Services Agreement on Clinical Evaluation of Medical Device

neox

Smlouva o sluZbach KH ZP

1.1.

1.2,

1.3.

THE AMENDMENT NO. 1 TO THE SERVICES
AGREEMENT FOR OBSERVATIONAL STUDY OF
MEDICAL DEVICE signed on the date of 9™ May

2016

1. PARTIES TO THE AGREEMENT

seiratherm GmbH, a company
organized and existing under the laws of
Germany, with its registered office at
BeethovenstraRe 10, 91074
Herzogenaurach, Germany, registered
in the Commercial Register kept
Amtsgericht Fiirth under the file no. HRB
13033 represented by

managing director, hereinafter
only the “Sponsor”

NEOXs. r. 0., a limited liability company,
with its registered office at Pancifova
116/2, Prague 4, 143 00 Czech Republic,
Identification ~ Number: 62917927,
registered in the Commercial Register
kept by the Municipal Court in Prague,
File Number C 35823, represented by its
executive director

hereinafter “"CRO” or “Neox”,

UNIVERSITY TEACHING HOSPITAL
MOTOL, government organization,
with its registered seat at V Uvalu 84,
150 06 Prague 4, Identification Number:
00064203, Tax Number: CZ00064203,
represented by

on the basis of a mandate
of 29.11.2016, (hereinafter “Healthcare
Institution”.

2. SUBIJECT OF THE AMENDMENT

2.1,

The Parties decided to enter into the
Services Agreement on conduct of the
observational study of CE-marked
medical

L I on the 9.5.2016 .

DODATEK ¢. 1 KE SMLOUVE O OBSERVACNI |
STUDII SE ZDRAVOTNICKYM PROSTREDKEM

1.1.

1.2.

1.3.

2.1.

ZE DNE 09. 05. 2016

SMLUVNI STRANY

seiratherm GmbH, spole¢nost s
ruenim  omezenym se  sidlem
BeethovenstraRe 10, 91074

Herzogenaurach, Némecko, zapsand v

obchodnim rejstiiku vedeném u
Okresniho soudu ve Firthu pod
spisovou  znackou HRB 13033,
zastoupena D
jednatelem spoleénosti, déle jen
»Zadavatel”

NEOX s.r.0.,, spoleénost s ruéenim
omezenym se sidlem Pancifova
1196/2, 143 00 Praha 4, IC: 62917927,
DIC:  CZ62917927, zapsand v
obchodnim  rejstfiku  vedeném u
Méstského soudu v Praze pod spisovou
znaCkou C 35823, zastoupend

jednatelem
spolecnosti, dale jen ,CRO“ nebo
»Neox”,

FAKULTNi NEMOCNICE V MOTOLE,
stitni pfispévkova organizace, se
sidlem v Uvalu 84
150 06 Praha 5, I1CO: 00064203, DIC:
CZ00064203, zastoupena

na
zékladé povéfeni ze dne 29.11.2016
(déle jen ,Poskytovatel zdravotnich
sluZeb”)

PREDMET DODATKU

Smluvni strany uzaviely dne 9.5.2016
smlouvu o provedeni observa¢ni studie
se zdravotnickym prostiedkem
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3.

3.1

3.2

33

m subject of the amendment is an

adjustment of services agreement terms
and conditions relation to the addition
of second study site where the
observational study will be carried out
with principal

MODIFICATION OF THE AGREEMENT

Article 2. Section 2.1 b) shall be amended

as follows:

b)Healthcare institution has a valid and
effective employment relation
department of cardiology,
2" Medical School, Charles University
and University Hospital Motol and with
Clinic
anaesthesiology, resuscitation and
intensive care 2™ Medical School,
Charles University and University
Hospital Motol
( .Investigator”) and agrees with the
performance of certain activities relating
to the mentioned observational study
on the premises of healthcare
institution; sponsor is entitled to accept
the deliverables and perform the
obligations of the sponsor, and to the
extent he cannot execute such rights
himself he agrees that Neox will execute
such sponsor’s rights instead of him on
the basis of the present Agreement;

Article 3. Section 3.3 shall be amended

as follows:

Observational study will be carried out at
University hospital Motol, V Uvalu 84,
150 06 Praha 5 Cardiology clinics of 2"
Medical School, Charles University and
University Hospital Motol and Clinic
anaesthesiology,  resuscitation and
intensive care of 2" Medical School,
Charles  University and  University
Hospital Motol . Observational study will
be conducted under the responsibility of

Healthcare institution provides services

2.2. Pfedmétem dodatku €. 1 je pridani
druhého centra, kde bude probihat
observatni studie se zdravotnickym
prostfedkem s hlavnim  zkouZejicim

3. ZMENY SMLOUVY

31 Ustanoveni ¢lanku 2. odstavec 2.1 b) se
méni nasledovné:

b) Poskytovatel zdravotnich sluieb ma
uzavien platny pracovni pomér
s Kardiologicka
klinika 2. LF UK a FN Motol a [
EEERESPERTEY o
anesteziologie, resuscitace a intenzivni
mediciny 2. LF UK a FN Motol (déle jen
»zkousejici“) a souhlasi s provedenim
diléich Cinnosti souvisejicich
s uvedenou ohservacni studii
v prostorach zdravotnického zafizeni;
zadavatel je ze své pozice opravnénym
pfijimat plnéni a vykonavat prava
zadavatele, a pokud nemuGZe tato prava
vykonavat sam, Poskytovatel
zdravotnich sluieb souhlasi stim, e
spoleinost Neox bude tato prava
zadavatele vykonavat namisto néj na
zdkladé této Smlouvy;

3.2 Ustanoveni ¢lanku 3. odstavec 3.3 se
méni nasledovné:

33 Observaéni studie bude provedena na
Kardiologickeé klinice 2. LF UK a FN Motol a
na Klinice Anesteziologie, resuscitace a
intenzivni mediciny 2. LF UK a FN Motol ve
Fakultni nemocnici v Motole na adrese V
Uvalu 84, 150 06 Praha 5 (déle jen ,misto
provedeni klinického hodnoceni”).
Observacni studie bude probihat pod

vedenim
Poskytovatel zdravotnich

sluZeb poskytuje sluZby dle této smlouvy a
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pursuant to this Agreement and co-
operates with the site in which the
observational study takes place.
Investigator carries out the partial
activities relating to the observational
study on the basis of separate agreement
entered into by and between the
investigator and the Sponsor, specifying
investigator’s obligations and
remuneration.

4. FINAL PROVISIONS

4.1  Other provisions of the agreement remain
unchanged and remain in force, as amended
pursuant to the agreement.

4.2 The validity of this amendment commences
on the date of its signing by the parties and
effectiveness commences on the date of
publishing in Contract register in accordance
with Art.8.3 of this Agreement.

4.3 This amendment is drawn up in four
counterparts, one for each party and one for
each of the physicians.

spolupracuje s mistem provedeni
klinického hodnoceni, ve kterych probiha
observalni studie. Zkousejici provadi dilgi
¢innosti souvisejici s observaéni studii na
zakladé separatni Smlouvy uzaviené mezi
zkousejicim a zadavatelem, ve které jsou
stanoveny jeho povinnosti a odména.

4. ZAVERECNA USTANOVEN|

4.1 Ostatni ustanoveni smlouvy se neméni
a zUstavani v platnosti ve znéni dle smlouvy.

4.2 Platnost tohoto dodatku nastdvd dnem
jeho podpisu posledni smluvni stranou a
ucinnosti dnem zvefejnéni v registru smluv
v souladu s ¢l. 8 odst. 8.3 Smiouvy.

Tento dodatek je sepsan v 5§
vyhotoveni, po jednom pro kaZdou
smluvni stranu a jeden pro kaidého
Iékare.

4.3

Healthcare institution/Poskytovatel zdravotnich sluieb:

povéfeny jedndnim za feditele

Sponsor/Zadavatel:

Jednatel/Managing Director

CRO:

Jednatel/Executive Director
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My, nize podepsani [ j2ko zkougejici potvrzujeme, Ze jsme se

fadné sezndmili se Smlouvou a pfislusnou dokumentaci ke klinickému hodnoceni lé¢iva a zavazujeme
se zajistit dodrZovani povinnosti z nich vyplyvajicich. Déle se zavazujeme nezvefejfiovat informace
tykajici se pfedmétného klinického hodnoceni bez pfedchoziho pisemného souhlasu zadavatele,
zachovavat micenlivost o viech poskytnutych informacich, povajovat tyto za divérné a zdriet se
jakéhokoliv jiného uZiti téchto informaci a vysledkl ne? pro uéely tohoto klinického hodnoceni. Jako
zkousejici souhlasime stim, Ze zadavatel (a popf. i CRO) bude/budou shromaidovat, pouiivat,
zpracovavat a zvefejfiovat nase osobni Udaje, véetné jména, kvalifikace a zkuZenosti v klinickém
hodnoceni, nade finan¢ni tdaje vztahujici se mimo jiné k obdriené odméné a finanéni nahradé a dalgi
osobni Gdaje k administrativnim ¢elim v souvislosti s klinickym hodnocenim, popf. k poskytnuti
etickym komisim a statnim Gfadiim a zavazujeme se zajistit tento souhlas i od spoluzkousejicich a

ostatnich ¢lend studijniho tymu.

We, the undersigned — as the Investigators certify that we

have fully acquainted with this Agreement and the relevant documentation of the clinical trial of the
drug and undertake to ensure respect for the obligations arising from them. We also agree not to
disclose information related to the present clinical trial without the prior written consent of the
contracting authority, keep all provided information confidential, consider these as confidential and
to refrain from any other use of the information and results than for the purposes of this trial. As an
Investigator, We agree that the sponsor (and possibly CRO) will collect, use, process and disclose our
personal data, including name, qualifications and experience in the clinical trial, our financial data,
inter alia, to receive compensation and financial compensation and other personal data for
administrative purposes in connection with clinical trials, respectively, to provide ethics committees
and regulatory authorities and undertake to ensure this approval of the subinvestigators and other
members of the study team.

L PP
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