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PRVNi DODATEK KE SMLOUVE O KLINICKEM
HODNOCENI

Tento prvni dodatek (,Dodatek”) ke Smlouvé o klinické studii
(,Smlouva”), uzaviené s ucinnosti ke dni 10. listopadu 2017
mezi AbbVie, s. r. 0., Metronom Business Center, Bucharova
2817/13, Stodilky, 158 00 Praha 5, Ceska republika, IC:
24148725, DIC: CZ24148725, zastoupené jednatelem MUDr.
Branislavem  Trutzem (,AbbVie’) a Thomayerovou
nemochnici, se sidlem Videriska 800, 140 59 Praha 4 - Kr¢,
Ceska republika, IC: 000 64 190, DIC: CZ00064190, statni
prispévkovou organizaci zfizenou Ministerstvem zdravotnictvi
CR, apIné znéni zfizovaci listiny &j. MZDR 17268-1V/2012,
zapsanou v obchodnim rejstfiku u Méstského soudu v Praze,
oddil Pr, vl. 1043, zastoupenou doc. MUDr. Zdenkem
BeneSsem, CSc. (,Zdravotnické zarizeni’) na provedeni
klinické studie podle Protokolu €. M16-000 s nazvem

~.Multicentrické, randomizované, dvojité zaslepeng,
placebem kontrolované, 52tydenni udrzovaci a oteviené
prodlouzeni klinického hodnoceni hodnotici bezpecnost
risankizumabu u pacienti s Crohnovou nemoci, ktefi
reagovali na indukéni Iécbu v klinickém hodnoceni M16-
006 nebo M15-9971“

S ohledem na fadné plnéni tohoto Dodatku a v souladu
s podminkami Smlouvy, se smluvni strany dohodly pozménit
Smlouvu nasledovné:

1. Clanek 1, odst. a. (Rozsah praci) Smlouvy se timto rusi a
nahrazuje nasledujicim rozsahu:

a. Zdravotnické zafizeni bude provadét Studii
v souladu s nasledujicimi ustanovenimi, jejichz
dodrzeni bude vyZadovat i na Hlavnim zkou$ejicim,
dalSich zkouS$ejicich a dalSich zaméstnancich,
subdodavatelich a zastupcich Zdravotnického
zafizeni spojenych se Studii (spole¢né ,Personal
zdravotnického zarizeni“). Studie se bude provadét
v souladu s (i) touto Smlouvou, (i) Protokolem, (iii)
vSemi pisemnymi pokyny poskytnutymi spole¢nosti
AbbVie nebo jejim jménem; a (iv) vSemi platnymi
z&kony a predpisy a provadécimi pfedpisy platnymi
pro dané pramyslové odvétvi (spole¢né ,Zakony"),
zejména zakony proti Uplatkim a korupci, pokyny
pro Spravnou klinickou praxi Mezinarodni
konference pro harmonizaci technickych pozadavku
na registraci humannich IéCiv E6 (,JCH-GCP®),

FIRST AMENDMENT TO THE CLINICAL STUDY
AGREEMENT

First Amendment (the “Amendment”) to that certain Clinical
Study Agreement (the “Agreement”), effective 10 November

2017, concluded between AbbVie, s.r.o., Metronom
Business Center, Bucharova 2817/13, Stodllky, 158 00
Praha 5, Czech Republic, ID: 24148725, VAT ID:

CZ24148725, represented by Branislav Trutz, MD, General
Manager and Executive ("AbbVie") and Thomayerova
nemocnice, Videriska 800, postcode 140 59, Praha 4 - Kr¢,
Czech Republic, ID: 000 64 190, VAT ID: CZ00064190, state
allowance organization established by the Ministry of Health
of the Czech Republic, full text of foundation deed No.
MZDR17268-1V/2012, registered in Companies Registry by
Municipal Court in Prague, Section PR, inlet 1043,
represented by doc. MUDr. Zdenék Bene$§, CSc. Director (the
“Institution”) for performance of clinical study in accordance
with the Protocol No. M16-000 entitled

“A Multicenter, Randomized, Double-Blind, Placebo-
Controlled 52-Week Maintenance and an Open-Label
Extension Study of the Efficacy and Safety of
Risankizumab in Subjects with Crohn's Disease Who
Responded to Induction Treatment in M16-006 or M15-
991~

Subject to the full execution of this Amendment and in
accordance with the terms of the Agreement, the parties
hereby agree to amend the Agreement, as follows:

1. Section 1 (a) (Scope of Work) of the Agreement is
hereby deleted and replaced with the following:

(a) Institution shall conduct and shall require Principal
Investigator, subinvestigator(s), and Institution’s other
employees, subcontractors and agents performing services
related to the Study (collectively, “Institution Personnel”) to
conduct the Study in accordance with: (i) this Agreement; (ii)
the Protocol; (iii) all written instruction provided by or on
behalf of AbbVie; and (iv) all applicable laws and regulations
and industry codes of practice (collectively “Law(s)”’),
including without limitation, anti-bribery and anti-corruption
laws, International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals
for Human Use E6 Good Clinical Practice (ICH-GCP”), the
Act on Pharmaceuticals No. 378/2007 Sb., as amended
(“Act_on Pharmaceuticals”), the Act on Health Care
Services No. 372/2011 Sb., as amended (“Health Care
Services Law”), Decree No. 226/2008 Sb., as amended, on

zakonem o lécivech &. 378/2007 Sb. v platném
znéni (,Zakon o lécivech®), zakonem o zdravotnich
sluzbach ¢&. 372/2011 Sb. v plathém znéni (,Zakon o
zdravotnich sluzbach®), vyhlaSkou &. 226/2008 Sb.
o spravné Kklinické praxi a blizSich podminkach
klinického hodnoceni 1é¢ivych pfipravkl v platném

znéni, vyhlaskou ¢&. 84/2008 Sb. o spravné
lékarenské praxi vplatném znéni (,Spravna

lékarenska praxe“), vyhlaskou ¢. 86/2008 Sb. o
stanoveni zasad spravné laboratorni praxe v oblasti

Good Clinical Practice and Detailed Conditions of Clinical
Trials on Medicinal Products, Decree No. 84/2008 Sb. on
Good Pharmacy Practice, as amended (“Good Pharmacy
Practice”), Decree No. 86/2008 Sb. on Good Laboratory
Practice in the Area of Medicines, Act No. 101/2000 Sb. on
Protection of Personal Data, the EU General Data Protection
Regulation (2016/679) and related data protection laws
(“Data_Protection Law(s)”) and other data protection and
privacy laws, as each may be amended, from time to time.
In furtherance of the foregoing obligations, AbbVie shall
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léciv, zakonem ¢. 101/2000 Sb. o ochrané osobnich
Udaj, Obecnym nafizenim EU o ochrané osobnich
Udaji (2016/679) a souvisejicimi pravnimi predpisy
na ochranu osobnich Udaju (,Pravni predpisy na
ochranu osobnich udaji“) a dal$imi zakony na
ochranu Gdajd a soukromi v platném znéni. AbbVie
na podporu splnéni vySe uvedenych povinnosti
zajisti povoleni Statniho ustavu pro kontrolu Iéciv
(,SUKL") aetické komise (,EK*), zfizené a
ustanovené v souladu s platnymi zékony, a jejich
dohled nad provadénim Studie. AbbVie ohlasi
SUKLu a EK (i) do Sedesati (60) dnt od zahéjeni
Studie v Ceské republice misto a datum zahéjeni
Studie a (ii) zavedeni vyznamnych dodatkd do
Protokolu podle pozadavkd platnych predpis(.
Zdravotnické zafizeni zajisti, aby Hlavni zkouSejici
dodrZoval postupy stanovené pro zaznam a hlaseni
udaju  zplsobem  pozadovanym  pfisluSnymi
predpisy.

2. Clanek 4, odst. b. (Monitorovani Studie; zaznamy;
hlaseni) Smlouvy se timto rusi a nahrazuje nasledujicim
rozsahu:

b. Zdravotnické zafizeni umozni spole¢nosti AbbVie
a osobam povéfenym spoleénosti AbbVie pfistup na
vSechna pracovi$té, na kterych se provadi Studie,
v€etné vSech lékaren, které pfipravuji Hodnocené
IéCivé pfipravky a/nebo dalsi latky, a to na zakladé
oznameni podaného s dostateénym predstihem
a v bézné pracovni dobé, za ucelem monitorovani
provadéni Studie vcetné pfijmu, manipulace,
uchovavani a pfipravy Hodnoceného IéCivého
pfipravku a/nebo dalSich latek, a také za ucelem
auditu Zaznamu, zdrojovych dokumentu a jinych dat
tykajicich se Studie (spole¢né ,Dokumenty studie®)
jakoz i bezpe€nostni opatfeni technické a
organizacni povahy aplikovana v praxi za Ucelem
ochrany Osobnich udaju. Cilem je ovéfit dodrzovani
této Smlouvy, pfi€emz Zdravotnické zafizeni smi
dané Dokumenty studie upravit, tak, jak to vyzaduji
zakony na ochranu duvérnych dat subjektld. Pokud
spole¢nost AbbVie pfi monitorovani Studie nalezne
néjaké vyznamné zjisténi auditora, a toto zjisténi
nebude v€as napraveno v pfipadé jakéhokoli
poruseni Clanku 7 ve Ih(t&¢ péti (5) dnll) nebo
nebude moci byt v€as napraveno, AbbVie smi tuto
Smlouvu s okamzitou platnosti ukoncit.

3. Clanek 6, odst. a. (Mi¢enlivost) Smlouvy se timto rusi a
nahrazuje nasledujicim rozsahu:

a. Zdravotnické zafizeni a Personal zdravotnického
zafizeni béhem doby trvani této Smlouvy vcetné
vSech jejich prodlouzeni, a po dobu NG
po jejim vyprSeni nebo ukonéeni nesmi bez
pfedchoziho pisemného souhlasu spole€nosti
AbbVie sdélit (nize definované) Davérné informace
zadné tfeti strané (kromé stran, které urci
spole¢nost AbbVie) ani je pouzit pro zadny jiny ucel
nez ten, ktery je uveden v této Smlouvé. Bez ohledu
na vySe uvedené budou zavazky mi€enlivosti a

ensure that the State Institute for Drug Control (“SUKL") and
an Ethics Committee (“EC”) established and constituted in
accordance with applicable Laws approves and oversees the
conduct of the Study. AbbVie shall notify SUKL and EC of (i)
the date and place of commencement of the Study within
sixty (60) days from its start in the Czech Republic and (ii)
the introduction of substantial amendments to the Protocol
as required by applicable regulations. Institution shall cause
Principal Investigator to observe the procedures set forth for
recording and reporting data as required by applicable
regulations.

2. Section 4(b) (Monitoring of the Study; Records; Reporting)
of the Agreement is hereby deleted and replaced with the
following:

(b) Upon reasonable advance notice and during normal
business hours, Institution shall permit AbbVie and AbbVie's
designees access to any facilities at which the Study is
conducted, including any pharmacy dispensing the Study
Product and/or other compounds, to monitor the conduct of
the Study, including the receipt, handling, storage and
dispensing of the Study Product and/or other compounds,
and to audit the Records, source documents, and other
Study-related data (collectively, “Study Documents”) as
well as technical and organizational security measures put in
place to protect Personal Data to verify compliance with this
Agreement, provided that Institution may redact such Study
Documents as legally required to protect subject
confidentiality. If, as a result of Study monitoring, AbbVie
identifies a significant audit finding that is not timely cured (in
case of any breaches of Section 7 within five (5) days) or is
incapable of timely cure, AbbVie may immediately terminate
this Agreement.

3. Section 6(a) (Confidentiality) of the Agreement is
hereby deleted and replaced with the following:

(@) During the Term of this Agreement, including any
extensions thereof, and for a period of | - ter the
expiration or termination of this Agreement, Institution and
Institution Personnel shall not disclose to any third party
(other than AbbVie’s designated parties) or use Confidential
Information (as defined below) for any purpose other than
that indicated in this Agreement without AbbVie’s prior written
consent.  Notwithstanding the foregoing, obligations of
confidentiality and non-use with respect to any Confidential
Information identified as a trade secret by AbbVie shall
remain in place for so long as the applicable Confidential
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nepouzivani  zadnych Duvérnych informaci | Information retains its status as a trade secret under
oznacenych spolecnosti AbbVie jako obchodni | applicable Laws. “Confidential Information” shall include

tajemstvi v platnosti po takovou dobu, po jakou dané
Davérné informace budou mit podle pFislusnych
Zakonl charakter obchodniho tajemstvi. ,Davérné
informace” budou zahrnovat vSechny informace
poskytnuté Zdravotnickému zafizeni nebo Personalu
zdravotnického zafizeni spoleCnosti AbbVie nebo
jejim jménem, zejména Protokol, Materialy studie,
Zaznamy a vSechny materialy, data, vysledky a
informace, které se tykaji spole¢nosti AbbVie nebo
Studie nebo které se objevily v dusledku provadéni
Studie (v€etné Osobnich udajd ziskanych od
Subjektd studie), kromé vSech jejich €asti, které:

4. Clanek 7. (Davérnost dat subjektl; Ochrana dat)
Smlouvy se timto rusi a nahrazuje nasledujicim rozsahu:

7. (Divérnost dat subjektl; Ochrana dat)

a. Pokud AbbVie jménem Zadavatele nebo nékdo z
Personalu zdravotnického zafizeni bude Zpracovavat
(jak je definovano nize) Osobni udaje Subjektl studie,
smluvni strany zajisti, aby takové Zpracovani probihalo
pouze v souladu s touto Smlouvou, vSemi platnymi
Zakony véetné pozadavkud pfipadnych smluv na pfenos
dat a pisemnymi pokyny spole¢nosti AbbVie. Pojmy
~Zpracovani‘, ,Osobni udaje“, ,Spravce udaju“ a
.Zasah do osobnich udaju“ budou pro ucely této
Smlouvy vykladany ve smyslu, ktery je témto vyrazim
uréen Pravnimi pfedpisy na ochranu osobnich udaja.

b. Smluvni strany souhlasi, Ze Zadavatel bude jednat
jako Spravce dat s ohledem na kli¢ové kédované Osobni
Udaje subjektd hodnoceni ziskané v souladu sICF a
Osobni udaje Hlavniho zkouSejiciho a Personalu
zdravotnického zafizeni ziskané na =zakladé této
Smlouvy, a ze pfeved| sva prava a povinnosti vyplyvajici
z této Smlouvy na AbbVie. Zdravotnické zafizeni a/nebo
Hlavni zkou$ejici bude jednat jako Spravce dat ve
vztahu k  jakymkoli zaznamim zdravotnické
dokumentace, jez budou ziskany od Subjektd studie a
jakékoli jiné osobni udaje jimi ziskané &i vygenerované
v prubéhu Studie pro ucely zajisténi jejich nezavislého
Iékafského uvazeni v souladu s pozadavky Protokolu
Studie.

c. Smluvni strany budou zajiStovat dostateCnou uroven
technickych a organizaCnich opatfeni za ucelem
ochrany Osobnich Udaju. Smluvni strany souhlasi, Ze
budou provadét pravidelnou kontrolu a vyhodnoceni
ucinnosti  takovych  uplatnénych  bezpefnostnich
opatreni.

d. Smluvni strany se zavazuji, ze si vzajemné odeSlou
oznameni nejpozdéji do ftficeti Sesti (36) hodin od
zjisSténi jakéhokoli potencialniho Zasahu do osobnich
Udaju. V pfipadé takové situace se smluvni strany
zavazuji, Ze budou spolupracovat v dobré vife za
u€elem ur€eni, zda je zapotfebi odeslat oznameni
subjektim udaju a/nebo pfislusnym spravnim Gfaddm, a
v kladném pfipadé, dohodnout se na tom, jak budou

any information provided to Institution or Institution Personnel
by or on behalf of AbbVie including, without limitation, the
Protocol, Study Materials, Records, and all other materials,
data, results, and information concerning AbbVie or the Study
or developed as a result of conducting the Study (including
Personal Data collected from Study subjects), except any
portion thereof that:

4. Section 7 (Subject Confidentiality; Data Protection) of the
Agreement is hereby deleted and replaced with the following:

7. Subject Confidentiality; Data Protection

(@) Where AbbVie on behalf of Sponsor or any Institution
Personnel Processes (as defined below) Personal Data of
Study subjects, the parties shall ensure such processing is
performed only in accordance with this Agreement, all
applicable Laws, including requirements pertaining to data
transfer agreements if applicable, and AbbVie’'s written
instructions. For the purposes of this Agreement, the terms
“Processing”, Personal Data”, “Data Controller” and
“Personal Data Breach” shall have the meaning ascribed to
them in Data Protection Law .

(b) Parties agree that Sponsor acts as Data Controller with
regard to key-coded Personal Data of Study subjects
collected in accordance with ICF and Personal Data of
Principal Investigator and Institution Personnel collected
under this Agreement, and has delegated its rights and
obligations under this Agreement to AbbVie. Institution
and/or Principal Investigator act as Data Controller with
respect to any medical records they obtain from Study
subjects and any other personal data collected or generated
by them in the course of the Study for the purpose of
exercising their independent medical judgment in line with the
Study Protocol.

(c) Parties shall maintain appropriate technical and
organizational security measures to protect Personal Data.
Parties agree to regularly test, assess and evaluate the
effectiveness of such implemented security measures.

(d) Parties shall notify each other within thirty-six (36) hours of
discovery of any potential Personal Data Breach. In such
case parties will cooperate in good faith to decide whether
notification to data subjects and/or government authorities is
required and if so agree on how such notices should be given
and any remedial actions to be taken. Where the parties
decide that notification is required, Institution shall be
responsible for providing such natifications. Institution shall
not disclose, without AbbVie's prior written approval, any
information related to the Personal Data Breach to any third
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takova oznameni provedena a jak budou aplikovana
sjednana napravna opatfeni. Zdravotnické zafizeni
bude odpovédné za poskytnuti takovych oznameni.
Zdravotnické zafizeni se zavazuje, Ze nezvefejni,
nezpfistupni, neposkytne &i nesdéli bez pfedchoziho
pisemného souhlasného stanoviska spole¢nosti AbbVie,
jakoukoli informaci tykajici se Zasahu do osobnich udaja
jakékoli tfeti strané odliSné od poskytovatele smluvniho
plnéni sjednaného za ucelem proSetfeni / zmirnéni
nasledkl takového Zasahu do osobnich udajii a bude
vazano povinnosti zachovavat divérny rezim takovych
skute€nosti, kromé pfipadd, kdy je odliSny postup
pozadovan na zéakladé pfislusnych pravnich pfedpisu.

e. Smluvni strany souhlasi, ze spole¢nost AbbVie je
opravnéna pozadovat po Zdravotnickém zafizeni
organizovat odpovédi na zadosti Subjektl studie ve
vztahu Kk pFistupu, zméné, prenosu, blokovani ¢&i
odstranéni Osobnich udaji. Spole€nost AbbVie mulze
postoupit jakékoli zadosti Subjektl studie tykajici se
Osobnich Gdajli, jez obdrzi spoleénost AbbVie ¢i
Zadavatel, na Zdravotnické zafizeni. Zdravotnické
zafizeni bere na védomi, Ze za uCelem zachovavani
integrity Studijnich vysledk(, moznost zménit, blokovat
¢i odstranit Osobni Udaje mlUze byt omezena, a to
v souladu s Pfislusnymi pravnimi predpisy.

f.  Smluvni strany se budou vzajemné pisemné informovat
odeslanim oznameni ohledné jakéhokoli pozadavku Ci
stiznosti od jakéhokoli spravniho Gfadu ¢&i jiné treti
strany ve vztahu k jakémukoli Zpracovani osobnich
Udaju a bude v dobré vife spolupracovat s, a neprodlené
poskytne ostatnim smluvnim stranam, a jakémukoli
pfisluSnému spravnimu ufadu v takovych pfipadech,
véetné zpfistupnéni veskerych informaci nezbytnych za
G&elem prokazani souladného jednani s timto Clankem
7.

g. Zdravotnické zafizeni zajisti, aby Hlavni zkouSejici
uznal a souhlasii a aby veSkery Personal
zdravotnického zafizeni uznal a souhlasil stim, ze
spole¢nost AbbVie bude Zpracovavat Osobni udaje
Hlavniho zkou$ejiciho a Persondlu zdravotnického
zafizeni v€etné podrobnosti o jménu, adrese, kvalifikaci
a zkuSenosti s klinickymi studiemi. DalSi pouziti nebo
zvefejnéni mdze zahrnovat finanéni informace (véetné
vyplat odmén a nahrad), vefejnou registraci Studie na
internetovych strankach urcenych k tomuto ucelu, jako
napf. www.clinicaltrials.gov, hodnoceni vhodnosti
Hlavniho zkouS$ejiciho pro budouci studie ze strany
spole¢nosti AbbVie, a mulze slouzit i pro ucely
dodrZovani platnych zakonu. Hlavni zkouSejici bere na
védomi a vyslovné souhlasi a zavaze veskery Personal
zdravotnického zafizeni, aby vyslovné souhlasil
s moznosti poskytnout v pfipadé potfeby tyto informace
pro uvedené Ucely etickym komisim, viddnim organdm a
jinym spole¢nostem v ramci Skupiny AbbVie, sidlicim
jak v zemi, kde se Studie provadi, tak v jinych zemich,
véetné Spojenych statd nebo kdekoliv jinde, jak vyzaduji
platné zakony, nebo podle potfeby pro ucely ICH-GCP
nebo pInéni povinnosti stanovenych Pravnimi pfedpisy
na ochranu osobnich udaj.

party other than a vendor hired to investigate/mitigate such
Personal Data Breach and bound by confidentiality
obligations, except as required by applicable Law.

(e) Parties agree that AbbVie may request Institution to
manage requests from Study subjects for access,
amendment, transfer, blocking, or deletion of Personal Data.
AbbVie may forward any Personal Data requests from Study
subjects received by AbbVie or Sponsor to Institution.
Institution acknowledges that in order to maintain the integrity
of Study results, the ability to amend, block, or delete
Personal Data may be limited, in accordance with applicable
Law.

(f) Parties shall notify each other of any requests or
complaints from any governmental authority or other third
party with respect to any Processing of Personal Data and
will in good faith cooperate with and promptly assist each
other, and any relevant government authority in such cases,
including making available all information necessary to
demonstrate compliance with this Section 7.

(g) Institution shall ensure that Principal Investigator
acknowledges and consents to, and shall cause all Institution
Personnel to acknowledge and consent to, AbbVie's
Processing of Principal Investigator's and Institution
Personnel’'s Personal Data including details of his/her name,
address, qualifications and clinical trial experience.
Additional uses or disclosures may include financial
information (including compensation and reimbursement
payments), public registration of the Study on web sites
designed for this purpose such as www.clinicaltrials.gov,
assessments by AbbVie of Principal Investigator’s suitability
for future studies, and for purposes of complying with
applicable Laws. Principal Investigator understands and
expressly agrees and shall cause all Institution Personnel to
expressly agree that this information may, if necessary for
these purposes, be made available to ethics committees,
government authorities and members of the AbbVie Group
located both in the country in which the Study is carried out
and in other countries, including in the United States or
elsewhere as required by applicable Laws, or as necessary
for the purposes of ICH-GCP or compliance with Data
Protection Law.
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5. Clanek 19. (Pfetrvani) Smlouvy se timto ruéi a nahrazuje
nasledujicim rozsahu:

19. Pretrvani. VSechny podminky, které svym cilem
nebo vyznamem maji pretrvat ukoncéeni nebo vyprseni
platnosti této Smlouvy, pfetrvaji, zejména pak zavazky
stran tykajici se hlaseni finanénich zajmu a stfetu zajmu
a jejich Fizeni, uchovavani zaznamud a prava na audit,
micenlivost, ochranu duvérnych informaci / osobnich
udaju, publicita, vlastnictvi, publikace, pozadavky na
oznamovani ujisténi a zaruk stran podle élanku 11(b),
odskodnéni a PoSkozeni vlivem studie.

6. Priloha A Smlouvy se timto rusi a

nasledujicim rozsahu:

nahrazuje

Rozpocet stanoveny v Pfiloze A Smlouvy - Rozpocet a
platebni plan se rusi v celém svém rozsahu a nahrazuje
se pfilozenou Pfilohou A - Rozpocet a platebni plan.

Pojmy, jez zde nejsou definovany jinak, maji stejny vyznam,
ktery je jim pfipisovan ve Smlouvé. Kromé podminek, které se
vyslovné zménily timto Dodatkem, zUstavaji vSechny ostatni
podminky této Smlouvy v plné platnosti a U¢innosti béhem
trvani této Smlouvy.

NA DUKAZ CEHOZ kazda smluvni strana prostfednictvim

5. Section 19 (Survival) of the Agreement is hereby
deleted and replaced:

19. Survival. Any other terms which by their intent or meaning
are intended to survive termination or expiration of this
Agreement shall so survive, including, without limitation, the
parties’ obligations with respect to financial disclosure
reporting and conflict of interest disclosure and management,
record retention and audit rights, confidentiality, subject
confidentiality/data protection publicity, ownership,
publications, notification requirements with respect to such
party’s representations and warranties set forth in Section
11(b), indemnification, and Study Injuries.

6. Exhibit A of the Agreement is hereby deleted and
replaced:

The Budget set forth in Exhibit A of the Agreement - Budget
Summary and Payment Schedule of the Agreement shall be
deleted in its entirety and replaced with the attached Exhibit A
- Budget Summary and Payment Schedule.

Terms not otherwise defined herein shall have the meanings
ascribed to such terms in the Agreement. Except as
specifically amended by this Amendment, all other terms and
conditions of the Agreement shall continue in full force and
effect during the term of the Agreement..

IN WITNESS WHEREOF, each of the parties has caused this
Amendment to be executed by its authorized representative
in its name and on its behalf.
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svych Ffadné zmocnénych zastupcl uvedla tuto smlouvu
v platnost svym podpisem.

AbbVie s.r.o. Thomayerova nemocnice

By/Podepsal: By/Podepsal:

Name/Jméno: MUDr. Josef Svoboda, CSc.
Name/Jméno: doc. MUDr. Zdenék Benes, CSc.
Title/Funkce: Country Clinical Operations Manager
upon power of attorney / na zakladé pIné moci
Title/Funkce: Director / feditel

Date/Datum: Date/Datum:

I have read this Amendment and acknowledge the
obligations in the Amendment.

Tento Dodatek jsem si pfecetl a uznavam zavazky
z négj plynouci.

By/Podepsal:

Name/Jméno: Doc. MUDr. Pavel Kohout, Ph.D.

Title/Funkce: Principal Investigator / Hlavni zkousejici

Date/Datum:
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