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AMENDMENT 1 TO THE CLINICAL STUDY
AGREEMENT

This amendment No.1 (the “Amendment”) is entered
between:

Nemocnice Na Homolce with its principal place of
business at Roentgenova 37/2, 150 30 Prague 5 -
Motol, Czech Republic (hereinafter the “Institution”)

-and-

_ as the principal investigator, with

an office at Roentgenova 37/2, 150 30 Prague 5 - Motol,
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 Clinical Study Agreement was entered
into on the 318t day of July 2013 (the “Agreement”)
signed between HHSC on behalf of Bayer, Institution,

and_Investigator |
]
]
A

I < reinafter
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:

ARTICLE 1: PURPOSE OF THE AMENDMENT

1.1 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

DODATEK ¢&. 1 KE SMLOUVE O PROVADENI

KLINICKE STUDIE - I

Tento dodatek €. 1 (dale jen ,Dodatek”) se uzavira mezi:

Nemocnici Na Homolce se sidlem Roentgenova 37/2,
150 30 Praha 5 - Motol, Ceska republika (dale jen
.Instituce®)

_a_

jako hlavni zkousejici se sidlem
Roentgenova 37/2, 150 30 Paha 5 — Motol, Ceska
republika (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
jednotlivé jako
»Smluvni strany*.

a Bayer jsou déle uvadeéni
»Smluvni strana“ a spole¢né jako

VZHLEDEM K TOMU, ZE Smlouva o provedeni klinické
studie byla uzaviena 31. cervence 2013 (dale jen
.Smlouva®) a podepsana spole¢nosti HHSC jménem
spole¢nosti  Bayer, Instituci a ZkouSejicim

I (éle 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:

CLANEK 1: UCEL DODATKU

1.1 Tento Dodatek zvySuje Castky plateb za urcité
¢innosti pfi navstévach Subjekttd Studie a Uhrad
procedur, u kterych bylo zjist€no, Ze nalezZité
nenahrazuji ¢asovou naro¢nost a/nebo naklady.

1.2 Ugelem tohoto Dodatku je zvy$eni odmény
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of Investigator due to trial subject informed re-
consent.

ARTICLE 2: CONDITIONS

2.1 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.

2.2 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

Except as explicitly amended hereby, all other
provisions of the Agreement shall remain unchanged.

This Amendment shall enter into force on the date of
signing by the last of the contracting parties and shall
take effect on the date of its publication on the
Agreements Register in accordance with Act 340/2015
Coll. on the Agreements Register.

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”)

ZkouSejiciho za dodate¢ny informovany souhlas
subjektu hodnoceni.

CLANEK 2: PODMINKY

2.1 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.

2.2 Tento Dodatek dopliuje sou€asnou Pfilohu A
»,Harmonogram plateb“ a pFipojuje k této Pfiloze
A déle Pfilohu A-1 ,Harmonogram plateb za
dodatecny souhlas® ze dne 11. listopadu 2015.

CLANEK 3: RUZNA USTANOVENI

Neni-li vyslovné stanoveno jinak, v8echna ostatni
ustanoveni Smlouvy zUstavaji beze zmény.

Tento Dodatek nabyva platnosti v den podpisu posledni
ze smluvnich stran a ucinnosti dnem zvefejnéni
v registru smluv v souladu se zakonem €. 340/2015 Sb.,
o registru smluv

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 spolecnost Bayer AG
(,,Bayer*)

Hamilton Health Sciences Corporation (,,HHSC*)

Signature

Name:

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

Date:

(YYYY-MMM-DD)

-and-

Podpis

Jméno:

Pozice: Reditelka oddéleni smluv, Population Health
Research Institute, HHSC

Datum:

(RRRR-MMM-DD)

_a_
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INSTITUTION: Nemocnice Na Homolce INSTITUCE: Nemocnice Na Homolce
Signature Podpis
Name: |GG Jméno: |GG
Title: Director Titul: Feditel
Date: Datum:

(YYYY-MMM-DD) (RRRR-MMM-DD)

-and- -a-

INVESTIGATOR: I zkouskeJici: I
Signature Podpis
Date: Datum:

(YYYY-MMM-DD) (RRRR-MMM-DD)
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All exhibits of this Amendment are redetected/\VVSechny pfilohy tohoto dodatku jsou anonymizovanég
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