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AMENDMENT NO. 1
to the Master Clinical Trial Agreement

dated as of 28 June 2016
(“Agreement”)

by and between

Boehringer Ingelheim RCV GmbH & Co
KG
Dr. Boehringer-Gasse 5-11,
1121 Vienna, Austria
VAT-ID-No.: ATU 64226215
(hereinafter referred to as "Sponsor")

and

Fakultni nemocnice Olomouc,

I.P. Pavlova 6, 779 00 Olomouc
Responsible unit: doc. MUDr. Roman
Havlik, Ph.D., editel

VAT-ID-No. resp. Taxpayer ldent. No.:
00098892/ CZ00098892
(hereinafter referred to as "Institution™)

WHEREAS, Sponsor and Institution
have entered into the Agreement.

WHEREAS, Sponsor and Institution
desire to continue the successful relationship
by altering the Agreement in certain respects

and/or make other provisions in connection
with the foregoing.

THUS, IT ISHEREBY AGREED THAT:

1. The Parties agree that the following section
shall be added to the Agreement as follows:

18. Additional Terms and Conditions

18.1 Designation of Business Secret.

DODATEKZ . 1
K Ramcové Smlouvé o klinickém hodnoceni

uzavienou dne 28.06.2016
(“Smlouva”)

Uzaviena mezi

Boehringer Ingelheim RCV GmbH & Co
KG
Dr. Boehringer-Gasse 5-11,
1121 Vienna, Austria
DIC: ATU 64226215
(dale jen ,,Zadavatel)

a

Fakultni nemocnice Olomouc,

I.P. Pavlova 6, 779 00 Olomouc, Czech
Republic

Odpovédny utvar: doc. MUDr. Roman
Havlik, Ph.D., Feditel

DIC/1C:00098892/ CZ00098892

(dale jen ,,Zdravotnické zafizeni®)

JELIKOZ Zadavatel
zarizeni uzavieli tuto Smlouvu.

a Zdravotnické

JELIKOZ Zadavatel a Zdravotnické
zafizeni si preji pokracovat ve zdafilém vztahu
S tim, Ze zméni Smlouvu v urcitych ohledech
a/nebo provedou dalSi opatieni v souvislosti
s vySe uvedenym.

PROTO TOTO
DOHODNUTO NASLEDOVNE:

BYLO
1. Smluvni strany se dohodly, Ze Nasledujici
odstavec bude pfidan do Smlouvy:
18. Dodatec¢né podminky

18.1. Oznaceni obchodniho tajemstvi.
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Parties hereby acknowledge and agree that
Investigator’s Brochure, Insurance Contract
on Clinical Trial Insurance, Clinical Trial
Protocol and detailed calculation of per patient
financial schedule, (further stated as ,,Trial
Specific  Confidential  Information®), are
deemed as information significant within the
meaning of statutory definition of business
secret (Section 504 of Act No. 89/2012 Coll.,
the Civil Code), as universal access to such
information may have a substantial impact on
economic results and market position of the
Sponsor and members of the Sponsor’s group
in other EU Member States. Trial Specific
Confidential Information are either part of the
text of the main Agreement or individual
attachments to this Agreement. Institution and
Investigator acknowledge that they also deem
Trial  Specific Confidential Information
significant within the meaning of statutory
definition of business secret (Section 504 of
Act No. 89/2012 Coll., the Civil Code).

Disclosure. The Parties hereby agree that
in case Agreement must be disclosed pursuant

to Act. No. 340/2015 Coll. on Special
Conditions of Effectiveness of Certain
Contracts, Publication thereof and the

Contracts Register (,,Contract Registry Act®)
or pursuant to other related legal regulations,
they shall act as following:

a. Institution shall disclose ICTA
with respect to procedure indicated in this
clause of the Agreement;

b. Trial ~ Specific  Confidential
Information and other confidential information
according to the Article 7 of the Agreement
shall not be disclosed; Trial Specific
Confidential Information and other
confidential information shall be blackened by
the Sponsor and provided to Institution for
disclosure.

Smluvni strany berou na védomi a souhlasi, ze
BroZura ZkouSejiciho, Pojistna smlouva o
pojisténi  klinického hodnoceni, Protokol
klinického hodnoceni stejné¢ jako podrobny
vypocet financni odmény za pacienta (dale jen
,Duvérné informace tykajici se klinického
hodnoceni*) povaZuje za informace vyznamné
ve smyslu zakonné definice obchodniho
tajemstvi (8 504 =zakona ¢. 89/2012 Sb.,
obCansky zakonik), nebot’ vSeobecny pftistup k
témto informacim mlze mit podstatny dopad
na ekonomické vysledky a trzni postaveni
Zadavatele a c¢lend koncernu Zadavatele v
jinych  Clenskych zemich EU. Dutvémné
informace tykajici se Kklinického hodnoceni
jsou budto soucasti textu hlavni Smlouvy,
nebo samostatnych ptiloh Smlouvy.
Zdravotnické zatizeni a ZkouSejici berou na
védomi, ze i pro né jsou Duavérné informace
tykajici se klinického hodnoceni vyznamné ve
smyslu zakonné definice obchodniho tajemstvi
(§ 504 zakona ¢. 89/2012 Sb., obcansky
zakonik).

Zvetejnéni. Smluvni strany souhlasi, Ze v
piipadé, kdy Smlouva musi byt zveiejnéna dle
zakona ¢. 340/2015 Sb.,, o zvlastnich
podminkach Gcinnosti nékterych  smluv,
uvefejiiovani téchto smluv a o registru smluv,
¢i dle jinych souvisejicich pravnich ptedpist
budou postupovat nasledovné:

a. Instituce zvefejni Smlouvu s ohledem
na postup uvedeny v tomto bodé Smlouvy;

b. Duvérné informace tykajici se
klinického hodnoceni a dalsi daveérné
informace dle ¢asti 9 této Smlouvy nebudou
zvetejnény.Divérné  informace  souvisejici
s Klinickym hodnocenim a jiné divérné
informace budou Zadavatelem zacernény a
poskytnuty  Zdravotnickému  zafizeni ke
zvetejnéni.
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c. For the purposes of disclosure,
Institution shall provide to the Administrator of
the Contract’s Register a copy of the ICTA in
a format required by the Contract Registry Act
which was provided by Sponsor.

d. Institution shall disclose ICTA
within 2 months as of signing of the ICTA; if
the disclosure 1s not performed by the
Institution within the term indicated in this
clause, Sponsor will disclose the ICTA in
accordance with this ICTA and the Contract
Registry Act.

e. In case the Agreement will be
disclosed in breach with the Contract Registry
Act and / or this ICTA, the Institution shall
immediately but not later than within 5 days as
of becoming aware of such breach or as of
receipt of the written request from the Sponsor
/ Sponsor’s representative eliminate the breach
and ensure that the disclosure meets Contract
Registry Act as well as this ICTA;

In case of any amendments to the
Contract Registry Act and / or related legal
requirements, Parties agree to amend this
ICTA respectively, if needed.

2. According to change of the Bank account
number, Payments will be made to new
Bank account number:

3. Upon execution, this Amendment shall be
made a part of the Agreement and shall be
mncorporated by reference therein. All
terms and conditions of the Agreement not
expressly amended by this Amendment
shall remain in full force and effect. All
capitalized terms not specifically defined
herein shall have the meaning ascribed to
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c. Za ucelem zveiejnéni Zdravotnické
zaiizeni zasSle spravci registru smluv kopii
Smlouvy ve formatu pozadovaném Zakonem o
registru smluv, ktera byla poskytnuta ze strany
zadavatele.

d. Zdravotnické zafizeni zveiejni
Smlouvu do 2 meésicii od jejiho podepsani;
pokud k tomuto nedojde v daném terminu zde
uvedeném, Smlouvu zveiejni Zadavatel dle
této Smlouvy a Zakona o registru smluv.

e. V piipadé, ze smlouva bude
uveiejnéna v registru smluv v rozporu se
Zakonem o registru smluv a / nebo s touto
Smlouvou, Zdravotnické zafizeni je povinno
neprodlené tento rozpor odstranit a zajistit, ze
zpusob zveiejnéni odpovida Zakonu o registru
smluv stejné jako pozadavkim této Smlouvy, a
to nejpozdéji do 5 dnt poté, co takové
pochybeni zjisti nebo od pisemné vyzvy
Zadavatele.

Pokud dojde k novelizaci zakona o
registru  smluv a / nebo souvisejicich
zakonnych  pozadavkid, Smluvni strany
souhlasi, bude-li to nutné, s piislusnou
aktualizaci této Smlouvy.

2. Vzhledem ke zméne ¢isla uc¢tu, budou

ilatbi irovédéni na nové ¢islo uétu:

3. Po wuzavieni, tento Dodatek se stava
soucasti Smlouvy a je kni zaclenén
odkazem na né). VSechny podminky a
ujednani Smlouvy, které nejsou vyslovné
upraveny timto Dodatkem setrvavaji
platné a u¢inné. Vsechna realizovana
ujednani, ktera nejsou  specificky
definovand v tomto dokumentu maji byt
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them in the Agreement.

4. In the event of any dispute, conflict or
ambiguity as between the terms of this
Amendment and the Agreement to which it
is attached, this Amendment shall prevail.

pfipsana k t€ém ve Smlouvé.

Jakykoli spor, konflikt nebo nejasnost
mezi ujednanimi tohoto Dodatku a
Smlouvy, které je soucasti, Dodatek bude
mit pfednost.

IN WITNESS WHEREOF, the Parties have NA DUKAZ TOHO Strany uzaviely tento
executed this Amendment in 2 originals by Dodatek ve 2 origindlech prostiednictvim
their duly authorized representatives. svych fadné opravnénych zastupcu.

Boehringer Ingelheim RCV GmbH & Co KG

Vienna, 17 January 2017

INSTITUTION

[The remainder of this page is intentionally [Zbytek této stranky je umysiné ponechdn
blank.] prazdny.]
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