STATEMENT OF WORK ADDENDUM A

EFFECTIVE DATE: Date of the last signature

PARTIES:

ZOLL Circulation located at 2000 Ringwood Ave., San
Jose, CA 95131, USA represented in the European Union
by ZOLL Medical Deutschland GmbH, having a
business address at Emil-Hoffmann Str. 13, 50996
Cologne, Germany VAT: DE203392290 - HRB 32891
(hereinafter “Sponsor”). (hereinafter “Sponsor”).

AND:

Fakultni nemocnice Brno with its registration seat in
Jihlavska 20, 625 00 Brno, Czech Republic, ID:
65269705, VAT: CZ65269705, represented by: MUDr.
Roman Kraus, MBA Director. hereinafter referred to as
the “Center”

AND

, with date of birth _, with home
address

, doctor at department of Internal
cardiology clinic in Faculty hospital Brno
(hereinafter “Principal Investigator™)

(collectively referred to herein as “the Parties™)

WHEREAS, a Master Clinical Study Agreement
(“Agreement”) by and between Institution and Sponsor
was entered into on May 15th , 2015; and

WHEREAS, pursuant to Clause 3 of the
Agreement the Parties now enter into this Statement of
Work Addendum for the purposes of setting forth the
responsibilities and obligations of the Parties in regards

DILCi SMLOUVA O KLINICKE STUDII A

DATUM NABYTIi PLATNOSTI: Datum posledniho
podpisu

SMLUVNI STRANY:

ZOLL Circulation nachazejici se na adrese 2000
Ringwood Ave., San Jose, CA 95131, USA zastoupena
v Evropské unii spole¢nosti ZOLL Medical
Deutschland GmbHE se sidlem podnikdni v Emil-
Hoffmann Str. 13, 50996 Cologne, Némecko (dale jen*
Zadavatel”).

A:

Fakultni nemocnice Brno se sidlem v Jihlavska 20, 625
00 Brno, Ceska republika, IC: 65269705, DIC:
CZ65269705, zastoupena MUDr. Romanem Krausem,
MBA - feditelem (dale jen “Instituce”)

A:

» nar. [N bytem
, lékat Interni kardiologické kliniky

Fakultni nemocnice Brno
(dale jen jako Hlavni Resitel)

(spole¢né oznacované dale jako* Strany”)

Instituce a Zadavatel uzavieli dne 15.5.2015
Réamcovou dohodu o provadéni klinickych studii (dale
jen "Dohoda™); a

Podle odstavce 3 této Dohody Strany nyni
uzaviraji tuto Dil¢i smlouvu pro ucely stanoveni
zodpovédnosti a povinnosti Stran v souvislosti s
provadénim urcitého programu klinickych zkousek s

to conducting a certain clinical investigation program | nazvem: COOL-AMI EU - Pivotal:
entitled: COOL-AMI EU PIVOTAL: A Multicenter, | MULTICENTRICKA, PROSPEKTIVNI,
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Prospective, Randomized Controlled Trial conducted
to evaluate the safety and efficacy of Cooling as an
adjunctive Therapy to Percutaneous Intervention in
Patients with Acute Myocardial Infarction” (“Study”)
under Sponsor’s protocol EDC- 3135 as modified from
time to time (“Protocol”). This Protocol is attached as
Exhibit C of this Statement of Work Addendum.

NOW, THEREFORE, for good and valuable

consideration contained herein, , the Parties agree as

follows:
1. Services
1. Institution and Principal Investigator agree to

3.

Institution,

conduct of the Study described in the Protocol
and in the Exhibit B “Project Proposal and Cost
Estimate” attached to this Statement of Work
Addendum.

Compensation and Payment

Compensation will be determined and payment
will be made according to the provisions set forth
in the Agreement. Variable symbol for payments
will be invoice number.

The estimated costs in USD and payment
schedule for Institution’s Services hereunder are
set forth in the Exhibit B.

Compliance with Applicable Laws

Investigator  shall conduct the Study

according to the Study Protocol, the Agreement, this
Statement of Work Addendum, the Applicable Laws and
the instructions of the Sponsor.

4.

Term and Termination

The term of this Statement of Work Addendum shall

RANDOMIZOVANA KONTROLOVANA STUDIE
PRO POSOUZENI BEZPECNOSTI A
UCINNOSTI OCHLAZOVANI COBY
DOPLNKOVE TERAPIE K PERKUTANNI
INTERVENCI U PACIENTU S AKUTNIM
INFARKTEM MYOKARDU (“Studie”) pod
Protokolem zadavatele EDC-3135 (“Protokol”). Tento
protokol je pfipojen jako Ptiloha C této Dil¢i smlouvy.

NYNI se proto Strany s dobrym a spravnym
umyslem zde obsazené¢ho, s ohledem na uvedené
skute¢nosti se strany dohodly takto:

1. Sluzby

1. Instituce a Hlavni feSitel Souhlasi s provedenim
Studie popsané v Protokolu a v Ptiloze B "Navrh a
odhad nékladii Projektu" ptipojeného k této Dil¢i
smlouve.

2. Odména a platba

1. Odmeéna bude stanovena a platba bude provedena
podle ustanoveni uvedenych v Dohodé. Variabilni
symbol pro platbu bude ¢islo faktury.

2. Odhadované naklady v méné USD a harmonogram
plateb za sluzby instituce podle tohoto dokumentu jsou
uvedeny v piiloze B.

3. Soulad s platnvmi zakony

Instituce, Hlavni feSitel musi provadét Studii v souladu
s Protokolem studie, Dohodou, touto Dil¢i smlouvou,
Platnymi zakony a pokyny Zadavatele.

4, Doba trvani a ukonceni

Doba trvani platnosti této Dil¢i smlouvy zacind dnem

commence on the day of the last signature of all | podpisu posledni smluvni stranou a skon¢i po
Partiesand end upon the completion of Services | dokoneni Sluzeb (v pfedpokladaném terminu
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(expected end date 31Dec, 2020) unless otherwise
terminated in accordance with the Agreement.

5. Incorporation by Reference/Conflict of Terms

The terms and conditions of this Statement of
Work Addendum and Exhibits hereto are hereby
incorporated into and made part of the Agreement. To
the extent any terms contained in an Exhibit hereto
conflict with this Statement of Work Addendum, the
terms of the Exhibit shall control. In the event of any
inconsistency between the Agreement, the Statement of
Work Addendum and the Protocol, the terms of the
Protocol shall govern first, followed by the Agreement
and then by the Statement of Work Addendum unless the
Statement of Work Addendum expressly states that an
inconsistent term is intended to modify a specific term in
the Agreement.

6. Modifications

Any changes to this Statement of Work
Addendum or its Exhibits shall be documented by
written amendments upon approval by all Parties in
accordance with the related procedures provided in the
Agreement and shall be attached hereto.

7. Notices

Each Party represents that its respective contact person
set forth below shall have the authority to make all
executive decisions regarding this Statement of Work
Addendum. Any notice required or permitted to be given
hereunder by either Party hereunder shall be in writing
and shall be deemed given on the date received if
delivered personally or by fax or five (5) days after the
date postmarked if sent by registered or certified mail,
return receipt requested, postage prepaid to the following
address:

31.12.2020) pokud v souladu s Dohodou neskonci
jinak.

5. Udaje ve formé odkazu//konflikt termini,
podminek

Terminy a podminky této Dil¢i smlouvy a
Priloh k nému jsou zaclenény do Dohody a tvoii jeji
soucast. Pokud jakékoliv terminy obsazené v Ptiloze
jsou v konfliktu s touto Dil¢i smlovou, jsou fidicimi
terminy ty, které jsou uvedené v Piiloze. V pfipadé
nesouladu mezi Dohodou, Dil¢i smlovou a Protokolem,
jsou nejdiive smérodatna ustanoveni Protokolu,
nasledné ustanoveni Dohody a pak ustanoveni Dil¢i
smlouvy, pokud Dil¢i smlouva vyslovné neuvadi, ze
nekonzistentni termin je uren k upravé urcitého
terminu v Dohodé¢.

4

6. Upravy

Jakékoli zmény této Dil¢i smlouvy nebo jejich
Pfiloh musi byt dolozeny pisemnymi dodatky po
schvaleni vSemi Stranami v souladu s pfisluSnymi
postupy stanovenymi v Dohodé a musi se sem ptipojit.

7. Oznameni

Kazda Strana uvadi, Ze jeji pfisluSna kontaktni osoba
stanovena niZze bude mit pravomoc provadét vSechna
vykonnad rozhodnuti tykajici se této Dil¢i smlouvy.
Jakakoliv vyzadovana nebo povolend oznameni, ktera
poda kterakoliv znize uvedenych Stran, musi byt
podana v pisemné formé& a povazuji se za provedend
dnem pfijeti, jsou-li doruena osobné nebo faxem, nebo
pét (5) dni po odeslani od data, jez vykazuje poStovni
razitko, pokud byla oznameni zaslana doporuc¢ené nebo
do wvlastnich rukou, s potvrzenim piijmu nebo
vyplacené na nasledujici adresu:
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If to Zoll Circulation, Inc.:

ZOLL Circulation Inc.

2000 Ringwood Ave., San Jose,

CA 95131, USA

Attention: James Palazzolo, President

If to Institution:

Fakultni Nemocnice Brno
Jihlavska 20

62500 Brno

Czech Republic

If to Principal Investigator:

I -<uitni nemocnice Brno

Jihlavska 20
62500 Brno
Czech republic

IN WITNESS THEREOF, this Statement of Work
Addendum has been executed by the Parties hereto
through their duly authorized officers as of the date set
forth above.

For Zoll Circulation, Inc.

By:

Name:

Date:

For Institution

Signed by:

Name: MUDr. Roman Kraus, MBA

Date:

Pro Zoll Circulation, Inc.:

ZOLL Circulation Inc.

2000 Ringwood Ave., San Jose,

CA 95131, USA

Upozornéni: James Palazzolo, President

Pro Instituci:

Fakultni nemocnice Brno
Jihlavska 20

62500 Brno

Ceska republika

Pro Hlavniho Resitele:

Fakultni nemocnice Brno
Jihlavska 20

62500 Brno

Ceska Republika

NA DUKAZ toho byla zde tato Dil¢i smlouva
podepsana Stranami tohoto dokumentu prostiednictvim
jejich opravnénych zastupcii vyse stanoveného data.

Za Zoll Circulation, Inc.

Podepsal:

Jméno:

Datum:

Za Instituci

Podepsal:

Jméno: MUDr. Roman Kraus, MBA

Datum:

Diivérné
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For Principal Investigator

| understand and acknowledge the content of the
agreement and

1, the undersigned || s the investigator of

the clinical trial hereby declare that | participate in the
clinical trial, I warrant that | am authorized to perform
services set forth in the present agreement, | have the
adequate qualifications and professional experience
required by the applicable regulations, I am thoroughly
aware of the contents of the present agreement and the
Protocol and | accept these as being obligatory and
binding for myself

Signed by

Date

Exhibit A Project Proposal and Cost Estimate dated
Jun2018

Clinical Study

Sponsor wishes to conduct a clinical study with the
Proteus™ Intravascular Temperature Management IVTM
System in accordance with the Protocol and all
Applicable Laws.

Clinical Study COOL-AMI EU PIVOTAL: A
Multicenter, Prospective, Randomized Controlled Trial
conducted to evaluate the safety and efficacy of Cooling
as an adjunctive Therapy to Percutaneous Intervention in
Patients with Acute Myocardial Infarction”

B il be the Principal Investigator

responsible for the conduct of the Study

Hlavni ReSitel

Obsah smlouvy jsem pochopil a svym podpisem ji
stvrzuji a

Ja, podepsany || jako zkousejici v klinické
studiji timto stvrzuji, Ze se UcCastnim klinické studie,
zaruCuji, ze jsem opravnén k vykonavani sluzeb
stanovenych v této smlouvé, mam piiméfenou
kvalifikaci a odbornou praxi, kterou pozaduji piislusné
predpisy, pln€é si uvjedomuji obsah této dohody a
Protokolu a pfijimam je jako pro mé zavazné.

Podepsal

Datum

Priloha A Navrh projektu a odhad nakladu
datovany Jun2018

Klinicka studie

Zadavatel si pieje provedeni klinické studie se
systtmem  Proteus™ Intravascular ~ Temperature
Management IVTM System v souladu s Protokolem a
vSemi Platnymi zékony.

Klinick¢ hodnoceni COOL-AMI EU PIVOTAL:
Multicentricka, prospektivni randomizovana
kontrolovana  studie  provadéna  k vyhodnoceni
bezpecnosti a U€innosti chlazeni jako pifidavné 1écby
perkutanni intervenci U pacientii s akutnim infarktem
myokardu”

B bude hlavnim zkousejicim odpovédnym
za provedeni klinického hodnoceni
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Description of the Study:

The objective of this trial is to evaluate the safety and
effectiveness of therapeutic hypothermia, using the
ZOLL Proteus IVTM System, as an adjunctive therapy
for patients presenting with acute anterior myocardial
infarction (AMI) and undergoing percutaneous coronary
intervention (PCI) in comparison with patients with
acute anterior myocardial infarction and undergoing PCI
only.

Number of patients to be enrolled: up to 20 patients

Specific milestones/requirements
Each study patient will be followed up for one year for
safety.

Timeline for the completion of the Study: End date is
estimated to be end 31Dec2020.

The duration of the Study may be extended or shortened,
and the number of Subjects the Principal Investigator and
Co-investigators may enroll in the Study may be
changed, upon the mutual written agreement of the
Parties and after obtaining the approval of this change
from the EC and the competent regulatory authorities in
accordance with the Applicable Laws. Without limiting
the foregoing, the Principal Investigator and Clinical
Team acknowledge that since the Study is being
conducted as a multi-Center Study, Principal Investigator
and Clinical Team agree that when the enrollment goal
for the Multi-Center Study as a whole is reached,
enrollment will be closed at all sites, including the
Research Institution, regardless of whether the Research
Institution or any other site has reached its individual
enrollment goal.

IN WITNESS THEREOF, this statement of Work
Addendum has been executed by the Parties hereto
through their duly authorized officers as of the date set
forth

Popis Studie:

Cilem této studie je vyhodnotit bezpecnost a Gfinnost
terapeutické hypotermie s vyuzitim systému ZOLL
Proteus IVTM System coby doplikové 1écby u
subjektti s akutnim infarktem myokardu pfedni stény

(AIM), kteii podstupuji perkutanni korondrni intervenci
(PCI).

Pocet pacientll, jenz maji byt zafazeni: 20

Hlavni cile a pozadavky Studie
Kazdy pacient bude sledovan po dobu 1 roku od
zatrazeni do studie kvuli bezpec¢nosti.

Casovy piehled pro ukonéeni Studie: Termin pro
dokonceni klinického hodnoceni: Datum ukonceni
se odhaduje na konec prosince 2020.

Doba trvani klinického hodnoceni mulze byt
prodlouzena nebo zkracena a pocet subjektt, které
muze hlavni zkouSejici a spoluzkouSejici do
klinického hodnoceni zaregistrovat se mize ménit
po vzdjemné pisemné dohod¢ smluvnich stran a po
ziskani schvaleni této zmény EK a pfisluSnymi
regulanimi organy podle ptisluSnych zakonl. Aniz
by doslo k omezeni vySe uveden¢ho, hlavni
zkousSejici a klinicky tym berou na védomi, Ze
jelikoz se klinické hodnoceni provadi jako
multicentrické  klinické  hodnoceni,  hlavni
zkousSejici a klinicky tym souhlasi stim, ze cil
registrace pro multicentrické klinické hodnoceni
jako celek je dosaZen, registrace bude na vSech
pracovistich uzaviena, vetné vyzkumného ustavu,
bez ohledu na to, zda vyzkumny ustav nebo
jakékoli  jiné  pracovist¢  dosdhlo  svych
individualnich cila registrace.

Na dtikaz toho se smluvni strany prostfednictvim svych
zplnomocnénych zastupcli dohodly na podpise této
Ptilohy s definicemi rozsahu prace
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Zoll Circulation, Inc

Name:

Title:

Date:

Signature:

Institution

Name:

Title:

Date:

Signature:

Principal Investigator:

Name:

Date:

Signature:

Appendices:

Exhibit A — Project Proposal

Exhibit B - Budget

Exhibit C — Protocol rev5 3135
Exhibit D — cMRI Protocol

Zoll Circulation, Inc

Jméno:

Funkce:

Datum:

Podpis:

Za Instituci

Jméno:

Funkce:

Datum:

Podpis:

Hlavni Regitel

Jméno:

Datum:

Podpis:

Piilohy:

Piiloha A — Navrh projektu

Piiloha B — Rozpocet

Priloha C — Protokol Rev5 3135
Priloha D — cMRI Protocol
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