Contract on the Conduct of Clinical Contract Research
On the topic of

“BIO monitorinG in patients with preserved left ventricUlar
function AfteR Diagnosed acute Myocardial Infarction”

entered into by and between

BIOTRONIK SE & Co. KG
Woermannkehre 1, 12359 Berlin, Germany

- "BIOTRONIK" -
and

Institute of clinical and 1 ici KEM
represented by the U:dQBE

and the Responsible Investigator
Department of Cardiology
Videnska 1958/9, 14021 Prague, Czech Republic

ID: 00023001 / VAT-Code: CZ00023001

- "Contractor" -

as well as

"Principal Investigator" -
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Smiouva o provedeni klinického hodnoceni
tykajici se
“studie BIO-GUARD-MI -

Y

BIO monitoring u pacient s pretrvavajici funkci levé komory
po diagnostikovaném akutnim infarktu myokardu”

uzavfena mezi

BIOTRONIK SE & Co. KG
Woemannkehre 1, 12359 Berlin, Némecko

(dale jen ,spolecnost BIOTRONIK")
a

Institutem klinické a experimentalni medicin
zastoupenym feditelem
odpovédnym zkousejicim

Videfiskd 1958/9, 14021 Praha,Ceska republika
IC: 0002301 / DIC: CZ00023001

(déle jen ,hodnotitel™)

(dale jen ,hlavni zkousejici“)




(hereinafter jointly also referred to as the “Parties”).

Recitals

Further development of medical health care requires a continuous
and modern research and development of new products as well as
the surveillance and optimisation of products which are currently on
the market.

The Contractor has already conducted several clinical trials, post
surveillance studies and general research projects including, but not
limited to, the planning, the implementation, the reporting and the
publishing. The Contractor is with regard to its personnel capacity
as well as from a professional point of view in the position to
exercise clinical research projects promptly, in accordance with the
applicable regulations and in compliance with the applicable legal
provisions under its own responsibility. BIOTRONIK and the
Contractor intend to jointly conduct a clinic research in order to
advance the medical research and to use the medical experience
and information of such clinical research for the new and further
development of medical devices, processes and products of
BIOTRONIK.

Therefore, the Parties agree on the following (the "Agreement”):

1. Services of the Agreement

The Contractor shall conduct for BIOTRONIK clinical contract

research

“"BIO monitorinG in patients with
preserved left ventricUlar function

1.1

in the area of

on the topic of
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(déle spolecné jako ,smluvni strany").

Uvodni ustanoveni
Dosavadni vyvoj v oblasti lékafské péfe vyzaduje neustaly

a moderni vyzkum a vyvoj novych vyrobkl, jakoZ i sledovani a
optimalizaci vyrobkd, které jsou v soucasné dobé na trhu.

Hodnotitel jiz proved! nékolik klinickych vyzkum, sledovacich studii

po uvedeni na trh a v8eobecnych vyzkumnych projektd,
zahrnujicich napf. planovani, implementaci, podavani zprav
a zvefejnovani. Hodnotitel je s ohledem na kapacitu svého

persondlu, jakoz i z profesniho hlediska v pozici, kterd mu
umoziuje pohotové realizovat klinické vyzkumné projekty, a to
v souladu s pfislusnymi predpisy a ve shodé s platnymi zakonnymi
ustanovenimi a na svou vlastni odpovédnost. Spoleénost
BIOTRONIK a hodnotitel planuji spoleéné provadét klinicky vyzkum,
aby mahli pokrocit v lékafském vyzkumu a vyuzivat zdravotnickych
zku$enosti a informaci plynoucich z takovéhoto klinického vyzkumu
pro novy a dalsi vyvoj zdravotnickych prostfedkl, postupl a
vyrobkl spole¢nosti BIOTRONIK.

Strany se proto dohodly na nasledujicim ("Smlouva™):

1. Smluvni zavazky

Poskytovatel se zavazuje provést zadané klinické hodnoceni
pro spole¢nost BIOTRONIK

“BIO monitoring u pacientli s pretrvavajici
funkci levé komory po diagnostikovaném

1.1

v oblasti

na téma



1.2

2.1

2.2

AfteR Diagnosed acute Myocardial
Infarction”

(hereinafter referred to as the “Contract Research™).

The Contract Research particularly comprises the conduct of
the "BIO|GUARD-MI" study. BIOTRONIK is the sponsor of
the Contract Research and assumes the legal responsibilities
of the sponsor according to the applicable laws and
regulations according to the Act. No. 268/2014 Coll. Medical
devices, as amended. The clinical investigation plan which is
attached hereto as Annex 1 (the “Clinical Investigation
Plan”) governs details of the assignment of tasks and the
presentation of results. The Clinical Investigation Plan, as
amended, constitutes an essential part of this Agreement
and contains the documentation on the scientific and
technical value of the Contract Research.

The beginning of the “BIO|GUARD-MI" study is subject to
the condition precedent that all mandatory authorisations
were obtained. This applies in particular to the consent of
the Ethics Committee. BIOTRONIK shall be responsible for
the timely collection of mandatory authorisations.

Performance of Contractor and Principal Investigator

The Contractor and the Principal Investigator commit
themselves to respect and comply with any and all
provisions of this Agreement and timelines set forth in the
Clinical Investigation Plan.

The Contractor and the Principal Investigator undertake to
document in detail in Case Report Forms (“eCRFs”) all
results ascertained on conduct of the Contract Research and
to send the completely filled-out eCRFs, adding any
supplementary documentation that may be required
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2.

2.1

2.2
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akutnim infarktu myokardu”

(dale jen “smluvni vyzkum”),

Klinické hodnoceni se bude skladat zejména z provedeni
klinické studie "BIO|GUARD-MI". Zadavatelem klinického
hodnoceni je spole¢nost BIOTRONIK, kterad prejima zdkonné
povinnosti zadavatele dle zakona ¢. 268/2014 Sb., o
zdravotnickych prostfedcich, v platném znéni . Plan
klinického hodnoceni, ktery je pripojen k této smlouvé jako
pfiloha 1 ("Plan klinického hodnoceni") uvadi podrobné
Udaje tykajici se rozdéleni (kolG a pFedkladani vysledkd.
Plan klinického hodnoceni v platném znéni predstavuje
nedilnou soucast této smlouvy a obsahuje dokumentaci,
ktera ma védeckou a technickou hodnotu s ohledem na
smluvni vyzkum.

Zahajeni klinické studie "BIO|GUARD-MI" podléhd splnéni
odkladaci podminky stanovujici, aby byly ziskany vSechny
zdkonem predepsané souhlasy. To plati zejména pro
souhlas Etické komise. Spolecnost BIOTRONIK bude nést
odpovédnost za véasné ziskani téchto souhlasl.

ar _r

Smluvni pInéni hodnotitele a hlavniho zkousejiciho

Hodnotitel a hlavni zkouSejici se =zavazuji, Ze budou
respektovat a dodrzovat veskera ustanoveni této Smlouvy a
Casové terminy uvedené v planu klinického hodnoceni.

7w

Hodnotitel a hlavni zkousejici se zavazuji, Zze ve formulafich
pro zdznamy subjektd hodnoceni ("eCRF") podrobné
zdokumentuji vSechny vysledky ziskané
v pribéhu smluvniho vyzkumu a zadlou tadné vyplnéné
formulafe eCRF, vietné pfipadné dopliujici dokumentace,



2.3

2.4

according to the provisions set forth in the Clinical
Investigation Plan, to BIOTRONIK, for the attention of the
Project Manager to be nominated by BIOTRONIK. Delivery
of eCRFs shall be due according to the delivery dates
defined in the Clinical Investigation Plan. If such delivery
dates are not defined in the Clinical Investigation Plan, the
Contractor and the Principal Investigator shall deliver the
eCRFs to BIOTRONIK immediately upon each completion of
each of the specific examinations set forth in the Clinical
Investigation Plan.

The Contractor and the Principal Investigator undertake to
adequately acquaint any and all patients participating in the
Contract Research with the content, the process and the
ambit of the Contract Research and to appropriately inform
any and all aforementioned patients on the details of the
Contract Research. The Contractor and the Principal
Investigator shall obtain and keep safe the participating
patients’ written declarations of consent to participating in
the Contract Research and to the use of the patients’ data
(“Informed Consent Form” / “ICF").

In order to guarantee the safety of the patients as well as
for the quality assurance of the medical actions and data,
BIOTRONIK shall be entitled to conduct clinical monitoring
according to generally accepted standards (in particular in
accordance with the ICH-GCP guidelines and DIN EN ISO
14155). The Contractor and the Principal Investigator
consent to regular monitoring visits and audits by
designated representatives of BIOTRONIK, clinical monitors
commissioned by BIOTRONIK and supervisory authorities.
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kterd mdZe byt vyZadovana v souvislosti s ustanovenimi
uvedenymi v planu klinického hodnoceni, spolecnosti
BIOTRONIK, k rukam projektového manazera urceného
spolecnosti BIOTRONIK. Pfedani formuldfl eCRF bude
realizovano v souladu s terminy dodani uvedenymi
v planu klinického hodnoceni. V pfipadé, Ze tyto terminy
dodani nebudou v pianu klinického hodnoceni stanoveny,
hodnotitel a hlavni zkousejici dodaji formuldfe eCRF
spoleCnosti BIOTRONIK neprodlené po provedeni kazdé
pfislusné zkousky uvedené v planu klinického hodnoceni.
Hodnotitel a hlavni zkousSejici se zavazuji k tomu, ze
odpovidajicim zplisobem seznami vechny pacienty Géastnici
se klinického hodnoceni s obsahem, procesem a rozsahem
klinického hodnoceni a budou viechny tyto pacienty vhodné
informovat o podrobnostech smluvniho vyzkumu. Hodnotitel
a hlavni zkousejici si vyZadaji a bezpecné ulozi pisemnd
prohlageni pacientl obsahujicich jejich souhlas s Géasti ve
smluvnim vyzkumu a vyuZitim jejich (dajd ("formulaf
informovaného souhlasu" / "ICF").

Za UCelem zajisténi bezpelnosti pacientl, jakoz i kvality
zdravotnického méFeni a tidajd, bude spole¢nost BIOTRONIK

opravnéna provést klinické monitorovdni podle obecné
akceptovatelnych standardi (zejména v souladu s pokyny
ICH-GCP a DIN EN ISO 14155). Hodnotitel a hlavni
zkouSejici  souhlasi s  pravidelnymi  monitorovacimi
navstévami a kontrolami provadénymi povéifenymi zdstupci
spole¢nosti BIOTRONIK, monitory klinickych studii uréenymi
spole¢nosti BIOTRONIK a dozorcimi organy. Hlavni zkousejici




2.5

2.6

2.7

2.8

The Principal Investigator undertakes to properly discuss
with the clinical monitor the progress of the Contract
Research at regular intervals and to grant the clinical
monitor access to the medical records of the participating
patients.

The Contractor and the Principal Investigator shall conduct
the Contract Research in accordance with all applicable law
and regulations (in particular the Declaration of Helsinki, the
Czech Act on Medical Devices No. 268/2014 Coll., the ICH-
GCP Guidelines including the harmonised standards ISQ
14155).

The Contractor and the Principal Investigator shall
immediately inform BIOTRONIK about all serious adverse
events ("SAE") which might occur in course of the Contract
Research to a patient with no regard to the reason of the
SAE or possible causes/alarming monitoring. The first
information will immediately be followed by reports in detail.
Requests of BIOTRONIK with regard to SAE are to be
answered immediately.

The Contractor and the Principal Investigator shall disclose
to BIOTRONIK the clinical insights and experiences gained
within the ambit of the Contract Research, as well as
communicate suggestions for product-specific further
development from a clinical, medical or technical point of
view in the form of written reports.

The Contractor and Principal Investigator undertake for the
duration of the Agreement not to conduct any trials for a
competitor company relating to a similar topic and not to
enrol a patient cohort similar to the one included in this
Contract Research.
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se zavazuje fadné projednat v pravidelnych intervalech s
monitorem klinického hodnoceni postup smluvniho vyzkumu
a poskytnout mu pfistup ke zdravotnickym zaznamum
pacientl Ucastnicich se hodnoceni.

Hodnotitel a hlavni zkousejici budou provadét smluvni
vyzkum v souladu se v3emi platnymi zadkony a predpisy
(zejména Helsinskou deklaraci, d&eskym zdkonem o
zdravotnickych prostiedcich 268/2014 Sb., pokyny ICH-GCP
vCetné harmonizovanych norem ISO 14155).

Hodnotitel a hlavni zkous$ejici budou spole¢nost BIOTRONIK
neprodlené informovat o vSech zdvaznych neZadoucich
pfihodach ("SAE"), ke kterym mdze  dojit
v pribéhu smluvniho vyzkumu u pacienta, bez ohledu na
divod SAE nebo monitorovani moznych dopadl / varovnych
ptiznakd. Po prvni informaci budou neprodlené nasledovat
podrobné zpravy. Zadosti spole¢nosti BIOTRONIK tykajici se
SAE budou neprodlené vyreSeny.

Hodnotitel a hlavni zkousSejici poskytnou spoleénosti
BIOTRONIK odborny nahled a zkusenosti ziskané v radmci
smluvniho vyzkumu, a pfipadné i pfedloZi navrhy ve formé
pisemnych zprav tykajici se dalSiho vyvoje specifického pro
dany produkt, a to =z klinického, zdravotnického nebo
technického hlediska.

Hodnotitel a hlavni zkousejici se zavazuji, ze po dobu trvani
této smlouvy nebudou provadét zadné zkou$ky pro
konkurencni  spole¢nosti  zahrnujici podobnou  skupinu
pacient( jako v tomto smluvnim hodnoceni.



3.1

3.2

3.3

4. Remuneration

4.1 The Contractor shall receive from BIOTRONIK for the
conduct of the Contract Research and its complete and
correct documentation according to Annex 1 a flat rate per
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Principal Investigator for management and conduct

The Contract Research shall be managed and conducted by
the Principal Investigator.

In the event of the Principal Investigator ceasing to act as
Principal Investigator for whatsoever reason, the Contractor
appoint
a physician equally qualified for the conduct of the Contract
Research as its successor. The Agreement may be

rematurely terminated for cause if such appointment |

3.

3.1

3.2

Rendering of services under this Agreement by the Principal
Investigator shall be within its service obligations to the
Contractor. The same applies if further employees of the
Contractor are involved in the performance of this
Agreement.

3.3

4.

4.1

¢ BIOTRONIK
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Rizeni a provadéni klinického hodnoceni hlavnim

zkousejicim

Smiluvni vyzkum bude fidit a provadét hlavni zkousejici.

V pfipadé, Ze hlavni zkousejici nebude z jakéhokoli divodu
schopen pokracovat v klinickém hodnoceni,

srovnatelnou kvalifikaci pro Gcely provadéni klinického
hodnoceni. V pfipadé, Ze jmenovani tohoto ndhradniho
zkousejiciho nebude mozné nebo tento nastupce bude pro
spoleénost BIOTRONIK z nesporného a dostate¢ného ddvodu
nepfijatelny, tato smlouva miZe byt predéasné ukonéena.

Poskytovéni sluzeb podle této smiouvy hlavnim zkousejicim
i ’ . - s s O v.
bude probihat v rdmci jeho smluvnich zavazkd viéi

hodnotiteli. Stejné ustanoveni plati v pfipadé, ze do vykonu
této smlouvy budou zapojeni dalsi zaméstnanci hodnotitele.

Odména

Hodnotitel obdrzi od spolecnosti BIOTRONIK za provadéni
klinického  hodnoceni a jeho Fadné a spravné
zdokumentovani podle Prfilohy 1 pausdini odménu za
kazdého pacienta




I as a basic fee per case. The Contractor shall be
entitled to claim quarterly payments on account per patient
according to the following payment schedule after fulfiiment
and disclosure of reports concluding the following
milestones.
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B Hodnotitel bude opravnén kazdé &tvrtleti

narokovat Uhradu této Eastky za kazdého pacienta, a to v
souladu s nize uvedenym platebnim harmonogramem a po
splnéni  stanovenych &asovych terminl a predlozeni
zavérecnych zprav.




BIOTRONIK
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4.2

4.3

The flat rate
documentation in eCRFs, the provision of the Contractor’s
facilities and personnel resources as well as the materials
required for the conduct of the Contract Research and the
transfer of property rights regarding the results (section 5).

remuneration covers the complete

The remuneration shall be due for payment upon
BIOTRONIK'’s receipt of each completely documented eCRF
and BIOTRONIK’s review of the complete fulfilment of all
respective contractual duties by the Contractor.

All payment according to the Contract Research is to be
made to the following bank account as per the pertinent
legal provisions:
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Tato odména zahrnuje Fadné zdokumentovani ve formulafi
CRF, poskytnuti prostfedkd a persondlnich zdrojt
hodnotitele, jakoz i materidlu potfebného pro provedeni
klinického hodnoceni a prevodu vlastnickych prav
s ohledem na vysledky (¢lanek 5).

Odména bude uhrazena poté, co spoleénost BIOTRONIK
obdrzi kompletné vyplnéné formulafe CRF a stanovi, zda
hodnotitel fadné splnil vsechny pFislusné smluvni
povinnosti.

Veskeré platby v souvislosti se smluvnim vyzkumem budou
provedeny na nasledujici bankovni Ucet v souladu s
prislusnymi zakonnymi ustanovenimi:



4.4

4.5

>nnoc:.n_.,o_amn me_,\_
>nnoc3ﬂ:o_n_m1m<Em:mxmHomm\m\iowp_u_\mmcm
address: Czech Republic

If not expressly otherwise agreed upon between the Parties
in writing, BIOTRONIK is not obliged to the Contractor and
the Principal Investigator for any further payment extending
beyond the remuneration agreed hereinbefore. If there arise
additional costs for the Contractor and/or the Principal
Investigator (e.g. for special devices, travel expenses etc.)
then BIOTRONIK will reimburse these expenses to a
reasonable extend after prior written approval. Such
reimbursements of expenses shall be settled within four
weeks after receipt of the respective verifiable invoice
including the respective original bills.

In the event of premature discontinuation of the Contract

Research, the services of the Contractor rendered in
conformity with the Agreement until the time of
discontinuation shall be remunerated pro rata. If

termination takes place for a reason to be answered for by
the Contractor, then the Contractor shall be remunerated
pro rata for only those services, which were rendered under
validity and in conformity with the Agreement and which are
of interest to BIOTRONIK as the sponsor.
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Majitel Uctu: IKEM
Adresa majitele Videfiska 1958/9, 14021 Praha,
Gctu: Ceska republika

Nedohodnou-li se strany vyslovné na nécem jiném,
spoleénost BIOTRONIK neni zavazéna viéi hodnotiteli a
hlavnimu zkous$ejicimu povinnosti provést jakoukoli dalsi
platbu nad ramec odmény sjednané vy$e. V pfipadé, Ze
hodnaotiteli nebo hlavnimu zkousejicimu vzniknou dodatec¢né
naklady (napf. za zvlastni vybaveni, cestovni vydaje atd.),
spolecnost BIOTRONIK tyto naklady uhradi v prfiméfeném
rozsahu a po predchozim pisemném schvéleni. Uhrada za
takovéto naklady bude provedena do &tyf tydnl od
doruceni prislusné ovéritelné faktury, k niz budou pfiloZeny
pFislusné originalni stvrzenky.

V ptipadé predcasného ukonéeni klinického hodnoceni bude
Ghrada za sluzby hodnotitele poskytnuté v souladu s touto
smlouvou stanovena v pomérné vysi za dobu do okamziku
tohoto ukonceni. V pripadé, Ze na zakladé zavazného
divodu, na ktery je hodnotitel nucen reagovat, dojde
k preruseni projektu, hodnotitel obdrZi pomérnou d&ast
odmény pouze za ty sluzby, které byly do okamziku
ukonceni smlouvy poskytnuty ve shodé s touto smlouvou a
které jsou v zdjmu spole¢nosti BIOTRONIK jakoZto

zadavatele.



4.6

5.1

5.2

5.3

5.4

The Contractor and, if applicable, also the Principal
Investigator are solely responsible in respect of the proper
tax treatment of the remuneration.

Research results and intellectual property rights

The Parties agree that the know-how as well as all industrial
and intellectual property and usage rights relating to the
results of the Contract Research shall become the sole
property of and shall be finally owned by BIOTRONIK.
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Hodnotitel a, popfripadé, také hlavni zkousejici
vyhradné zodpovédni za fadné zdanéni odmé&ny.

jsou

Vysledky vyzkumu a prava priimyslového vilastnictvi

veskera
a prava

Strany souhlasi s tim, Zze know-how, jakoZ

i
[¢] s s 3 v ’ . ’
prumyslova prava a prava dusevniho vlastnictvi

uZivani tykajici se vysledkd klinického hodnoceni, se stanou
majetkem spolecnosti BIOTRONIK a tato spole¢nost bude
jejich kone¢nym vlastnikem.




5.5

5.6

6.1

Secrecy/Publications

Scientific publications by the Principal Investigator about
the Contract Research content, particularly in peer-
reviewed scientific journals, are permitted as a matter of
principle and are desired and promoted by BIOTRONIK. In
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Utajeni/zvefejnéni
Publikovani vé&deckych materidld hlavnim zkousejicim
tykajicich se obsahu studie, zejména v odbornych

tiskovinach jsou v zasadé povoleny a jsou Zadouci pro
spole¢nost BIOTRONIK, kterd je podporuje. Za UGcelem




6.2

6.3

The Contractor and the Principal Investigator shall keep
strictly confidential all information disclosed by BIOTRONIK
within the ambit of this Agreement, in particular, but not
limited to, the results of the Contract Research.

These secrecy undertakings according to preceding sections
also apply after the termination or expiration of the
Agreement. It does not exist if and insofar as the respective
information

6.3.1 was already generally known or known to the
receiving party on conclusion of the Agreement or
became generally known without infringement of
the obligations contained in this Agreement,

6.3.2 has been compiled by the Contractor or the
Principal Investigator independently of this
Agreement,
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Hodnotitel a hlavni zkousSejici budou zachovavat v pfisné
ddvérnosti veskeré informace jim sdélené spolecnosti
BIOTRONIK v ramci této smlouvy, zejména napr. vysledky
klinického hadnoceni., ale nejen ty.

Tyto zavazky dUvérnosti uvedené v predchozich bodech se
vztahuji rovnéz na ukonceni nebo vyprseni platnosti této
smlouvy. Neplati v pfipadé a v rozsahu, kdy pfislusné
informace

6.3.1 jiz byly obecné znamy nebo byly znamy pfijimajici
strané pfi uzavfieni smlouvy nebo se staly vefejné
znamymi bez poruseni povinnosti obsaZzenych v
této smlouvé,

6.3.2 byly vytvofeny hodnotitelem nebo hlavnim
zkousejicim nezavisle na této smlouvé,



6.4

6.3.3 can be disclosed by the Contractor or the Principal
Investigator on explicit prior written consent of
BIOTRONIK,

6.3.4 s to be disclosed by the Contractor or the Principal
Investigator based on compelling statutory or
official regulations, provided that the Contractor or
the Principal Investigator will
- immediately inform BIOTRONIK in writing

about the existence, the conditions and
circumstances of such necessary disclosure,

- consult BIOTRONIK about possible legal
steps in order to fight the disclosure and
take such legal actions on demand of
BIOTRONIK,

- take all necessary and possible steps and
actions to avoid the disclosure and to
maintain the confidentiality of the
information.

6.3.5 already was in possession of the Contractor or the

Principal Investigator before it was disclosed by
BIOTRONIK.

The Contractor and the Principal Investigator commit
themselves to keep safe all documents, data and devices
etc. which were disclosed by BIOTRONIK, to protect them
against inspection by third parties and to return them
immediately after termination of this Agreement or upon
written request of BIOTRONIK. The Contractor and the
Principal Investigator shall have no right of retention
against this right of return.
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6.3.3 mohly byt prozrazeny hodnotitelem nebo hlavnim
zkousejicim s vyslovnym ptedchozim pisemnym
souhlasem spole¢nosti BIOTRONIK,

6.3.4 maji byt prozrazeny hodnotitelem nebo hlavnim
zkousejicim na zakladé donucujicich, zdkonem
pfedepsanych nebo Ufednich ustanoveni, za
podminky, ze hodnotitel nebo hlavni zkousejici

- budou neprodlené pisemné  informovat
spoleCnost BIOTRONIK o existenci, podminkéch
a okolnostech tohoto nutného prozrazeni,

- budou konzultovat se spolecnosti BIOTRONIK
pfipadné pravni kroky za u(clelem zabranéni
tomuto prozrazeni a podniknou pfislusné pravni
Ukony na Zadost spoleénosti BIOTRONIK,

- podniknou veskeré potfebné a moZné kroky a
cinnosti, aby zabranili prozrazeni a zachovali
informace v dlvérnosti.

6.3.5 jiz byly ve vlastnictvi hodnotitele nebo hlavniho
zkousejiciho predtim, neZ tyto informace obdrzeli

od spolecnosti BIOTRONIK.

Hodnotitel a hlavni zkousejici se zavazuje, ze bude pedlivé
uchovavat dokumenty, informace a vybaveni pfedané mu ze
strany BIOTRONIK, bude je chranit pfed pfistupem tfetich
stran a na zakladé pisemné Zadosti spoleé¢nosti BIOTRONIK
nebo po ukonceni smluvniho klinického vyzkumu je
neprodlené vrati. Hodnotitel a hlavni zkous$ejici nebudou mit
zadné zadrzovaci pravo, které by branilo uplatnéni tohoto
prava na vraceni.



8.1

8.2

8.3

Inclusion of third parties

Duration of Agreement

This Agreement comes into effect on signature and ends on
conclusion of the Contract Research and its entire
documentation as set forth in the Clinical Investigation Plan.
An extension requires explicit agreement of the Parties in
writing.

On the part of BIOTRONIK, this Agreement is terminable at
any time with a notice period of two weeks to the end of the
month, without any reason being required.

Should the Principal Investigator recognise that conduct of
the Contract Research with the agreed subject/patient
cohort or the investigational product is not possible or not
medically justifiable because of unanticipated results, they
shall inform BIOTRONIK of this without delay. The Ethics
Committee has to be informed.
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8.2

8.3
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Zapojeni tietich stran

Doba trvani smlouvy

Tato smlouva nabyva U(cinnosti dnem jejiho podpisu
a kondi pfi ukonéeni klinického hodnoceni a jeho celkového
zdokumentovani vyplyvajiciho z planu klinického hodnoceni.
ProdlouZeni smlouvy vyZaduje vyslovny pisemny souhlas
stran.

Spole¢nost BIOTRONIK tuto smlouvu muzZe kdykoliv ukoncit
za dodrzeni dvoutydenni vypovédni Ihlty ke konci
prislusného mésice, aniz by bylo nutné uvadét jakékoli
ddvody.

V ptipadé, Ze spoleCnost BIOTRONIK zjisti, ze provadéni
klinického hodnoceni se sjednanym subjektem / skupinou
pacientl nebo u hodnoceného vyrobku nejsou mozné nebo
jsou z lékarského hlediska vzhledem k neoéekdvanym
vysledkim neopodstatnitelné, bude o tom bez prodleni
informovat spolecnost BIOTRONIK. O této skuteénosti bude
informovana Eticka komise.



9.1

9.2

9.3

10.

11.

11.1

Independence/Compliance

The Parties concur that this Agreement and its performance
are not associated with possible business relationships. This
Agreement will have no influence on procurement
transactions.

The Contractor and Principal Investigator declare that they
have adhered to and will in the future adhere to any and all
provisions, existing according to the law pertinent to them,
with respect to the rendering of services subject to the
Agreement.

Insurance / Liability

BIOTRONIK shall ensure under its own responsibility that
legally mandatory insurance protection for trial persons shall
be guaranteed at its own expense in accordance with the
applicable regulations and in compliance with the applicable
legal provisions.

Final provisions

The arrangements made in this Agreement are all
conditions underlying the agreement between the Principal
Investigator, the Contractor and BIOTRONIK. There are no
additional agreements to this Agreement. Amendments or
supplements to the Agreement must be in written form;
they must be explicitly marked as such. This also applies to
an amendment to or suspension of this written-form clause.
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Nezavislost/shoda

Smluvni strany se dohodly, Ze tato smlouva a jeji plnéni
neni spojeno s pfipadnym vznikem obchodniho vztahu. Tato
smlouva nebude mit zadny vliv na operace tykajici se
zprostiedkovani.

Hodnotitel a hlavni zkousejici prohlasuji, Zze dodrzuji a budou
i v budoucnu dodrzovat veskera ustanoveni existujici na
zakladé zakonl, které se na né vztahuji, s ohledem na
poskytovani sluZeb, jenzZ jsou pfedmétem této smlouvy.

-

Pojisténi / odpovédnost

Spolecnost BIOTRONIK zajisti na své naklady a na svou
vlastni odpovédnost.,, aby byla zarucena pravné zdvazna
pojistnd ochrana osob Gcastnicich se hodnoceni v souladu s
pFislusnymi predpisy a ve shodé s platnymi zdkonnymi
ustanovenimi.

Zavéreéna ustanoveni

smlouvé predstavuji veskeré
podminky vztahujici se na dohodu mezi hlavnim
zkouSejicim, hodnotitelem a spoleénosti BIOTRONIK.
K této smlouvé neexistuji Zadnd dodateénd ujednani.
Dodatky nebo zmény této smlouvy museji byt v pisemné
formé a jako takové je nutné je i vyslovné oznacdit. To se
vztahuje také na zmény Ci preruseni platnosti tohoto
ustanoveni o pisemné formé.

Ujednani uvedena v této



11.2

11.3

11.4

If any provision of this Agreement should be or become
invalid in whole or in part this shall not affect the validity of
the remaining provisions. The Parties shall replace any
invalid provision by a valid provision which corresponds
most to the sense and purpose of the invalid provision and
which achieves - in so far as is legally possible - the
intended objective of the invalid provision. The same
applies in case of a loophole in this Agreement.

This Agreement is subject to substantive Czech Republic
law, excluding the provisions of international civil law. All
disputes arising in connection with this Agreement or its
validity shall be finally settled by the Czech Courts.

This Agreement exists in three copies. In case of any
inconsistency between the Czech and English version of the
Agreement, the Czech version of the Agreement shall
prevail to the extend of such inconsistency.
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11.4

2% BIOTRONIK

excellence for life

V pripadé€, Ze nékteré ustanoveni této smlouvy je nebo se
stane neplatnym v pIném ¢i éaste¢ném rozsahu, nebude to
mit vliv na platnost ostatnich ustanoveni. Strany nahradi
toto neplatné ustanoveni platnym ustanovenim, které co
nejvice odpovidd smyslu a UGéelu plvodniho neplatného
ustanoveni a které v co mozna nejsirSim zakony povoleném
rozsahu spliuje zamysleny cil neplatného ustanoveni. To
samé plati také v pfipadé existence mezery v této smlouvé.
Tato smlouva se Fidi cdeskym pravnim  Fadem,
s vyloucenim platnosti  ustanoveni mezindarodniho
oblanského prava. Veskeré spory vznikajici v souvislosti
s touto smlouvou nebo jeji platnosti budou s koneénou
platnosti feSeny v jurisdikci pFisludnych ¢eskych soudd.

Tato smlouva se uzavird v ¢eské a anglické verzi ve tfech
vyhotovenich. V pfipadé rozporu bude rozhodujici verze
ceska.



2= BIOTRONIK
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Berlin, this / V Berling, dne __ &3 /AT A% BIOTR
(Director Clinical Affairs CRM/EP / Reditel klinickych zéleZitosti CRM/EP ) (Signature / Podpis)
v 2. hed
Berlin, this / V Berliné, dne /) /&4 7 mr\ BIOTRONIK SE & Co.

/
I

(Vice President Clinical Affairs CRM/EP / Viceprezident oddé&leni klinickych zaleZitosti
CRM/EP)

(Signature / Po

Institute of clinical and experimental medicine / Institut klinické a
ediciny

Prague, this / V Praze, dne 1%

anagement, seal/stamp / Podpis vedeni nemocnice “/ razitko)

(Director / Reditel nemocnice)

_vqmch this / V Praze, dne 2o gvwe Llolp Principal Investigator / Hlavni zkousSejici

Annex 1: Clinical Investigation Plan “BIO monitorinG in patients with preserved left ventricUlar function AfteR Diagnosed acute

Myocardial Infarction - BIO|GUARD-MI", Version 1.0, 20" January 2015
Priloha 1: Plan klinického hodnoceni * BIO monitoring u pacientl s pfetrvavajici funkci levé komory po diagnostikovaném akutnim
infarktu myokardu”, verze 1.0, 20. 1. 2015
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