravnou klinickou praxi, zasadami
zdravotnického =zafizeni, protokolem, dodatkem o klinickém
hodnoceni a podminkami této smlouvy.

Pokud z jakéhokoliv diivodu nebude hlavni zkousSejici 1ékar ochoten
anebo schopen pokracovat ve vykonu funkce hlavniho zkousejiciho
lIékafe a nebude-li k dispozici pravni nastupce piijatelny jak pro
zdravotnické zafizeni, tak pro zadavatele ve lhaté jednoho (1)
kalendafniho mésice, miize byt tato smlouva ukoncena na zdklade
pisemné vypovédi s vypovédni lhitou deset (10) pracovnich dnd, jak
stanovi ¢lanek 8.3.

Zdravotnické zatizeni dale poskytne sluzby veskerého personalu
pottebné k provedeni hodnoceni v souladu s podminkami této smlouvy
(dale oznacovaného jako ,personal®) po dobu trvani hodnoceni.
Néaklady na persondl budou zahrnuty do castky splatné
zdravotnickému zatizeni, ptfipadn€¢ hlavnimu zkousejicimu 1ékafi
podle ¢lanku 3, a v souladu s tim, co je uvedeno v dodatku o klinickém
hodnoceni.

Zdravotnické zafizeni garantuje, Ze bude jednat v souladu se vSemi
zavazky tykajicimi se vedeni zdznami a podavani zprav, které stanovi
GCP, bez omezeni a zejména:

1.7.1. Opravni zadavatele k provadéni Setfeni a kontrol v ptisluSnych
prostorach zdravotnického zatizeni a zaznaml o provadéni
hodnoceni a celkového dodrzovani vSech platnych zakonu a
predpisu;

1.7.2. Bude vc€as informovat zadavatele o jakékoli kontrole

regulacniho organu;
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1.9.

1.10.

1.11.
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1.7.3. Inform the Sponsor immediately and no later than 24 hours
of all serious adverse events that occur during the Trial; and
1.7.4. Informthe Sponsor immediately of all breaches of GCP and/or

deviations from the Protocol that may affect the safety or
physical or mental integrity of the subjects of the Trial or
affect the scientific value of the Trial.

All clinical investigators involved in the Trial and acting on behalf of
the Institution, including the Principal Investigator, shall agree to
provide complete disclosure of financial interest information, if any,
as required by applicable US and EU regulations. Additionally, all
such clinical investigators shall agree to update financial interest
information as necessary during this Agreement term if their financial
interest changes.

The Institution represents and warrants that it and the Principal
Investigator are free from any restrictions on their ability to enter into
and perform their obligations under this Agreement and that the
responsibilities and obligations assumed by the Institution and the
Principal Investigator hereunder are not in conflict with any other
obligations of the Institution and/or the Principal Investigator.

The Institution also agrees that, during the term of this Agreement, it
will not undertake any obligations which will conflict with its
obligations under this Agreement.

The Institution represents and warrants that there are appropriate
agreements in place with any co-investigator(s) and other Staff
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1.8.

1.9.

1.10.

1.11.

1.7.3. Neprodlen¢ a nejpozdéji ve Thuté 24 hodin, bude informovat
zadavatele o veSkerych zivaznych nezadoucich ucincich,
které se objevi v pribéhu hodnoceni, a

1.7.4. Neprodlen¢ bude informovat zadavatele o vSech porusenich

GCP, ptipadné odchylkach od protokolu, které mohou narusit
bezpecnost nebo fyzickou ¢i duSevni integritu subjektd
hodnoceni nebo které mohou ovlivnit védeckou hodnotu
hodnoceni.

Vsichni klini¢ti zkouSejici 1ékati zapojeni do hodnoceni a jednajici
jménem zdravotnického zatizeni, v€etné hlavniho zkousejiciho 1ékare,
se zavazuji k poskytnuti Gplného zptistupnéni informaci o finan¢nich
zajmech, pokud takové zajmy existuji, a to v souladu s platnymi
americkymi piedpisy a ptedpisy EU. VSichni tito klinic¢ti zkousSejici
1ékati se dale zavazuji aktualizovat informace o financnich zajmech
podle potieby béhem doby platnosti této smlouvy, dojde-li ke zméné
téchto financnich zajmd.

Zdravotnické zafizeni prohlasuje a garantuje, Ze se na zdravotnické
zatizeni ani hlavniho zkousejiciho 1€kafe nevztahuji zadna omezeni,
pokud se jednd o jejich zpasobilost tuto smlouvu uzavfit a plnit
zavazky z ni vyplyvajici, a ze povinnosti a zavazky, které na sebe
zdravotnické zafizeni a hlavni zkousSejici 1€kai berou podle této
smlouvy, nejsou v rozporu s zadnymi jinymi zavazky zdravotnického
zatizeni, pfipadné hlavniho zkousejiciho Iékate.

Zdravotnické zafizeni se také zavazuje, Ze béhem doby platnosti této
smlouvy na sebe nevezme zadné zavazky, které by byly v rozporu s

jeho zavazky podle této smlouvy.

Zdravotnické zafizeni prohlaSuje a garantuje, Ze ma uzavieny
ptislusné smlouvy s jakymkoliv spoluzkousejicim Iékatem /
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working on the Trial that are consistent with the terms of this
Agreement.

Each party shall comply with the requirements of the Allergan Code
of Conduct and and all applicable laws, rules, regulations, decrees
and/or official governmental orders of the United Kingdom, the
United States od America and Czech Republic relating to anti-
corruption and anti-money laundering in all respects and shall adopt
adequate internal procedures to monitor and maintain such compliance
and which procedures Sponsor shall be entitled to audit upon
reasonable notice. Without affecting the generality of the foregoing,
each Party shall at all times act ethically and shall not directly or
indirectly make any payment or give anything of value to any person,
including but not limited to a government or other official in order to
influence that person or that official or in order to obtain or retain
business. No part of any payment made under this Agreement will be
used for the purpose of obtaining, influencing or rewarding the award
of this Agreement or for any improper advantage or for any improper
purpose or where it would be improper for the person to accept such
an advantage, in connection with the performance of this Agreement
and the transactions contemplated hereunder or in connection with any
other business transactions involving Sponsor.

The Parties agree and undertake that in connection with this Agreement
they and each of their affiliates and subcontractors will apply effective
disclosure controls and procedures and will maintain throughout the
term of this Agreement and for at least three (3) years following its
expiration or termination books, records, and accounts which, in
reasonable detail, accurately and fairly reflect the transactions
undertaken; and will maintain an internal accounting controls system
that is sufficient to ensure the proper authorization, recording and
reporting of all transactions and to provide reasonable assurance that
violations of the anti-corruption laws of the applicable jurisdictions
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1.12.

jakymikoli spoluzkousejicimi 1ékati a dal$im personalem pracujicim
na hodnoceni, které jsou konzistentni s podminkami této smlouvy.

Zdravotnické zafizeni bere na védomi, ze kazda ze smluvnich stran
jedna dle etického kodexu spoleénosti Allergan a vsech piislusnych
zakonu, pravidel, pfedpisi a vyhlasek, ptipadné jinych tfednich
naiizeni Spojeného kralovstvi, Spojenych statii americkych a Ceské
republiky vztahujici se k boji proti korupci a prani $pinavych penéz, a
to ve vSech ohledech, a zavede pfislusné interni procedury za tcelem
monitorovani a zachovani dodrzovani vSech platnych zakonti a
predpisii pfiCemz zadavatel je opravnén provadét kontrolu vyse
uvedeného na zakladé pfiméfeného oznameni. Bez omezeni obecnosti
vyse uveden¢ho bude kazd4 ze smluvnich stran za vSech okolnosti
jednat eticky a neprovede pfimo ani nepiimo zadné platby, ani
nedaruje nic cenného zadné osobé, vcetné napiiklad statniho nebo
jiného ufednika, za ucelem ovlivnéni usudku této osoby nebo tohoto
ufednika nebo za ucelem ziskani ¢i udrzeni obchodni pfilezitosti.
Zadna &ast platby provedené podle této smlouvy nebude pouZita za
ucelem ziskani, ovlivnéni ¢i jako odména za udéleni této smlouvy, ani
za ucelem ziskani jakékoli nekalé vyhody, ani za zadnym jinym
nepfipustnym ucelem, ani v piipad¢, kde by bylo nepiipustné takovou
vyhodu pfijmout v souvislosti s plnénim této smlouvy a transakcemi
predpokladanymi podle této smlouvy nebo v souvislosti s jakymikoli
jinymi obchodnimi transakcemi, v nichZ je zadavatel zapojen.

Smluvni strany se zavazuji, ze v souvislosti s touto smlouvou budou
jak ony, tak kazda z jejich pfidruzenych spole¢nosti a subdodavatelii
aplikovat ucinné kontrolni mechanismy a postupy tykajici se
zptistupnéni informaci a budou tyto mechanismy a postupy udrzovat
po celou dobu platnosti této smlouvy a po dobu nejméné tti (3) let od
data uplynuti jeji platnosti nebo ukon¢eni platnosti knih, zaznamu a
uctt, které ptfimérené podrobnym zpusobem, presné a pravdive
popisuji provedené transakce, a ze budou udrzovat interni systém
ucetnich kontrol, ktery je dostate¢ny pro zajisténi fadného opravnéni,
zaznamenavani a vykazovani veSkerych transakci a pro poskytnuti

Page/Strana 7 of/z 28



1.13.

4.1.

<% Allergan

will be prevented, detected and deterred.

Sponsor may terminate this Agreement with immediate effect upon 1.13.

notice and without any liability to pay any remuneration,
compensation or damages at any time if the Institution and / or its
Principal Investigator breach the provisions of 1.12 of this Agreement.

DURATION 2.

This Agreement shall be valid from the last date of signature and
effective from the date of Contract Register Publication of this
Agreement until terminated in accordance with Article 8.3.

PAYMENT 3.

Payment shall be made in accordance with a Clinical Trial Exhibit
agreed to by the Parties. All costs outlined in the Clinical Trial Exhibit
or any subsequent amendment thereto shall remain fixed for the
duration of the Trial unless otherwise varied in writing by the
Institution and/or the Principal Investigator and the Sponsor.

INDEMNIFICATION & INSURANCE 4.

The Sponsor shall defend, indemnify and hold harmless the Institution, 4.1.

the Principal Investigator and faculty, students, trustees officers,
agents and employees of the Institution from any and all liabilities,
claims, actions or suits arising directly out of or in connection with the
administration or use of the research Trial drug(s) or device(s) during
the course of the Trial which are manufactured by the Sponsor,
provided however:
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pfimétené zaruky, Ze nedojde k poruseni pfislusnych zakonl pro boj
proti korupci, ¢i Zze bude zjisténo takové poruseni a Ze budou pfijata
opatieni k naprave.

Zadavatel mtze ukoncit tuto smlouvu s okamzitym ucinkem na
zakladé ozndmeni a bez povinnosti platit jakoukoli odménu,
kompenzaci ¢i nahradu Skody, a to kdykoliv, dojde-li k poruseni
ustanoveni 1.12 této smlouvy zdravotnickym zafizenim, piipadné
hlavnim zkousejicim lékatem.

DOBA TRVANI

Tato smlouva nabyva platnosti od posledniho data podpisu této
smlouvy a uéinnosti od data zvetejnéni smlouvy v Registru smluv az
do ukonceni jeji platnosti podle ¢lanku 8.3.

PLATBA

Platba bude provedena v souladu s dodatkem o klinickém hodnoceni
uzavienym smluvnimi stranami. Veskeré naklady ramcové uvedené v
dodatku o klinickém hodnoceni nebo v jakékoli nasledné tpraveé
tohoto dodatku ziistanou pevné po celou dobu trvani hodnoceni,
nebude-li pisemné mezi zdravotnickym zafizenim, ptipadné hlavnim
zkousejicim lékatem a zadavatelem dohodnuto néco jiného.

NAHRADA SKODY A POJISTENI

Zadavatel bude branit, odSkodni a ochrani zdravotnické zafizeni,
hlavniho zkousSejiciho 1ékate a fakultu, studenty, ¢leny spravni rady,
zprostredkovatele a zaméstnance zdravotnického zafizeni pred
jakymikoli a veskerymi zavazky, naroky, Zalobami a soudnimi spory
vyplyvajicimi pfimo nebo vzniklymi v souvislosti se spravou nebo
pouzitim hodnoceného 1é¢iva / 1é¢iv nebo prostiedku / prostredkt v
ramci klinického hodnoceni, které je vyrabéno / jsou vyrabény
zadavatelem, avSak za predpokladu, Ze:
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4.1.2.

4.1.3.

4.1.4.

4.1.5.
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That the Trial is demonstrated by the Institution and/or the
Principal Investigator to have been conducted in accordance
with this Agreement and the Clinical Trial Exhibit, the Trial
Protocol, with any and all written instructions delivered by the
Sponsor concerning administration of the Trial, drugs or
devices, with GCP and all applicable regulations;

That such loss does not arise out of the negligence or wilful
malfeasance, misfeasance or non-feasance of the Institution
and/or the Principal Investigator, its agents or employees;

That the Sponsor is notified promptly (no later than seven (7)
days) in writing of any adverse event, complaint, claim or
injury relating to any loss subject to this indemnification;

That the Sponsor has control over the defence and settlement
of any such complaint or claim(s), provided that the Sponsor
may not settle any such complaint or claim(s) in any manner
affecting the Institution’s and/or the Principal Investigator’s
rights without the Institution’s and/or the Principal
Investigator’s prior written consent, such consent shall not be
unreasonably withheld or delayed;

That the Sponsor shall have the right to select defence counsel
and to direct the defence or settlement of any such claim or
suit.

4.2. Each Party warrants that it maintains a policy or program of insurance or
self-insurance or a government policy or guarantee at levels it deems
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41.1.

4.1.2.

4.1.3.

4.1.4.

4.1.5.

Zdravotnické zafizeni, pfipadné hlavni zkouSejici lékat
prokéazal, ze hodnoceni je provadéno v souladu s touto
smlouvou, dodatkem o klinickém hodnoceni, protokolem, s
jakymikoli a veSkerymi pisemnymi pokyny dodanymi
zadavatelem, které se tykaji spravy klinickeého hodnoceni,
1é¢iv nebo prostiedkil, se zasadami SKP a vSemi platnymi
predpisy.

Ujma nevznikla z nedbalosti, ani umyslné protipravniho
jednéni, zneuziti pravomoci vetejného Cinitele nebo zanedbani
povinné péce na strané zdravotnického zafizeni, pfipadné
hlavniho zkousSejiciho 1ékate, jeho zprosttedkovateli nebo
zame&stnancd.

Zadavatel byl neprodlené informovan (nejpozdéji ve lhuté
sedmi (7) dnil), a to pisemné, o jakékoli nezadouci ptihode,
stiznosti, naroku nebo ujmé tykajici se jakékoli Skody, na
kterou se vztahuje toto odskodnéni.

Zadavatel ma kontrolu nad obhajobou a feSenim jakékoli
takové stiznosti nebo naroku / naroktl za predpokladu, ze
zadavatel nesmi vyfteSit jakoukoli takovou stiznost nebo
narok(y) zplsobem zasahujicim do prav zdravotnického
zatizeni, ptipadné do prav hlavniho zkousejiciho 1ékare bez
predchoziho pisemného souhlasu zdravotnického zafizeni,
pripadnég hlavniho zkousejiciho 1ékate, pricemz udé€leni tohoto
souhlasu nesmi byt bezdivodné odepfeno ¢i jeho udéleni
bezdlvodné odkladano.

Zadavatel ma pravo zvolit si pravniho zastupce a fidit
obhajobu ¢i feSeni jakéhokoliv takového naroku nebo sporu.

Kazda ze smluvnich stran garantuje, Zze bude udrzovat pojistnou
smlouvu nebo program pojisténi ¢i zaruky na urovni, ktera je
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sufficient to support its obligations herein. The Sponsor also guarantees
that it will maintain the policy or program of insurance at the level
required by legal regulations (in particular by the provision of Section 52
(3) (f) of Act No. 378/2007 on Pharmaceuticals).

5. CONFIDENTIAL INFORMATION

5.1.  During the course of this Agreement, the Sponsor may provide the
Institution and/or the Principal Investigator with certain information,
data, or material, whether in written, digital, oral, or pictorial form
(“Information”), necessary for the conduct of or otherwise relating the
Trial. The Institution agrees not to disclose such Information except to
those of its employees and agents who need to know such Information
in order to conduct the Trial, and who shall agree in advance to be
bound by the confidentiality provisions of this Agreement. The
Institution shall use such Information only as permitted by this
Agreement, and agree to prevent unauthorised disclosure of said
Information to third parties though the exercise of the same degree of
care the Institution employs to protect its own confidential information
of a similar nature, but in no event less than a reasonable degree of
care.

5.2.  The Institution shall not consider Information disclosed by the
Sponsor to be subject to the above obligations that the Institution
and/or the Principal Investigator can show:

5.2.1. is now, or subsequently becomes, generally known such
through no breach of this Agreement;

5.2.2. was lawfully in the Institution’s and/or Principal

Investigator’s possession prior to the Sponsor’s disclosure as
shown by written records;

Czech Republic-Krajska zdravotni a.s._ mCTA_final_03Mar2020

5.1

5.2.

povazovana za dostateCnou z hlediska kryti zavazkt podle této
smlouvy. Zadavatel zaroven garantuje, ze bude udrZovat pojistnou
smlouvu na urovni pozadované pravnimi piedpisy (zejména
ustanovenim § 52 odst. 3 pism. f) zakona ¢. 378/2007 Sb., o 1é¢ivech).

DUVERNE INFORMACE

Béhem doby platnosti této smlouvy mize zadavatel zdravotnickému
zatizeni, ptfipadn€ hlavnimu zkouSejicimu lékati zpfistupnit urcité
informace, data nebo materidl, bez ohledu na to, zda v pisemné,
elektronické, Ustni ¢i obrazové formé (dale oznaCované jako
nHinformace®) potftebné k provadéni hodnoceni, nebo které s
hodnocenim souviseji jinak. Zdravotnické zafizeni se zavazuje
nezpristupnit tyto informace nikomu s vyjimkou téch zaméstnancti a
zprostiedkovateld, ktefi je potiebuji znat, aby mohli provadét
hodnoceni, a ktefi se predem zavazi dodrzovat ustanoveni této
smlouvy o zachovani ml¢enlivosti. Zdravotnické zatizeni pouZije tyto
informace pouze tak, jak dovoluje tato smlouva, a zavazuje se zabranit
neopravnénému zpfistupnéni uvedenych informaci tfetim osobam,
avsak s vynaloZenim stejné trovné péce, kterou zdravotnické zatizeni
vynaklada k ochrané svych vlastnich divémych informaci podobného
charakteru, pfitom vSak za zadnych okolnosti ne méné, nez je
pfiméfend Groven péce.

Zdravotnické zafizeni nebude povaZzovat informace zpfistupnéné
zadavatelem za informace, na které se vztahuji zavazky uvedené vyse,
u kterych zdravotnické zafizeni, piipadné hlavni zkousSejici lékar
mohou dolozit, Ze:

5.2.1. jsou v soucCasnosti nebo se nasledné stanou vefejné znamymi,
a to nikoliv porusenim této smlouvy,

5.2.2. byly pravoplatné v drzeni zdravotnického zafizeni, pfipadné

hlavniho zkouSejiciho Iékafe predtim, nez je zadavatel
zptistupnil, coz Ize dolozit pisemnymi zaznamy,

Page/Strana 10 of/z 28



5.3.

54.

6.1.

<% Allergan

5.2.3. isdisclosed to the Institution and/or the Principal Investigator
by an independent third party who is not under an obligation
preventing such disclosure; or

5.2.4. isindependently developed by or for the Institution and/or the

Principal Investigator without the benefit of confidential
Information received from the Sponsor, as demonstrated by
written records.

The Institution shall hold all such Information confidential for a period
of ten (10) years after disclosure.

Nothing in this Agreement shall serve to alter, supersede, modify, or
otherwise affect any clinical research and development confidentiality
agreement entered into by the Parties prior to the effective date of this
Agreement.

DATA PROTECTION

The Institution and the Sponsor agree to process and protect Personal
Data acquired pursuant to this Agreement in accordance with the
provisions and principles of all relevant data protection legislation.
The Institution understands that it may be required to process Personal
Data on behalf of the Sponsor. As such, the Institution agree to process
such Personal Data only on instructions from and for the purposes
determined by the Sponsor, and to implement appropriate measures,
to protect the Personal Data against accidental or unlawful destruction
or accidental loss, alteration, unauthorised disclosure or access. The
Institution shall take particular care where the processing involves the
transmission of data over a network, and against all other unlawful
forms of processing. At any time upon request by the Sponsor, the
Institution shall inform the Sponsor in writing of any and all Personal
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5.4.

6.1.

5.2.3. byly zpfistupnény zdravotnickému zafizeni, piipadné
hlavnimu zkouSejicimu 1ékafi nezavislou tfeti osobou, na
kterou se nevztahuje zavazek zabranit zpfistupnéni téchto
informaci, nebo

5.2.4. byly nezavisle vytvoteny zdravotnickym zafizenim, pfipadné

hlavnim zkousejicim lékafem nebo pro zdravotnické zatizeni
¢i hlavniho zkousSejiciho lékate bez pfispéni divérnych
informaci poskytnutych zadavatelem, jak dokladaji pisemné
zéznamy.

Zdravotnické zatizeni bude nakladat se v§emi takovymi informacemi
jako s davérnymi po dobu deseti (10) let od data zpiistupnéni.

Nic uvedeného v této smlouvé neni minéno jako zména, nahrazeni,
uprava nebo zasah do jakékoli smlouvy o zachovani mlcenlivosti o
klinickém vyzkumu a vyvoji uzaviené mezi smluvnimi stranami pred
datem tcinnosti této smlouvy.

OCHRANA DAT

Zdravotnické zatizeni a zadavatel se zavazuji zpracovavat a chranit
osobni (daje ziskané podle této smlouvy v souladu s ustanovenimi a
zasadami veskeré platné legislativy tykajici se ochrany osobnich
udaji. Zdravotnické zafizeni je srozuméno s tim, ze muze byt
pozéadano o zpracovani osobnich udaji jménem zadavatele. Pokud k
tomu dojde, zdravotnické zatizeni se zavazuje zpracovavat predmétné
osobni udaje pouze na zakladé pokynii a pro ucely stanovené
zadavatelem a zavést vhodna opatieni pro ochranu osobnich tdaji
proti ndhodnému nebo protipravnimu znic¢eni nebo ndhodné ztrate,
zmén¢, neopravnénému zpiistupnéni ¢i pristupu. Zdravotnické
zatizeni vynalozi zvlaStni péci zejména v pripadé, kdy zpracovani
zahrnuje pfenos dat pocitacovou siti, za ucelem ochrany proti vSem
dal$im protipravnim formam zpracovani. Zdravotnické zatfizeni bude
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Data stored by the Institution and modify, complete, update, correct
and or delete any Personal Data in accordance with the Sponsor’s
instructions.

In order to allow the Sponsor and its parent and affiliated companies
to comply with relevant laws, regulations and governmental reporting
obligations, including Sponsor’s commitments under the EU-US
Privacy Shield certification or any other cross-border transfer
mechanism, by signing this Agreement the Institution expressly
provide consent to the terms and conditions of the ABBREVIATED
PRIVACY AND DATA PROTECTION ADDENDUM attached
hereto, and further consent to the Sponsor to:

6.2.1. process and transmit their personal information relating to any
and all payments made under this Agreement to affiliated
companies and other third party processors based outside the

EU such as the USA; and

6.2.2. (where required by law, regulation or governmental authority)

to publish on internet websites such personal information
relating to payments made by Sponsor under this Agreement.

PATENTS, INVENTIONS & PUBLICATIONS

Patents & Inventions

7.1.1. The Institution hereby grants to the Sponsor all right, title and
interest in and to any invention, discovery, or improvement
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6.2.

7.1.

kdykoliv na zakladé pozadavku zadavatele informovat zadavatele
pisemnou formou o jakychkoli a veSkerych osobnich udajich
uchovavanych zdravotnickym zafizenim a upravi, doplni, aktualizuje,
opravi a vymaze jakékoli osobni udaje v souladu s pokyny zadavatele.

Aby zadavatel, jeho matetska spolecnost a dcefiné spolecnosti splnily
pozadavky pfislusnych zakonl, pfedpisi a zdvazkd tykajicich se
vykazovani ulozenych organy statni spravy, vcetné zavazkl
zadavatele podle certifikace $titu EU-USA na ochranu soukromi nebo
jakéhokoliv mechanismu pro ptfeshrani¢ni pfenos dat, zdravotnické
zatizeni podpisem této smlouvy vyslovné udéluje svlij souhlas s
podminkami ZKRACENE VERZE DODATKU SMLOUVY O
OCHRANE DAT A SOUKROMI, ktery tvoii piilohu této smlouvy, a
dale udéluje zadavateli sviij souhlas s nésledujicim:

6.2.1. zpracovavanim a prenosem svych osobnich udajii tykajicich
se jakychkoli a veskerych plateb provedenych podle této
smlouvy dcefinym  spoleCnostem a dal$im cizim
zpracovatelim se sidlem mimo tzemi EU, jako jsou naptiklad
Spojené staty, a

6.2.2. publikovanim téchto osobnich udaju vztahujicich se k platbam
provedenym zadavatelem podle této smlouvy na webovych
strankach (v ptipadé€, ze to vyzaduji zakony, predpisy nebo
organy statni spravy).

PATENTY, VYNALEZY A PUBLIKACE
Patenty a vynélezy

7.1.1. Zdravotnické zafizeni timto ud¢luje zadavateli veskera prava,
vlastnickd prava a podily vztahujici se k jakémukoliv
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that (a) is conceived or reduced to practice in connection with
the Trial performed hereunder by the Institution’s officers,
employees, representatives, and agents; and b) relates in any
way to the Sponsor, the drug that is the subject of the Trial, or
is derived in any way from Information that Sponsor discloses
to Institution (other than that Information which falls within
any of the exceptions set forth at section 7.2 of this
Agreement).

The Institution will keep and have its officers, employees,
representatives and agents keep signed, witnessed, and dated
written records of all such inventions, discoveries, or
improvements, and will furnish the Sponsor promptly with
complete Information and executed assignments in respect
thereof, and will do all things necessary to protect the interest
of the Sponsor therein at the Sponsor’s request and expense.
With respect to patent applications filed by the Sponsor, the
Institution agrees to execute and have executed assignments
thereof to the Sponsor and any papers that the Sponsor may
consider necessary or helpful in such prosecution, or which
may relate to any litigation or interference and/or controversy
in connection therewith.

Sponsor shall have the sole right to prepare, file, prosecute,
and take any other action in any patent office concerning any
patent or patent application that the Sponsor solely owns under
this Agreement, and such preparation, filing, prosecution, and
other action shall be at Sponsor’s expense.

The Institution acknowledges that the Sponsor has the
exclusive right to file patent applications directed to any
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7.1.2.

vynalezu, objevu nebo zlepseni, které (a) bude vytvoieno nebo
zavedeno do praxe v souvislosti s hodnocenim provadénym
podle této smlouvy vedoucimi pracovniky zdravotnického
zafizeni, jeho zaméstnanci, zastupci a zprostiedkovateli a
které (b) se vztahuje jakymkoliv zplisobem k zadavateli,
1é¢ivu hodnocenému v ramci hodnoceni nebo odvozenému
jakymkoliv zptisobem z informaci, které zadavatel zptistupni
zdravotnickému zafizeni (jinych, nez jsou informace, na které
se vztahuje kteradkoli z vyjimek uvedenych v ustanoveni 7.2
této smlouvy).

Zdravotnické zafizeni zajisti, aby jeho vedouci pracovnici,
zaméstnanci, zastupci a zprostfedkovatelé podepsali, potvrdili
a datovali pisemné zaznamy veskerych takovych vynalezu,
objevii nebo zlepSeni a neprodlen¢ poskytli zadavateli
kompletni informace a vyhotovili postoupeni v souvislosti s
vyse uvedenym a provedli cokoliv, co je potfebné pro ochranu
zajmu zadavatele v této véci, a to na zakladé¢ pozadavku
zadavatele a na jeho néaklady. Pokud se jednd o patentové
prihlasky podané zadavatelem, zdravotnické zafizeni se
zavazuje vyhotovit a mit vyhotovena jejich postoupeni na
zadavatele, vCetné jakychkoli dokumentl, které zadavatel
piipadné povazuje za potfebné nebo uzite¢né v souvislosti s
vedenim patentového fizeni nebo které se mohou vztahovat k
jakémukoliv sporu nebo poruseni ¢i spornému bodu
souvisejicimu s uvedenym.

Zadavatel ma vyhradni pravo pfipravit, podat, vést fizeni a
ucinit jakékoli dalsi kroky u jakéhokoliv patentového ufadu v
souvislosti s jakymkoliv patentem nebo patentovou
prihlaskou, ktera patii zadavateli jako jedinému vlastnikovi
podle této smlouvy, a tato pfiprava, podani, vedeni fizeni a
dalsi kroky budou provadény na naklady zadavatele.

Zdravotnické zatizeni potvrzuje, Ze zadavatel ma vyhradni
pravo podavat patentové piihlasky sméfujici k jakymkoli
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inventions, discoveries or improvements. The Institution
warrants that neither itself nor its employees, agents and
representatives will prevent the Sponsor in any way from
filing patent applications or from applying the results of the
research carried out hereunder.

All drawings, reports, designs, data, laboratory protocols,
results of analysis, technical Information, original works of
authorship and all other information emanating from the
performance of the research rendered hereunder or any
additional services subsequently agreed upon shall be reported
to the Sponsor and become its sole property, and shall be
deemed to be Sponsor’s Information as though Sponsor is the
disclosing Party of such Information as per Section 7.1 of this
Agreement. Sponsor grants to Institution a non-exclusive,
nontransferable, fully paid-up license, without right to
sublicense, to use such drawings, reports, designs, data,
laboratory protocols, results of analysis, technical
information, and original works of authorship (a) for internal,
non-commercial research, (b) for use in the treatment of
patients under the care of the Institution, and (c) for
preparation of publications in accordance with Section 7.

It is mutually agreed and understood that the Institution has
the right to enter into this Agreement and will not disclose to
nor use for the benefit of the Sponsor any trade secrets of
another Party in the performance of this Agreement.

The Institution’s agreements with its officers, employees,
representatives and agents will contain appropriate terms to
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7.14.

7.1.5.

vynaleziim, objeviim nebo zlepSenim. Zdravotnické zafizeni
garantuje, ze ani zdravotnické zafizeni samo, ani jeho
zaméstnanci, zprostfedkovatelé a zastupci nebudou zZadnym
zptisobem zadavateli branit v podavani patentovych ptihlasek
¢i v uplatiovani vysledkti vyzkumu provadéného podle této
smlouvy.

Veskeré vykresy, navrhy, data, laboratorni protokoly,
vysledky analyz, technické informace, ptivodni autorska dila
a veSkeré dalsi informace, které vyplynou v souvislosti s
vyzkumem provadénym podle této smlouvy nebo v souvislosti
s jakymikoli dal§imi sluzbami nésledné dohodnutymi, budou
oznameny zadavateli, stdvaji se jeho vyluénym vlastnictvim a
povazuji se za informace zadavatele, jako kdyby byl zadavatel
zpfistupnujici smluvni stranou téchto informaci podle
ustanoveni 7.1 této smlouvy. Zadavatel udéluje
zdravotnickému zafizeni nevyhradni, nepienositelnou, v
plném rozsahu uhrazenou licenci bez prava poskytovat
sublicence k pouzivani téchto vykrest, zprav, navrhi, dat,
laboratornich  protokolt, vysledkt analyz, technickych
informaci a pavodnich autorskych dél (a) pro interni,
nekomercéni vyzkum, (b) pro pouziti pfi 1é€bé pacientd v
souladu se standardem péce poskytovanym zdravotnickym
zatizenim a (c) pro pripravu publikaci v souladu s ¢lankem 7.

Smluvni strany se vzajemné dohodly a potvrzuji, ze
zdravotnické zafizeni ma pradvo uzaviit tuto smlouvu a
nezpiistupnit ani nevyuzit ve prospéch zadavatele Zadna
obchodni tajemstvi jiné osoby v rdmci plnéni této smlouvy.

Smlouvy uzaviené mezi zdravotnickym zafizenim a jeho
vedoucimi  pracovniky, = zaméstnanci,  zastupci  a
zprostfedkovateli budou obsahovat vhodné terminy pro
realizaci ustanoveni ¢lanku 7 a ¢lanku 5 této smlouvy.
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effectuate the provisions of Article 7 and Article 5 of this

Agreement.

7.1.6. Notwithstanding the foregoing, the Institution shall retain
ownership rights in and to all calculation methods, software
programs, methods of analysis and investigation used by the
Institution to provide the Trial.

Publications

At least one (1) month prior to any proposed submission for
publication or presentation of Trial data or other findings related to the
Trial, the Institution will provide the Sponsor with a manuscript of
such submission(s) for review, comment, and approval.

Under no circumstances shall the Institution publish or disclose the
Sponsor’s confidential Information without the Sponsor’s prior
written approval. Expedited reviews for abstracts or poster
presentations may be arranged if mutually agreeable to the Sponsor
and the Institution.

If the same clinical trials set forth in the Protocol are still in progress
at other sites, then the Sponsor shall be permitted to require a delay in
publication for so long as such clinical trials are still in progress. If
requested by the Sponsor, the Institution will withhold submission of
a manuscript or abstract for publication or presentation for any length
of time requested by Sponsor, up to a maximum of ninety (90) days to
allow the Sponsor to file a patent application or take such other
measures as the Sponsor deems appropriate to establish and preserve
its proprietary rights.

Notwithstanding anything in this Agreement to the contrary the
Institution agrees that if the Trial is part of a multi-centre Trial, the
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7.1.6. Bez ohledu na cokoliv, co je uvedeno vyse, si zdravotnické
zafizeni ponecha vlastnickd préva ke vS§em metoddm vypoctu,
softwarovym aplikacim, analytickym metoddm a vyzkumu,
které zdravotnické zatizeni pouzije k vykonu hodnoceni.

Publikace

Nejméné jeden (1) mésic pred jakymkoliv navrhovanym odeslanim za
ucelem publikace nebo prezentace dat hodnoceni ¢i jinych zjisténi
vztahujicich se k hodnoceni zdravotnické zafizeni poskytne zadavateli
rukopis tohoto / téchto podani za uc¢elem kontroly, ptipominkovani a
schvaleni.

Za zadnych okolnosti nebude zdravotnické zatizeni publikovat ani
nezptistupni divémé informace zadavatele bez piedchoziho
pisemného souhlasu zadavatele. Urychlené revize pro abstrakty nebo
plakatové prezentace (,,postery*) mohou byt vyhotoveny, pokud se na
tom zadavatel a zdravotnické zafizeni vzajemné dohodnou.

Probihaji-li dosud klinickd hodnoceni uvedena v protokolu na jinych
pracovistich, zadavateli musi byt dovoleno zadat odklad publikace po
dobu, po kterou tato klinicka hodnoceni probihaji. Pokud o to
zadavatel pozada, zdravotnické zatizeni zadrzi podani rukopisu nebo
abstraktu za uéelem publikace nebo prezentace po takovou dobu,
kterou vyzaduje zadavatel, az do maximalni délky devadesati (90)
dnti, aby umoznilo zadavateli podat patentovou ptihlasku nebo
pfijmout jina opatieni, ktera zadavatel povazuje za vhodna pro
vytvoreni a ochranu svych vlastnickych prav.

Bez ohledu na cokoliv, co je uvedeno v této smlouveé a co by mohlo
byt v rozporu, zdravotnické zafizeni souhlasi, Zze je-li hodnoceni
soucasti multicentrického hodnoceni, bude prvni publikace vysledkl
hodnoceni provedena ve spojeni s vysledky dalSich zkousSejicich
lékatti v téchto jinych centrech provadéjicich hodnoceni. Zptsob,
jakym bude vytvofena publikace, bude dohodnut mezi zadavatelem,
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first publication of the results of the Trial shall be made in conjunction
with the results from other Investigators at the other Trial centres. The
manner in which the publication will be generated will be negotiated
between the Sponsor, the Institution, the Principal Investigator and the
said other investigators. The Sponsor shall be the final arbiter in such
negotiations. If the multi-center manuscript has not been submitted
for publication within twelve (12) months after completion of the Trial
and lock of the database at all Trial sites or any earlier termination or
abandonment of the Trial, then Institution thereafter shall be permitted
to submit a manuscript for publication and then to publish such
manuscript independently, subject to the provisions of Sections 5 and
7 of this Agreement. In all publications, credit shall be given to
Sponsor for sponsorship of the Trial and the supply of the study drug.

MISCELLANEOUS
Advertising

8.1.1. The Institution and the Sponsor will obtain prior written
permission from the other before using the name, symbols
and/or marks of the said other Party in any form of publicity
in connection with the Trial. This shall not include legally
required disclosure by the Institution or the Sponsor that
identifies the existence of the Agreement. Further, the
Sponsor’s use of the name, symbols and/or marks of the
Institution or names of the Institution’s employees, shall be

limited to identification of the Institution as the Trial site and
the Staff as participants in the Trial.

8.1.2. The Sponsor will not use, nor authorise others to use, the
name, symbols, or marks of the Institution in any advertising

or publicity material or make any form of representation or
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zdravotnickym zatfizenim, hlavnim zkousejicim lékafem a uvedenymi
dal8imi zkouSejicimi l1ékati. Zadavatel bude konecnym rozhodcem pii
téchto jedndnich. Pokud nebyl podan multicentricky rukopis za
ucelem publikace ve lhiteé dvanacti (12) mésici od data dokonceni
hodnoceni a uzamceni databaze ve vSech centrech, kde se hodnoceni
provadi, nebo pfi jakémkoli diiv€jsim ukonceni nebo pozastaveni
hodnoceni, zdravotnickému zafizeni bude dovoleno podat rukopis za
ucelem publikace a nasledné publikovat tento rukopis nezavisle v
souladu s ustanovenimi ¢lanku 5 a ¢lanku 7 této smlouvy. Ve vSech
téchto publikacich bude uveden zadavateli, ktery zadal hodnoceni a
dodal hodnocené 1é¢ivo.

RUZNE
Propagace
8.1.1. Zdravotnické zafizeni a zadavatel ziskaji pfedchozi pisemné
svoleni druhé smluvni strany pted pouzitim jména, logotypil,
pfipadné ochrannych zndmek druhé smluvni strany pfi
jakékoli formé publicity v souvislosti s hodnocenim. Toto
ustanoveni se nevztahuje na zpfistupnéni informaci
zdravotnickym zafizenim nebo zadavatelem pozadované ze
zakona, které doklada existenci této smlouvy. Dale plati, Ze
pouzivani nazvu, logotypd, piipadné ochrannych znamek
zdravotnického  zafizeni nebo jmen  zameéstnancl
zdravotnického zafizeni zadavatelem bude omezeno na
identifikaci zdravotnického zatizeni jako centra provadgjiciho
hodnoceni a personalu jako ucastnikti hodnocenti.

8.1.2. Zadavatel nepouzije ani neudéli opravnéni jinym k pouziti
nazvu, logotypti nebo ochrannych znamek zdravotnického
zatizeni v jakémkoliv propagatnim nebo reklamnim
materialu, ani k provadéni jakékoli formy zastoupeni nebo
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statement in relation to the Trial which would constitute an
expressed or implied endorsement by the Institution of any
commercial product or service without prior written approval
from the Institution.

8.1.3. In order to preserve the publication rights for this Trial, the
Institution gives permission to the Sponsor to provide the
Principal Investigator’s contact information as a part of a
clinical trial registry (e.g., www.clinicaltrials.gov or other
comparable registry).

Notice

Any notice required or permitted hereunder shall be in writing and
shall be deemed given as of the date it is: (a) delivered by hand; (b)
received by registered, postage prepaid, return receipt requested; or (c)
received by facsimile, as can be presumptively demonstrated by return
fax or letter demonstrating successful facsimile transmission; and
addressed to the Party to receive such notice at the address(es) set out
at the top of this Agreement, or such other address as is subsequently
specified to the notifying Party by the receiving Party in writing.

Notices to the Sponsor shall be addressed to:

ALLERGAN Limited

Ground Floor, Marlow International
Parkway, Marlow
Buckinghamshire, SL7 1YL

United Kingdom

Attn: Clinical Trial Manager
Tel: xxx

Czech Republic-Krajska zdravotni a.s._ mCTA_final_03Mar2020

8.2.

prohlaseni v souvislosti s hodnocenim, které by zakladalo
vyslovnou ¢i mlcky piedpokladanou podporu jakéhokoliv
komer¢niho produktu nebo sluzby ze strany zdravotnického
zatizeni, = bez  pfedchoziho  pisemného  souhlasu
zdravotnického zafizeni.
8.1.3. Za tcelem zachovani publika¢nich prav pro toto hodnoceni
zdravotnické zafizeni ud€luje zadavateli svoleni uvést
kontaktni tidaje hlavniho zkousejiciho 1ékafe v rdmci registru
klinického hodnoceni (napt. www.clinicaltrials.gov nebo
jiného podobného registru).

Oznameni

Jakékoli oznameni pozadované nebo dovolené podle této smlouvy
bude vyhotoveno pisemné a povazuje se za provedené od data, ke
kterému: (a) bylo doruc¢eno osobné, (b) bylo doruc¢eno doporuc¢enym
dopisem s dorucenkou s piedplacenym postovnym nebo (c) bylo
doruceno faxem, jak lze dolozit potvrzujicim faxem nebo dopisem
dokladajicim uspésny faxovy pienos, a bylo adresovano smluvni
strang, které bylo toto oznameni urceno, na adresu / adresy uvedené v
zahlavi této smlouvy nebo na jinou adresu, ktera bude piipadné
nasledné urcena pro potieby oznamujici smluvni strany pfijimajici
smluvni stranou pisemnou formou.

Oznamenti uréena zadavateli budou adresovana na:

ALLERGAN Limited

Ground Floor, Marlow International
Parkway, Marlow
Buckinghamshire, SL7 1YL
Spojené kralovstvi

Attn: Clinical Trial Manager (vedouciho klinického hodnoceni)
Tel.: xxx
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Fax: xxx Fax: xxx
Copy to Legal Counsel: V kopii pro pravniho zastupce:
ALLERGAN Limited ALLERGAN Limited
Ground Floor Marlow International Ground Floor Marlow International
Parkway Parkway
Marlow Marlow
Buckinghamshire SL7 1YL Buckinghamshire SL7 1YL
United Kingdom Spojené kréalovstvi
Attn: Legal Counsel Attn: Legal Counsel
Tel: xxx Tel.: xxx
Fax: xxx Fax: xxx
Notices to the Institution shall be addressed to: Oznameni uréena zdravotnickému zafizeni budou adresovéna na:
Krajska zdravotni a.s. Krajska zdravotni, a.s.
Socialni péce 3316/12A, 401 13, Usti nad Labem, Czech Socialni péce 3316/12A, 401 13, Usti nad Labem, Ceska
Republic republika
Attn: XXX K rukam: xxx
Tel: xxx Tel: xxx
Fax: xxx Fax: xxx

8.3. Termination

8.3.1. This Agreement or any Clinical Trial Exhibit may be §.3. Ukonceni
terminated by either Party, upon immediate prior notice, if any

of the following conditions occur: 8.3.1. Tato smlouva a jakykoliv dodatek o klinickém hodnoceni
mohou byt ukoneny kteroukoli ze smluvnich stran s

okamzitou platnosti na zakladé¢ pisemného piedchoziho

(a) If the authorisation and approval to perform the Trial is oznameni, nastanou-li kterékoli z nasledujicich okolnosti:
withdrawn by the applicable competent authority or

Independent Ethics Committee;
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(b) If animal, human and/or toxicological test results or
business considerations, in the opinion of either the
Sponsor or the Institution, support termination of the
Trial;

(c) If the emergence of any adverse reaction or side effect
with the drug administered or the device employed in the
Trial is of such magnitude or incidence in the reasonable
opinion of either the Sponsor or the Institution to support
termination;

(d) If either Party fails to comply with the terms of this
Agreement upon receipt of written notice of breach from
the other Party and subsequent failure to cure such breach
within twenty (20) days after said written notice of
breach.

(e) If the other Parties breach the provisions of Article 1.12
herein.

This Agreement or any Clinical Trial Exhibit may be
terminated by either Party, upon ten (10) working days prior
written notice if the Principal Investigator or any one of the
Staff that is working on a particular Trial is unwilling or
unable to continue to serve and a successor acceptable to both
the Institution and the Sponsor is not identified within one
calendar month, and, in the case of Staff, the Trial is materially
prejudiced thereby, consistent with Article 1 above.

Except as otherwise indicated in this Article 8.3, this
Agreement or any Clinical Trial Exhibit may be terminated by
the Sponsor for any reason upon one (1) month written notice.

Czech Republic-Krajska zdravotni a.s._ mCTA_final_03Mar2020

8.3.2.

(@) Jestlize pftislusny kompetentni organ nebo nezavisla
etickd komise odebere opravnéni a souhlas provadét
hodnoceni.

(b) Pokud vysledky na zvifatech, lidech nebo vysledky
toxikologickych testd ¢i podnikatelské aspekty podle
nazoru zadavatele nebo zdravotnického zatizeni hovoii
ve prospech ukonceni hodnoceni.

(c) V piipadé¢ vyskytu jakékoli nezadouci reakce nebo
vedlejsiho ucinku u podavaného 1é¢ivého piipravku nebo
prosttedku pouzitého v ramci hodnoceni, kterda ma
takovou intenzitu nebo takovy vyskyt, ktery podle ndzoru
zadavatele nebo zdravotnického zafizeni hovoii ve
prospéch ukonceni.

(d) Nesplni-li kterdkoli ze smluvnich stran podminky této
smlouvy, na zaklad¢ pfijeti pisemného oznameni o
poruseni od druhé smluvni strany a nasledném
nenapraveni tohoto poruseni ve lhité dvaceti (20) dnti od
data pisemného oznameni o poruseni.

(e) Porusi-li jina smluvni strana ustanoveni ¢lanku 1.12 této
smlouvy.

Tato smlouva nebo jakykoliv dodatek o klinickém hodnoceni
mohou byt ukonceny kteroukoli ze smluvnich stran na zakladé
pisemného oznameni zaslaného deset (10) pracovnich dnu
predem, pokud hlavni zkousSejici lékat nebo kterykoliv z
pracovnikd, ktery pracuje na konkrétnim hodnoceni, neni
ochoten nebo schopen pokracovat ve vykonu svych povinnosti
a nebyl stanoven pravni nastupce prijatelny jak pro
zdravotnické zatfizeni, tak pro zadavatele ve lhuté¢ jednoho
kalendainiho mésice, a v pfipadé personalu, pokud je touto
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8.3.4. Within one (1) month after the effective date of termination,
the Sponsor will make payment to the Institution for all
services properly rendered and reasonable non-cancellable
expenses properly expended by the Institution under this
Agreement and the relevant Clinical Trial Exhibit prior to the
effective date of termination, unless the Sponsor objects to any
expenses, in which case, the Parties shall use best efforts to
resolve expeditiously any disagreement.

8.3.5. The Institution will credit or return to the Sponsor any funds
not expended or reasonably obligated by the Institution in
connection with the Trial prior to the effective termination
date of the notice of termination.

8.3.6. Immediately upon receipt of a notice of termination, the
Institution shall stop enrolling Trial subjects into the Protocol
and shall cease conducting procedures on Trial subjects
already enrolled in the Protocol as directed by the Sponsor, to
the extent medically permissible.

8.3.7. Termination of this Agreement or the Clinical Trial Exhibit by
either Party shall not affect the rights and obligations of the
Parties accrued prior to the effective date of the termination.
The rights and duties under Articles 1, 3, 4, 5, 6, 7 and 8
survive the termination or expiration of this Agreement and/or
the relevant Clinical Trial Exhibit.

8.4. Amendments

This Agreement including any Clinical Trial Exhibits may only be
extended, renewed or otherwise amended by the mutual written

Czech Republic-Krajska zdravotni a.s._ mCTA_final_03Mar2020

8.3.3.

8.3.4.

8.3.5.

8.3.6.

8.3.7.

situaci hodnoceni vyrazné ohrozeno, v souladu s ¢lankem 1
vyse.

S vyjimkou, jak je jinak uvedeno v tomto ¢lanku 8.3, mohou
byt tato smlouva nebo jakykoliv dodatek o klinickém
hodnoceni ukonceny zadavatelem z jakéhokoliv divodu na
zakladé pisemného oznameni zaslaného jeden (1) mésic
predem.

Ve lhité jednoho (1) meésice od data ucinnosti ukonceni
provede zadavatel platbu zdravotnickému zatizeni za vSechny
fadné splnéné sluzby a primétené nezrusitelné vydaje radné
vynaloZené zdravotnickym zafizenim podle této smlouvy a
ptislusného dodatku o klinickém hodnoceni pied datem
ucinnosti ukonceni, pokud zadavatel jakékoli tyto vydaje
nezpochybni, kdy v takovém ptipadé smluvni strany vynalozi
maximalni usili na urychlené vyteseni jakéhokoliv rozporu.

Zdravotnické zafizeni zuctuje ve prospéch zadavatele nebo
vrati zadavateli jakékoli financni prostfedky, které nebyly
vynalozeny nebo které zdravotnické zafizeni piiméfené
dluzilo v souvislosti s hodnocenim, pfed datem u¢innosti
ukonceni uvedeném v oznameni o ukonceni.

Neprodlené po prijeti oznameni o ukonceni zdravotnické
zafizeni prestane zatazovat subjekty hodnoceni do protokolu
a prestane provadet postupy a vykony u subjekti hodnocenti,
kteti jiz byli zatazeni do protokolu, podle pokynil zadavatele,
a to v rozsahu ptipustném z lékatského hlediska.

Ukonceni této smlouvy nebo dodatku o klinickém hodnoceni
kteroukoli ze smluvnich stran nemé vliv na prava a zavazky
smluvnich stran vzniklé pred datem G¢innosti ukonceni. Prava
a povinnosti podle ¢lankd 1, 3, 4, 5, 6, 7 a 8 zistavaji v
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consent of Parties hereto or as otherwise provided in this Agreement
and the Clinical Trial Exhibit. The Clinical Trial Exhibit may be added
to, modified, or otherwise amended at the sole discretion of the
Sponsor, although the suggestions of the Institution and/or the
Principal Investigator will be considered in good faith. Upon any
amendment of a Clinical Trial Exhibit, this Agreement shall be
considered to apply to the amended Clinical Trial Exhibit, except the
Sponsor will be responsible for payment of any costs or non-
cancellable obligations properly incurred by the Institution and/or the
Principal Investigator before notification to the Institution and/or the
Principal Investigator of such Clinical Trial Exhibit amendment.

Entire Agreement

This Agreement together with the Clinical Trial Exhibit, including any
appendices, constitutes and contains the entire agreement and final
understanding between the Parties concerning the Trial and all other
subject matters addressed herein or pertaining thereto. This Agreement
together with the Clinical Trial Exhibit is intended by the Parties as a
final expression of their agreement with respect to such terms as are
included herein and, further, is intended by the Parties as a complete
and exclusive statement of the terms of their agreement. This
Agreement together with the Clinical Trial Exhibit supersedes and
replaces all prior negotiations and all prior or contemporaneous
representations, promises or agreements, proposed or otherwise
between the Parties, whether written or oral, concerning the Trial and
all other subject matters addressed herein or pertaining thereto, except
that any and all agreements appended to this Agreement and the
Clinical Trial Exhibit and any prior confidentiality agreements entered
into between the Parties shall be considered incorporated by reference
herein, and to remain in full force and effect. Any representation,
promise or agreement not specifically included in this Agreement and
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8.4.

8.5.

platnosti 1 po ukonceni nebo uplynuti platnosti této smlouvy,
pripadn¢ prislusného dodatku o klinickém hodnoceni.

Upravy

Tato smlouva, véetné jakychkoli dodatki o klinickém hodnoceni,
muze byt rozsifena, obnovena nebo jinak upravena pouze na zaklade
pisemného souhlasu smluvnich stran této smlouvy nebo jak je jinak
uvedeno v této smlouvé a dodatku o klinickém hodnoceni. Dodatek 0
klinickém hodnoceni miize byt pfiddn, upraven nebo jinak zménén
podle vlastniho uvazeni zadavatele, i kdyz navrhy zdravotnického
zatizeni, ptipadné hlavniho zkousSejiciho 1ékafe budou v dobré vife
zvazeny. Pii jakékoli upravé dodatku o klinickém hodnoceni bude tato
smlouva prezkoumana tak, aby odpovidala upravenému dodatku o
klinickém hodnoceni, s tou vyjimkou, ze zadavatel ponese
odpovédnost za uhradu jakychkoli nakladii nebo nezrusitelnych
zavazkl fadné vynalozenych zdravotnickym zafizenim, piipadné
hlavnim zkous$ejicim lékafem ptedtim, nez byla zdravotnickému
zatizeni, ptipadné hlavnimu zkousSejicimu 1ékaii ozndmena predmétna
zména dodatku o klinickém hodnoceni.

Uplné dohoda

Tato smlouva spolecné s dodatkem o klinickém hodnoceni, véetné
jakychkoli doplnki, piedstavuje a obsahuje tplnou dohodu a kone¢né
ujednani mezi smluvnimi stranami tykajici se hodnoceni a vSech
dalsich zalezitosti tykajicich se subjektl oSetfenych touto smlouvou
nebo vztahujicich se k ni. Tato smlouva spolu s dodatkem o klinickém
hodnoceni je smluvnimi stranami chapana jako kone¢né vyjadieni
jejich dohody, pokud se jedna o podminky zahrnuté v této smlouvé, a
dale je smluvnimi stranami minéna jako kompletni a vyluéné
vyjadieni podminek jejich vzajemné dohody. Tato smlouva spolu s
dodatkem o Klinickém hodnoceni nahrazuje a nastupuje na misto
vSech predchozich ujednani nebo soucasnych prohlaseni, prislibd ¢i
dohod navrhovanych nebo jinak uzavienych mezi smluvnimi
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the Clinical Trial Exhibit shall not be binding upon or enforceable
against either Party.

Assignment

Neither Party hereto may assign, cede or transfer any of its rights or
obligations under this Agreement and/or the Clinical Trial Exhibit
without the written consent of the other Party, provided, however, the
Sponsor may assign this Agreement together with the Clinical Trial
Exhibit in whole or in part to any affiliate or subsidiary without
consent of the Institution and/or the Principal Investigator. Subject to
written agreement from Sponsor, Institution may sub-contract a third
party for providing certain services for the purpose of the Trial.
Institution shall remain responsible, and be liable, for subcontractors
and their services, as if they were performed by the Institution.
Sponsor will have no obligation or liability to any permitted
subcontractor.

Relationship with the Institution and its Staff
8.7.1. In the performance of all services hereunder, the Institution
and/or the Principal Investigator shall be deemed to be and
shall be an independent contractor and, as such, shall not be
entitled to any benefits applicable to employees of the
Sponsor.

8.7.2. Any Staff whose services are provided under Article 1 shall
be the employees, agents, sub-contractors, or workers of the
Institution, and shall not be entitled to any benefits applicable
to employees of the Sponsor.
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8.6.

8.7.

stranami, a to bez ohledu na to, zda pisemné ¢i Gstné, v souvislosti s
hodnocenim a vSemi dal$imi zalezitostmi tykajicimi se subjektt
osetfenych touto smlouvou nebo vztahujicich se k ni, s vyjimkou
jakychkoli a veskerych dohod tvoficich pfilohu této smlouvy a
dodatku o klinickém hodnoceni, a jakychkoli pfedchozich smluv o
zachovani mlcenlivosti uzavienych mezi smluvnimi stranami, se
povazuji za zaclenéné do této smlouvy odkazem a zlstavaji v plném
rozsahu platné a uc¢inné. Jakékoli prohlaseni, piislib nebo dohoda,
které nejsou specificky zahrnuty do této smlouvy a dodatku o
klinickém hodnoceni, nejsou zavazné ani vymahatelné od kterékoli ze
smluvnich stran.

Postoupeni

Z4dna ze smluvnich stran této smlouvy nesmi postoupit, cedovat ani
prevést zadna ze svych prav ani zavazkt podle této smlouvy, ptipadné
dodatku o Kklinickém hodnoceni bez pisemného souhlasu druhé
smluvni strany, avSak za ptedpokladu, ze zadavatel mize tuto smlouvu
spolu s dodatkem o klinickém hodnoceni postoupit zcela nebo z¢asti
na kteroukoli ze svych spriznénych ¢i dcefinych spolecnosti bez
pfedchoziho souhlasu zdravotnického zatizeni, pfipadné hlavniho
zkousejiciho 1ékare. Na zaklade pisemného svoleni zadavatele mize
zdravotnické zafizeni subkontrahovat tfeti stranu za ucelem
poskytovani ur¢itych sluzeb pro ucely hodnoceni. Zdravotnické
zafizeni 1 nadale nese odpovédnost a odpovida za subdodavatele a
jejich sluzby, jako kdyby byly provadény zdravotnickym zaiizenim.
Zadavatel nema povinnost ani zavazek vi¢i zadnému subdodavateli, k
jehoz subkontrahovani svolil.

Vztah ke zdravotnickému zatizeni a jeho personalu
8.7.1. V ramci vykonu veSkerych sluzeb podle této smlouvy se

zdravotnické zafizeni, pfipadné hlavni zkousSejici lékaft
povazuji za nezavislého dodavatele, a tedy nejsou opravnéni k
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Archiving

In accordance with European legislative requirements the Institution
shall retain all essential documents relating to the conduct of the Trial
until further notification by the Sponsor. Essential documentation is
defined as study specific documents relating to the Trial Master File
(the “Trial Master File”). The Institution shall archive essential
documentation relating to the Trial under conditions that will preserve
their integrity throughout the required period of retention and shall
make available such documentation to the competent authorities upon
request. Source data will be archived by the Institution for no less than
five (5) years in accordance with GCP Directive 2005/28/EC and
thereafter in accordance with relevant national legislation or the
Institution’s policies (whichever are the greater requirement).

Delivery to the Sponsor of Unused Materials

Upon termination or completion of the Trial, all compounds, drugs,
devices, case report forms, whether or not completed and other related
materials that were furnished to the Institution by or on behalf of the
Sponsor shall be promptly returned to the Sponsor at the Sponsor’s
expense.

Waiver

No waiver of any term, provision or condition of this Agreement and
the Clinical Trial Exhibit whether by conduct or otherwise in any one
or more instances shall be deemed to be or construed as a further or
continuing waiver of any such term, provision or condition, or of any
other term, provision or condition of this Agreement.
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8.8.

8.9.

zadnym vyhodam, které jsou urCeny zaméstnancim

zadavatele.

8.7.2. Jakykoliv persondl, jehoz sluzby jsou poskytovany podle
¢lanku 1, tvofi pracovnici, zprostiedkovatelé, subdodavatelé
nebo zaméstnanci zdravotnického =zatizeni, ktefi nejsou
opravnéni k zadnym vyhodam poskytovanym zaméstnanctim
zadavatele.

Archivace

V souladu s pozadavky evropské legislativy bude zdravotnické
zafizeni uchovéavat veskeré zasadni dokumenty vztahujici se k
provadéni hodnoceni az do dal§iho pokynu zadavatele. Mezi zasadni
dokumenty patii dokumenty vztahujici se ke studii tykajici se
zakladniho dokumentu klinického hodnoceni Trial Master File (dale
oznacovaného jako “zakladni dokument klinického hodnoceni”).
Zdravotnické zatizeni bude archivovat zasadni dokumentaci tykajici
se hodnoceni za podminek, které zachovaji jeji neporuseny stav v
prabéhu pozadované doby uchovani, a na vyzadani zpfistupni tuto
dokumentaci kompetentnim organim. Zdrojova data budou
zdravotnickym zafizenim archivovana po dobu nejméné péti (5) let v
souladu smérnici Komise 2005/28/ES, kterou se stanovi zasady a
podrobné pokyny pro spravnou klinickou praxi, a dale v souladu s
prislusnou vnitrostatni legislativou nebo zasadami zdravotnického
zatizeni (podle toho, které pozadavky jsou ptisnéjsi).

Doruceni nepouzitého materialu zadavateli

Pt#i ukonceni nebo dokonceni hodnoceni budou veskeré slouceniny,
1éky, ptistroje a zdznamy subjektu hodnoceni (Case Report Form), bez
ohledu na to, zda vyplnéné ¢i nikoli, a dal$i materialy, které byly
poskytnuty zdravotnickému zafizeni zadavatelem nebo jeho jménem,
neprodlené vraceny zadavateli na naklady zadavatele.
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Counterparts

This Agreement may be executed in two counterparts each of which
shall be deemed an original but all of which taken together shall
constitute one and the same instrument. If so acceptable per
Applicable Law (defined below), signatures to this Agreement
transmitted by email, portable document format (.pdf) or by any other
electronic means intended to preserve the original graphic and
pictorial appearance of this Agreement shall have the same effect as
the physical delivery of the paper document bearing the original
signatures.

Applicable Law and applicable language

This Agreement shall be governed by and construed in accordance
with the laws of Czech Republic (“Applicable Law”).

In case of any discrepancy between the English and the Czech
versions, the Czech version shall prevail when construing the
Agreement.
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8.10.

8.11.

8.12.

Prominuti

Zadné prominuti jakékoli lhiity, ustanoveni nebo podminky této
smlouvy a dodatku o klinickém hodnoceni, bez ohledu na to, zda
jednanim ¢&i jinak, v jakémkoliv ¢i vicero pfipadech, nezaklada, a ani
nesmi byt vykladano jako dal$i nebo pokracujici prominuti této lhity,
ustanoveni nebo podminky, ani zadné jiné lhlty, ustanoveni nebo
podminky této smlouvy.

Stejnopisy

Tato smlouva mize byt vyhotovena ve dvou stejnopisech, pricemz
kazdy z téchto stejnopisii predstavuje original, ale vSechny dohromady
tvoti jediny a tentyz pravni dokument. Je-li to pripustné podle
rozhodného prava (definovaného nize), podpisy této smlouvy zaslané
elektronickou postou v ,,ptenosném dokumentovém formatu* (,,PDF*)
nebo jakymikoli jinymi elektronickymi prosttedky urCenymi k
uchovani originalniho grafického a obrazového vzhledu této smlouvy
maji stejny ucinek jako fyzické doruceni tisténého dokumentu s
originalnimi podpisy.

Rozhodné pravo a rozhodny jazyk
Tato smlouva se Fidi a vyklada v souladu se zakony Ceské republiky
(dale ozna¢ovanymi jako ,,rozhodné pravo*).

V piipadé rozpori mezi anglickou a ¢eskou verzi ma pti vykladu
smlouvy piednost ¢eska jazykova verze.
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AGREED by the Parties through their authorised signatories:

DOHODNUTO mezi smluvnimi stranami prostfednictvim jejich zastupct opravnénym k podpisu této smlouvy:

Signed by Syneos Health UK Limited on behalf of ALLERGAN
LIMITED / Podepsano spole¢nosti Syneos Health UK Limited
jménem spolecnosti ALLERGAN LIMITED

Signature / Podpis:

Print name / Jméno tiskacim pismem: Xxx

Title / Funkce: XXX

Date / Datum:

Czech Republic-Krajska zdravotni a.s._ mCTA_final_03Mar2020

Signed on behalf of INSTITUTION/ - ]
Podepsano jménem ZDRAVOTNICKEHO ZARIZENI

Signature / Podpis:

Print name / Jméno tiskacim pismem:

Title / Funkce:

Date / Datum:
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Abbreviated Privacy and Data Protection Addendum

Except as modified and supplemented herein, all terms of the Agreement shall
remain the same and in full force and effect. In the event of a conflict between
the terms of this Abbreviated Privacy and Data Protection Addendum
(hereinafter referred to as “Addendum”) and the terms of the Agreement, the
terms of this Addendum shall prevail and control.

For purposes of this Agreement, ‘“Personal Data” means any type of
information disclosed to, or otherwise received by Institution in connection
with this Agreement, that (alone or when used in combination with other
information within Institution’s direct control) directly or indirectly relates to
an identified or identifiable individual.

In view of the nature of the Trial and the obligations of the Sponsor,
Institution agrees to process (i.e., any operation or set of operations performed
upon Personal Data, whether or not be automatic means) Personal Data in
accordance with all applicable laws (e.g., any statute, law, treaty, rule, code,
ordinance, regulation, permit, interpretation, certificate, judgement, decree,
injunction, writ, order, subpoena, or like action of a governmental authority
that applies).

Institution represents and warrants that it has developed and implemented,
and that it maintains, monitors, and uses appropriate administrative,
technical, and physical security measures, safeguards, procedures, and
practices to protect the confidentiality, integrity, and availability of all
Personal Data against a Security Incident (“Security Incident”) (i.e., any
unauthorized, accidental, or unlawful loss, acquisition, modification, use,
destruction, alteration, disclosure, transfer, transport, or access of Personal
Data). Upon Sponsor’s written request, Institution shall provide documentary
verification of its compliance with all Applicable Laws, specifically its
security and data protection measures.
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Zkricena verze Dodatku smlouvy o ochrané dat a soukromi

S vyjimkou zmén a dopliikd provedenych v tomto dokumentu zlstavaji veskeré
ostatni podminky smlouvy neménné a v plné platnosti a ucinnosti. V ptipadé
rozporu mezi podminkami této zkracené verze Dodatku smlouvy o ochrané dat
a soukromi (dale jen ,dodatek*) apodminkami smlouvy maji pifednost
podminky tohoto dodatku.

Pro ucely této smlouvy ,,0sobni idaje‘ oznacuji jakékoli informace poskytované
zdravotnickému zafizeni nebo jim jinak ziskané v souvislosti s touto smlouvou,
které pii pouziti (samostatné nebo ve spojeni s jinymi informacemi, nad nimiz
maji zdravotnické zafizeni pfimou kontrolu), mohou slouzit k identifikaci,
lokalizaci nebo kontaktovani fyzické osoby.

Vzhledem k povaze klinického hodnoceni a povinnosti zadavatele /zdravotnické
zafizeni souhlasi, Ze bude zpracovavat (tzn. provadét jakykoliv tikon nebo fadu
ukonil s osobnimi udaji) osobni udaje ve shodé se vsemi piislusnymi zakony (t;.
stanovami, zakony, smlouvami, pravidly, kodexy, nafizenimi, piedpisy,
smérnicemi, povolenimi, interpretacemi, certifikaty, rozsudky, ustanovenimi,
soudnimi vynosy, ptikazy, pfedvolanimi nebo podobnymi kroky ptislusného
statniho organu).

Zdravotnické zafizeni se zarucuje, ze vyvinulo, a zavedlo, zajist'uje, monitoruje
a pouzivd odpovidajici administrativni, technicka a fyzicka bezpeénostni
opatieni, pojistné mechanizmy, procedury a postupy za ucelem ochrany
davérnosti, neporusenosti a dostupnosti veskerych osobnich udaji proti
bezpe¢nostnim incidentim (dale jen ,,bezpecnostni incident®) (tzn. jakékoliv
neautorizované, nahodné nebo nezakonné ztraté, akvizici, modifikaci, uziti,
zniceni, zmeéné, poskytnuti, pfevodu, transportu nebo zptistupnéni osobnich
udaji). Zdravotnické zafizeni na pisemnou zadost zadavatele predlozi
dokumentaci potvrzujici jeho soulad s veSkerymi platnymi zakony, obzvlasté
ohledné bezpec¢nostnich opatieni a opatfeni na ochranu dat.
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Institution shall process Personal Data solely for the purposes of performing,
and only to the extent necessary to perform its obligations under the
Agreement, or as otherwise authorized in writing by Sponsor. /Institution
shall not transfer, disclose, use, transport, store, or in any manner Process,
internally or via third parties, the Personal Data across any national borders
or permit remote access to the Personal Data from any employee, affiliate,
contractor, service provider or other third party, unless such transfer or remote
access is specifically permitted in the processing instructions provided to
them by Sponsor, or it has the prior written consent of Sponsor for such
transfer and access.

Institution shall not disclose, transfer, transport, or provide access to Personal
Data to any third party unless such disclosure is necessary for performance
under the Agreement and provided that such third party is fully bound in a
written agreement by obligations at least as restrictive as those contained
herein. Institution shall remain responsible to Sponsor for all processing of
Personal Data undertaken by such third party and Institution shall remain
responsible for any harm caused by such third party to the same extent as if
Institution caused such harm themselves, except to the extent Institution’s
disclosure of Personal Data to such third party is required or otherwise
requested by Sponsor.

Patient Personal Data communicated to the Sponsor shall be de-
identified/anonymized by means of a double encoding system so that the
information Sponsor obtains cannot be linked in any manner to an identifiable
or identified person.

Institution agrees and is responsible to respond to and manage data subject rights
requests from Study Subjects in accordance with Data Protection Laws
requirements and timeframes. Parties will allow the data subject the right of
access of their personal data which have been collected, and to exercise that right
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Zdravotnické zafizeni bude zpracovavat osobni Udaje pouze za GCelem plnéni
a pouze Vv rozsahu nutném pro plnéni svych povinnosti v ramci této smlouvy,
nebo jak mu jinak pisemné povolil zadavatel. Zdravotnické zatizeni nebude
predavat, poskytovat, pouzivat, pfepravovat, uchovavat ani jinak zpracovavat,
at’ uz intern¢ ¢i prostfednictvim tietich osob, osobni tidaje mimo statni hranice,
ani nepovoli vzdaleny piistup k osobnim udajim ze strany 2zadného
zaméstnance, pridruzeného subjektu, smluvniho partnera, poskytovatele sluzeb
nebo jiné tfeti osoby, pokud takové ptedani nebo vzdaleny pfistup nejsou
vyslovné povoleny v pokynech pro zpracovani, které mu byly poskytnuty
zadavatelem, nebo pokud nema pro takové piedani ¢i piistup predchozi pisemny
souhlas zadavatele.

Zdravotnické zatizeni nebude poskytovat, pfedavat ¢i prenaset osobni udaje, ani
k nim neumozni pfistup zadné tieti osobé, neni-li takové poskytnuti nezbytné
pro plnéni této smlouvy, a i poté pouze za predpokladu, Ze je tato tieti osoba
pisemnou smlouvou plné vdzana povinnostmi pfinejmensim tak omezujicimi,
jako jsou povinnosti uvedené v tomto dokumentu. Zdravotnické zafizeni bude
i nadale zodpovidat zadavateli za veSkeré zpracovani osobnich tidaji provadéné
takovouto tieti osobou a zdravotnické zafizeni bude i nadale zodpovidat za
veskerou skodu zpisobenou takovouto tfeti osobou ve stejném rozsahu, jako by
ji zpusobilo samo; vyjimkou jsou piipady, kdy je poskytnuti osobnich tdaji
zdravotnickym zafizenim takovéto téeti osobé vyzadano nebo jinak pozadovano
zadavatelem.

Osobni Udaje pacientii pfedavané zadavateli budou zbaveny identifikatori
totoznosti/anonymizovany prostfednictvim dvojitého systému kodovani tak,
aby udaje, které zadavatel dostane, nebylo Ize zadnym zplsobem spojit s
identifikovatelnou nebo identifikovanou osobou.

Zdravotnické zaiizeni souhlasi a odpovidd za zodpovézeni a spravu zadosti
studijnich subjekti o prava subjektu Udaji v souladu s pozadavky zdkont O
ochrang Gdaji a casovym ramcem. Strany umozni subjektu udajt pravo na pristup
ke svym shromazdénym osobnim Gdajim a uplatnit toto pravo na opravu nebo
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to rectification or erasure of personal data, the right to data portability in
accordance with applicable law.

Institution shall notify Sponsor of any suspected Security Incident
immediately upon discovery of the Security Incident, but in no event more
than 48 hours after Institution reasonably believe(s) a Security Incident has
occurred. As part of such notification, Institution shall, to the extent known
or can be reasonably determined, identify: (i) the specific Personal Data
subject to the Security Incident; (ii) the nature of the unauthorized access,
loss, use and/or disclosure; (iii) the person(s) involved in the Security
Incident; (iv) the actions taken (or to be taken) by Institution to mitigate any
deleterious effect of the Security Incident; and (v) the corrective actions taken
(or to be taken) by Institution to prevent any future Security Incident. In
addition, Institution shall provide to Sponsor such other information as
reasonably requested by Sponsor.

In connection with any suspected Security Incident, Institution shall, at its
sole cost and expense, be responsible for: (i) investigating the Security
Incident; (ii) promptly taking all actions necessary or reasonably requested
by Sponsor to mitigate the resulting damages; and (iii) providing all consumer
notices and/or credit monitoring required by law or appropriate under the
circumstances, provided that Sponsor will determine, in its sole discretion, if
any individual(s) should be notified of the Security Incident. At no cost to
Sponsor, Institution will cure any Security Incident.
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vymaz osobnich Udaju, prdvo na prenositelnost Gdaja v souladu s platnymi
pravnimi predpisy.

Zdravotnické zafizeni zadavateli oznami jakékoli podezieni na bezpecnostni
incident po jeho zjisténi, ale vkazdém pifipadé do 48 hodin poté, co
zdravotnické zafizeni odlivodnéné zjisti, Ze k bezpecnostnimu incidentu doslo.
V rdmci tohoto ozndmeni zdravotnické zatizeni v rozsahu, ve kterém si je
védomo nebo ktery 1ze pfimétené urcit, oznaci: (i) konkrétni osobni udaje, jichz
se bezpeCnostni incident tyka; (ii) povahu neopravnéného pfistupu, ztraty,
pouziti a/nebo poskytnuti; (iii) osobu/osoby podilejici se na bezpecnostnim
incidentu; (iv) opatieni pfijatd (nebo jez budou pfijata) zdravotnickym
zafizenim ke z mirnéni jakéhokoli skodlivého ucinku bezpecnostniho incidentu;
(v) napravna opatieni piijata (nebo jez budou pfijata) zdravotnickym zatfizenim,
aby se zabranilo budoucimu bezpe¢nostnimu incidentu. Zdravotnické zafizeni
navic poskytne zadavateli dalsi informace, které muze zadavatel odivodnéné
pozadovat.

V souvislosti s jakymkoli podezienim na bezpe¢nostni incident zdravotnické
zafizeni bude na vlastni naklady zodpovidat za: (i) vySetfeni bezpecnostniho
incidentu; (ii) okamzité ptijeti veskerych opatfeni nezbytnych nebo odivodnéné
pozadovanych zadavatelem ke zmirnéni néslednych Skod; (iii) poskytnuti
veskerych ozndmeni spotfebitelim a/nebo sledovani povésti vyzadované
zakonem nebo vhodné za danych okolnosti, pficemz zda je o
bezpec¢nostnim incidentu nutno informovat néjakou osobu/osoby, urc¢i dle svého
uvazeni zadavatel. Zdravotnické zafizeni odstrani jakykoliv bezpecnostni
incident bezplatn€ ve vztahu k zadavateli.
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