SMLOUVA O ZMENE ZADAVATELE A
UKONCENi SMLUV O PROVEDENi
KLINICKEHO HODNOCENi

AGREEMENT ON CHANGE OF SPONSOR
AND TERMINATION OF CLINICAL TRIAL
AGREEMENTS

Tato Smlouva o zméné zadavatele a ukongeni
smluv o provedeni klinického hodnoceni
("Smlouva o zméné a ukonéeni’) uzaviena
mezi nize uvedenymi stranami je vyhotovena k
datu toho podpisu, jenz byl pfipojen k této
Smlouvé o zméné a ukonleni jako posledni
(“Datum uéinnosti’):

This Agreement on Change of Sponsor and
Termination of Clinical Trial Agreements (the
“Agreement on change and termination”), is
signed as of the last date below (the “Execution
Date”) by and among

(1) AstraZeneca Czech Republic s.r.o.,
se sidlem U Trezorky 921/2, Jinonice,
158 00 Praha 5, Ceska republika,
ICO 63984482, zapsana v obchodnim
rejstfiku vedeném Méstskym soudem v
Praze, spis. zn.: C 38105, zastoupena
XXXXXXXXXXXXXXXXXXXXXXXXXX  jednajici

na zakladé pIné moci (“AstraZeneca”);

(2) Allergan Limited, spole¢nost
registrovana v Angli a Walesu
(registracni Cislo spolecnosti 1049760)
se sidlem v Ground Floor Marlow
International, Parkway, Marlow,
Buckinghamshire, SL7 1YL, Spojené

kralovstvi (spole¢né jako “Allergan”);

®)

Vojenska nemocnice Brno, se sidlem

Zabrdovicka 3, 636 00Brno -
Zabrdovice, Ceska republika, ICO:
60555530, DIC CZ60555530

(“Poskytovatel”);
(4)

XXXXXXXXXXXXXXXXXX, jehoZ adresa je
XXXXXXXXXXXXXXXXX XXX XXX XXX XXXKXK

(“Hlavni zkousejici”);

(5) XXXXXXXXXXXXXXXXXX, jehoZ adresa je
XXXXXXXXXXXXXXXXX XXX XXX XXX XXXKXK

(“Spoluzkousejici Iékar”);

(dale spole¢né jako “Strany” nebo jednotlivé
jako “Strana”).

(1) AstraZeneca Czech Republic s.r.o.,
with its registered office at U Trezorky
921/2, Jinonice, 158 00 Prague 5, the

Czech Republic, Company Identification

Number: 63984482, entered in the
Commercial Register kept by the
Municipal Court in Prague, file no.:
C 38105, represented by

XXXXXXXXXXXXXXXXXXXXXXXXXXXX acting on
the basis of a power of attorney
(“AstraZeneca”);

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 (“Allergan”);

Vojenskd nemocnice Brno, with its
registered office at Zabrdovicka 3, 636
00Brno - Zabrdovice, the Czech
Republic, Company Identification
Number: 60555530, VAT: CZ60555530
(the “Institution” or “Institute”);

XXXXXXXXXXXXXXXXXX, Whose address is
XXXXXXXXXXXXXXXKXXXXXXXXXXXXXXXX,  the
Czech  Republic (the  “Principal
Investigator” or “PI’);

(4)

XXXXXXXXXXXXXXXXXX, Whose address is
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX,  the
Czech Republic (the “Sub-Investigator”);

(®)

(together referred to as the “Parties” or individual
each a “Party”).

Tato Smlouva o zméné a ukonceni se aplikuje
na nize uvedena klinicka hodnoceni humanniho
IéCivého pfipravku (dale spole¢né jako “Klinicka
hodnoceni”):

- 3150-301-008

A 52-Week, Multicenter, Randomized, Double-
blind, Double-dummy, Placebo and Active-
controlled, Operationally Seamless Phase 2b/3,
Parallel-group Study to Assess the Efficacy and

This Agreement on change and termination
applies to the following studies (collectively, the
“Studies”):

- 3150-301-008

A 52-Week, Multicenter, Randomized, Double-
blind, Double-dummy, Placebo and Active-
controlled, Operationally Seamless Phase 2b/3,
Parallel-group Study to Assess the Efficacy and
Safety of Brazikumab in Participants with
Moderately to Severely Active Crohn’s Disease




Safety of Brazikumab in Participants with
Moderately to Severely Active Crohn’s Disease

A
- 3151-201-008

A 54-Week Treatment, Multicenter,
Randomized, Double-Blind, Double-Dummy,
Placebo and Active-Controlled, Parallel-Group
Phase 2 Study to Assess the Efficacy and Safety
of Brazikumab in Participants with Moderately to
Severely Active Ulcerative Colitis

And
- 3151-201-008

A 54-Week Treatment, Multicenter, Randomized,
Double-Blind, Double-Dummy, Placebo and
Active-Controlled, Parallel-Group Phase 2 Study
to Assess the Efficacy and Safety of Brazikumab
in Participants with Moderately to Severely Active
Ulcerative Colitis

a nize uvedené Smlouvy o provedeni vyzkumu
a/nebo Smlouvy o provedeni klinického
hodnoceni v platném znéni (dale spole¢né jako
“Smlouvy”):

- CLINICAL TRIAL AGREEMENT/SMLOUVA
O KLINICKEM HODNOCENi ze dne
7.2.2020

- Pro klinické hodnoceni 3151-201-008:

CLINICAL TRIAL EXHIBIT/DODATEK O
KLINICKEM HODNOCEN!I ze dne 7.2.2020

- Pro klinické hodnoceni 3150-301-008:

CLINICAL TRIAL EXHIBIT/DODATEK O
KLINICKEM HODNOCEN!I ze dne 7.2.2020

and the following Research Agreements and/or
Clinical Trial Agreements, as amended,
collectively (the “Agreements”):

- CLINICAL TRIAL AGREEMENT/SMLOUVA O
KLINICKEM HODNOCENI dated 7.2.2020

- For 3151-201-008 Study:

CLINICAL TRIAL EXHIBIT/DODATEK O
KLINICKEM HODNOCENI dated 7.2.2020

- For 3150-301-008 Study:

CLINICAL TRIAL EXHIBIT/DODATEK O
KLINICKEM HODNOCENI dated 7.2.2020

Preambule

VZHLEDEM K TOMU, ZE Allergan
Pharmaceuticals International Limited, Allergan
Finance, LLC a Allergan Therapeutics LLC (dale
spole¢né jako “AGN”) uzavfeli Smlouvu o
zméné a ukonceni se spoleCnosti AstraZeneca

Collaboration Ventures, LLC (“AZCV”), na
zakladé které veSkera prava AGN na
BRAZIKUMAB, v&etné prav a povinnosti
zadavatele Klinickych hodnoceni, pfechazeji
zpét na AZCV al/nebo sni spfiznéné
spole¢nosti.

VZHLEDEM K TOMU, ZE AstraZeneca AB,
spoleénost zapsana ve Svédsku pod &. 556011-
7482, se sidlem v S-151 85 Sddertélje, Svédsko
(“AstraZeneca AB”) sesterska spoleCnost
AstraZeneca, pfevezme roli zadavatele
Klinickych hodnoceni na zakladé ucinnosti
zmény zadavatele v Ceské republice.

VZHLEDEM K TOMU, ZE AstraZenecaAB
povéfila spoleénost AstraZeneca provadénim a
fizenim klinickych hodnoceni Ié€ivych pFipravk
AstraZeneca v Ceské republice.

VZHLEDEM K TOMU, ZE si AZCV pieje uzavfit
nové smlouvy s cilem nahradit Smlouvy s
kazdou =z ostatnich smluvnich stran této

Background

WHEREAS, Allergan Pharmaceuticals
International Limited, Allergan Finance, LLC
and Allergan Therapeutics LLC (collectively,
“AGN”) entered into a Termination Agreement
with AstraZeneca Collaboration Ventures,
LLC (“AZCV”) under which all of AGN’s rights
to BRAZIKUMAB, including the rights and
obligations of the sponsor of the Studies,
reverted to AZCV and or/its affiliates.

WHEREAS, AstraZeneca AB, a company
registered in Sweden under no. 556011-7482,
whose registered office is at S-151 85
Sddertélje, Sweden (“AstraZeneca AB"), an
affiliate of AstraZeneca, will be assuming the
role of sponsor of the Studies upon the
effectiveness of the sponsor transfer in the
Czech Republic.

WHEREAS, AstraZeneca AB has entrusted
AstraZeneca with the conduct and
management of studies of AstraZeneca
medicinal products in the Czech Repubilic.

WHEREAS, AZCV desires to enter into new
agreements to replace the Agreements with
each of the other Parties to this Agreement on
change and termination (other than Allergan)




Smlouvy 0 zméné a ukonCeni (jiné nez Allergan)
a pozadala AGN, aby Smlouvy ukonéila.

and has requested that AGN terminate the
Agreements.

Smlouva

PROTO SE NYNI s védomim vzajemné dohody
specifikované v této Smlouvé o zméné a
ukonCeni a ostatnich platnych a hodnotnych
protiplnéni, jejichz pfijeti a dostatecnost se timto
potvrzuje, Strany, v Umyslu vytvofit pravni
zavazek, dohodly nasledovné:

Agreement

NOW, THEREFORE, in consideration of the
mutual covenants contained in this Agreement
on change and termination, and other good
and valuable consideration, the receipt and
sufficiency of which are hereby
acknowledged, the Parties, intending to be
legally bound, agree as follows:

Cl.1. - DEFINICE

Article 1 - DEFINITIONS

Pokud v této Smlouvé o zméné a ukoné&eni neni
vyslovné uvedeno jinak, vyrazy psané s
pocateénimi velkymi pismeny budou mit
vyznam, jak uvedeno ve Smlouvéch.

Any capitalized term(s) not separately defined
in this Agreement on change and termination
shall have the meaning ascribed to it in the
Agreements.

€1.2. - UKONCENI

Article 2 - TERMINATION

Allergan timto ukoncuje Smlouvy tak, Ze
ukon€eni nabude ucinnosti bud v den (i)
uginnosti zmény zadavatele v Ceské republice
nebo (ii) dnem 31. ledna, 2021, podle toho, které
datum nastane pozdéji (toto datum dale jen
“Datum ucinnosti ukonceni”).

K Datu ucinnosti Poskytovatel a Hlavni
zkousejici ukonCi nabor Subjektl klinického
hodnoceni, nebo v pfipadé, Ze nabor Subjektl
klinického hodnoceni zahajen nebyl, nedojde k
jeho zahajeni, dle dané situace, dokud
AstraZeneca , Poskytovatel a Hlavni zkouS$ejici
neuzaviou nové smlouvy, které nahradi
Smlouvy dle odst. 4, jak nize uvedeno.

Ukonéeni Smluv podle této Smlouvy 0 zméné a
ukonc€eni nebude mit vliv na prava a povinnosti
smluvnich stran Smluv, které vznikly pfed
Datem ukonc&eni uginnosti.

Poskytovatel a Hlavni zkouSejici se zavazuiji, ze
budou uchovavat Materialy klinického
hodnoceni zpusobem odpovidajicim jejich
povinnostem specifikovanym ve Smlouvach.
Poskytovatel a Hlavni zkousejici se dohodli, Ze
od Data ukonCeni ucinnosti a po tomto datu
budou pouzivat, vrati a/nebo zni¢i veSkeré
Materidly klinického hodnoceni v&etng, bez
omezeni, dokumentace ohledné omezeni, lékd,
spotfebniho materialu a vybaveni, které, pokud
byly poskytnuty ze strany Allergan nebo jeho
jménem  Poskytovateli a/nebo  Hlavnimu
zkouSejicimu k pouziti pro Klinické hodnoceni v
souladu s novymi smlouvami, jez nahradi
Smlouvy dle odst 4, jak nize uvedeno, nebo dle
pFislusnych pokynu AstraZeneca. AstraZeneca
se zavazuje, Ze ponese veSkeré naklady na

The Agreements are hereby terminated by
Allergan with such termination to be effective
upon the later of (i) the effectiveness of the
sponsor transfer in the Czech Republic and (ii)
January 31, 2021 (such date, the
“Termination Effective Date”).

As of the Execution Date, the Institution and
Principal Investigator shall halt enroliment, or
to the extent enrolment has not commenced,
shall not commence enroliment, as applicable,
of Study subjects into the Trial until such time
as AstraZeneca, Institution and Pl enter into
new agreements that replace the Agreements
pursuant to Section 4 below.

Termination of the Agreements hereunder
shall not affect the rights and obligations of the
parties thereto that accrued prior to the
Termination Effective Date.

Institution and PI agree to maintain the Study
Materials in a manner consistent with their
respective obligations under the Agreements.
From and after the Termination Effective Date,
Institution and Pl agree to the use, return
and/or destruction of all such Study Materials,
including, without, limitation documentation,
drugs, consumables and equipment, that, in
each case, was provided by or on behalf of
Allergan to Institution and/or to Pl as
applicable for use in the Studies in
accordance with the new agreements that
replace the Agreements pursuant to Section 4
below or as otherwise instructed by
AstraZeneca. AstraZeneca agrees to bear all
costs to return or destroy such Study
Materials.




vraceni nebo zni¢eni téchto Materiall klinického
hodnoceni.

Bez omezeni vySe uvedeného neovlivni
ukon&eni Smluv prava a povinnosti Allergan,
Poskytovatele a Hlavniho zkou$ejiciho, které
jsou ve Smlouvach specifikovany a které
vyslovné po jejich ukon&eni pfetrvavaji.

Without limiting the foregoing, any rights and
obligations of Allergan, Institution and PI
under the Agreements that expressly survive
termination of the Agreements as set forth in
the Agreements shall not be affected by the
termination of the Agreements.

€1.3. - ZMENA ZADAVATELE

Article 3 - CHANGE OF SPONSOR

V souladu se shora uvedenym navracenim prav
pfevezme  AstraZeneca  AB, sesterska
spole€nost  AstraZeneca, roli Zadavatele
Klinického hodnoceni/Klinickych hodnocent,
jakmile zména Zadavatele nabude ucinnosti
v Ceské republice a jeji sesterska spoleénost
AstraZeneca bude provadét a fidit Klinické
hodnoceni/klinicka hodnoceni v souladu s
Klinickym hodnocenim a pfisluSnymi zakony.

Pursuant to the aforementioned reversion of
rights, AstraZeneca AB, an affiliate of
AstraZeneca, will be assuming the role of
Sponsor of the Study(ies) upon the
effectiveness of the sponsor transfer in the
Czech Republic and its affiliate AstraZeneca
will conduct and manage the Study(ies) in
accordance with the Trial and Applicable
Laws.

Cl.4. - NOVE SMLOUVY

Article 4 - NEW AGREEMENTS

AstraZeneca, na jedné strané, a Poskytovatel a
Hlavni zkouSejici, na strané& druhé, budou jednat
v dobré vife a uzaviou nové smlouvy (“Nové
smlouvy AZ") s cilem nahradit Smlouvy, a to do
Sedesati (60) dni od Data ucinnosti (pokud se
AstraZeneca, na jedné strané, a Poskytovatel,
Hlavni zkouSejici, Dil¢i poskytovatel a DilCi
zkousejici spoleéné nedohodnou jinak) tak, aby
AstraZeneca mohla nadale provadét Klinicka
hodnoceni spolu s Poskytovatelem a Hlavnim
zkouS$ejicim.

AstraZeneca, on the one hand, and Institution
and PI, on the other hand, shall negotiate in
good faith and shall enter into new
agreements (“New AZ Agreements”) to
replace the Agreements within sixty (60) days
following the Execution Date (unless
otherwise mutually agreed by AstraZeneca,
on the one hand, and Institution and PI) in
order for AstraZeneca to continue to conduct
the Studies with Institution and PI.

CL.5. - UPLNA SMLOUVA

Article 5 - ENTIRE AGREEMENT

Tato Smlouva o zméné& a ukondeni tvofi
spole¢né se Smlouvami Uplnou dohodu mezi
Stranami ve véci Smiuv. Co se ty€e pfedmétu
Smluv v platném znéni, Smlouvy spolu se
Smlouvou o zméné a ukonéeni nahrazuji
vSechny pfedchozi smlouvy a dohody, jak
pisemné, tak ustni. Kazda ze Stran potvrzuje, ze
se nespoléha na zadna prohlaseni, zaruky nebo
zavazky druhé Strany s vyjimkou pfipadd, jak
specificky uvedeno ve Smlouvach ve znéni
pfipadnych dodatk(. Nic v této Smlouvé o
zméné a ukonc&eni neni uréeno k omezeni nebo
vylouéeni odpovédnosti za podvod. Strany se
timto dohodly, Zze s vyhradou zmén specificky
uvedenych v této Smlouvé o zméné a ukon&eni
zUstavaji vSechny podminky Smiuv plné platné
a ucinné.

This Agreement on change and termination,
together with the Agreements, constitutes the
entire agreement between the Parties with
respect to the subject matter of the
Agreements. The Agreements together with
this Agreement on change and termination
supersedes all prior agreements, whether
written or oral, with respect to the subject
matter of the Agreement(s), as amended.
Each Party confirms that it is not relying on
any representations, warranties or covenants
of the other Party except as specifically set out
in the Agreements as amended. Nothing in
this Agreement on change and termination is
intended to limit or exclude any liability for
fraud. The Parties hereby agree that subject
to the modifications specifically stated in this
Agreement on change and termination, all
terms and conditions of the Agreements shall
remain in full force and effect.




€1.6. - JAZYKOVE VERZE

Article 6 - LANGUAGE VERSIONS

Tato Smlouva o zméné a ukonleni je
vyhotovena v C€eském a anglickém jazyce a
Strany povazuji obé jazykové verze za
rovnocenné; v pripadé jakéhokoli nesouladu
vykladu mezi jednotlivymi verzemi ma pfednost
Ceska verze, jak bylo dohodnuto Stranami.

This Agreement on change and termination
has been drawn up in the Czech and English
language, and the Parties consider both
language versions to be equal; however, in
case of any interpretation discrepancy
between the individual versions, the Czech
version shall prevail as agreed by the Parties.

C1.7. - STEJNOPISY

Article 7 - COUNTERPARTS

Tato Smlouva o zméné a ukonceni mlze byt
vyhotovena v nékolika stejnopisech, pfiCemz
kazdy z nich bude mit platnost originalu a
v8echny stejnopisy dohromady tvofi jeden a tyz
instrument.

This Agreement on change and termination
may be executed in counterparts, each of
which is an original, but all of which together
constitute one and the same instrument.

DOHODNUTO Stranami v pfislusnych dnech,
jak niZe uvedeno:

AGREED by the Parties on the dates
indicated below:

Signed on behalf of AstraZeneca Czech Republic s.r.o. /

Podepsano jménem AstraZeneca Czech Republic s.r.o.

Signature / Podpis:

Print name / Jméno tiskacim pismem:  XXXXXXXXXXXXXXXXXXXXXX

Title / Funkce: XXXXKXXKKXXXKXXXKXXXKXXXXX

Date / Datum:

Signed on behalf of ALLERGAN LIMITED /

Podepsano jménem spole¢nosti ALLERGAN LIMITED

Signature / Podpis:

Print name / Jméno tiskacim pismem:

Title / Funkce:




Date / Datum:

Signed on behalf of Vojenska nemocnice Brno /

Podepsano jménem Vojenska nemocnice Brno

Signature / Podpis:

Print name / Jméno tiskacim pismem:  XXXXXXXXXXXXXXXXXXXXXX

Title / Funkce: XXXXHKKXXKXXKXXXKXXXXXXXX

Date / Datum:

Signed by PRINCIPAL INVESTIGATOR /
Podepsano HLAVNIM ZKOUSEJICIiM

Signature / Podpis:

Print name / Jméno tiskacim pismem:  XXXXXXXXXXXXXXXXXXXXXX

Title / Funkce: XXXXXXXXKKXXXKXXXKXXXKXXXXK

Date / Datum:

Signed by SUB-INVESTIGATOR /
Podepsano SPOLUZKOUSEJICiM LEKAREM

Signature / Podpis:

Print name / Jméno tiskacim pismem:  XXXXXXXXXXXXXXXXXXXXXX



Title / Funkce: XXOXXXXXXXKXXXX XXX XX XXX

Date / Datum:
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