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THIS CLINICAL TRIAL AGREEMENT (“Agreement”) is made TATO SMLOUVA O KLINICKEM HODNOCENI (dale jen ,;smlouva“) se

BETWEEN: uzavira MEZI:

Allergan Limited, a company registered in England & Wales (registered Allergan Limited, spolec¢nosti zaregistrovanou v Anglii a Walesu (pod
company number 1049760) whose registered office is at Ground Floor registratnim Cislem 1049760) se sidlem na adrese Ground Floor Marlow
Marlow International, Parkway, Marlow, Buckinghamshire, SL7 1YL, United  International, Parkway, Marlow, Buckinghamshire, SL7 1YL, Spojené kralovstvi
Kingdom (hereinafter referred to as the “Sponsor”); (dale oznacovanou jako ,,zadavatel*);

and a

THOMAYEROVA NEMOCNICE having a place of business at Videnski THOMAYEROVA NEMOCNICE se sidlem na adrese Videniska 800, 140 59
800, 140 59, Praha 4, Czech Republic, represented by doc. MUDr. Zden¢k Praha 4, Ceska republika, zastoupena doc. MUDr. Zdeitkem BeneSem, CSc.,
Benes, CSc., director, a state-funded organization, established by the Ministry  feditelem, statni ptispévkova organizace ziizena rozhodnutim ministra
of Health of the Czech Republic, the full text of the establishment document ref.  zdravotnictvi CR, Gplné znéni zfizovaci listiny &.j. MZDR 17268-1V/2012,
no. MZDR 17268-1V/2012, Registered in Commercial Register of the zapsana v obchodnim rejsiiku Méstského soudu v Praze, oddil Pr, vlozka 1043,
Municipal Court in Prague, Section Pr, insert 1043, Company ID 00064190, ICO 00064190, DIC CZ00064190 (dale oznatovanou jako ,,zdravotnické
Tax ID: CZ00064190 (hereinafter referred to as the “Institution”); zafizeni‘);

and a

with business address at Videtiska 800, || GGG s 2orcsou pracovists Videiiskd 800, 140

140 59, Praha 4, Czech Republic (hereinafter referred to as the “Principal 59 Praha 4, Ceské republika (dale oznaGovanym jako ,hlavni zkousejici 16kat).
Investigator™).

Each referred to as a “Party” and together as the “Parties”. Jednotlivé dale oznacované jako ,,smluvni strana“ a spole¢né jako ,,smluvni
strany*‘.
WHEREAS: VZHLEDEM K TOMU, ZE:
A The Sponsor is engaged in research and development of pharmaceutical A. Zadavatel se angazuje ve vyzkumu a vyvoji farmaceutickych vyrobk.
products.
B. The Sponsor wishes to engage the Institution and Principal Investigator B. Zadavatel si pfeje zapojit zdravotnické zatizeni a hlavniho zkousSejiciho
to carry out the research program as set out below. lékare za ucelem provadéni vyzkumného programu, jak je uvedeno nize.
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C. The Parties wish to document the terms and conditions of such
engagement in the manner set out below.

D. The Sponsor has engaged Syneos Health, LLC, with principal offices
located at 1030 Sync Street, Morrisville, North Carolina 27560 USA,
including its affiliates and subsidiaries, (,,CRO*“) acting as an
independent contractor, to act on behalf of Sponsor for the purposes of
transferring certain obligations in connection to this Agreement, said
obligations including negotiation of this Agreement and CRO signing
on behalf of Sponsor.

NOW THEREFORE, THE PARTIES AGREE AS FOLLOWS:
1. SCOPE OF WORK AND SUBJECT NUMBERS

1.1.  The Institution together with the Principal Investigator shall carry out
the research Trial:
3101-303-002 (“Protocol™)
A phase 3, multicenter, randomized, double-blind, placebo-
controlled, parallel-group study to evaluate the efficacy, safety, and
tolerability of atogepant for the prevention of chronic migraine
(Progress) (“Trial”):

1.2, This Trial will use "competitive enrolment” such that enrolment will
close once the total numbers of subjects are enrolled globally. The
numbers of subjects to be determined at Sponsor’s sole discretion; no
promises or guarantees have been made as to the total number of
subjects that will be allowed to enrol at this Institution. If Sponsor
authorizes the Principal Investigator or the Institution in writing to enrol
additional subjects the total maximum compensation in this Agreement
will be amended to reflect those additional subjects. For such
amendment to take effect, only the Sponsor’s signature is required.

1.3.  The Institution and Principal Investigator shall be responsible for the
direction of the Trial in accordance with all laws and regulations

C. Smluvni strany si preji zdokumentovat smluvni podminky tohoto
zapojeni, jak je uvedeno nize.

D. Zadavatel subkontrahoval spole¢nost Syneos Health, LLC, s hlavnim
sidlem na 1030 Sync Street, Morrisville, North Carolina 27560 USA,
vcetné jejich sptiznénych a dcefinych spolecnosti, (dale oznacovanou jako
,CRO"), jednajici jako nezavisly dodavatel, aby jednala jménem
zadavatele pro ucely prevodu urcitych zavazkii souvisejicich s touto
smlouvou, pfi¢emz tyto zavazky zahrnuji jednani o této smlouve a uvadéni
podpisu CRO jménem zadavatele.

PROTO SE SMLUVNI STRANY DOHODLY NASLEDOVNE:
1. ROZSAH PRACI A POCTY SUBJEKTU

1.1 Zdravotnické zafizeni spolecné s hlavnim zkousejicim lékafem provedou
vyzkumné hodnoceni
3101-303-002 (dale jen ,,protokol®)
Multicentrické, randomizované, dvojité zaslepené, placebem
kontrolované klinické hodnoceni faze 3 s paralelnimi skupinami k
vyhodnoceni ucinnosti, bezpeénosti a snasenlivosti atogepantu pri
prevenci chronické migrény (PROGRESS) (dale jen ,,hodnoceni®)

1.2. Toto hodnoceni bude pouzivat ,kompetitivni zatazovani“, kdy toto
zatazovani subjektl do hodnoceni bude uzavieno, jakmile bude v
globalnim métitku dosazen celkovy pocet subjektii. PocCet subjektt stanovi
vyhradné podle svého uvazeni zadavatel. Tomuto pracovisti nebyl dan
zadny prislib ani zaruky, pokud se jedna o celkovy pocet subjektt, kterym
bude dovoleno, aby byli zafazeni do hodnoceni. Povéfi-li zadavatel
pisemné hlavniho zkousSejiciho lékafe nebo zdravotnické zafizeni, aby
zaradili dalsi subjekty, bude celkova maximalni vySe odmény uvedena v
této smlouvée upravena tak, aby odpovidala témto dodatecn€ zatazenym
subjektim. Tato uprava nabyva ucinnosti podpisem zadavatele.

1.3. Zdravotnické zafizeni a hlavni zkousejici 1ékat ponesou odpovédnost za
fizeni hodnoceni v souladu se vSemi zakony a piedpisy, které se vztahuji
na provadéni klinickych hodnoceni v Ceskéa republika, metodickymi
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1.4.

1.5.

1.6.
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applicable to the performance of clinical trials in Czech Republic and
the guidelines of the Ministry 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, 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 and Principal Investigator 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 the attachment 1 “Budget and Payment Terms” of this Agreement
(hereinafter “Attachment 17).

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

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

1.6.2 Inform the Sponsor in a timely manner of any regulatory

authority inspection;

1.4.

1.5.

1.6.

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

Pokud z jakéhokoliv diivodu nebude hlavni zkousSejici 1ékat ochoten
anebo schopen pokracovat ve vykonu funkce hlavniho zkousejiciho 1ékate
a nebude-li k dispozici pravni nastupce pfijatelny jak pro zdravotnické
zafizeni, tak pro zadavatele ve lhut¢ jednoho (1) kalendainiho mésice,
muze byt tato smlouva ukoncena na zdkladé pisemné vypovédi s
vypovéedni lhiitou deset (10) pracovnich dnd, jak stanovi ¢lanek 8.3.

Zdravotnické zafizeni a hlavni zkousSejici 1ékar dale poskytnou sluzby
veSkerého personalu potiebné k provedeni hodnoceni v souladu s
podminkami této smlouvy (dale oznacovaného jako ,,personal®) po dobu
trvani hodnoceni. Naklady na personal budou zahrnuty do c¢astky splatné
zdravotnickému zatizeni, ptipadné hlavnimu zkousejicimu Iékati podle
¢lanku 3, a v souladu s tim, co je uvedeno v priloze 1 ,,Rozpocet a platebni
podminky* této smlouvy (dale oznacované jako ,,priloha 1°).

Zdravotnické zatizeni a hlavni zkousejici Iékat garantuji, Ze budou jednat
v souladu se vSemi zavazky tykajicimi se vedeni zaznamid a podavani
zprav, které stanovi GCP, bez omezeni a zejména:

1.6.1. Opravni zadavatele k provadéni Seteni a kontrol v pfislusnych
prostorach zdravotnického zafizeni a zdznami o provadéni
hodnoceni a celkového dodrzovani vSech platnych zdkond a
predpist;

1.6.2.

Budou véas informovat kontrole

regulacniho orgéanu;

zadavatele o jakékoli
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1.7.

1.8.

1.9.

1.10.
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1.6.3 Inform the Sponsor immediately and no later than 24 hours of
all serious adverse events that occur during the Trial; and
1.6.4 Inform the 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 and Principal Investigator represent and warrant that
they 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 and Principal Investigator also agree that, during the
term of this Agreement, they will not undertake any obligations which
will conflict with their obligations under this Agreement.

The Institution and Principal Investigator represent and warrant that
there are appropriate agreements in place with any co-investigator(s)
and other staff working on the Trial that are consistent with the terms of
this Agreement.

1.7.

1.8.

1.9.

1.10.

1.6.3. Neprodlen¢ a nejpozdeji ve lhateé 24 hodin, budou informovat
zadavatele o veSkerych zavaznych nezddoucich ucincich, které se
objevi v prib&hu hodnoceni, a

1.6.4. Neprodlen¢ budou informovat zadavatele o vSech poruSenich

GCP, ptipadné odchylkadch od protokolu, které mohou narusit
bezpecnost nebo fyzickou ¢i dusevni integritu subjektti hodnoceni
nebo které mohou ovlivnit védeckou hodnotu hodnoceni.

Vsichni klinicti zkouSejici 1ékafi zapojeni do hodnoceni a jednajici
jménem zdravotnického zatizeni, v€etné hlavniho zkousejiciho 1ékare, se
zavazuji k poskytnuti Uplného zptistupnéni informaci o finan¢nich
zajmech, pokud takové zajmy existuji, a to v souladu s platnymi
americkymi predpisy a ptedpisy EU. VSichni tito klini¢ti zkousejici lékati
se dale zavazuji aktualizovat informace o finan¢nich zajmech podle
potfeby béhem doby platnosti této smlouvy, dojde-li ke zmén¢ téchto
finan¢nich zajma.

Zdravotnické zatizeni a hlavni zkousSejici 1ékar prohlasuji a garantuji, ze
se na zdravotnické zafizeni ani hlavniho zkousejiciho 1ékate nevztahuji
zadna omezeni, pokud se jedna o jejich zplisobilost uzavtit tuto smlouvu
a plnit zdvazky z ni vyplyvajici, a Ze povinnosti a zavazky, které na sebe
zdravotnické zatizeni a hlavni zkousejici 1ékat berou podle této smlouvy,
nejsou v rozporu s zadnymi jinymi zévazky zdravotnického zafizeni,
ptipadné hlavniho zkousejiciho 1ékare.

Zdravotnické zafizeni a hlavni zkousSejici 1ékar se také zavazuji, Ze béhem
doby platnosti této smlouvy na sebe nevezmou zadné zavazky, které by
byly v rozporu s jejich zavazky podle této smlouvy.

Zdravotnické zatizeni a hlavni zkousejici 1ékat prohlasuji a garantuji, ze
maji uzavreny ptislusné smlouvy s jakymkoliv spoluzkousejicim Iékaiem
/ jakymikoli spoluzkousejicimi 1ékafi a dal§im personalem pracujicim na
hodnoceni, které jsou konzistentni s podminkami této smlouvy.
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1.11.
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Institution acknowledges that they have read, understood and agrees to  1.11.

comply with the spirit of the Business Partner Code (“BP Code”)
located at https://www.allergan.com/about/supplier-relations/code-of-
conduct, which may be amended from time to time. Should Institution
become aware of any breach of the Allergan BP Code by Allergan staff
or others providing services to or for Allergan, Institution is encouraged
to report the breach to Allergan and may do so anonymously, without
fear of retaliation by filing a report through the Allergan Integrity
Action Line which is managed by an independent third party
company. The report may be made at http://speakup.allergan.com/ or
by calling the telephone number which is available for each country at
http://speakup.allergan.com/. Institution agrees to comply with all
applicable laws, rules, regulations, decrees and/or official governmental
orders of the United Kingdom, the United States of 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

Zdravotnické zatizeni potvrzuje, ze si precetlo, porozumélo a zavazuje se,
ze bude dodrzovat smysl Kodexu chovani obchodniho partnera (Business
Partner Code) (dale jen ,,Kodex OP*), ktery je k dispozici na webové
strance https://www.allergan.com/about/supplier-relations/code-of-
conduct a jehoZ znéni muze podléhat zménam. Pokud se Zdravotnické
zafizeni dozvi o poruSeni Kodexu OP ze strany zaméstnanct Allerganu
nebo jinych osob poskytujicich sluzby spolecnosti Allergan nebo pro
Allergan, Zdravotnické zafizeni je vyzyvano, aby toto poruseni oznamilo
Allerganu, coz miiZze ufinit anonymné, bez strachu z protiopatieni,
podanim zpravy prostfednictvim linky Allergan Integrity Action Line,
ktera je tizena nezavislou tfeti stranou. Zpravu lze podat na webovych
strankach http://speakup.allergan.com/ nebo telefonicky na ¢isle, které je
uvedeno pro kazdou zemi na strankach http://speakup.allergan.com/.
Zdravotnické zatizeni se zavazuje, Ze bude po vSech strankach dodrzovat
vSechny pfislusné zékony, pravidla, ptedpisy, vyhlasky a/nebo oficialni
vladni nafizeni Spojeného kralovstvi, Spojenych statdi americkych a
Ceské republiky vztahujici se k boji proti korupci a prani §pinavych penéz
a piijme odpovidajici interni postupy pro monitorovani a zachovani
tohoto souladu s ptedpisy, které zadavatel bude mit pravo provétit na
zakladé primereného upozornéni. Bez dopadu na vSeobecnou platnost
vyse uvedeného bude kazda strana vzdy jednat eticky a neprovede piimo
ani neptimo zadnou platbu ani neposkytne nic hodnotného zadné osobg,
véetné mimo jiné vladnimu nebo jinému tfednimu Ciniteli, za ucelem
ovlivnéni této osoby nebo ¢initele nebo za ucelem ziskani nebo zachovani
obchodu. V souvislosti s plnénim této smlouvy a transakcemi
zamySlenymi v rdmci této dohody ani v souvislosti s jinymi obchodnimi
transakcemi s Gcasti zadavatele, zadna cast jakékoli platby provedené na
zaklad¢ této dohody nebude pouzita k ziskani, ovlivnéni nebo odméné za
udéleni této dohody nebo k jakékoli nedovolené vyhod¢ nebo
nedovolenému Gcéelu nebo tam, kde by bylo pro danou osobu nepfipustné
prijmout takovou vyhodu.

Smluvni strany se zavazuji, Ze v souvislosti s touto smlouvou budou jak
ony, tak kazdd z jejich pridruzenych spolecnosti a subdodavateli
aplikovat G¢inné 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 tii (3) let od data uplynuti jeji
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https://nam04.safelinks.protection.outlook.com/?url=http://speakup.allergan.com/&data=01|01|Yusra.Kayani@allergan.com|27b9149e08884fd2674408d76c457b3a|4b79823aaef849faa34cb4ba59e8afd9|0&sdata=6ooFOxMbtcl26Y37s5kvYPsCjXTlvFrn5PQwsC8/dZU=&reserved=0

1.12.

1.13.
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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 will
be prevented, detected and deterred.

Sponsor may terminate this Agreement with immediate effect upon
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 1.11 of this Agreement.

Anti-Facilitation of Tax Evasion. Each Party shall comply with the
requirements of all applicable laws, rules, regulations, decrees and/or
official governmental orders of the United Kingdom and Czech
Republic of provision of services] relating to anti-tax evasion, namely
but not limited to the UK Criminal Finances Act 2017, in all respects
and shall adopt adequate internal procedures to monitor and maintain
such compliance and which procedures the Sponsor shall be entitled to
audit upon reasonable notice. Additionally, Institution shall promptly
report to the Sponsor any request or demand from a third party to
facilitate the evasion of tax within the meaning of Part 3 of the Criminal
Finances Act 2017 and subsequently, provide the Sponsor with such
supporting evidence of compliance as the Sponsor may reasonably
request.

Institution shall ensure that any person associated with Institution who
is performing services and providing goods in connection with this
agreement does so only on the basis of a written contract which imposes
on and secures from such person terms equivalent to those imposed on
Institution in this agreement. Institution shall be responsible for the
observance and performance by such persons and shall be directly liable
to the Sponsor for any breach by such persons of any of these terms.

1.12.

1.13.

platnosti nebo ukonceni platnosti knih, zdznamu a uctd, které primétené
podrobnym zptisobem, piesné 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 pfimefené zaruky, ze nedojde k poruseni
ptislusnych zdkond pro boj proti korupci, ¢i ze bude zjiSténo takové
poruseni a Ze budou piijata opatieni k naprave.

Zadavatel mize ukoncit tuto smlouvu s okamzitym ucinkem na zékladé
oznameni a bez povinnosti platit jakoukoli odménu, kompenzaci ¢i
nahradu $kody, a to kdykoliv, dojde-li k poruseni ustanoveni 1.11 této
smlouvy zdravotnickym zafizenim, pfipadné¢ hlavnim zkousejicim
lékatem.

Boj proti dafiovym tinikim. Kazda strana bude po vSech strankach plnit
pozadavky vSech platnych zakoni, ptedpisii, natizeni, vyhlaSek a/nebo
oficialnich vladnich natizeni Spojeného kralovstvi a Ceské republiky
vztahujicich se k daniovym Unikiim, zejména, ale nikoli vyhradné zakona
o vynosech z trestné Cinnosti Spojeného kralovstvi z roku 2017 (UK
Criminal Finances Act), a pfijme odpovidajici interni postupy pro
sledovani a zachovani tohoto legislativniho souladu, které Zadavatel bude
mit pravo provéefit na zakladé pfimeéfeného upozorneéni. Zdravotnické
zatizeni navic neprodlené nahlasi Zadavateli jakoukoli Zadost nebo
pozadavek tfeti strany vznesenou za i¢elem napomahani danovému uniku
ve smyslu ¢asti 3 zminéného zadkona o vynosech z trestné ¢innosti z roku
2017 Spojeného kralovstvi, a nasledné poskytne Zadavateli takové diikazy
o legislativnim souladu, které si Zadavatel muze divodné vyzadat.

Zdravotnické zatizeni zajisti, aby kazda osoba spojena se Zdravotnickym
zatizenim, ktera poskytuje sluzby a zbozi v souvislosti s touto dohodou,
tak Cinila pouze na zaklad¢ pisemné smlouvy, ktera uklada a ziska od
takovych osob podminky rovnocenné podminkdm uloZenym
Zdravotnickému zatizeni dle této dohody. Zdravotnické zatizeni odpovida
za dodrzovani a plnéni podminek témito osobami, a je pfimo odpovédné
spole¢nosti Allergan za jakékoli poruseni téchto podminek ze strany
téchto osob.
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Any breach of this article 1.13 shall be deemed a material breach under
the termination article set out in the main body of the Agreement.

For the purposes of this article 1.13, the meaning of reasonable
prevention procedure shall be determined in accordance with any
guidance issued under section 47 of the Criminal Finances Act 2017 and
a person associated with Institution includes but is not limited to any
subcontractor of Institution.

The Trial will be performed in compliance with the authorisation of
the State Institute for Drug Control of 20 August 2019 favourable
opinion of the Ethics Committee of 9 October 2019, which forms
Attachment No. 2 and No. 6 hereto.

The treatment of subjects shall not be initiated until all approvals from
Ethics Committees, permission of the State Institute for Drug Control
and any other permits necessary for the Trial initiation are received.

The Sponsor prepared a written draft Informed Consent Form
concerning the participation for subjects which shall include a Subject
Information Sheet (containing information on the nature, significance,
impacts and risks of the Trial) and handed it over to the Principal
Investigator.. The Informed Consent Form template is attached hereto.

DURATION

This Agreement shall be effective on the date of publication of this
Agreement in Agreement Registry until completion of all Trial related
activities by the Institution and/or the Principal Investigator unless
otherwise terminated earlier in accordance with Article 8.3 of this
Agreement.

The Sponsor retains the right to close the site if no subjects have been
included two (2) calendar months after the Trial start at this site: Trial

1.14.

Jakékoli poruseni tohoto ustanoveni 1.13 bude povaZovano za zavazné
poruseni dle ustanoveni o ukonceni dohody uvedeného v hlavnim textu
dohody.

Pro 1cely tohoto wustanoveni 1.13 bude vyznam ptiméteného
preventivniho postupu stanoven v souladu s pfislusnymi poucenimi
uvedenymi v ramci sekce 47 zédkona o vynosech z trestné ¢innosti z roku
2017 Spojeného kralovstvi, pficemz osoba spojena se Zdravotnickym
zafizenim zahrnuje mimo jiné 1 jakéhokoliv subdodavatele
Zdravotnického zatizeni.

Hodnoceni bude provedeno v souladu s povolenim Statniho tstavu pro
kontrolu 1é¢iv ze dne 20. srpna 2019 souhlasnym stanoviskem etické
komise ze dne 9. fijna 2019, které tvoii pfilohu ¢. 2 a €. 6 této smlouvy.

Lécba subjekti hodnoceni nebude zahéjena, dokud nebudou obdrzeny
veskera schvaleni etickych komisi, souhlas SUKL a jakakoliv jina
povoleni potfebna k zahajeni hodnoceni.

Zadavatel zpracoval a predal hlavnimu zkouSejicimu lékafi navrh
formulate pisemného informovaného souhlasu subjektu hodnoceni
s ucasti ve studii, jehoz soucasti bude informace pro subjekty hodnoceni
(o povaze, vyznamu, dopadech a rizicich studie. Vzor informované¢ho
souhlasu je pfilohou této smlouvy.

DOBA TRVANI

Tato smlouva nabyva Uéinnosti datem uvefejnéni smlouvy v registru
smluv a trva az do dokonéeni vSech ¢innosti souvisejicich s hodnocenim
na stran¢ zdravotnického zafizeni, ptipadné hlavniho zkousejiciho 1ékarte,
nebude-1i jinak ukonéeno diive podle ¢lanku 8.3 této smlouvy.

Zadavatel si vyhrazuje pravo uzaviit pracovisté, pokud na tomto pracovisti

nedoslo k zafazeni zadnych subjektl ve lhite dvou (2) kalendainich mésict
od data zahajeni hodnoceni: Zahajeni hodnoceni odpovida datu zahajovaci
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start is the date of the site initiation visit or when Trial drug is on site,
whichever is the later date.

PAYMENT

Payment shall be made in accordance with the Attachment 1. The
Parties agree that Institution is the proper payee for this Agreement, and
that payments under this Agreement will be made only to this payee.
All costs outlined in the Attachment 1 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. Institution and Principal Investigator shall inform Sponsor
and in no event will perform work requiring expenditures in excess of
the maximum compensation without prior written authorisation from
Sponsor.

The Attachment 1 represents all payments liable for activities at the
Institution at the time of execution of this Agreement.

INDEMNIFICATION & INSURANCE

The Sponsor shall defend, indemnify and hold harmless the Institution,
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:

4.1.1 That the Trial is demonstrated by the Institution and/or the
Principal Investigator to have been conducted in accordance
with this Agreement, the Protocol, with any and all written

instructions  delivered by the Sponsor concerning

4.1.

navstévy pracovisté¢ nebo datu, kdy je na pracovisté dodan hodnoceny
1é¢ivy pripravek, podle toho, co nastane pozdéji.

PLATBA

Platba bude provedena v souladu s ptfilohou 1. Smluvni strany timto
souhlasi, Ze zdravotnické zafizeni je fadnym a jedinym piijemcem plateb
dle této smlouvy, a dale, Ze platby provedené na zaklad¢ této Smlouvy
budou realizovany vyhradné viaci tomuto piijemci plateb. Veskeré
naklady rdimcoveé uvedené v ptiloze 1 nebo v jakékoli nasledné uprave této
ptilohy zlstanou pevné po celou dobu trvani hodnoceni, nebude-li
pisemné mezi zdravotnickym zafizenim, ptfipadné€ hlavnim zkouSejicim
lékatem a zadavatelem dohodnuto néco jiného. Zdravotnické zafizeni a
hlavni zkousejici 1ékar budou informovat zadavatele a v Zzadném ptipadé
nebudou vykonavat zadné prace, které by vyzadovaly vydaje piekracujici
maximalni vy$i odmény bez predchoziho pisemného opravnéni
zadavatelem.

Ptiloha 1 uvadi veskeré platby splatné za ¢innosti pracovisté béhem plnéni
této smlouvy.

NAHRADA SKODY A POJISTENI

Zadavatel bude branit, odSkodni a ochrani zdravotnické zafizeni, hlavniho
zkousejiciho 1ékafe a fakultu, studenty, cleny spravni rady,
zprostiedkovatele a zaméstnance zdravotnického zatizeni pted jakymikoli
a veskerymi zavazky, naroky, zalobami a soudnimi spory vyplyvajicimi
pfimo nebo vzniklymi v souvislosti se spravou nebo pouZitim
hodnoceného [éCiva / 1éCiv nebo prostiedku / prosttedkll v ramci
klinického hodnoceni, které je vyrabéno / jsou vyrabény zadavatelem,
avsak za predpokladu, Ze:

411 Zdravotnické zafizeni, pfipadné hlavni zkousSejici 1ékat prokazal,
ze hodnoceni je provadéno v souladu s touto smlouvou,
protokolem, s jakymikoli a veSkerymi pisemnymi pokyny
dodanymi zadavatelem, které se tykaji spravy klinického
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administration of the Trial, drugs or devices, with GCP and all
applicable regulations;

hodnoceni, 1é¢iv nebo prostiedkll, se zdsadami SKP a vSemi
platnymi predpisy.

4.1.2 That such loss does not arise out of the negligence or wilful 4.1.2 Ujma nevznikla z nedbalosti, ani umysIn& protipravniho jednani,
malfeasance, misfeasance or non-feasance of the Institution zneuziti pravomoci vetejného Cinitele nebo zanedbani povinné
and/or the Principal Investigator, its agents or employees; pée na strané zdravotnického =zafizeni, pfipadné hlavniho

zkousejiciho 1ékate, jeho zprostfedkovatelti nebo zaméstnanct.

4.1.3 That the Sponsor is notified promptly (no later than seven (47) 4.1.3 Zadavatel byl neprodlené informovan (nejpozdéji ve lhité sedmi
days after Institution and/or Principal Investigator becomes (47) dnt poté, co se o tom dozvi zdravotnické zafizeni a/nebo
aware thereof) in writing of any adverse event, complaint, claim hlavni zkousejici 1ékar), a to pisemné, o jakékoli nezadouci
or injury relating to any loss subject to this indemnification; ptihodg¢, stiznosti, naroku nebo Gjmé tykajici se jakékoli $kody, na

kterou se vztahuje toto odskodnéni.

4.1.4 That the Sponsor has control over the defence and settlement of 4.1.4  Zadavatel ma kontrolu nad obhajobou a feSenim jakékoli takové
any such complaint or claim(s), provided that the Sponsor may stiznosti nebo naroku / naroku za predpokladu, Ze zadavatel nesmi
not settle any such complaint or claim(s) in any manner vyfesit jakoukoli takovou stiznost nebo narok(y) zplsobem
affecting the Institution’s and/or the Principal Investigator’s zasahujicim do prav zdravotnického zatizeni, pfipadné do prav
rights without the Institution’s and/or the Principal hlavniho zkousejicitho Iékafe bez predchoziho pisemného
Investigator’s prior written consent, such consent shall not be souhlasu zdravotnického zafizeni, pfipadné hlavniho zkousejiciho
unreasonably withheld or delayed, Iékare, pticemz ud€leni tohoto souhlasu nesmi byt bezdivodné

odepteno ¢i jeho udéleni bezdivodné odkladano.

4.1.5 That the Sponsor shall have the right to select defence counsel 415 Zadavatel ma pravo zvolit si pravniho zastupce a fidit obhajobu ¢i
and to direct the defence or settlement of any such claim or suit. feseni jakéhokoliv takového naroku nebo sporu.

4.1.6  The Sponsor has ensured that a liability insurance for the 4.1.6 Zadavatel zajistil, ze pfed zahajenim studie bude pro ného jako
Sponsor and the Principal Investigator would be arranged as per zadavatele a hlavniho zkouSejiciho uzavieno pojisténi

Acrticle 52 (3) (f) of the Act on Pharmaceuticals of Czech
Republic number 378/2007 before the commencement of the
Trial which would also cover indemnification in case of death
of any subject or injury of any subject as a result of the Trial
performance. An issuance certificate is attached hereto.

odpovédnosti za Skodu ve smyslu § 52 odst. 3 pism. f) zakona o
1é¢ivech Ceské republiky &. 378/2007, jehoZ prostiednictvim bude
zajisténo 1 odskodnéni v piipad¢ smrti subjektd hodnoceni nebo v
ptipadé skody vzniklé na zdravi subjektti hodnoceni v disledku
provadeéni studie. Potvrzeni o uzavieném pojisténi je ptilohou této
smlouvy.

4.2 Zdravotnické zafizeni a zkouSejici udrzuji pojisténi obecné odpoveédnosti.
Pojistné kryti se nevztahuje na poskozeni zdravi zpusobené klinickym

4.2.The Institution and the Principal Investigator shall maintain a general
liability insurance. Insurance coverage shall not apply to any bodily harm
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5.1

5.2.

resulting from the Clinical Trial. The Institution and/or the Principal
Investigator shall submit a general liability insurance certificate upon
request of the Sponsor or CRO.

In order to avoid all doubts it is understood that the insurance policy of the
Institution/the Principal Investigator is not an insurance policy for the
Clinical Trial.

CONFIDENTIAL INFORMATION

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 and Principal Investigator agree 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 and Principal Investigator 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.

The Institution and Principal Investigator 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;

5.1

5.2.

hodnocenim. Na zadost zadavatele a/nebo CRO ptedlozi zdravotnické
zafizeni a/nebo zkouSejici osvédCeni o wuzavieném pojiSténi obecné
odpovédnosti.

Pro vylouceni vSech pochybnosti se rozumi, Ze pojistnd smlouva
zdravotnického zatizeni/zkouSejiciho neni pojistnou smlouvou pro klinické
hodnoceni.

DUVERNE INFORMACE

Béhem doby platnosti této smlouvy mize zadavatel zdravotnickému
zafizeni, pfipadné¢ hlavnimu zkouSejicimu lékafi zptistupnit urcité
informace, data nebo materidl, bez ohledu na to, zda v pisemné,
elektronické, Ustni ¢i obrazové forme (dale ozna¢ované jako ,,informace*)
potiebné k provadéni hodnoceni, nebo které s hodnocenim souviseji jinak.
Zdravotnické zatizeni a hlavni zkousejici 1€kai se zavazuji nezpfistupnit
tyto informace nikomu s vyjimkou téch zaméstnanci a zprostfedkovateli,
kteti je potfebuji znat, aby mohli provadét hodnoceni, a ktefi se predem
zavazi dodrzovat ustanoveni této smlouvy o zachovani mlcenlivosti.
Zdravotnické zafizeni a hlavni zkousSejici lékat pouziji tyto informace
pouze jak dovoluje tato smlouva a zavazuji se zabranit neopravnénému
zptistupnéni uvedenych informaci tfetim osobam, avSak s vynalozenim
stejné urovné péce, kterou zdravotnické zafizeni vynaklada k ochrang
svych vlastnich divérnych informaci podobného charakteru, pritom vSak
za zadnych okolnosti ne méné, nez je pfimétena uroven péce.

Zdravotnické zafizeni a hlavni zkousSejici 1ékaif nebudou povazovat
informace zpfistupnéné zadavatelem za informace, na které se vztahuji
zavazky uvedené vyse, u kterych zdravotnické zatizeni, piipadné hlavni
zkousejici 1ékat mohou dolozit, Ze:

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

5.2.2. byly pravoplatné v drzeni zdravotnického zafizeni, pfipadné
hlavniho zkousSejicitho Iékate predtim, nez je zadavatel
zptistupnil, coz Ize doloZit pisemnymi zaznamy,
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5.2.3. s disclosed 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. is independently 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.

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

5.4.  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.

6. DATAPROTECTION

6.1.  The Institution, Principal Investigator 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 and Principal Investigator
understand that it may be required to process Personal Data on behalf
of the Sponsor. As such, the Institution and Principal Investigator 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 and Principal Investigator 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 and Principal Investigator
shall inform the Sponsor in writing of any and all Personal Data stored

5.3.

5.4.

6.1.

5.2.3. Dbyly zpfistupnény zdravotnickému zaftizeni, ptipadné hlavnimu
zkousejicimu I¢kaii nezavislou tfeti osobou, na kterou se
nevztahuje zavazek zabranit zpfistupnéni téchto informaci, nebo

5.2.4. Dbyly nezavisle vytvofeny zdravotnickym zafizenim, pfipadné
hlavnim zkousejicim lékafem nebo pro zdravotnické zafizeni ¢i
hlavniho zkousejiciho 1€kaie bez prispéni diveérnych informaci
poskytnutych zadavatelem, jak dokladaji pisemné zdznamy.

Zdravotnické zatizeni a hlavni zkousejici 1ékat budou nakladat se vSemi
takovymi informacemi jako s diivérnymi po dobu deseti (10) let od data
zptistupnéni.

Nic uvedeného v této smlouveé neni minéno jako zména, nahrazeni, Giprava
nebo zasah do jakékoli smlouvy o zachovani ml¢enlivosti o klinickém
vyzkumu a vyvoji uzaviené mezi smluvnimi stranami pied datem
ucinnosti této smlouvy.

OCHRANA DAT

Zdravotnické zatfizeni a hlavni zkousSejici 1€kai 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 a hlavni zkouSejici 1€kai jsou
srozuméni s tim, Ze mohou byt pozadani o zpracovani osobnich udaju
jménem zadavatele. Pokud k tomu dojde, zdravotnické zafizeni a hlavni
zkousejici l€kat se zavazuji zpracovavat pfedmétné osobni tidaje pouze na
zaklad¢ pokynl a pro ucely stanovené zadavatelem a zavést vhodna
opatieni pro ochranu osobnich udaji proti nahodnému nebo
protipravnimu zni¢eni nebo nahodné ztrat€, zméné, neopravnénému
zptistupnéni ¢i pristupu. Zdravotnické zatizeni a hlavni zkousSejici 1ékat
vynalozi zvlastni péci zejména v pripadé, kdy zpracovani zahrnuje prenos
dat pocitacovou siti, za ucelem ochrany proti vS§em dal§im protipravnim
formam zpracovani. Zdravotnické zafizeni a hlavni zkousejici 1¢kat budou
kdykoliv na zékladé¢ pozadavku zadavatele informovat zadavatele
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6.2.

7.1.

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 and Principal
Investigator expressly provide consent to the terms and conditions of
the PRIVACY AND DATA PROTECTION AGREEMENT 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 and Principal Investigator hereby grant to the
Sponsor all right, title and interest in and to any invention,
discovery, or improvement 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

7.1.

6.2.

pisemnou formou o jakychkoli a veSkerych osobnich tdajich
uchovéavanych zdravotnickym zafizenim a upravi, doplni, aktualizuji,
opravi a vymazou jakékoli osobni idaje v souladu s pokyny zadavatele.

Aby zadavatel a jeho matefskd spolecnost a dcefiné spolecnosti splnily
pozadavky pfislusnych zakont, predpisi a zdvazkl tykajicich se
vykazovani uloZenych orgény statni spravy, véetné¢ zavazkl zadavatele
podle certifikace Stitu EU-USA na ochranu soukromi nebo jakéhokoliv
mechanismu pro pieshrani¢ni prenos dat, zdravotnické zatrizeni a hlavni
zkousejici 1ékat podpisem této smlouvy vyslovné udéluji sviij souhlas S
podminkami SMLOUVY O OCHRANE SOUKROMIi A OSOBNICH
UDAIJU, ktery tvoii ptilohu této smlouvy, a dale udéluji zadavateli sviij
souhlas s nésledujicim:

6.2.1. zpracovavanim a pfenosem svych osobnich udaji tykajicich se
jakychkoli a veskerych plateb provedenych podle této smlouvy
dcefinym spoleCnostem a dal$im cizim zpracovateltim se sidlem
mimo Uzemi EU, jako jsou naptiklad Spojené staty, a

6.2.2. publikovanim téchto osobnich udaji vztahujicich se k platbam
provedenym zadavatelem podle této smlouvy na webovych
strankach (v ptipade¢, Ze to vyzaduji zdkony, pfedpisy nebo organy
statni spravy).

PATENTY, VYNALEZY A PUBLIKACE
Patenty a vynalezy

7.1.1. Zdravotnické zafizeni a hlavni zkousSejici lékaf timto udéluji
zadavateli veskera prava, vlastnicka prava a podily vztahujici se k
jakémukoliv vynalezu, objevu nebo zlepSeni, které (a) bude
vytvofeno 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 zptisobem k
zadavateli, 1é¢ivu hodnocenému v ramci hodnoceni nebo
odvozenému jakymbkoliv zpsobem z informaci, které zadavatel
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7.1.2.

Information which falls within any of the exceptions set forth at
article 7.2 of this Agreement).

The Institution and/or Principal Investigator will keep and have
their 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 and/or Principal Investigator
agree 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 inventions,
discoveries or improvements. The Institution and Principal
Investigator warrants that neither themselves nor their
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.

7.1.2.
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zptistupni zdravotnickému zafizeni (jinych, nez jsou informace, na
které se vztahuje kterdkoli z vyjimek uvedenych v ustanoveni 7.2
této smlouvy).

Zdravotnické zatizeni, pfipadné hlavni zkousSejici 1€kar zajisti, aby
jeho vedouci pracovnici, zaméstnanci, zastupci a zprostfedkovatelé
podepsali, potvrdili a datovali pisemné zaznamy veSkerych
takovych vynalezli, objevii nebo zlepSeni a neprodlené poskytli
zadavateli kompletni informace a vyhotovili postoupeni v
souvislosti s vySe uvedenym a provedli cokoliv, co je potfebné pro
ochranu zajmi zadavatele v této véci, a to na zaklad¢ pozadavku
zadavatele a na jeho naklady. Pokud se jedna o patentové piihlasky
podané zadavatelem, zdravotnické zafizeni, piipadné hlavni
zkousejici 1ékaf se zavazuji vyhotovit a mit vyhotovena jejich
postoupeni na zadavatele, vCetné jakychkoli dokumentti, které
zadavatel pripadné povazuje za potiebné nebo uzitecné 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 uéinit
jakékoli dalsi kroky u jakéhokoliv patentového titadu v souvislosti
s jakymkoliv patentem nebo patentovou pfihlaskou, ktera patii
zadavateli jako jedinému vlastnikovi podle této smlouvy, a tato
priprava, podani, vedeni fizeni a dalsi kroky budou provadény na
naklady zadavatele.

Zdravotnické zatizeni potvrzuje, Ze zadavatel ma vyhradni pravo
podavat patentové prihlasky sméfujici k jakymkoli vynaleziim,
objevim nebo zlepSenim. Zdravotnické zafizeni a hlavni
zkousSejici 1ékat garantuji, Ze ani zdravotnické zafizeni samo ani
hlavni  zkousSejici lékat sam, ani jeho zaméstnanci,
zprostiedkovatelé a zastupci nebudou zadnym zplsobem
zadavateli branit v podavani patentovych piihlasek ¢i v
uplatiovani vysledkti vyzkumu provadéného podle této smlouvy.
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7.2.
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7.1.3.

7.14.

7.1.5.

7.1.6.

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 Article 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 Article 7.

It is mutually agreed and understood that the Institution and
Principal Investigator have 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 and Principal Investigator’s agreements with
their officers, employees, representatives and agents will
contain appropriate terms to effectuate the provisions of Article
7 and Avrticle 5 of this Agreement.

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

Publications

7.2.

7.1.3.

7.14.

7.15.

7.1.6.

Veskeré vykresy, navrhy, data, laboratorni protokoly, vysledky
analyz, technické informace, piivodni autorska dila a veSkeré dalsi
informace, které vyplynou v souvislosti s vyzkumem provadénym
podle této smlouvy nebo v souvislosti s jakymikoli dal§imi
sluzbami nasledné¢ dohodnutymi, budou ozndmeny zadavateli,
stavaji se jeho vyluénym vlastnictvim a povazuji se za informace
zadavatele, jako kdyby byl zadavatel zpfistupiiujici smluvni
stranou téchto informaci podle ustanoveni 7.1 této smlouvy.
Zadavatel ud€luje zdravotnickému zafizeni nevyhradni,
nepienositelnou, v plném rozsahu uhrazenou licenci bez prava
poskytovat sublicence k pouzivani téchto vykresi, zprav, navrhi,
dat, laboratornich protokolti, vysledki analyz, technickych
informaci a piivodnich autorskych d€l (a) pro interni, nekomercni
vyzkum, (b) pro pouziti pii 1é¢b¢é pacientii v souladu se standardem
péce poskytovanym zdravotnickym zafizenim a (c) pro piipravu
publikaci v souladu s ¢lankem 7.

Smluvni strany se vzajemn¢ dohodly a potvrzuji, ze zdravotnické
zafizeni a hlavni zkousSejici 1ékat maji pravo uzavfit tuto smlouvu
a nezpfistupnit ani nevyuzit ve prospéch zadavatele zadna
obchodni tajemstvi jiné osoby v rdmci plnéni této smlouvy.

Smlouvy uzaviené mezi zdravotnickym zafizenim a hlavnim
zkousejicim lékafem a jejich vedoucimi pracovniky, zaméstnanci,
zastupci a zprostfedkovateli budou obsahovat vhodné terminy pro
realizaci ustanoveni ¢lanku 7 a ¢lanku 5 této smlouvy.

Bez ohledu na cokoliv, co je uvedeno vyse, si zdravotnické zatizeni
a hlavni zkousSejici 1ékaf ponechaji vlastnicka prava ke vSem
metodam vypoctu, softwarovym aplikacim, analytickym metodam
a vyzkumu, které zdravotnické zafizeni a hlavni zkousSejici 1ékar
pouziji k vyhotoveni hodnoceni.

Publikace
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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 and Principal Investigator will provide the Sponsor with a
manuscript of such submission(s) for review, comment, and approval.

Under no circumstances shall the Institution and Principal Investigator
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, the Institution and Principal Investigator.

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 and Principal Investigator 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 and Principal Investigator agree that if the Trial is part of a
multi-centre Trial, the 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 and Principal Investigator thereafter shall be permitted to
submit a manuscript for publication and then to publish such manuscript
independently, subject to the provisions of Articles 5 and 7 of this
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Nejméné jeden (1) meésic pred jakymkoliv navrhovanym odeslanim za
ucelem publikace nebo prezentace dat hodnoceni ¢i jinych zjisténi
vztahujicich se k hodnoceni zdravotnické zatfizeni a hlavni zkousejici
lékat poskytnou zadavateli rukopis tohoto / téchto podani za ucelem
kontroly, pfipominkovani a schvéaleni.

Za zadnych okolnosti nebude zdravotnické zatizeni ani hlavni zkouSejici
I¢kat publikovat ani nezpfistupni diveérné informace zadavatele bez
pfedchoziho pisemného souhlasu zadavatele. Urychlené revize pro
abstrakty nebo plakatové prezentace (,,postery”) mohou byt vyhotoveny,
pokud se na tom zadavatel a zdravotnické zafizeni a hlavni zkousejici
lékat vzajemné dohodnou.

Probihaji-li dosud klinicka hodnoceni uvedena v protokolu na jinych
pracovistich, zadavateli musi byt dovoleno zadat odklad publikace po
dobu, po kterou tato klinickd hodnoceni probihaji. Pokud o to zadavatel
pozada, zdravotnické zafizeni a hlavni zkousSejici 1ékat zadrzi podani
rukopisu nebo abstraktu za uc¢elem publikace nebo prezentace po takovou
dobu, kterou vyzaduje zadavatel, az do maximalni délky devadesati (90)
dnti, aby umoznilo zadavateli podat patentovou piihlasku nebo pfijmout
jina opatfeni, ktera zadavatel povazuje za vhodna pro vytvofeni a ochranu
svych vlastnickych prav.

Bez ohledu na cokoliv, co je uvedeno v této smlouvé a co by mohlo byt v
rozporu, zdravotnické zafizeni a hlavni zkousejici 1ékaf souhlasi, ze je-li
hodnoceni soucasti multicentrického hodnoceni, bude prvni publikace
vysledkd hodnoceni provedena ve spojeni s vysledky dal§ich zkousejicich
1€kaii v té€chto jinych centrech provadéjicich hodnoceni. Zpisob, jakym
bude vytvofena publikace, bude dohodnut mezi zadavatelem,
zdravotnickym zafizenim, hlavnim zkousejicim 1ékafem a uvedenymi
dalsimi zkousSejicimi 1ékati. Zadavatel bude konecnym rozhodcem pii
téchto jednanich. Pokud nebyl podan multicentricky rukopis za ucelem
publikace ve lhut¢ dvanacti (12) mésicti od data dokonceni hodnoceni a
uzamceni databaze ve vSech centrech, kde se hodnoceni provadi, nebo pfi
jakémkoli  dfiv€jsim  ukoneni nebo pozastaveni hodnoceni,
zdravotnickému zafizeni a hlavnimu zkousejicimu lékati bude dovoleno
podat rukopis za uc¢elem publikace a nasledné publikovat tento rukopis
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Agreement. In all publications, credit shall be given to Sponsor for
sponsorship of the Trial and the supply of the Trial drug.

8. MISCELLANEOUS

8.1. Advertising

8.1.1.

8.1.2.

8.1.3.
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The Institution, Principal Investigator 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, Principal
Investigator 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.

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
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.

In order to preserve the publication rights for this Trial, the
Institution and/or Principal Investigator give 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).

8.1.

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.

8.1.2.

8.1.3.

Zdravotnické zatizeni a hlavni zkouSejici 1ékat a zadavatel
ziskaji pfedchozi pisemné svoleni druhé smluvni strany pted
pouzitim jména, logotypd, pfipadné¢ ochrannych znamek druhé
smluvni strany pfi jakékoli forme publicity v souvislosti s
hodnocenim. Toto ustanoveni se nevztahuje na zptistupnéni
informaci zdravotnickym zafizenim a hlavnim zkousSejicim
lékafem nebo zadavatelem pozadované ze zakona, které doklada
existenci této smlouvy. Dale plati, Ze pouzivani nazvu,
logotypd, ptipadn¢ ochrannych znamek zdravotnického zatizeni
nebo jmen zaméstnancl zdravotnického zatizeni zadavatelem
bude omezeno na identifikaci zdravotnického zafizeni jako
centra provadejiciho hodnoceni a personalu jako ucastnikil
hodnoceni.

Zadavatel nepouzije ani neudéli opravnéni jinym k pouziti
nazvu, logotyplli nebo ochrannych znamek zdravotnického
zafizeni v jakémkoliv propaga¢nim nebo reklamnim materialu,
ani k provadéni jakékoli formy zastoupeni nebo prohlaseni v
souvislosti s hodnocenim, které by zakladalo vyslovnou Cci
mlcky predpokladanou podporu jakéhokoliv komeréniho
produktu nebo sluzby ze strany zdravotnického zatizeni, bez
predchoziho pisemného souhlasu zdravotnického zatizeni.

Za ucelem zachovani publikacnich prav pro toto hodnoceni
zdravotnické zatizeni, pfipadné hlavni zkousejici 1ékat udéluji
zadavateli svoleni uvést kontaktni udaje hlavniho zkousejiciho
lékafe v ramci registru klinického hodnoceni (napft.
www.clinicaltrials.gov nebo jiného podobného registru).
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8.2.
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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

1st Floor, Marlow International
The Parkway, Marlow
Buckinghamshire, SL7 1YL
United Kingdom

Attn: Clinical Trial Manager
Tel:
Fax:

Copy to Legal Counsel:

ALLERGAN Limited

1st Floor Marlow International
The Parkway

Marlow

Buckinghamshire SL7 1YL
United Kingdom

Attn: Legal Counsel
Tel:

8.2.

Oznamenti

Jakékoli oznameni pozadované nebo dovolené podle této smlouvy bude
vyhotoveno pisemné a povazuje se za provedené od data, ke kterému:
(a) bylo doruceno osobné, (b) bylo doru¢eno doporu¢enym dopisem s
doruc¢enkou s predplacenym postovnym nebo (c) bylo doruceno faxem,
jak lze dolozit potvrzujicim faxem nebo dopisem dokladajicim uspésny
faxovy pfenos, a bylo adresovano smluvni strané, které bylo toto
oznameni ur¢eno, na adresu / adresy uvedené v zahlavi této smlouvy
nebo na jinou adresu, ktera bude ptipadné nasledn€ urcena pro potieby
oznamujici smluvni strany pfijimajici smluvni stranou pisemnou
formou.

Oznameni uréena zadavateli budou adresovana na:

ALLERGAN Limited

1st Floor, Marlow International
The Parkway, Marlow
Buckinghamshire, SL7 1YL
Spojené kralovstvi

Attn: Clinical Trial Manager (vedouciho klinického hodnocent)
Tel.:
Fax:

V kopii pro pravniho zastupce:

ALLERGAN Limited

1st Floor Marlow International
The Parkway

Marlow

Buckinghamshire SL7 1YL
Spojené kralovstvi

Attn: Legal Counsel
Tel.:
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8.3.

Fax: [

Notices to the Institution shall be addressed to:

Thomayerova nemocnhice
Videniska 800

140 59 Prague 4

Czech Republic

Attn:
Tel:

Notices to the Principal Investigator shall be addressed to:

Videnska 800
140 59 Prague 4

Czech Republic
e e I

Termination

8.3.1.This Agreement may be terminated by either Party, upon
immediate prior notice, if any of the following conditions occur:

(@)

(b)

If the authorisation and approval to perform the Trial is
withdrawn by the applicable competent authority or
Independent Ethics Committee;

If animal, human and/or toxicological test results or
business considerations, in the opinion of either the
Sponsor, the Institution or Principal Investigator, support
termination of the Trial;

8.3.

Fax: |

Oznameni ur¢end zdravotnickému zafizeni budou adresovana na:

Thomayerova nemocnhice
Videniska 800

140 59 Praha 4

Czech Republic

Attn:
Tel:

Oznameni ur¢end hlavnimu zkousejicimu lékaii budou adresovana na:

Videnska 800
140 59 Praha 4

Ceska republika
Email: I

Ukonéeni

8.3.1. Tato smlouva mize byt ukonéena kteroukoli ze smluvnich stran s
okamzitou platnosti na zakladé pisemného piedchoziho oznameni,
nastanou-li kterékoli z nasledujicich okolnosti:

(a)

(b)
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Jestlize ptislusny kompetentni organ nebo nezavisla eticka
komise odebere opravnéni a souhlas provadét hodnoceni.

Jestlize vysledky na zvitatech, lidech nebo vysledky
toxikologickych testi ¢i podnikatelské aspekty podle
nazoru zadavatele, zdravotnického zarizeni nebo hlavniho
zkousejiciho 1ékafe hovofi ve prospéch ukonceni
hodnoceni.
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8.3.2.

8.3.3.

8.3.4.

(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, the Institution or Principal
Investigator 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 1.11
herein.

This Agreement 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 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
may be terminated by the Sponsor for any reason upon one (1)
month written notice.

Within one (1) month after the effective date of termination, the
Sponsor will make payment to the Institution and/or Principal
Investigator for all services properly rendered and reasonable
non-cancellable expenses properly expended by the Institution
under this Agreement prior to the effective date of termination,

8.3.2.

8.3.3.

8.3.4.
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(c) V pripadé vyskytu jakékoli nezadouci reakce nebo
vedlejsiho ucinku u podavaného 1écivého piipravku nebo
prostiedku pouzitého v rdmcei hodnocent, ktera ma takovou
intenzitu nebo takovy wvyskyt, ktery podle nazoru
zadavatele, zdravotnického zafizeni nebo hlavniho
zkousSejiciho 1ékate hovoii ve prospéch ukonceni.

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

(e) Porusi-li jind smluvni strana ustanoveni ¢lanku 1.11 této
smlouvy.

Tato smlouva mize byt ukon¢ena kteroukoli ze smluvnich stran
na zakladé pisemného oznameni zaslaného deset (10)
pracovnich dnti pfedem, pokud hlavni zkousejici lékat nebo
kterykoliv z pracovnikii, ktery pracuje na hodnoceni, neni
ochoten nebo schopen pokra¢ovat ve vykonu svych povinnosti
a nebyl stanoven pravni nastupce piijatelny jak pro
zdravotnické zafizeni, tak pro zadavatele ve lhut€¢ jednoho
kalendainiho mésice, a v pfipadé personalu, pokud je touto
situaci hodnoceni vyrazn€ ohrozeno, v souladu s clankem 1
vyse.

S vyjimkou, jak je jinak uvedeno v tomto ¢lanku 8.3, mize byt
tato smlouva ukoncena zadavatelem z jakéhokoliv diivodu na
zakladé pisemného oznadmeni zaslaného jeden (1) mésic
predem.

Ve 1hiité jednoho (1) mésice od data Géinnosti ukonceni provede
zadavatel platbu zdravotnickému zafizeni, ptipadné hlavnimu
zkouSejicimu 1ékati za vSechny fadné splnéné sluzby a
pfiméfené  nezruSitelné  vydaje  tadné  vynalozené
zdravotnickym zafizenim podle této smlouvy pied datem
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8.4.

8.5.
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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 and/or Principal Investigator will credit or return
to the Sponsor any funds not expended or reasonably obligated
by the Institution and/or Principal Investigator 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 and Principal Investigator 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 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.
Amendments

This Agreement may only be extended, renewed or otherwise amended
by the mutual written consent of Parties hereto or as otherwise provided
in this Agreement. This Agreement 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.

Entire Agreement

8.4.

8.5.

ucinnosti ukonceni, pokud zadavatel jakékoli tyto vydaje

nezpochybni, kdy v takovém piipadé smluvni strany vynalozi

maximalni Usili na urychlené vyteseni jakéhokoliv rozporu.
8.3.5. Zdravotnické zatizeni, pfipadné hlavni zkouSejici 1ékat zactuje
ve prospéch zadavatele nebo vrati zadavateli jakékoli finan¢ni
prostiedky, které nebyly vynaloZzeny nebo které zdravotnické
zafizeni, pfipadn¢ hlavni zkouSejici lékar piiméfené dluzil v
souvislosti s hodnocenim, pfed datem tuc¢innosti ukonceni
uvedeném v oznameni o ukonceni.
8.3.6. Neprodlené¢ po prijeti ozndmeni o ukonceni zdravotnické
zafizeni a hlavni zkousSejici 1ékat piestanou zatazovat subjekty
hodnoceni do protokolu a pfestanou provadét postupy a vykony
u subjektti hodnoceni, ktefi jiz byli zatazeni do protokolu, podle

pokynti zadavatele, a to v rozsahu pfipustném z lékatského
hlediska.
8.3.7. Ukonceni této smlouvy kteroukoli ze smluvnich stran nema vliv
na prava a zavazky smluvnich stran vzniklé pfed datem
ucinnosti ukon¢eni. Prava a povinnosti podle ¢lanku 1, 3, 4, 5,
6, 7 a 8 zistavaji v platnosti i po ukonceni nebo uplynuti
platnosti této smlouvy.

Upravy

Tato smlouva muze byt rozsifena, obnovena nebo jinak upravena pouze
na zakladé pisemného souhlasu smluvnich stran této smlouvy nebo jak
je jinak uvedeno v této smlouvé. Tato smlouva mize byt doplnéna,
upravena nebo jinak zménéna podle vlastniho uvazeni zadavatele, i
kdyz navrhy zdravotnického zatizeni, pfipadn¢ hlavniho zkousejiciho
lékate budou v dobré vite zvazeny.

Uplna dohoda
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8.6.
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This Agreement including any attachments, 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 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 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 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 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 without the written consent of the
other Party, provided, however, the Sponsor may assign this Agreement
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 and/or the Principal Investigator
may sub-contract a third party for providing certain services for the
purpose of the Trial. Institution and/or the Principal Investigator shall
remain responsible, and be liable, for subcontractors and their services,
as if they were performed by the Institution and/or the Principal
Investigator. Sponsor will have no obligation or liability to any
permitted subcontractor.

8.6.

Tato smlouva, véetné jakychkoli doplitkii, pfedstavuje a obsahuje
uplnou dohodu a kone¢né ujednani mezi smluvnimi stranami tykajici se
hodnoceni a vSech dalSich zalezitosti tykajicich se subjektti oSetfenych
touto smlouvou nebo vztahujicich se k ni. Tato smlouva je chapana
smluvnimi stranami jako konecné vyjadfeni 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 nahrazuje a nastupuje na misto vSech
predchozich ujednani nebo soucasnych prohlaseni, prislibi ¢i dohod
navrhovanych nebo jinak uzavienych mezi smluvnimi stranami, a to bez
ohledu na to, zda pisemné ¢i ustné€, v souvislosti s hodnocenim a v§emi
dal$imi zalezitostmi tykajicimi se subjektii oSetfenych touto smlouvou
nebo vztahujicich se k ni, s vyjimkou jakychkoli a veskerych dohod
tvoficich pfilohu této smlouvy, a jakychkoli pfedchozich smluv o
zachovani mlcenlivosti uzavienych mezi smluvnimi stranami, se
povazuji za zaclenéné do této smlouvy odkazem a ziistavaji v plném
rozsahu platné a uc¢inné. Jakékoli prohlaseni, piislib nebo dohoda, které
nejsou specificky zahrnuty do této smlouvy, nejsou zavazné ani
vymahatelné od kterékoli ze smluvnich stran.

Postoupent

Z4dna ze smluvnich stran této smlouvy nesmi postoupit, cedovat ani
prevést zadnd ze svych prav ani zavazkil podle této smlouvy bez
pisemného souhlasu druhé smluvni strany, avSak za predpokladu, ze
zadavatel maze tuto smlouvu postoupit zcela nebo z¢asti na kteroukoli
ze svych sptiznénych ¢i dcetinych spolecnosti bez predchoziho souhlasu
zdravotnického zafizeni, pfipadné hlavniho zkousejiciho lékate. Na
zékladé pisemného svoleni zadavatele muze zdravotnické zafizeni,
pripadné hlavni zkousejici 1ékat subkontrahovat tfeti stranu za ucelem
poskytovani urcitych sluzeb pro ucely hodnoceni. Zdravotnické
zafizeni, pfipadné hlavni zkousSejici 1ékar 1 nadale nese odpovédnost a
odpovida za subdodavatele a jejich sluzby, jako kdyby byly provadény
zdravotnickym zafizenim, pfipadné¢ hlavnim zkouSejicim lékarem.
Zadavatel nema povinnost ani zavazek vici zddnému subdodavateli, k
jehoz subkontrahovani svolil.

Page 23 of 44



8.7.

8.8.

8.9.
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Relationship with the Institution, Principal Investigator 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.

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 and Principal Investigator 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

8.7.

8.8.

8.9.

Vztah ke zdravotnickému zafizeni, hlavnimu zkousejicimu Iékafi a jeho
personalu

8.7.1. V ramci vykonu veskerych sluzeb podle této smlouvy se
zdravotnické zafizeni, ptipadné hlavni zkousSejici 1€kat povazuji
za nezavislého dodavatele, a tedy nejsou opravnéni k zadnym
vyhodam, které jsou ur€eny zaméstnanctim zadavatele.

8.7.2. Jakykoliv personal, jehoz sluzby jsou poskytovany podle

¢lanku 1, tvoii pracovnici, zprostfedkovatelé, subdodavatelé

nebo zaméstnanci zdravotnického zafizeni, ktefi nejsou
opravnéni k zadnym vyhodam poskytovanym zaméstnancim
zadavatele.

Archivace

V souladu s poZadavky evropské legislativy bude zdravotnické zafizeni
uchovéavat veskeré zasadni dokumenty vztahujici se k provadeni
hodnoceni az do dalsiho 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
zafizeni a hlavni zkouSejici 1ékat budou archivovat zasadni
dokumentaci tykajici se hodnoceni za podminek, které zachovaji jeji
neporuseny stav v prubehu pozadované doby uchovani, a na vyzadani
zptistupni tuto dokumentaci kompetentnim organum. Zdrojova data
budou zdravotnickym zafizenim archivovana po dobu nejmén¢ 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
ptislusnou vnitrostatni legislativou nebo zasadami zdravotnického
zafizeni (podle toho, které pozadavky jsou pfisnéjsi).

Doruceni nepouzitého materidlu zadavateli
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8.10.

8.11.

8.12.
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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 and Principal Investigator
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 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.

Counterparts

This Agreement shall be executed in three counterparts of which each
Party shall receive one counterpart with original signatures of their
respective authorised representatives.

Equipment

In the event that equipment is required for purposes of the Trial
(hereinafter “Equipment”) the Equipment will be leased, by the
Sponsor, from a third party specialist equipment provider. If any
Equipment is provided it shall be listed in the Attachment hereto called
“The Conditions for Equipment Provision®, and a “Protocol on the
Provision/Return of the Borrowed Equipment” shall be filled in, both
documents being internal forms of the Institution.

8.12.1. For the performance of the Trial, Sponsor will lease the
Equipment and have it sent to Institution.
8.12.2. Institution and Principal Investigator agree that use of the

Equipment will be limited to this Trial only unless otherwise
stated in a written amendment to this Agreement, signed by

8.10.

8.11.

8.12.

P#i ukonceni nebo dokon¢eni hodnoceni budou veskeré slouceniny,
léky, piistroje, zaznamy subjektu hodnoceni (Case Report Form), bez
ohledu na to, zda vyplnéné ¢i nikoli, a dal$i materialy, které byly
poskytnuty zdravotnickému zatizeni a hlavnimu zkousejicimu 1ékafi
zadavatelem nebo jeho jménem, neprodlené vraceny zadavateli na
naklady zadavatele.

Prominuti

Z4dné prominuti jakékoli lhiity, ustanoveni nebo podminky této
smlouvy bez ohledu na to, zda jednanim ¢i jinak, v kterémkoliv ¢i
vicero ptipadech, nezaklada, ani nesmi byt vykladano jako dalsi nebo
pokracujici prominuti této lhlity, ustanoveni nebo podminky, ani zadné
jiné lhity, ustanoveni nebo podminky této smlouvy.

Stejnopisy

Tato smlouva bude vyhotovena ve tfech stejnopisech, po jednom paré
pro kazdou smluvni stranu s originalnimi podpisy jejich opravnénych
zastupcu.

Vybaveni

Pokud se pro ucely hodnoceni vyzaduje vybaveni (dale oznacované
jako ,,vybaveni), bude toto vybaveni pronajato zadavatelem od treti
strany, ktera je specializovanym poskytovatelem vybaveni. Pokud bude
poskytnuto vybaveni bude uvedeno v ptiloze smlouvy Podminky
poskytnuti vybaveni a vyplnén Protokol o poskytnuti/vraceni vypajcky
— interni formulafe zdravotnického zatizeni.

8.12.1. Pro provadéni tohoto hodnoceni zadavatel pronajme
vybaveni a necha je zaslat zdravotnickému zatizeni.
8.12.2.  Zdravotnické zafizeni a hlavni zkousejici 1ékat se zavazuji,

ze budou pouzivat vybaveni pouze pro ucely tohoto
hodnoceni nebo jak je jinak uvedeno v pisemné upraveé této
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8.12.3.

8.12.4.

8.12.5.

authorized representatives of Sponsor, Institution and
Principal Investigator.

Institution and Principal Investigator agree that if the Trial is
cancelled or terminated, Sponsor shall be able to retrieve the
Equipment. Sponsor will arrange for the collection and return
of the Equipment and all fees associated with the return shall
be at Sponsor’s expense.

Sponsor is responsible for any maintenance and/or repair of
the Equipment, provided the Institution and Principal
Investigator have used the Equipment strictly in accordance
with the terms and conditions of this Agreement.

Institution and Principal Investigator shall:

e use the Equipment in a skilful and proper manner and not
use the Equipment for any purpose beyond its capacity;

e regularly check the condition of the Equipment during
the period of hire;

e during the period of hire ensure the security and
safekeeping of the Equipment;

o allow the Sponsor access to inspect, repair or replace the
Equipment upon reasonable notice at any time;

e immediately inform the Sponsor of any breakdown of the
Equipment or any problem affecting the working of the
Equipment;

e not let the end user repair the Equipment without the
prior written consent of the Sponsor;

e read any relevant operating and safety instructions
supplied with the Equipment and only use the Equipment
or fit any accessories in accordance with those
instructions;

e  keep the Equipment in its own possession at the site;

e return the Equipment in the same condition as when it
was supplied to by the Sponsor, reasonable wear and tear
excepted. Equipment not returned will be charged:;

8.12.3.

8.12.4.

8.12.5.
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smlouvy podepsané opravnénymi zastupci zadavatele,
zdravotnického zafizeni a hlavnim zkousejicim lékatem.

Zdravotnické zatizeni a hlavni zkousejici 1ékar souhlasi, Ze
pokud bude hodnoceni zruseno nebo ukonceno, zadavatel
bude mit moznost si vybaveni ptfevzit. Zadavatel zajisti
vyzvednuti a vraceni vybaveni a tthradu veskerych nakladu
spojenych s vracenim.

Zadavatel nese odpovédnost za jakoukoli udrzbu, ptipadné
opravu vybaveni za pfedpokladu, ze zdravotnické zafizeni a
hlavni zkousSejici 1ékat vybaveni pouzivali pfisn€ v souladu s
podminkami této smlouvy.

Zdravotnické zatizeni a hlavni zkousSejici 1ékaf jsou povinni:

e pouzivat vybaveni poufenym a fadnym zplsobem a
nesmi pouzivat vybaveni k Zzadnému jinému ucelu, nez
ke kterému je urceno;

e pravidelné kontrolovat stav vybaveni po celou dobu jeho
pronajmu;

e  zajistit zabezpeceni a ochranu vybaveni po celou dobu
jeho prondjmu;

e umoznit zadavateli pfistup za ti€elem kontroly, opravy
nebo vymeény vybaveni, a to kdykoliv na zakladé
pfiméteného oznameni;

e neprodlené informovat zadavatele o jakékoli poruse
vybaveni nebo o jakémkoliv problému, ktery ovliviiuje
praci s vybavenim;

e nenechat koncového uzivatele opravovat vybaveni bez
predchoziho pisemného souhlasu zadavatele;

e pieCist si vSechny piislusné navody k pouziti a
bezpecnostni pokyny dodané spolu s vybavenim a
pouzivat vybaveni nebo nainstalovat jakékoli
piislusenstvi pouze v souladu s timto navodem;

e udrZovat vybaveni ve svém vlastnictvi na pracovisti;
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8.13.

8.14.

8.15.
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o not sell or offer for sale, assign, mortgage, pledge, re-hire
or lend the Equipment to any third party;

e not update any equipment software, unless explicitly
agreed by Sponsor;

o comply with any relevant government or local authority
regulations.

Applicable Law

This Agreement, including all attachments, shall be governed by and
construed in accordance with the laws of Czech Republic (“Applicable
Law™).

The Sponsor declares that they did not and shall not enter into any
additional contract with the Principal Investigator or Co-investigators
in relation to the Trial under this Agreement that would regulate their
mutual rights and obligations without any involvement of the
Institution. If it is discovered that the Sponsor entered into such an
additional contract it shall represent a reason for immediate termination
of mutual co-operation pursuant to this Agreement and closing down
the research centre without any compensation. All expenses lost shall
be covered by the Sponsor. The State Institute for Drug Control and the
relevant Ethics Committees shall be notified of any breach of the
Agreement and closing down of the research centre.

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

8.13.

8.14.

8.15.

e  vratit vybaveni ve stejném stavu, v jakém bylo doddno
zadavatelem, s pfiméfenou mirou opotfebeni. Vybaveni,
které nebude vraceno, bude uc¢tovano;

e neprodat ani nenabizet k prodeji, postoupeni, pronajmu,
do zastavy, podndjmu ani nepdjcovat vybaveni zadné
tieti osobé;

e neprovadét aktualizace softwaru
vyslovného svoleni zadavatele;

e dodrzovat pfislusné predpisy na vnitrostatni ¢i mistni
urovni.

vybaveni bez

Rozhodné pravo

Tato smlouva, veetné jejich pfiloh, se fidi a bude vykladana v souladu
se zékony Ceské republiky (dale oznacovanymi jako ,,rozhodné
pravo®).

Zadavatel prohlaSuje, Zze v souvislosti s hodnocenim, které je
pfedmétem této smlouvy, neuzaviel a neuzavie bez ucasti
zdravotnického =zafizeni s hlavnim zkousejicim lékafem ¢i
spoluzkousejicimi zadnou dal§i smlouvu upravujici jejich vzajemna
prava a povinnosti. V pfipad¢ zjiSténi, Ze zadavatel uzavftel takovou
dalsi smlouvu, bude toto dtivodem k okamzitému ukonceni spoluprace
dle této smlouvy a k uzavfeni fesitelského centra bez nahrady. Veskeré
zmarené naklady ponese zadavatel. Poruseni smlouvy a uzavieni
teSitelského centra bude ozndmeno Statnimu ustavu pro kontrolu lé¢iv
a prislusnym etickym komisim.

V piipadé rozporu mezi anglickou a ¢eskou jazykovou verzi ma pii
vykladu této smlouvy piednost a je rozhodujici verze Ceska.
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8.16. Attachments

The following Attachments constitute an integral part of this Agreement,
unless set forth otherwise herein:

Attachment 1: Budget and Payment Terms

Attachment 2: RA Approval

Attachment 3: Power of attorney/delegation letter for CRO
Attachment 4: Certificate of Insurance

Attachment 5: Version of Agreement intended for publication
Attachment 6: LEC/MEC Approval

Attachment 7: Extract from the Commercial Register for CRO
Attachment 8: Informed Consent Form

Attachment 9: The Conditions for Equipment Provision

8.16.

Prilohy

Nasledujici ptilohy tvofi nedilnou soucast této smlouvy, nestanovi-li
tato smlouva jinak:

Ptiloha €. 1: Rozpocet a platebni podminky

Ptiloha ¢. 2: Povoleni Statniho tstavu pro kontrolu 1é¢iv

Ptiloha ¢. 3: PInd moc/delega¢ni dopis pro CRO

Piiloha €. 4: Pojistny certifikat

Ptiloha ¢. 5: Verze smlouvy urcena ke zvetejnéni

Ptiloha ¢. 6: Souhlas mistni etické komise a Souhlas etické komise pro
multicentricka klinickd hodnoceni

Ptiloha €. 7: Vypis z Obchodniho rejstiiku spolecnosti CRO

Ptiloha ¢. 8: Formulaf pisemného informovaného souhlasu

Ptiloha ¢. 9: Podminky poskytnuti vybaveni
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AGREED by the Parties through their authorised signatories:
DOHODNUTO mezi smluvnimi stranami prostfednictvim jejich zastupcii opravnénym k podpisu této smlouvy:

Signed by CRO on behalf of ALLERGAN LIMITED / Signed on behalf of INSTITUTION/ » ]

CRO podepsano jménem spolecnosti ALLERGAN LIMITED Podepsano jménem ZDRAVOTNICKEHO ZARIZENI

Signature / Podpis: Signature / Podpis:

Print name / Jméno tiskacim pismem: Print name / Jméno tiskacim pismem: doc. MUDr. Zdenék Benes, CSc.
Title / Funkce: CEO / feditel

Title / Funkce:

Date / Datum:

Date / Datum:

Signed on behalf of PRINCIPAL INVESTIGA‘I:OR/ ] 5
Podepsano jménem HLAVNIHO ZKOUSEJICIHO LEKARE

Signature / Podpis:

Print name / Jméno tiskacim pismem: _

Title / Funkce: Investigator / Zkousejici

Date / Datum:
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PRIVACY AND DATA PROTECTION AGREEMENT

1. Personal Data. Principal Investigator and Institution acknowledge that

they are or may be subject to the requirements of the European Union
General Data Protection Regulation 2016/679 (“GDPR”) and/or other
applicable European Union or EU member state laws and regulations
governing the use, disclosure, confidentiality, security or privacy of
Personal Data (collectively, the “Data Protection Regulations”).
Principal Investigator and Institution further acknowledge that in
connection with the performance of the Trial, they will or may collect,
create, receive, use or disclose personal data (as that term is defined in
the Data Protection Regulations) which may relate to Trial subjects and
to Institution, Principal investigator and research staff engaged in the
Trial] (hereinafter “Personal Data”). “Processing”, “Personal Data
Breach”, “Data Subject”, “Controller”, “Processor”, and “Sub-
processor” shall have the meanings attributed to them under Data
Protection Regulations.

Description of Processing and Roles of Parties. Sponsor shall be
classified as the Data Controller with respect to Personal Data collected
and processed in relation to the Trial.

Principal Investigator and Institution shall be classified as the Data
Processors with respect to Personal Data collected and processed by
Principal Investigator and Institution in relation to the Trial.

Any processing of personal data by Principal Investigator and
Institution for purposes separate to the Trial is outside the scope of
Sponsor-Institution’s  Controller-Processor  relationship. For the
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SMLOUVA O OCHRANE SOUKROMI A OSOBNICH UDAJU

Osobni udaje. Hlavni zkousejici 1ékat a zdravotnické zatizeni berou na
védomi, ze podléhaji nebo mohou podléhat pozadavkiim Obecného
nafizeni o ochran¢ udaji Evropské unie 2016/679 (dale jen ,,GDPR®)
a/nebo jinym platnym zédkontim a predpisim Evropské unie nebo
Clenského statu EU upravujicim pouzivani, poskytovani, divérnost,
bezpecnost nebo soukromi osobnich Udaji (souhrnné ,,pfedpisy o
ochrané osobnich udaju). Hlavni zkousejici 1ékat a zdravotnické
zafizeni dale berou na védomi, ze v souvislosti s provadénim klinického
hodnoceni budou nebo mohou shromazd’ovat, vytvafet, pfijimat,
pouzivat nebo zvetejnovat osobni udaje (dle definice tohoto terminu v
predpisech o ochrané osobnich udaju), které se mohou tykat subjekti
klinického hodnoceni, zkousejiciho a vyzkumného personalu
zdravotnického zafizeni zapojeného do klinického hodnoceni (dale je
,»osobni udaje). Terminy ,zpracovani“, ,poruseni zabezpeCeni
osobnich udaju“, ,subjekt udaju“, ,spravce osobnich udaja®,
»Zpracovatel“ a ,,dil¢i zpracovatel” budou mit ten vyznam, ktery je jim
ptifazen ve znéni predpisti o ochranné osobnich idaja.

Popis zpracovani dat a role jednotlivych stran. Zadavatel studie bude
klasifikovan jako spravce osobnich udaji ve vztahu k osobnim udajim,
které budou v ramci klinického hodnoceni shromazdény a zpracovany.

Hlavni zkousejici 1ékaf a zdravotnické zatizeni budou klasifikovani jako
zpracovatelé¢ téch osobnich tdaju, které budou shromazdény a
zpracovany hlavnim zkouSejicim lékafem a zdravotnickym zafizenim
ve vztahu ke klinickému hodnoceni.

Jakékoliv zpracovani osobnich udaji ze strany hlavniho zkousejiciho
lékate a zdravotnického zafizeni k ucellim jinym nez souvisejicim s
klinickym hodnocenim je mimo rozsah vztahu spravce-zpracovatel
osobnich dajii mezi zadavatelem a zdravotnickym zatizenim. Pro
vylouceni pochybnosti: zdravotnické zatizeni je zodpovédné za veskeré
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avoidance of doubt, Institution is responsible for any Personal Data
collection and processing relating to Trial subjects’ standard of care.

Compliance with Data Protection Regulations. Institution and
Sponsor represent and warrant that its Processing of Personal Data as
part of the Trial will comply with Data Protection Regulations.

Where applicable law may require Institution to process personal data
in a manner not foreseen under the Trial or this Addendum, Institution
shall:

i. promptly notify Sponsor of any required actions, instructions or
processing;

ii. accommodate reasonable efforts and requests from the Sponsor to
limit any such required processing.

Pseudonymized Data. Principal Investigator and Institution will only
disclose and/or transfer Trial participants’ Personal Data in a
pseudonymized (i.e. key-coded) format to Sponsor, unless otherwise
specified in the protocol. Trial participants’ Personal Data will be
accessed by those representatives appointed and authorized by Sponsor,
including auditors and relevant authorities, and to the extent disclosed
and authorized in the signed Informed Consent Form.

Taking the above into account the Trial participants’ Personal Data will
not be provided to the Sponsor by Principal Investigator and/or
Institution in a format that would enable the subjects to be identified.
Principal Investigator and/or Institution will notify Sponsor if any of the
Trial participants’ Personal Data does not meet the above criteria and
will fully cooperate with the Sponsor to rectify any harm caused.

4.
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shromazd’ovani a zpracovani osobnich udaju tykajicich se standardu
péce subjektt klinického hodnoceni.

Soulad s predpisy o ochranné osobnich udaji. Zdravotnické zatizeni
a zadavatel timto prohlasuji, Ze jim provadéné zpracovani osobnich
udaju v ramci klinického hodnoceni je v souladu s ptedpisy o ochranné
osobnich udaj.

Kde bude piislusny zakon pozadovat, aby zdravotnické zafizeni
zpracovalo osobni udaje zpisobem nepiedpokladanym v ramci tohoto
klinického hodnoceni nebo v tomto dodatku, zdravotnické zafizeni:

i. bezodkladné uvédomi zadavatele o vSech pozadovanych krocich,
instrukcich nebo zpracovani;

ii.  vyhovi opodstatnénym snaham a pozadavkiim zadavatele omezit
takto pozadované zpracovani.

Pseudonymizace osobnich tudaju. Hlavni zkouSejici 1ékar a
zdravotnické zafizeni osobni udaje Uc¢astnikd klinického hodnoceni
zptistupni a/nebo pieda zadavateli pouze v pseudonymizované (tj.
klicem zakodované) forme, pokud protokol nestanovi jinak. K osobnim
udajum ucastnikl klinického hodnoceni budou mit pfistup zastupci
jmenovani a zplnomocnéni zadavatelem, véetné auditord a prislusnych
uradd, a to v rozsahu stanoveném a schvaleném v podepsaném formulati
informovaného souhlasu.

Z vyse uvedeného diivodu nebudou osobni tidaje t¢astnika klinického
hodnoceni  zadavateli hlavnim zkouSejicim 1ékafem a/nebo
zdravotnickym zatizenim poskytnuty ve formatu, ktery by umozioval
identifikaci subjekti hodnoceni. Hlavni zkousejici 1ékat a/nebo
zdravotnické zafizeni uvédomi zadavatele v piipad€, Ze osobni udaje
ucastniki klinick¢ého hodnoceni nespliiuji vySe uvedend kritéria, a
budou plné spolupracovat se zadavatelem pii naprave pripadné Gjmy.
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5. Controller Obligations. Sponsor represents and warrants that its

Processing instructions to Principal Investigator, Institution and other
third parties will comply with Data Protection Regulations and that the
Personal Data is obtained in accordance with Data Protection
Regulations.

6. Processor Obligations.

a. Use and Disclosure of Personal Data. Principal Investigator and
Institution will Process Personal Data in accordance with Data
Protection Regulations and Sponsor’s documented instructions.

b. Data Protection Measures. Institution represents and warrants that
during the term of this Agreement and for as long as Institution is
processing the Personal Data, that Institution will maintain a
comprehensive privacy and security program. Such program shall
at a minimum include the implementation, and use of appropriate
administrative, technical and physical security measures,
safeguards, procedures, and practices (such as encryption and
access management) necessary to protect the confidentiality,
integrity, and availability of all Personal Data against a Personal
Data Breach. Institution shall ensure a level of security appropriate
to the risk as required by applicable law.

Institution also represents and warrants that its personnel engaged
in the processing of Personal Data are informed of the confidential
nature of the data processed, have received appropriate training on
their responsibilities, and have committed themselves to
confidentiality or are under an appropriate statutory obligation of
confidentiality.
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5. Povinnosti spravce osobnich udaji. Zadavatel timto prohlasuje, ze

pokyny ke zpracovani osobnich tdaji urc¢ené hlavnimu zkousejicimu
1ékati, zdravotnickému zafizeni a dal§im strandm budou spliovat
predpisy o ochranné osobnich udajti, a osobni idaje budou ziskany v
souladu s t€mito piedpisy.

6. Povinnosti zpracovatele osobnich udajii.

a. Pouziti a poskytovani osobnich udajii. Hlavni zkousejici 1ékar a
zdravotnické zatizeni budou zpracovavat osobni idaje v souladu s
ptedpisy o ochranné osobnich idajii a zdokumentovanymi pokyny
od zadavatele.

b.  Opatieni k ochrané osobnich udajii. Zdravotnické zafizeni timto
prohlasuje, Ze po dobu trvani této smlouvy a po dobu, po kterou
zdravotnické zafizeni zpracovava osobni tdaje, bude zdravotnické
zatizeni udrzovat komplexni program opatieni na ochranu
soukromi a bezpe¢nosti. Takovy program bude jako minimum
zahrnovat zavedeni a uzivani odpovidajicich administrativnich,
technickych a fyzickych opatteni, pojistek, procedur a praktik
(naptiklad spravu Sifrovani a piistupu) nezbytnych k ochrané
divernosti, neporusenosti a dostupnosti vsech osobnich udaji proti
poruseni jejich zabezpeceni. Zdravotnické zafizeni zajisti takovou
uroven zabezpeceni, ktera odpovida riziku, v souladu s pozadavky
ptislusného zakona.

Zdravotnické zatizeni dale timto prohlasuje, ze ptislusny personal
podilejici se na zpracovani osobnich udaji byl uvédomen o
divérné podstaté zpracovavanych udajii, dostalo se mu
odpovidajiciho Skoleni ohledné¢ jeho povinnosti, a zavazal se
dodrzovat divérnost udaji nebo je vazan odpovidajici zakonnou
povinnosti zachovavat divérnost.
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Data Protection Assistance. As it pertains to the Trial, Institution
and Sponsor shall provide full and prompt cooperation with and
assistance when completing data protection impact assessments,
engaging in prior consultations, and responding to a privacy or data
protection supervisory authority.

Data Subject Rights. Institution is responsible for managing and
responding to data subject rights requests from Trial participants in
accordance with Data Protection Regulations requirements and
timeframes.

Personal Data Breach. Institution shall notify Sponsor
immediately upon discovery of a Personal Data Breach. Institution
agrees to assist and fully cooperate as instructed by Sponsor with
any internal or external investigation. Institution agrees to take
such remedial action as the Parties mutually and reasonably agree
is warranted.

Institution shall provide to Sponsor such other information as
reasonably requested by Sponsor with respect to the Personal Data
Breach. Sponsor is responsible for determining whether
notification to Data Protection Authorities and/or communication
to Data Subjects is required. If communication to the Data Subjects
is required, the Institution will be responsible for providing such
communication.

Institution agrees to indemnify Sponsor for all losses resulting from
any Personal Data Breach due to negligence or wilful misconduct
by Principal Investigator, Institution or any of its Sub-processors,

Napomoc pii ochrané osobnich udajii. Zdravotnické zarizeni
poskytne ve vztahu ke klinickému hodnoceni zadavateli tiplnou a
bezodkladnou spolupraci a napomoc pii posuzovani vlivu na
ochranu osobnich udajt, ptednostnich konzultacich a reagovani na
pozadavky dozorovych organti ochrany soukromi a osobnich
udaju.

Prava subjektii udajii. Zdravotnické zafizeni je zodpovédné za
spravu pozadavki od uc€astnikl klinického hodnoceni tykajicich se
prav subjektii udajii a odpovidani na tyto pozadavky, a to ve shod¢
S podminkami a casovymi IhGtami plynoucimi z predpisi o
ochranné osobnich tidajt.

Poruleni zabezpeceni osobnich udajii. Zdravotnické zatizeni v
pfipad¢ zjisténi poruSeni zabezpeceni osobnich 1daji ihned
uvédomi zadavatele. Zdravotnické zatizeni se zavazuje napomahat
a plné€ spolupracovat v rdmci vnitiniho ¢i externiho vysetfovani dle
pokynli zadavatele. Zdravotnické zafizeni se zavazuje proveést
takovd néapravnd opatieni, kterd strany vzijemné a divodné
odsouhlasi jako opodstatnéna.

Zdravotnické zafizeni se zavazuje poskytnout zadavateli dalsi
informace, které zadavatel odlivodnéné pozaduje ve vztahu k
poruseni zabezpeceni osobnich tdaji. Zadavatel zodpovida za
rozhodnuti o tom, zdali je nutné uvédomit organy dohliZejici na
ochranu osobnich udaji a/nebo uvédomit subjekty udaji. Pokud je
tteba uvédomit subjekty udaji, zdravotnické zafizeni bude
zodpovidat za zajisténi této komunikace.

Zdravotnické zatizeni se zavazuje odskodnit zadavatele za vSechny
ztraty plynouci z poruSeni zabezpeceni osobnich daju, ke kterému
doslo z divodu nedbalosti nebo umyslného pochybeni hlavniho
zkouSejiciho 1ékafe, zdravotnického zafizeni nebo dil¢ich
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including but not limited to legal damages, government penalties,
and/or mitigation expenses.

Cross-Border Data Transfers. Institution shall Process Personal
Data inside of the country where it was originally received, unless
previously agreed to in writing by Sponsor. If Sponsor instructs
Institution to transfer Personal Data across a national border,
Institution agrees to ensure the Personal Data is transferred via a
valid cross-border transfer mechanism provided under Data
Protection Regulations.

Sub-processors. Institution shall provide Sponsor with a list of
Sub-processors who process Personal Data and will inform
Sponsor in writing of any changes and allow Sponsor an
opportunity to object to such changes. Institution shall not disclose
Personal Data to any Sub-processor without Sponsor’s prior
written approval. Any Sub-processors engaged by Institution shall
be legally obligated to obligations at least as restrictive as those
contained herein. Institution shall remain responsible to Sponsor
for all Processing of Personal data undertaken by any Sub-
processors and Institution shall remain responsible for any harm
caused by such Sub-processors to the same extent as if Institution
cause such harm itself.

Return/Destruction. With regards to the personal data for which
the Institution is considered Data Processor and upon termination
or expiration of the Agreement and, or earlier upon written request
by Sponsor, Institution agrees to return or destroy all Personal
Data, to the extent permitted by applicable law.

zpracovatelll, véetné mimo jiné nahrady $kody, statem ud€lenych
pokut a/nebo vydajli na zmirnéni Gjmy.

Pieshranic¢ni preddvdni udaji. Zdravotnické zafizeni bude
zpracovavat osobni udaje na Uzemi statu, kde byly tyto udaje
puvodné shromazdény, pokud nebude se zadavatelem pisemné
umluveno jinak. Pokud zadavatel instruuje zdravotnické zatizeni k
predani osobnich tidaji pfes statni hranici, zdravotnické zatizeni se
zavazuje, Ze osobni udaje budou piedany s pouzitim platného
mechanizmu pro pteshrani¢ni pfenos ustanoveného piedpisy o
ochrann¢ osobnich dat.

Diléi zpracovatelé. Zdravotnické zafizeni poskytne zadavateli
soupis dil¢ich zpracovatelt, kteti zpracovavaji osobni udaje, a
pisemné uvédomi zadavatele v pfipadé zmén, a ponechaji
zadavateli moznost vznaset namitky proti takovym zménam.
Zdravotnické zatizeni nezpfistupni osobni udaje zadnému dil¢imu
zpracovateli bez predchoziho pisemného souhlasu zadavatele.
Vsichni dil¢i zpracovatelé najmuti zdravotnickym zafizenim
budou ze =zakona vazani minimalné stejné omezujicimi
povinnostmi, jako jsou ty uvedené v této smlouveé. Zdravotnické
zatizeni bude nadale zodpovidat zadavateli za veskeré zpracovani
osobnich udaji provedené dil¢imi zpracovateli, a bude zodpovidat
za jakoukoliv ijmu zpasobenou dil¢imi zpracovateli ve stejné
mife, jako kdyby tuto ujmu zpasobilo samotné zdravotnické
zatizeni.

Navrdceni/zniceni udajui. Pokud se tyké osobnich tdaji, pro které
je zdravotnické zafizeni povazovano za zpracovatele osobnich
udajl, zdravotnické zatfizeni se v pfipadé ukonceni nebo vyprseni
platnosti smlouvy, pfipadné¢ diive na pisemné piani zadavatele,
zavazuje vratit nebo znicit veskeré osobni udaje v mife povolené
prislusnym zakonem.

3101-303-002-Czech Republic-Thomayerova nemocnice-| | | | | EEEEE- sC7A INST-INV - final-07Aug2020 Page 34 of 44



i.  Institution agrees to promptly notify Sponsor of any inability
to return or destroy Personal Data

ii.  Institution agrees that any personal data retained as required
by applicable law shall remain subject to the requirements of
this Addendum.

7. Right to Audit. Upon Sponsor’s written request, Institution shall certify
in writing its compliance with this Addendum. Without limiting the
foregoing, upon Sponsor’s written request, Institution shall provide
documentary verification of its compliance with this Article and shall
allow reasonable inspections and audits by Sponsor or its third-party
designee(s) to verify such compliance.

i. Zdravotnické zafizeni se zavazuje bezodkladné uvédomit
zadavatele v piipad¢ neschopnosti osobni udaje vratit nebo
Znicit.

ii. Zdravotnické zafizeni se zavazuje, ze veSkeré osobni daje
uchované dle pozadavkl piislusného zédkona budou nadale
podléhat podminkam tohoto dodatku.

Pravo na kontrolu. Na pisemnou zadost zadavatele zdravotnické
zafizeni pisemné dolozi svlij soulad s timto dodatkem. Bez omezeni
vys$e uvedeného, na pisemnou zadost zadavatele poskytne zdravotnické
zafizeni pisemné dolozeni souladu s timto ¢lankem a umozni zadavateli
nebo jim urenym tfetim osobam provést piiméfené kontroly a audity
k ovéfeni tohoto souladu.
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ATTACHMENT 1- BUDGET AND PAYMENT TERMS / PRILOHA 1 - ROZPOCET A PLATEBNI PODMINKY
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ATTACHMENT 2 - RA APPROVAL / PRILOHA 2 - POVOLENI STATNIHO USTAVU PRO KONTROLU LECIV
Only by reference / Vlozeno odkazem
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ATTACHMENT 3 - POWER OF ATTORNEY/DELEGATION LETTER FOR CRO / PRILOHA 3 - PLNA MOC/DELEGACNI DOPIS PRO CRO
Only by reference / Vlozeno odkazem
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ATTACHMENT 4 - CERTIFICATE OF INSURANCE / PRILOHA 4 — POJISTNY CERTIFIKAT
Only by reference / Vlozeno odkazem
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ATTACHMENT 5 - VERSION OF AGREEMENT INTENDED FOR PUBLICATION / PRILOHA 5 - VERZE SMLOUVY URCENA PRO ZVEREJNEN{
Only by reference / Vlozeno odkazem
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ATTACHMENT 6 - LEC/MEC APPROVAL / PRILOHA 6 — SOUHLAS MiST,Ni ETICKE KOMISE A SOUHLAS ETICKE KOMISE PRO
MULTICENTRICKA KLINICKA HODNOCENI{
Only by reference / Vlozeno odkazem
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ATTACHMENT 7 - EXTRACT FROM THE COMMERCIAL REGISTER FOR CRO / PRILOHA 7 — VYPIS Z OCHODNIHO REJSTRIKU SPOLECNOSTI
CRO
Only by reference / Vlozeno odkazem
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ATTACHMENT 8 — INFORMED CONSENT FORM / PRILOHA 8 - FORMULAR PISEMNEHO INFORMOVANEHO SOUHLASU
Only by reference / Vlozeno odkazem
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ATTACHMENT 9 - THE CONDITIONS FOR EQUIPMENT PROVISION / PRILOHA 9 — PODMINKY POSKYTNUTi VYBAVENI

No equipment will be provided to the Insitution for the Trial purposes. Instituci nebude pro ucely hodnoceni poskytnuto zadné vybaveni.

3101-303-002-Czech Republic-Thomayerova nemocnice-| | | | | EEEEE- sC7A INST-INV - final-07Aug2020 Page 44 of 44



