Boehringer Ingelheim RCV GmbH & Co KG

Bl Contract No.: 213478

AMENDMENT NO. 1
to the
Master Clinical Trial Agreement
dated as of 23.05.2016
(“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

Institute of Rheumatology,

Na Slupi 4, 128 50, Prague 2
Responsible unit:

Department of Clinical Trials
VAT-ID-No. resp. Taxpayer ldent. No.:
CZ000237238

(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 following Section 18 shall be added to
Agreement as follows:

Amendment No.1 to the Master Clinical Trial Agreement CZ / Institution ﬂr\‘ Boehring
i i

DODATEK C.1

k Ramcové smlouve o klinickém hodnoceni
podepsané dne 23.5.2016
(dale jen “Smlouva)

mezi

Boehringer Ingelheim RCV GmbH & Co
KG
Dr. Boehringer-Gasse 5-11,
1121 Viden,
Rakousko
DIC: ATU 64226215
(dale Jen ,,Zadavatel*)

a

Revmatologicky Ustav,

Na Slupi 4, 128 50, Praha 2
Odpovédny utvar:

Oddéleni Klinickych Hodnoceni

DIC/IC: CZ00023728
(Déle Jen ,,Zdravotnické Zatizeni)

JELIKOZ Zadavatel a Zdravotnické zafizeni
uzavieli Smlouvu.

JELIKOZ Zadavatel a Zdravotnické zafizeni si
pieji pokracovat ve zdafilém vztahu stim, Ze
zméni Smlouvu v urcitych ohledech a/nebo
provedou dalsi opatfeni v souvislosti s vySe
uvedenym.

PROTO TOTO BYLO DOHODNUTO
NASLEDOVNE:

1.  Nasledujici odstavec 18 bude ptidan do
Smiouvy:

iy Inge
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18.

18.1

18.2

18.2.1

18.2.2.

18.2.3.

BUSINESS SECRET

Designation of Business Secret. 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
»1rial 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) and
undertake to keep such information
confidential in accordance with Section 7
hereof.

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:
Institution shall disclose Agreement with
respect to procedure indicated in the Clause
18.2 herein;

Trial Specific Confidential Information and
other confidential information according to
the Article 7 of this 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 no later than the
date of signature of the Individual Clinical

18.

18.1.

18.2.

18.2.1.

18.2.2.

18.2.3.

OBCHODNI TAJEMSTVI

Oznaceni obchodniho tajemstvi. Smluvni
strany berou na védomi a souhlasi, Ze
BroZura Zkousejiciho, Pojistnd smlouva o
pojisténi klinického hodnoceni, Protokol
klinického hodnoceni stejné jako podrobny
vypocet finanéni odmény za pacienta (dale
jen ,Divérné informace tykajici se
Klinického hodnoceni*) povaZuje za
informace vyznamné ve smyslu zakonné
definice obchodniho tajemstvi (§ 504
zakona ¢. 89/2012 Sb., obCansky zakonik),
nebot’” vSeobecny pristup k témto
informacim muize mit podstatny dopad na
ekonomické vysledky a trzni postaveni
Zadavatele a Clend koncernu Zadavatele v
jinych ¢lenskych zemich EU. Divérné
informace tykajici se klinického hodnoceni
jsou bud’to soucasti textu hlavni Smlouvy,
nebo samostatnych pfiloh  Smlouvy.
Zdravotnické zafizeni a ZkousSejici berou
na védomi, ze i pro né jsou Duvémeé
informace tykajici se klinického hodnoceni
vyznamné ve smyslu zékonné definice
obchodniho tajemstvi (§ 504 zakona C.
89/2012 Sb., obcansky zakonik) a zavazuji
se o téhto informacich zachovavat
mléenlivost v souladu s ¢lankem 7 této
Smlouvy.

Zveiejnéni. Smluvni strany souhlasi, Ze
vptipadé, kdy Smlouva musi byt
zvefejnéna dle zakona ¢. 340/2015 Sb., o
zvlastnich podminkach G¢innosti nékterych
smluv, uvefejiiovani téchto smluv a o
registru smluv, ¢i dle jinych souvisejicich
pravnich  predpisi  budou postupovat
nasledovne¢:

Zdravotnické zafizeni zvefejni Smlouvu
dle pozadavka v souladu s bodem 18.2 této
Smlouvy.

Dtvémé informace tykajici se klinického
hodnoceni a dalsi diuvérné informace dle
¢asti 7 této Smlouvy nebudou zvefejnény.
Studijn¢ specifické divérné informace a
jiné davérmé informace se mohou
Zadavatelem zaCernit a  poskytnout
Zdravotnickému zafizeni na zvefejnéni
Smlouvy v registru smluv nejpozdéji v den
podpisu patficné Smlouvy o klinickém
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18.2.4.

18.2.5.

18.2.6.

18.2.7.

Trial Agreement and / or any Addendum in
a machine-readable format in electronic
form. The Sponsor will delete from the
published contract any information
regarding confidential information,
personal data and business secret as defined
by the Civil Code, except for information
publicly available at the time of the
conclusion of this Agreement and / or any
addendum (excluded information and
agreed exclusion of information).

For the purposes of disclosure,
Institution will publish this Agreement, its
Annexes and any future amendments and
shall provide to the Administrator of the
Contract’s Register a copy of the
Agreement in a format required by the
Contract Registry Act;

Institution shall inform Sponsor of the
performed disclosure of the Agreement: (i)
in the Contract Register, if possible,
Institution shall include Sponsor’s /
Sponsor’s representative email address for
the purpose of provision of the
confirmation about the disclosure of the
Agreement; (ii) in case option (i) above
could not be implemented, Institution shall
within 5 business days as of receipt of the
confirmation on the disclosure of the
Agreement provide such information and
the respective evidence to the Sponsor /
Sponsor’s representative For the purposes
of this Clause following email address of
the Sponsor / Sponsor’s representative shall
be used: radovan.herich@boehringer-
ingelheim.com until further notice.
Institution shall disclose Agreement as well
as provide confirmation about the
disclosure to the Sponsor as indicated in
the Clause 18.2.4 above within 2 weeks as
of signing of each Individual Clinical Trial
Agreement;

In case the Agreement will be disclosed in
breach with the Contract Registry Act and /
or this Agreement, 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

18.2.4.

18.2.5.

18.2.6.

18.2.7.

hodnoceni a / nebo jakéhokoliv Dodatku ve
strojové Citelném formatu v elektronické
podobé. Sponzor vymaze ze zvefejnované
smlouvy veSkeré informace tykajici se
davérnych informaci, osobnich tudaji a
obchodniho tajemstvi, jak jsou definovany
v obCanském zakoniku, s vyjimkou
informaci vefejné dostupnych v dobé
uzavieni této smlouvy a / nebo jakéhokoli

Dodatku  (vyloucené  informace a
dohodnuté vylouc¢eni informace).
Za ucelem zvefejnéni Zdravotnické

zafizeni zvetejni tuto Smlouvu, jeji Piilohy
a jakékoliv budouci Dodatky a zaSle
spravci registru smluv kopii Smlouvy ve
forméatu poZzadovaném Zakonem o registru
smiuv.

Zdravotnické zatizeni informuje
Zadavatele o provedeném zvetejnéni
Smlouvy: (i) v Registru smluv, je-li mozné,
Zdravotnické zafizeni pifidd emailovou
adresu Zadavatele / z&stupce Zadavatele
pro ucel obdrzeni potvrzeni o zvefejnéni
Smlouvy; (ii) pokud moZnost (i) vySe
nemuze byt pouzita, Zdravotnické zatizeni
poskytne Zadavateli / zé&stupci Zadavatele
informaci a pfislusny prikaz o zvefejnéni
Smlouvy do 5 pracovnich dnd od obdrzeni
takového potvrzeni. Pro ucel tohoto
ustanoveni bude pouZita nasledujici
emailovd adresa Zadavatele / zastupce
Zadavatele:  radovan.herich@boehringer-
ingelheim.com pokud nebude uvedena jina.

Zdravotnické zafizeni zverfejni Smlouvu a
poskytne potvrzeni o jejim zvefejnéni

Zadavateli dle odstavce 18.2.4. wvyse
nejpozdéji do 2 tydnt od podepsani
Smlouvy o  konkrétnim  klinickém
hodnoceni.

V piipadé, ze smlouva bude uvefejnéna
Vv registru smluv v rozporu se Z&konem o
registru smluv a / nebo s touto Smlouvou,
Zdravotnické  zafizeni je  povinno
neprodlené tento rozpor odstranit a zajistit,
ze zpusob zvetejnéni odpovida Zakonu o
registru smluv stejné jako pozadavkim této
Smlouvy, a to nejpozdé€ji do 5 pracovnich
dnt poté, co takové pochybeni zjisti nebo
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18.2.8.

well as this Agreement;

performed to the disclosed information,
Institution shall immediately but not later
than within 2 business days inform Sponsor
of such amendments.

18.3.  Without limiting application of the rules

indicated in the Clause 18.2 above,
Institution shall at all events disclose
Agreement with respect to requirements
established by the Contract Registry Act as
well as any other applicable laws. If the
Institution fails to comply with the
obligation to publish / deliver it for
publication within 3 working days before
the expiration of the deadline set forth in
the Regulations, or as a result thereof, the
Sponsor may do so. To avoid any doubts, it
is understood to be the maximum time limit
under Act No. 340/2015 Coll., The time
limit set in § 7 paragraph 1, ie the period of
expiry, which results in the cancellation of
the Contract from the beginning.

18.4. Proper performance of the Clause 18 hereof

is considered of significant importance for
the purposes of this Agreement; breach of
any obligations stipulated in this section
will be considered as serious breach of the
Agreement and any Party suffering by such
breach shall be entitled to claim the
incurred damages.

18.5. In case of any amendments to the Contract

Registry Act and / or related legal
requirements, Parties agree to amend this
Agreement respectively, if needed.

od pisemné vyzvy Zadavatele

In case any amendments would be 18.2.8. Pokud by byly zvefejnéné informace

jakkoliv  aktualizovany,  Zdravotnické
zafizeni neprodlené, ne vSak pozdéji jak do
2 pracovnich dnii, o takové aktualizaci
informuje Zadavatele

18.3. Bez omezeni uplatnéni pravidel uvedenych

vodstavci  18.2. wvySe, Zdravotnické
zafizeni za vSech okolnosti zvefejni
Smiouvu v souladu s poZadavky
stanovenymi Z&konem o registru smluv
stejné jako dal$imi zdkonnymi poZadavky.
Pokud Zdravotnické zafizeni svou
povinnost  zvefejnéni/poskytnuti ke
zvetejnéni nesplni ani 3 pracovni dny
pied uplynutim nejzazsi lhity k tomu
stanovené¢ Pfedpisy anebo z ni
vyplyvajici, smi tak provest Zadavatel.
Pro odstranéni pochybnosti se pro ucely
tohoto ustanoveni rozumi nejzazsi
lhitou podle zdkona ¢. 340/2015 Sb.,
lhtita stanovena v jeho §7 odst. 1, tedy
lhita, jejiz marné uplynuti ma za
nasledek zruseni Smlouvy od pocatku.

18.4. Radné naplnéni zde uvedené &asti 18 je

povazovano pro potieby této smlouvy za
mimofadné vyznamné. Poruseni kterékoliv
z povinnosti uvedenych v této casti bude
povazovano za zavaZzné porudeni této
Smlouvy a kterdkoliv ze Smluvnich stran je
opravnéna pozadovat nahradu Skody
vzniklé takovym porusenim.

18.5. Pokud dojde k novelizaci zakona o registru

smluv a / nebo souvisejicich zakonnych
pozadavkt, Smluvni strany souhlasi, bude-
li to nutné, s piislusnou aktualizaci této
Smiouvy.

2. Upon execution, this Amendment no.l

shall be made a part of the Agreement and
shall be incorporated by reference therein.
All terms and conditions of the Agreement
no.l not expressly amended by this
Amendment shall remain in full force and
effect. All capitalized terms not specifically
defined herein shall have the meaning

Amendment No.1 to the Master Clinical Trial Agreement CZ / Institution (%) Boe

2. Po uzavieni se tento Dodatek ¢.1 stava

soucasti Smlouvy a je k ni zaclenén
odkazem na n¢j. VSechny podminky a
ujednani Smlouvy, které nejsou vyslovné
upraveny timto Dodatkem ¢.1 setrvavaji
platné a uCinné. VSechna realizovana
ujednani, ktera  nejsou  specificky
definovana v tomto dokumentu, maji byt
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ascribed to them in the Agreement. pripsana k tém ve Smlouvé.

3. In the event of any dispute, conflict or 3. V piipadé jakéhokoli sporu, konfliktu nebo

ambiguity as between the terms of this nejasnosti mezi ujednanimi tohoto Dodatku
Amendment and the Agreement to which it ¢.1 a Smlouvy, které je soucasti, Dodatek
is attached, this Amendment shall prevail. ¢.1 bude mit piednost.

IN WITNESS WHEREOF, the Parties have NA DUKAZ TOHO Strany uzaviely tento
executed this Amendment in 2 originals by Dodatek ¢.1 ve 2 originalech prostiednictvim
their duly authorized representatives. svych fadné opravnénych zastupcu.

Boehringer Ingelheim RCV GmbH & Co KG

INSTITUTION /
ZDRAVOTNICKE ZARIZENI

Institute of Rheumatology, Na Slupi 4, 128 50,
Prague 2

Amendment No.1 to the Master Clinical Trial Agreement CZ / Institution 7

Nifiin T

inge.P2g€/ Strona/Page 5 of/z/of 5






