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AMENDMENT 1 TO THE CLINICAL STUDY
AGREEMENT - COMPASS

This amendment (the “Amendment”) is entered into and
effective this 215t day of December 2018 (the “Effective
Date”) between:

Nemocnice Ceské Budg&jovice, a.s. with its principal
place of business at B. Némcové 585/54, Ceské
Budéjovice, 37001, Czech Republic (hereinafter the
“Institution”)

-and-

as the principal investigator, with
an office at Kardiochirurgické oddéleni Nemocnice
Ceské Budgjovice, a.s. B. Némcové 585/54, Ceské
Budéjovice, 37001, Czech Republic (hereinafter the
“Investigator”)

-and-

Bayer AG, Muellerstrasse 178, 13353 Berlin, Germany
(hereinafter “Bayer”)

represented by

Hamilton Health Sciences Corporation (hereinafter
“HHSC”) with its offices at Hamilton Health Sciences —
DBCVSRI, Hamilton General Hospital Campus, 237
Barton Street East, Hamilton, Ontario, L8L 2X2, Canada

The Institution, the Investigator, and Bayer are
hereinafter each individually referred to as a “Party” and
collectively referred to as the “Parties”.

WHEREAS, a Site Agreement was entered into
between Institution, Investigator, and Bayer Pharma
AG, Muellerstrasse 178, 13353 Berlin, represented by
HHSC, on 4 July 2014, which was assigned by Bayer
Pharma AG to its affiliated company Bayer AG effective
1st January 2017 (hereinafter the “Agreement”), and
which shall include any amendments made to the
Agreement between HHSC on behalf of Bayer,
Institution, and Investigator for the randomized
controlled trial of rivaroxaban for the prevention of major
cardiovascular events in patients with coronary or
peripheral artery disease called COMPASS -
Cardiovascular Outcomes for People using
Anticoagulation Strategies (hereinafter the “Study”);

WHEREAS, the Parties have agreed to amend the
Agreement, subject to the terms and conditions outlined
herein.

NOW THEREFORE, in consideration of the above, it
has been agreed as follows:
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1 DODATEK KE SMLOUVE O PROVADENI
KLINICKE STUDIE — COMPASS

Tento dodatek (dale jen ,Dodatek”) se uzavira a nabyva
ucinnosti dne 21. prosince 2018 (dale jen ,Datum nabyti
ucinnosti“) mezi:

Nemocnice CeskévBudéjovice, a.s. se sidlem B.
Némcové 585/54, Ceské Budégjovice, 37001, Czech
Republic (dale jen ,Instituce®)

_a_

jako hlavnim zkouSejicim se
sidlem Kardiochirurgické oddé&leni Nemocnice Ceské
Budgjovice, a.s. B. Némcové 585/54, Ceské
Budéjovice, 37001, Czech Republic (dale jen
~Zkousejici®)

_a_

Bayer AG, Muellerstrasse 178, 13353 Berlin, Némecko
(dale jen ,Bayer*)

zastoupenou

Hamilton Health Sciences Corporation (dale jen
,HHSC"), se sidlem Hamilton Health Sciences -
DBCVSRI, Hamilton General Hospital Campus, 237
Barton Street East, Hamilton, Ontario, L8L 2X2, Kanada

Instituce, ZkouSejici a Bayer jsou dale uvadéni
jednotlivé jako ,Smluvni strana“ a spole¢né jako
L~omluvni strany®.

VZHLEDEM K TOMU, ZE Mezi Instituci, Zkousejicim a
a Bayer Pharma AG, Muellerstrasse 178, 13353 Berlin,
zastoupenou spoleénosti HHSC, byla dne 4. Eervenec
2014 uzaviena Smlouva o provadéni klinické studie,
kterda byla postoupena spolenosti Bayer AG jeji
pfidruZenou spole€nosti Bayer Pharma AG s uc&innosti
k datu 1. ledna 2017 (dale jen ,Smlouva“) a ktera
zahrnuje vSechny dodatky Smlouvy mezi HHSC,
jménem spoleénosti Bayer, Instituci a Zkousejicim,
tykajici se na randomizované, kontrolované Kklinické
hodnoceni rivaroxabanu v prevenci zavaznych
kardiovaskularnich pfihod u pacientd s onemocnénim
koronarnich nebo perifernich artérii (COMPASS - Vliv
antikoagulaéni &by na kardiovaskularni systém) (dale
jen ,Studie®);

VZHLEDEM K TOMU, ZE se Smluvni strany dohodly na
zméné Smlouvy podle podminek zde uvedenych.

PROTO, s ohledem na vySe uvedené, bylo dohodnuto
nasledujici:
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ARTICLE 1: PURPOSE OF THE AMENDMENT

11

1.2

This amendment is required to increase the fees
for certain Study Subject visit activities and
procedural reimbursements that were identified
as not appropriately compensating for the time
efforts and/or the costs as applicable.

This Amendment is required to increase the fees
of Investigator due to trial subject informed re-
consent. This fee increase can be invoiced for trial
subject reconsent obtained before effective date
of this Amendment.

ARTICLE 2: CONDITIONS

2.1

22

The amendment introduced herein will replace
current Exhibit A Payment Schedule with revised
Exhibit A Payment Schedule dated 2014-October-
09. The fees outlined in the revised Exhibit A will
be applied retroactively. For clarity and to
eliminate any doubts Parties agree that no
statement of this Amendment can be understood
as decrease of remuneration or any other claim of
the Institution.

The Amendment introduced herein will append
current Exhibit A “Payment Schedule” to add
Exhibit A-1 “Re-consent Pay Schedule” dated
November 11, 2015.

ARTICLE 3: MISCELLANEOUS

3.1

If this Amendment, respectively the Agreement is
subject to publication under the Act no. 340/2015
Coll., on Contract Registry (,Registry Act®), the
following arrangements shall apply. The
contracting parties undertake to blank out in the
electronic form of the Agreement and its
Amendments including this one before sending it to
the registry and to ensure the non-publication in the
registry, of the following provisions:

In order to protect the Bayer trade secret: all
exhibits of the Agreement and this Amendment

In order to protect the Institution trade secret:
Institution payment details

All the personal data of natural persons.

The contracting parties explicitly agree that the
blanking out of the data above and sending the
Agreement and Amendments including this one to
the registry shall be done by Institution. If the
Institution is stated in the previous sentence it shall
send the Agreement, Amendments and this
Amendment to the registry and thus ensure its
publication at the latest within 5 working days
following the signature hereof by the last of the
Parties; otherwise Bayer is entitled to send the
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CLANEK 1: UCEL DODATKU

11

1.2

Tento Dodatek zvySuje Castky plateb za urcité
¢innosti pfi navstévach Subjektd Studie a Uhrad
procedur, u kterych bylo zjisténo, ze nalezité
nenahrazuji Casovou naro¢nost a/nebo naklady.

Ugelem tohoto Dodatku je zvy$eni odmény
Zkousejiciho za dodate¢ny informovany souhlas
subjektu hodnoceni. Toto zvySeni odmény mlze
byt fakturovano i za dodate¢ny informovany
souhlas ziskany pfed ucinnosti tohoto Dodatku.

CLANEK 2: PODMINKY

2.1

2.2

Tento Dodatek nahrazuje stavajici Pfilohu A
Harmonogram plateb revidovanou Pfilohou A
Harmonogram plateb ze dne 9. fijna 2014. Castky
plateb uvedené v revidované Pfiloze A maji
zpétnou platnost. Pro vylou€eni pochybnosti
smluvni strany sjednavaji, ze zadné ustanoveni
pfilohy tohoto Dodatku nebude vykladano jako
shiZzeni odmény nebo jiného naroku Instituce.

Tento Dodatek dopliuje soucasnou Prilohu A
.,Harmonogram plateb“ a pfFipojuje k této Pfiloze
A dale Prilohu A-1 ,Harmonogram plateb za
dodatecny souhlas” ze dne 11. listopadu 2015.

CLANEK 3: RUZNA USTANOVENI

3.1

V pfipadé, Zze tento Dodatek, resp. Smlouva
podléha zvefejnéni dle zakona ¢. 340/2015 Sb., o
registru smluv (,Zadkon o registru®), uplatni se
nasledujici ujednani. Smluvni strany se zavazuji v
elektronické podob& Smlouvu a jeji dodatky véetné
tohoto Dodatku pfed jejim zaslanim do registru

zneditelnit a vregistru zajistit neuvefejnéni
nasledujicich ustanoveni:
Z davodu ochrany obchodniho tajemstvi

spoleCnosti Bayer: v8echny pfilohy ke Smlouvé a
tohoto Dodatku

Z davodu ochrany obchodniho tajemstvi Instituce:
platebni Gdaje Instituce

Veskeré osobni udaje fyzickych osob.

Smluvni  strany vyslovné sjednavaji, ze
zneditelnéni vySe uvedenych udaji a zaslani
Smlouvy véetné dodatkll a tohoto Dodatku do
registru provede Instituce. Pokud je v pfedchozi
vété uvedena Instituce, je povinna zaslat Smlouvu,
dodatky a tento Dodatek do registru a tim zajistit jeji
zvefejnéni nejpozdéji do 5 dnll od podpisu tohoto
Dodatku posledni ze smluvnich stran; v opaéném
pfipade je opravnéna k zaslani Smlouvy, dodatku
a tohoto Dodatku do registru spole€nost Bayer. Bez
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Agreement, Amendments and this Amendment to
the registry. Irrespective of the arrangements
above Institution is entitled to send the Agreement,
Amendments and this Amendment to the registry
only after the previous written approval of its final
version by Bayer. If the effectiveness hereof is
bound to the publication in the registry pursuant to
the Registry Act, this Amendment shall become
effective upon such publication, irrespective of any
other provisions hereof.

3.2 Except as explicitty amended hereby, all other
provisions of the Agreement shall remain

unchanged.

IN WITNESS WHEREOF, the Parties hereto have
caused this Amendment to be duly executed in three (3)
counterparts, each of which shall be deemed to be an
original, as of the day, month, and year first above
written.

Signed for and on behalf of Bayer AG (“Bayer”)
Hamilton Health Sciences Corporation (“HHSC”)

ohledu na ujednani vyse je Instituce opravnéna
zaslat Smlouvu, dodatky a tento Dodatek do
registru vzdy pouze po predchozim pisemném
schvaleni jeji koneCné podoby =ze strany
spolecnosti Bayer. Pokud je dle Zakona o registru
ucinnost tohoto Dodatku vazana na zvefejnéni
v registru, pak tato uc&innost nastava takovym
zvefejnénim bez ohledu na jakakoliv jina
ustanoveni tohoto Dodatku.

3.2 Neni-li vyslovné stanoveno jinak, vSechna ostatni

ustanoveni Smlouvy zUstavaji beze zmény

NA DUKAZ CEHOZ, strany tohoto Dodatku uzaviraji
tuto Smlouvu vyhotovenou ve tfech (3) kopiich, pficemz
kazda z nich ma platnost originalu, ke dni, mésici a roku
uvedenému vyse.

Podepsano jménem a za spole¢nost Bayer AG
(,,Bayer*)

Hamilton Health Sciences Corporation (,,HHSC*)

Signature

Name:

Position:  Director of Contracts, Population Health
Research Institute, HHSC

Date:

(YYYY-MMM-DD)
-and-

INSTITUTION: Nemocnice Ceské Budéjovice, a.s.

Podpis

Jméno: I
Pozice: Director of Contracts, Population Health
Research Institute, HHSC

Datum:

(RRRR-MMM-DD)
-a-

INSTITUCE: Nemocnice Ceské Budéjovice, a.s.

Signature

Name:

Title:

Date:

(YYYY-MMM-DD)

-and-

INVESTIGATOR: I

Podpis

Jméno:

Titul:

Datum:

(RRRR-MMM-DD)
_a_

zkouskedic: NG

Signature

Date:

(YYYY-MMM-DD)
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Podpis

Datum:

(RRRR-MMM-DD)
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All exhibits of this Amendment are redacted/VSechny pfilohy tohoto dodatku ke smlouvé jsou anonymizované.
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