Nemocnice Ceské Budéjovice, a.s.
XXXXXX

DODATEK KE SMLOUVE O KLINICKE STUDII

Prvni dodatek (,dodatek) k dané smlouvé o klinické
studii u€inné ke dni09. unora 2015 (,smlouva‘),
uzaviené mezi

AbbVie Deutschland GmbH & Co. KG se sidlem
XXXXXXX, jednajicim na zakladé plné moci, ktera je
prilohou B dodatku (AbbVie Deutschland GmbH & Co.
KG dale take jen “AbbVIe” nebo “zadavatel”),

a

Nemocnice Ceské Budg&jovice, a.s., se sidlem
B.Némcové 585/54, 370 01 Ceské Budé&jovice, Ceska
republika, zastoupena: pfedsedou pfedstavenstva
MUDr. Bretislavem Shonem a ¢lenem predstavenstva
MUDr. Jaroslavem Novakem, MBA, IC: 260 68 877,
DIC: CZ260 68 877, spole¢nost zapsana v obchodnim

rejsttiku  vedeném  Krajskym soudem v Ceskych
Budéjovicich, oddil B, viozka 1349 (,Zdravotnické
zafizeni”)

a

XXXXXXXX (,ZkouSejici®)

o sluzbach souvisejicich s protokolem ¢&.
S nazvem ,XXXxXXxx“ (,protokol“).

XXXXX

Na zakladé podepsani tohoto dodatku vSemi smluvnimi
stranami a v souladu s podminkami smlouvy se timto
smluvni strany dohodly, Ze smlouva bude upravena
nasledujicim zpisobem:

1. Vzhledem ke zménam v CcCeské legislative,
vyZadujicim zvefejnéni smluv uzavienych podle
ob&anského prava, pokud je jedna ze stran statnim
vyzkumnym Ustavem nebo statni vysokou Skolou
zalozenou podle Ceské legislativy, budou v dohodé
provedeny nasledujici textové zmény:

A. Odstavec v Uvodni ¢asti (preambuli) smlouvy, ktery
zni:

,AbbVie si pfeje zapojit Zdravotnické zafizeni a
Zkousejiciho do provadéni klinické studie
sponzorované spolec¢nosti AbbVie (,Studie”) a
tykajici se vyrobku AbbVie xxxxxxxx (jednotlivé i
spole¢né ,Hodnoceny léCivy pfipravek”). Datem
u€innosti této smlouvy (,Datum ucinnosti”) je datum

AMENDMENT TO THE CLINICAL STUDY
AGREEMENT

First amendment (the “Amendment”) to that certain
Clinical Study Agreement, effective 09 February 2015
(the “Agreement”), between

AbbVie Deutschland GmbH & Co. KG, with a
registered office xxxxxxxx acting under Power of
Attorney which is attached hereto as Exhibit B (AbbVie
Deutschland GmbH & Co. KG hereafter “AbbVie” or

“Sponsor”)

and

Nemocnice Ceské Budgjovice, a.s., B.Nemcove
585/54, Ceské Budejovice 370 01, Czech Republic,
represented by: MUDr. Bfetislav Shon, Chairman of the
Board and MUDr. Jaroslav Novak, MBA, Member of
the Board, Identification No.: 260 68 877, VAT ID No.:
CZ260 68 877, company registred in the Commercial
Register kept by the Municipal Court in Ceské
Budéjovice, Section B, file 1349 (“Institution”)

and

XXXXXXX (,Investigator”)

for services relating to Protocol No. xxxxxx entitled
SOXXXXXX” (“Protocol”).

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. Due to a change in Czech law requiring publication
of agreements concluded under civil law where
one of the parties is a public research institution
or public university established under Czech law,
the following language changes are hereby made
to the Agreement:

A. The paragraph in the preamble of the Agreement
which reads:

-AbbVie wishes to engage Institution and
Investigator to conduct an AbbVie-sponsored
clinical study (the ,Study®) in relation to the
AbbVie product xxxxxx (individually and
collectively, the ,Study Product) effective as of
the date this Clinical Study Agreement (the
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podpisu této Smlouvy o klinické studii (,Smlouva”)
posledni ze smluvnich stran.”
se timto rudi a je nahrazen
ustanovenim:

nasledujicim

~opoleCnost AbbVie si pfeje zapojit zdravotnické
zafizeni a zkousSejiciho do provadéni klinické
studie, jiz je zadavatelem (dale ,studie“), ktera
bude ovéfovat jeji pfipravek xxxxx (samostatné i
spole¢né dale ,hodnoceny pfipravek®), a to s
platnosti ode dne, kdy tato smlouva (dale
.,Smlouva“) bude podepsana vSemi smluvnimi
stranami a zvefejnéna podle platného Ceského
prava, jak je uvedeno dale v bodu 11 (,datum
platnosti a u¢innosti).”

B. Nasledujici véta bude pfi zachovani stavajiciho
textu vlozena jako novy prvni fadek do pismene (a)
bodu 8 (Odména):

(@) ,Spolecnost AbbVie a zdravotnické zafizeni
se dohodly, Ze pFedpokladana celkova
odména za realizaci studie bude pro ucely
zvefejnéni této smlouvy v souladu se
zakonem 340/2015 Sb. O registru smiuv
bude Cinit: [16.176.090] K&.*

C. Bod 11 (Publicita) se timto zcela rusi a je
nahrazen nasledujicim ustanovenim:

Publicita. ~Zdravotnické zafizeni ani zkouSejici — s
vyjimkou pfipadll vyzadovanych zakonem — nezvefejni
podminky této smlouvy bez pfedchoziho pisemného
souhlasu spolecnosti AbbVie. Zdravotnické zafizeni ani
zkousejici nebudou bez pFedchoziho pisemného
schvaleni AbbVie vyuZivat jeji nadzev, obchodni nebo
servisni znamky nebo logo v jakékoli formé publicity,
reklamy nebo informaci poskytovanych jinym osobam
nebo vefejnosti. Zdravotnické zafizeni bere na védomi
a souhlasi s tim, ze podminky této smlouvy, vcetné
vySe jakékoli platby provedené na jejim zakladé,
mohou byt spoleCnosti AbbVie poskytnuty a
zvefejnény, pokud to tato povaZuje za nezbytné k
dodrzeni pozadavkl zakona a jinych zavazk( (véetné
pozadavkl oborovych sdruzeni). Zdravotnické zafizeni
a zkouSejici se zavazuji spolupracovat v dobré vife se
spoleénosti AbbVie a na jeji pfiméfenou Zadost
bezodkladné poskytnout pfesné a Uuplné udaje o
informacich poskytnutych nebo zvefejnénych podle
zakona &i jinych zavazkd. V souladu s vySe uvedenymi
ustanovenimi a podminkami bodu 9 smlouvy se
zdravotnické zafizeni zavazuje tuto smlouvu zvefejnit v
centralnim registru smluv na adrese smlouvy.gov.cz
podle podminek zakona 340/2015 Sb. O registru smluv
(dale ,zakon“) do dvou (2) pracovnich dni od
podepsani této smlouvy v8emi stranami a bezodkladné
na tuto skute€nost spole€nost AbbVie upozornit. Pokud

LAgreement®) is fully executed (the ,Effective
Date“).”

is hereby deleted and replaced with the following:

+AbbVie wishes to engage Institution and
Investigator to conduct an AbbVie-sponsored
clinical study (the ,Study“) in relation to the
AbbVie product Adalimumab (individually and
collectively, the ,Study Product) effective as of
the date this Clinical Study Agreement (the
LAgreement”) is fully executed, and effective as of
the day of this Agreement’s publication in
accordance with applicable Czech law, as stated
below in Section 11 (the ,Effective Date").”

B. The following sentence while maintaining the
current text shall be added as the new first line
to subsection (a) of Section 8 (Compensation):

(a) ,AbbVie and Institution hereby agree that for
purposes of publication of this Agreement in
accordance with 340/2015 Coll. Act on Register
of Contracts, the anticipated total compensation
for the Study is the following: CZK [16.176.090].

C. Section 11 (Publicity), is hereby deleted in its
entirety and replaced with the following:

Publicity. Except as required by Law, Institution and
Investigator shall not disclose the terms of this
Agreement without AbbVie’s prior written approval.
Neither Institution nor Investigator shall use the
name, trademark, servicemark or logo of AbbVie in
any publicity, advertising or information, which is
disseminated to any third person or to the general
public without AbbVie’s prior written approval.
Institution understands and agrees that the terms
and conditions of this Agreement, including, without
limitation, the amount of any payment made
hereunder, may be disclosed and made public by
AbbVie where AbbVie reasonably deems necessary
for AbbVie to comply with applicable Laws and other
obligations  (including  industry  association’s
requirements). As reasonably requested by AbbVie,
Institution and Investigator agree to cooperate in
good faith with AbbVie to promptly provide accurate
and complete information in connection with such
disclosures required by Law or other obligations. In
accordance with the foregoing, Institution agrees,
subject to the terms of Section 9 of the Agreement,
to publish this Agreement in the Central Registry of
Agreements at smlouvy.gov.cz in accordance with
the terms of 340/2015 Coll. Act on Register of
Contracts (the “Act”) within two (2) business days of
full execution of the Agreement and to promptly
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zdravotnické zafizeni tuto smlouvu do tficeti (30) dni od
jejiho podpisu v8emi stranami nezvefejni, AbbVie si
vyhrazuje pravo ji podle tohoto zakona zvefejnit.
Smluvni strany, AbbVie a zdravotnické zafizeni, se
dohodly, Zze: (i) Priloha E pfipojena k tomuto
dokumentu predstavuje: (i) zredigované znéni smlouvy,
upravené podle pozadavkl zakona — odstranénim
vS8ech bodl a pfiloh, obsahujicich divérné informace,
osobni Udaje a obchodni tajemstvi; a (ii) zredigovana
smlouva pfipojena k tomuto dokumentu jako pfiloha E
bude tou verzi smlouvy, ktera bude zvefejnéna v
souladu se zakonem. Pro zamezeni pochyb: pfilohy
jako Rozpocet, Protokol, Pojistky a informace o
proplaceni nahrad pacientim nebudou soucasti
redigované verze smlouvy, zvefejiované v souladu se
zakonem.

Na zakladé vySe uvedenych textovych zmén se strany
timto dohodly, Ze pfiloha B k tomuto dodatku (pfiloha E
smlouvy) je uplnym  aktualizovanym zménim
redigované verze smlouvy, ktera bude zvefejnéna v
¢eském Centralnim registru smluv. Strany si timto
potvrzuji, Zze zvefejnénim smlouvy v uvedené Ihuté dle
nového Bodu 11 (Publicita) se rozumi zvefejnéni
smlouvy a tohoto dodatku ve Ihité pocitané od
uzavreni tohoto dodatku.

2. Na zakladé pozadovanych zmén v rozpocltu je
timto rozpocet pfipojeny ke smlouvé jako pfiloha A,
v€etné vSech svych pfiloh, zruSen a nahrazen zde
pfilozenou pfilohou A. Pfipojeny aktualizovany
rozpoCet ma vstoupit v platnost a uc€innost ke dni
uzavieni tohoto dodatku stim, Ze Zdravotnické
zafizeni je opravnéno uctovat &astky podle nového
rozpoCtu ode dne uzavieni tohoto dodatku, v€etné
Castek za uUkony a sluzby poskytnuté prfede dnem
uzavieni dodatku, které nebyly do doby uzavfeni
dodatku jesté fakturovany, a které mohou byt tedy
douctovany jiz dle nového rozpoctu.

Pojmum, jez zde nejsou definovany jinak, bude
pfisuzovan vyznam, ktery je jim pfipisovan ve smlouvé.
Pokud neni vyslovné& upraveno v tomto dodatku jinak,
budu vSechny ostatni podminky smlouvy po dobu
platnosti této smlouvy i nadéle platné a ucinné. Tento
dodatek nabyva u&innosti po uplném podpisu viemi
smluvnimi stranami.

NA DUKAZ CEHOZ kazda ze stran pfipojila nize pod
tento dodatek podpis svého opravnéného zastupce
jednajiciho jejim jménem.

notify AbbVie of publication. Should Institution fail to
publish this Agreement within thirty (30) days of fully
execution of the Agreement, AbbVie reserves the
right to publish this Agreement as required under the
Act. AbbVie and Institution hereby agree that: (i)
Exhibit E attached hereto represents: (i) a redacted
version of the Agreement, amended in accordance
with the Act by removing all sections and exhibits
which include confidential information, personal
details and trade secrets; and (ii) the redacted
Agreement attached hereto as Exhibit E shall be
the version of the Agreement to be published in
accordance with the Act. For purposes of clarity,
exhibits such as the Budget, the Protocol, insurance
certificates and information regarding patient
reimbursement shall not be included in the redacted
version of the Agreement to be published in
accordance with the Act.

In accordance with the language changes made above,
the parties hereby agree that Exhibit B to this
Amendment ( Exhibit E of the Agreement) represents
the full, amended, redacted version of the Agreement
that is to be published in the Czech Central Registry of
Agreements. The Parties hereby confirm that by
publishing of the Agreement within the timeline set out
in the new Point 11 (Publicity) means the publishing of
the Agreement and of the Amendment in the timeline
counted from the execution of the Amendment.

2. Pursuant to required budget updates, the budget
attached to the Agreement as Exhibit A, including all of
its attachments, is hereby deleted and replaced with
the attached Exhibit A. The attached, updated budget
is intended to be effective as of execution of the
Amendment. The Institution is entitled to charge the
amounts in accordance to the new budget from the
date of execution of this Amendment inclusive amounts
for services provided before execution of this
Amendment which were not invoiced yet and which
can be debited in accordance to the new budget.

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. This Amendment shall be effective upon
full execution by all parties.

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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AbbVie Deutschland GmbH & Co. KG

v zastoupeni/represented by AbbVie s.r.o.

By/Podpis:

Name/Jmeéno: XXXXXXXX

Title/Pozice: na zakladé plné moci/under Power of
Attorney

Date/Datum:

XXXXXXXX

By / podpis:

Name / jméno: XXXXXXXXX

Title / funkce: Investigator/hlavni zkouSejici

Date / datum:

By/Podpis:

Nemocnice Ceské Budéjovice, a.s.,

By/Podpis:

Name/Jméno: MUDr. Bfetislav Shon

Title/Pozice: pfedseda predstavenstva/ Chairman

Date/Datum:

Nemocnice Ceské Budéjovice, a.s.,

Name/Jméno: MUDr. Jaroslav Novak, MBA

Title/Pozice: ¢len pfedstavenstva /
Member of the Board

Date/Datum:
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EXHIBIT A to Amendment / PRILOHA A k dodatku
Updated Budget/Upraveny rozpocet
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EXHIBIT B to Amendment / Priloha B k dodatku
Copy of amended agreement to be submitted for publication/Text pozménéné smlouvy ke zveiejnéni
v samostatné priloze
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