CLINICAL TRIAL EXHIBIT / DODATEK O KLINICKEM HODNOCENI

THIS Clinical Trial Exhibit is entered into by and between:

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

and

Krajska zdravotni, a.s. with registered office and a place of business at
Socialni péce 3316/12A, 401 13, Usti nad Labem, Czech Republic, VAT No:
CZ25488627(hereinafter referred to as the “Institution’);

and

B /hose address is xxx (hereinafter referred to as the

“Principal Investigator™).

Each referred to as a “Party” and together as the “Parties”.
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TENTO DODATEK O KLINICKEM HODNOCENI se uzavira mezi:

ALLERGAN LIMITED, spolecnosti zaregistrovanou v Anglii a Walesu
(pod registra¢nim ¢islem 1049760) se sidlem na adrese Ground Floor Marlow
International, Parkway, Marlow, Buckinghamshire, SL7 1YL, Spojené
kréalovstvi (dale ozna¢ovanou jako ,,zadavatel*)

a
Krajska zdravotni, a.s. se sidlem a provozovnou na adrese Socialni péce
3316/12A, 401 13, Usti nad Labem, Ceska republika, DIC: CZ25488627 (dale

oznacovanou jako ,,zdravotnické zatizeni);

a

I jehoz adresa je Xxx (dale oznaCovanym jako ,,hlavni

zkousejici 1ékar*).

Jednotlivé dale oznacované jako ,,smluvni strana* a spole¢né jako ,,smluvni
strany*.
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WHEREAS:

A.

The Sponsor and Institution have entered into a Clinical Trial
Agreement with a final version dated 03 Mar 2020 (the “Clinical Trial
Agreement”)

Article 1.1 of the Clinical Trial Agreement provides that Clinical Trial
Exhibits regulating the provision of clinical trial programs will be
entered into separately from the Clinical Trial Agreement.

The Institution’s Principal Investigator shall be responsible for
conducting the Trial at the Institution.

The Parties wish to enter such a Clinical Trial Exhibit in respect of the
Trial set out herein.

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, (“CRQO”), acting as an
independent contractor, to act on behalf of Sponsor for the purposes
of transferring certain obligations in connection to this Clinical Trial
Exhibit, said obligations including negotiation of this Clinical Trial
Exhibit and CRO signing on behalf of Sponsor;

NOW THEREFORE, the Parties agree as follows:

1.
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The Trial that is the subject of this Clinical Trial Exhibit shall be
governed by:

a. The terms of the Clinical Trial Agreement; and

b. The terms of this Clinical Trial Exhibit.

VZHLEDEM K TOMU, ZE:

A.

Zadavatel a zdravotnické zafizeni uzaviely smlouvu o klinickém
hodnoceni ve znéni kone¢né verze ze dne 3. biezna 2020 (dale jen
»smlouva o klinickém hodnoceni*)

Clanek 1.1 smlouvy o klinickém hodnoceni stanovi, Ze dodatky o
klinickém hodnoceni regulujici ustanoveni programt klinického
hodnoceni budou uzavieny oddélené¢ od smlouvy o klinickém
hodnoceni.

Hlavni zkousejici 1ékat zdravotnického zatfizeni ponese odpovédnost
za provadéni hodnoceni ve zdravotnickém zafizeni.

Smluvni strany si preji uzaviit dodatek o klinickém hodnoceni
vztahujici se k hodnoceni uvedenému v tomto dokumentu.

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 pievodu uréitych zavazka souvisejicich s timto
dodatkem o klinickém hodnoceni, pticemz tyto zavazky zahrnuji
jednani o tomto dodatku o klinickém hodnoceni a CRO podepisuje
dodatek o klinickém hodnoceni v zastoupeni zadavatele.

PROTO se smluvni strany dohodly nasledovné:

1.

Hodnoceni, ke kterému se vztahuje tento dodatek o klinickém
hodnoceni, se tidi nasledujicim:

a. podminkami smlouvy o klinickém hodnoceni a

b. podminkami tohoto dodatku o klinickém hodnoceni.
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Except as expressly stated in this Clinical Trial Exhibit, all terms,
conditions and provisions of the Clinical Trial Agreement are
incorporated herein by reference and made a part of this Clinical Trial
Exhibit as if set forth in full herein and Institution’s Principal
Investigator and Sponsor shall be bound thereby to the same extent
and in the same manner as the Parties thereto. Accordingly where the
context permits, all references to “Clinical Trial Exhibit” in the
Clinical Trial Agreement shall be construed as references to this
Clinical Trial Exhibit.

By signing this Clinical Trial Exhibit, the Principal Investigator
agrees to be bound to all terms and conditions and provisions of the
Clinical Trial Agreement as if it were originally a party to the Clinical
Trial Agreement.

For the avoidance of doubt, it is hereby agreed that the Sponsor shall
own all right, title and interest in and to any invention, discovery, or
improvement conceived or reduced to practice in connection with the
Trial performed hereunder by the Institution or the Principal
Investigator or any other Party to this Clinical Trial Exhibit.

Each Party to this Clinical Trial Exhibit shall keep confidential all
information which is received from any other Party to this Clinical
Trial Exhibit and shall direct its employees, agents and sub-
contractors (as applicable) to do the same, in accordance with the
Clinical Trial Agreement.

In accordance with Article 6.2 of the Clinical Trial Agreement, the
Parties agree that any budgets agreed and payments made under this
Clinical Trial Exhibit may be shared or published to the extent
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S vyjimkou, jak je uvedeno jinak v tomto dodatku o klinickém
hodnoceni, jsou vS§echny smluvni podminky a ustanoveni smlouvy o
klinickém hodnoceni za¢lenény do tohoto dodatku o klinickém
hodnoceni odkazem a jsou soucasti tohoto dodatku o klinickém
hodnoceni, jako kdyby zde byly uvedeny v plném znéni, a hlavni
zkousejici 1ékar zdravotnického zafizeni a zadavatel jsou povinni se
jimi fidit ve stejném rozsahu a stejnym zpusobem jako jejich smluvni
strany. A tedy, pokud to kontext dovoluje, vSechny odkazy na
,,dodatek o klinickém hodnoceni* ve smlouvé o klinickém hodnoceni
budou vykladany jako odkazy na tento dodatek o klinickém
hodnoceni.

Podpisem dodatku o klinickém hodnoceni se hlavni zkousejici 1ékaf
zavazuje dodrzovat v§echny podminky a ustanoveni smlouvy o
klinickém hodnoceni, jako kdyby byl pivodné smluvni stranou
smlouvy o klinickém hodnoceni.

Pro vylouceni pochybnosti se timto ujednavé, ze zadavatel je
vlastnikem veskerych prav, vlastnickych prav a podilit ve vztahu k
jakémukoliv vynalezu, objevu nebo zlepSeni ucinénym nebo
uvedenym do praxe v souvislosti s hodnocenim provadénym podle
tohoto dodatku o klinickém hodnoceni zdravotnickym zafizenim
nebo hlavnim zkouSejicim 1ékafem nebo jakoukoli jinou stranou
tohoto dodatku o klinickém hodnoceni.

Kazda ze smluvnich stran tohoto dodatku o klinickém hodnoceni
bude zachovavat mlcenlivost vzhledem k vesSkerym divérmym
informacim ziskanym od kterékoli jiné smluvni strany tohoto
dodatku o klinickém hodnoceni a bude instruovat své zaméstnance,
zprostiedkovatele a subdodavatele (podle okolnosti), aby se chovali
stejné, v souladu se smlouvou o klinickém hodnoceni.

Podle ¢lanku 6.2 smlouvy o klinickém hodnoceni se smluvni strany
zavazuji, ze jakékoli dohodnuté rozpoéty a platby provedené podle
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required to comply with relevant laws, regulations and governmental
reporting obligations.

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

7.

3150-301-008_1013115-AGN-005_ CZECH REPUBLIC_431_ M D CTE_budget_final_03Mar2020

tohoto dodatku o Kklinickém hodnoceni mohou byt sdileny nebo
publikovany v rozsahu daném pozadavky platnych zdkont, predpist
a tykajicich se zavazkl v oblasti vedeni zaznamil.

Stejnopisy — Tento dodatek o klinickém hodnoceni muize byt
vyhotoven ve tfech stejnopisech, pficemz kazdy z téchto stejnopist
predstavuje original, ale vSechny dohromady tvofi jediny a tentyz
pravni dokument. Je-li to ptipustné podle rozhodného prava, podpisy
tohoto dodatku o klinickém hodnoceni zaslané elektronickou postou
v ,,pfenosném dokumentovém formatu* (,,PDF*) nebo jakymikoli
jinymi elektronickymi prostfedky urcenymi k uchovani originalniho
grafického a obrazového vzhledu tohoto dodatku o klinickém
hodnoceni maji stejny ucinek jako fyzické doruceni tisténého
dokumentu s originalnimi podpisy.
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IN WITNESS WHEREOF, the Parties hereto have agreed to this Clinical Trial Exhibit as of the date of last signature.
NA DUKAZ TOHO se smluvni strany tohoto dodatku o klinickém hodnoceni dohodly na tom, ze tento nabyva t¢innosti datem posledniho podpisu.

Signed by CRO on behalf of ALLERGAN LIMITED / Signed on behalf of INSTITUTION/ » )
Podepsano jménem spole¢nosti ALLERGAN LIMITED Podepsano jménem ZDRAVOTNICKEHO ZARIZENI
Signature / Podpis: Signature / Podpis:

Print name / Jméno tiskacim pismem:  xxx Print name / Jméno tiskacim pismem:

Title / Funkce: XXX

Title / Funkce:

Date / Datum:

Date / Datum:

Signed on behalf of PRINCIPAL INVESTIGATOR/
Podepsano jménem HLAVNIHO ZKOUSEJICIHO LEKARE

Signature / Podpis:

Print name / Jméno tiskacim pismem: || GczNGN

Title / Funkce: Principal Investigator/ Hlavni zkouSejici 1ékaf

Date / Datum:
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2.

3.

CLINICAL TRIAL EXHIBIT/ DODATEK O KLINICKEM HODNOCENI
(Continued / Pokracovani)

TRIAL

This Clinical Trial Exhibit relates to the Sponsor clinical study
XXX (“Trial”)

TASKS AND RESONSIBILITIES

The Institution and/or the Principal Investigator shall be responsible for
the direction of the Trial in accordance with all laws and regulations
applicable to the performance of clinical trials in Czech Republic and
the guidelines of the Czech Republic 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; the Protocol,
the terms of the Clinical Trial Agreement and this Clinical Trial Exhibit.

SUBJECT NUMBERS

This study 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 site.
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1. Hodnoceni

Tento dodatek o klinickém hodnoceni se vztahuje ke klinickému
hodnoceni zadavatele
XXX (dale jen ,,hodnoceni)

UKOLY A POVINNOSTI

Zdravotnické zafizeni, pfipadn€ hlavni zkouSejici lékai ponesou
odpovédnost za fizeni hodnoceni v souladu se v§emi zakony a piedpisy,
které se vztahuji na provadéni klinickych hodnoceni v Ceské republice,
metodickymi pokyny Ministerstva zdravotnictvi a platnou vnitrostatni
legislativou, mezinarodnimi normami spravné klinické praxe (dale
oznacovanymi jako ,,GCP®“, Good Clinical Practice), Helsinskou
deklaraci Svétové lékaiské asociace, smérnici Komise 2005/28/ES,
kterou se stanovi zadsady a podrobné pokyny pro spravnou klinickou
praxi, zasadami zdravotnického zafizeni, protokolem, podminkami
smlouvy o Kklinickém hodnoceni a timto dodatkem o klinickém
hodnoceni.

POCTY SUBJEKTU

Toto klinické hodnoceni bude pouzivat ,.kompetitivni zatazovani‘, kdy
toto zafazovani subjektli do hodnoceni bude uzavteno, jakmile bude v
globalnim méfitku dosazen celkovy pocet subjekta.

Pocet subjektil stanovi vyhradn€ podle svého uvazeni zadavatel. Tomuto

pracovisti nebyl dan zadny pfislib ani zaruky, pokud se jedna o celkovy
pocet subjektt, kterym bude dovoleno, aby byli zatazeni do hodnoceni.
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If Sponsor authorizes the Principal Investigator or the Institution in
writing to enrol additional Subjects the total maximum compensation in
this contract will be amended to reflect those additional Subjects. For
such amendment to take effect, only the Sponsor’s signature is
required.

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;

4.1 For the performance of the Trial, Sponsor will lease the
Equipment and have it sent to Institution.

4.2 Institution agrees that use of the Equipment will be limited to this
Trial only unless otherwise stated in a written amendment to this
Clinical Trial Exhibit, signed by authorized representatives of
Sponsor and Institution.

4.3 Institution agrees 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.

4.4  Sponsor is responsible for any maintenance and/or repair of the
Equipment, provided the Institute has used the Equipment strictly
in accordance with the terms and conditions of this Clinical Trial
Exhibit.

4.5 Institution 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;
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Povéti-li zadavatel pisemné hlavniho zkousSejiciho lékare nebo
zdravotnické zafizeni, aby =zatadili dal$i subjekty, bude celkova
maximalni vySe odmény uvedend v této smlouvé upravena tak, aby
odpovidala témto dodate¢né zatazenym subjekttim. Tato Uprava nabyva
ucinnosti podpisem zadavatele.

VYBAVENI

Pokud se pro ucely hodnoceni vyzaduje vybaveni (dale oznacované jako
,vybaveni‘), bude toto vybaveni pronajato zadavatelem od tfeti strany,
kterd je specializovanym poskytovatelem vybaveni.

4.1. Pro provadéni tohoto hodnoceni zadavatel pronajme vybaveni a
necha je zaslat zdravotnickému zafizeni.

4.2. Zdravotnické zafizeni se zavazuje, ze bude pouzivat vybaveni
pouze pro ucely tohoto hodnoceni nebo jak je jinak uvedeno v
pisemné upravé tohoto dodatku o klinickém hodnoceni podepsané
opravnénymi zastupci zadavatele a zdravotnického zatizeni.

4.3. Zdravotnické zatizeni souhlasi, Ze pokud bude hodnoceni zruseno
nebo ukonceno, zadavatel bude mit moznost si vybaveni
prevzit. Zadavatel zajisti vyzvednuti a vraceni vybaveni a Ghradu
veskerych nakladt spojenych s vracenim.

4.4, Zadavatel nese odpovédnost za jakoukoli udrzbu, piipadné opravu
vybaveni poskytnutého zdravotnickému zafizeni za predpokladu,
ze zdravotnické zafizeni pouzivalo vybaveni pfisné v souladu s
podminkami tohoto dodatku o klinickém hodnoceni.

4.5. Zdravotnické zatizeni je povinno:
e pouzivat vybaveni poucenym a fadnym zpiisobem a nesmi
pouzivat vybaveni k Zadnému jinému ucelu, nez ke kterému
je urceno;
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during the period of hire ensure the security and safekeeping
of the Equipment;

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

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

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

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;

keep the Equipment in its own possession at the site;

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:;

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

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

comply with any relevant Government or Local Authority
Regulations.

pravidelné kontrolovat stav vybaveni po celou dobu jeho
pronajmu;

zajistit zabezpeCeni a ochranu vybaveni po celou dobu jeho
pronajmu;

umoznit zadavateli piistup za ucelem kontroly, opravy nebo
vymény vybaveni, a to kdykoliv na zdkladé¢ pfiméfeného
oznamen;

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

nenechat koncového uZivatele opravovat vybaveni bez
predchoziho pisemného souhlasu zadavatele;

precist si vSechny prislusné navody k pouziti a bezpe¢nostni
pokyny dodané spolu s vybavenim a pouZzivat vybaveni nebo
nainstalovat jakékoli piisluSenstvi pouze v souladu s timto
navodem;

udrzovat vybaveni ve svém vlastnictvi na pracovisti;

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

neprodat ani nenabizet k prodeji, postoupeni, pronajmu, do
zastavy, podnajmu ani nepijcovat vybaveni zadné tieti
0sobé;

neprovadét aktualizace softwaru vybaveni bez vyslovného
svoleni zadavatele;

dodrzovat ptislusné predpisy na vnitrostatni ¢i mistni urovni.

5. COMPENSATION AND EXPENSES 5. ODMENY A VYDAJE

The services related to the study have been costed on the basis of
Attachment 1 to this Clinical Trial Exhibit.

Naklady na sluzby vztahujici se ke klinickému hodnoceni byly vycisleny
podle ptilohy 1 tohoto dodatku o klinickém hodnoceni.

The Sponsor agrees to provide compensation, according to the terms and
conditions of the agreement of which this is a part, and contingent upon
the completion of the study as specified by the Protocol.

Zadavatel se zavazuje uhradit odménu v souladu s podminkami smlouvy,
ke které tento dodatek patii, vCetné¢ neptedvidatelnych vydaji po
dokonceni klinického hodnoceni, jak je uvedeno v protokolu.
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The Institution / Principal Investigator will inform Sponsor and in no
event will perform work requiring expenditures in excess of the
maximum compensation without prior written authorisation from
Sponsor.

The parties agree that Sponsor shall make all payments under this
Clinical Trial Exhibit to the payees as listed in Attachment 1, in the
proportions thereto.

This Clinical Trial Exhibit represents all payments liable for activities at
the site at the time of execution of this Clinical Trial Exhibit.

TERM OF CLINICAL TRIAL EXHIBIT

This Clinical Trial Exhibit shall be valid from the last date of signature
of this Clinical Trial Exhibit and effective from the date of publication
of this Clinical Trial Exhibit in Contract Register 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 the
Clinical Trial 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
start is the date of the Site Initiation Visit or when Study Drug is on site,
whichever is the later date.
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Zdravotnické zafizeni / hlavni zkouSejici lékai budou informovat
zadavatele a v Zzadném piipadé nebudou vykonavat zadné prace, které by
vyzadovaly vydaje piekracujici maximalni vysi odmény bez predchoziho
pisemného opravnéni zadavatelem.

Smluvni strany souhlasi, ze zadavatel provede veskeré platby podle
tohoto dodatku o klinickém hodnoceni pfijemctam plateb, jak je uvedeno
v ptiloze 1 v odpovidajici vysi.

Tento dodatek o klinickém hodnoceni uvadi veskeré platby splatné za
¢innosti pracoviste béhem plnéni tohoto dodatku o klinickém hodnoceni.

DOBA PLATNOSTI DODATKU O KLINICKEM HODNOCENI

Tento dodatek o Kklinickém hodnoceni nabyva platnosti datem
posledniho podpisu tohoto dodatku a G¢innosti od data zvefejnéni
tohoto dodatku v Registru smluv a trva az do dokonc¢eni vSech ¢innosti
souvisejicich s hodnocenim na strané zdravotnického zafizeni, ptipadné
hlavniho zkouSejiciho 1ékate, nebude-li jinak ukonceno diive podle
¢lanku 8.3 smlouvy o klinickém hodnoceni.

Zadavatel si vyhrazuje pravo uzaviit pracovisté, pokud na tomto
pracovisti nedoSlo k zatazeni zadnych subjekti ve lhuté dvou (2)
kalendainich mésicti od data zahajeni hodnoceni: Zahajeni hodnoceni
odpovidd datu zahajovaci navstévy pracovisté¢ nebo datu, kdy je na
pracovisté¢ dodan hodnoceny 1éCivy piipravek, podle toho, co nastane
pozdgéji.
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ATTACHMENT 1 - BUDGET AND PAYMENT TERMS / PRILOHA 1- ROZPOCET A PLATEBNI PODMINKY
XXX
Estimated total sum for the Institution is 2,925,078.00 CzK
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