AMENDMENT NO. 2 TO
CLINICAL TRIAL AGREEMENT
between
Parexel International (IRL) Limited
and
Fakultni nemocnice Brno
and

Pfizer Protocol # C1071006

This Amendment No. 2 (“Amendment”) relates to the Clinical
Study Agreement between

Parexel International (IRL) Limited
with a place of business at 70 Sir John Rogerson's Quay,
Dublin 2, Ireland
(“CRO”)
and
Fakultni nemocnice Brno
with a place of business at Jihlavska 20, 625 00 Brno, Ceska
republika
(“Institution™)

and

The Amendment shall take effect on the date of its publication in the

Register of Contracts.

The parties agree to the following modifications in the Agreement:

1. As of the effective date of this Amendment, the Exhibit 1

to Appendix 1 — Budget and Financial terms of the Study is

modified due to Protocol Amendment 5 and is being replaced with

the revised Exhibit 1 attached to this Amendment.

2. As of the effective date of this Amendment, Appendix 4
Equipement and Materials is modified and is being replaced with

the revised Appendix 4 attached to this Agreement.

All other terms of the Agreement remain in effect.

DODATEK C. 2 KE
SMLOUVE O KLINICKE STUDII
mezi
Parexel International (IRL) Limited
a
Fakultni nemocnice Brno
a

Pfizer Protokol ¢. C1071006

Tento dodatek €. 2 (,,dodatek™) se uzavira ke smlouvé o
klinickém hodnoceni mezi

Parexel International (IRL) Limited
se sidlem 70 Sir John Rogerson's Quay,
Dublin 2, Irsko
(CCCRO”)

a

Fakultni nemocnice Brno 5
se sidlem Jihlavska 20, 625 00 Brno, Ceska republika
(.. Instituce™),

Dodatek nabyva u¢innosti dnem zvetejnéni v registru smluv.

Smluvni strany souhlasi s provedenim ndsledujicich zmén ve
smlouvé:

1. K datu u¢innosti tohoto Dodatku, se méni Dodatek
1 Ptilohy 1 — Rozpocet a Platebni podminky Studie, v
diasledku zmén vyplyvajicich z dodatku Protokolu ¢. 5 a
nahrazuje se aktualizovanym Dodatkem 1, ktery je ptilohou
tohoto Dodatku.

2. K datu uc¢innosti tohoto Dodatku se méni Pfiloha 4
Vybaveni a materidly Smlouvy a nahrazuje se Aktualizovanou
Pfilohou 4, ktora je prilohou tohto dodatku.

Vsechny ostatni naleZitosti smlouvy zistavaji beze zména v
ucinnosti.

Signature page follows. / Podpisova strana nasleduje.
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Agreed to and Accepted by:/Schvalili a prijali:

PAREXEL International (IRL) Limited Fakultni nemocnice Brno

MUDr. MUDr. Ivo Rovny, MBA

22 05 200

Ve = { g /
/7 // At /[ i Date:/Datum:

Date:/Datum:

Fkee £rv '//— el
Title/Funkce

Title/Funkce

Principal Investigator / Hlavni zkouSejici

Title/Funkce

Attachments/ Prilohy:
e Revised Exhibit 1 / Revidovana Piiloha 1
e Revised Appendix 4 Equipment and Materials / Pfiloha
4 Vybaveni a materily
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APPENDIX 4
EQUIPMENT AND MATERIALS

CRO/Pfizer-Provided Equipment

CRO or Pfizer will provide the equipment identified below
(“CRO Equipment”) for use by Principal Investigator in the
conduct or reporting of the Study:

ECG device

CRO/Pfizer-Provided Materials

CRO or Pfizer will provide the proprictary materials owned or
licensed by CRO or Pfizer and identified below (“CRO
Materials™) for use by Principal Investigator in the conduct or
reporting of the Study.

Materials Supplied:None
Permitted Uses of CRO Equipment and CRO Materials

Principal Investigator may use any CRO Equipment and CRO
Materials only for purposes of this Study.

Disposition of CRO Equipment and CRO Materials
After completion of Study conduct or at an earlier time specified
by CRO or Pfizer, Principal Investigator will arrange for return

of any CRO Equipment and CRO Materials, at CRO’s expense,
to CRO, Pfizer or a location designated by CRO or Pfizer.

Vendor-Provided Equipment or Materials

CRO or Pfizer will arrange for a vendor to provide the following
equipment or proprictary materials (“Vendor Property™) for use

After completion of Study conduct or at an earlier time specified
by CRO or Pfizer, Principal Investigator will arrange for return
of any CRO Equipment and CRO Materials, at CRO’s expense,
to vendor or location designated by CRO or Pfizer

Permitted Uses of Vendor Property

Principal Investigator will use Vendor Property only for purposes
of this Study.

PRILOHA 4
VYBAVENI A MATERIALY

Vybaveni a materialy poskytnuté CRO/spole¢nosti Pfizer

CRO nebo spolecnost Pfizer poskytne vybaveni uvedené nize
(dale jen ,,Vybaveni CRO™) pro pouziti Hlavnim zkouSejicim
nebo Instituci pfi provadéni Studie nebo podavani zprav o Studii:
EKG zafizeni

Materialy poskytmuté CRO/spolecnosti Pfizer

CRO poskytne nize uvedené chranéné materidly, které CRO
vlastni nebo k nimz disponuje licenci, (dale jen ,Materidly
CRO™) pro pouziti Hlavnim zkouSejicim nebo Instituci pfi
provadéni Studie nebo podavani zprav o Studii.

Dodané materialy: Zadné
Povolené pouzivani Vybaveni CRO a Materidlii CRO

Hlavni zkousejici a Instituce mohou pouzivat Vybaveni CRO a
Materialy CRO pouze pro ucely této Studie.

Nakladani s Vybavenim CRO a Materidly CRO

Po dokonceni Studie nebo diive v terminu, ktery uréi CRO nebo
spole¢nost Pfizer, zajisti strana, kterd je pfijala a pouzivala je,
vraceni veskerého Vybaveni CRO a Materialiit CRO spole¢nosti
Pfizer nebo CRO nebo na misto, které uréi CRO nebo spolenost
Pfizer, na naklady CRO.

Vybaveni a materidly poskytnuté prodejcem

CRO nebo Pfizer zajisti prodejce, ktery poskytne ndsledujici
vybaveni nebo chranéné materialy (dale jen ,,Majetek prodejce™)

vvvvvv

uréeném CRO nebo spole¢nosti Pfizer zajisti hlavni zkousejici
vraceni vybaveni a materidli CRO na ndklady CRO piimo
dodavateli nebo na misto uréené CRO nebo spole¢nosti Pfizer.

Povolené pouzivani Majetku prodejce

Hlavni zkousSejici a Instituce budou pouzivat Majetek prodejce
pouze pro ucely této Studie.
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Disposition of Vendor Property

The vendor will determine the disposition of Vendor Property
after completion of Study conduct.

Ownership, Responsibilities, and Liability

Ownership. CRO Equipment, CRO Materials, and Vendor
Property are and remain the property of CRO, Pfizer, the vendor,
or the licensor, as the case may be.

Principal Investigator Responsibilities. Principal Investigator
will bear the risk of loss or damage to CRO Equipment, CRO
Materials, and Vendor Property. If any CRO Equipment, CRO
Materials, or Vendor Property must be replaced by CRO, Pfizer
or vendor during Study conduct as the result of loss or damage
by Principal Investigator, CRO reserves the right to deduct, from
future Study funding payments, the cost to CRO or Pfizer of the
replacements.

Liability. Neither CRO nor Pfizer has any liability for damages
of any sort, including personal injury or property damage,
resulting from the use of CRO Equipment, CRO Materials, or
Vendor Property except to the extent that (1) such damages were
caused by the negligence or willful misconduct of CRO, Pfizer,
or the vendor or (2) a personal injury constitutes a Research
Injury to a Study Subject, as described in Section 16 to this
Agreement.

Nakladani s Majetkem prodejce

Prodejce ur¢i zpusob nakladani s Majetkem prodejce po
dokon¢eni Studie.

Vlastnictvi, povinnosti a pravni odpovédnost za §kodu

Vlastnictvi. Vybaveni CRO, Materialy CRO a Majetek prodejce
jsou a zastavaji majetkem spole¢nosti CRO, spoleCnosti Pfizer,
prodejce nebo poskytovatele licence (dle konkrétni situace).

Povinnosti. Strana, kterd pfijala a pouzivd Vybaveni CRO,
Materialy CRO nebo Majetek prodejce, nese riziko jejich ztraty
nebo poskozeni. Pokud CRO, spole¢nost Pfizer nebo prodejce
musi vyménit jakékoli Vybaveni CRO, Materiadly CRO nebo
Majetek prodejce béhem provadéni Studie v dusledku ztraty nebo
poskozeni zpuisobeného stranou této Smlouvy, CRO si vyhrazuje
pravo odecist ndklady CRO nebo spolec¢nosti Pfizer na jejich
vyménu z budoucich plateb financovani Studie.

Pravni odpovédnost za Skodu. CRO ani spolecnost Pfizer
neodpovidaji za zadné Skody, véetné Skody na zdravi osob Ci
poskozeni majetku, vzniklé v dasledku pouZivani Vybaveni
CRO, Materiali CRO nebo Majetku prodejce, kromé piipadd,
kdy (1) takové Skody byly zpiisobeny nedbalosti nebo svévolnym
poruSenim povinnosti ze strany CRO, spoleCnosti Pfizer nebo
prodejce, nebo kdy (2) $koda na zdravi osob piedstavuje Ujmu
zpusobenou zapojenim do studie na zdravi Subjektu studie tak,
jak je popsana v ¢lanku 16 této Smlouvy.
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