Services Agreement on Clinical Evaluation of Medical Device

Smlouva o sluibach KH ZP

1.

1.1.

1.3.

2

2.1.

SERVICES AGREEMENT FOR OBSERVATIONAL

1.2.

STUDY OF MEDICAL DEVICE

PARTIES TO THE AGREEMENT 1.

seiratherm GmbH, a company | 1.1
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, | 1-2-

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 | 13

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”.

PURPOSE AND SUBJECT MATTER OF THE
AGREEMENT

2.1,
Parties decided to enter into the present
Agreement having regard to the
following:

SMLOUVA O OBSERVACNI STUDII SE
. ZDRAVOTNICKYM PROSTREDKEM

SMLUVNIi STRANY

seiratherm GmbH, spolefnost s
ru¢enim  omezenym se  sidlem
BeethovenstraRe 10, 91074
Herzogenaurach, Némecko, zapsana v
obchodnim rejstfiku  vedeném u
Okresniho soudu ve Fiirthu pod
spisovou  znatkou HRB 13033,
zastoupena

jednatelem spole¢nosti, déale jen
,Ladavatel”

NEOX s.r.o., spolefnost s rucenim
omezenym se sidlem Pancifova
1196/2, 143 00 Praha 4, IC: 62917927,
DIC:  CZ62917927, zapsand v
obchodnim  rejstiiku  vedeném u
Méstského soudu v Praze pod spisovou
znackou C 35823, zastoupens [

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

FAKULTNI NEMOCNICE V MOTOLE,
statni prispévkovad organizace, se
sidlem % Uvalu 84
150 06 Praha 5, ICO: 00064203, DIC:
CZ00064203, zastoupena

na

zakladé povéfeni ze dne 29.11.2016
(dale jen ,Poskytovatel zdravotnich
sluzeb”)

UCEL A PREDMET SMLOUVY

Smluvni strany se rozhodly uzavfit tuto
Smlouvu s ohledem na tyto
skutecnosti:
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b)

c)

a) The manufacturer and sponsor

within the meaning of Article 13.
Pargraph 1 letter a) of medical
device act No. 286/2014, and the
amendment of the Act on
Administrative Fees, as amended
(hereinafter referred to as the
"Medical Device Act"), is the
company seiratherm GmbH; the
sponsor is interested in conducting
an observational study of his CE-
marked medical device tempedy®
specified  hereinafter in  this
Agreement;

Healthcare institution has a valid
and effective employment relation

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;

Neox is a contract research
organization, it is in a contractual
relation to the sponsor of the
observational study and sponsor
authorized it to ensure the
fulfillment of activities or functions
of the sponsor related to
observational  study.  Sponsor
authorized Neox to monitor the
study as well. Neox is authorized to
act independently and on behalf of
the sponsor in conducting the
observational study;

a) vyrobcem a zadavatelem ve smyslu
ustanoveni § 13 odst. 1 pism. a) zdkona
¢. 268/2014 Sb., o zdravotnickych
prostfedcich a © zméné zdkona o
spravnich  poplatnich, ve  znéni
pozdéjsich predpisi (déle jen ,zakon o
zdravotnickych  prostfedcich”), je
spoleénost seiratherm GmbH;
zadavatel ma zajem provést observacni
studii jim vyrdbéného a znatkou CE
opatfeného zdravotnického
prostfedku tempedy® uvedeného dile
v této Smlouve;

b) Poskytovatel zdravotnich sluzeb ma
uzavien platny pracovni pomér

Klinika
anesteziologie, resuscitace a intenzivni
mediciny 2. LF UK a FN Motol, (d4le jen
~zkousejici”) a souhlasi s provedenim
dilcich cinnosti souvisejicich
s uvedenou observalni studii
v prostorach zdravotnického zafizeni:
zadavatel je ze své pozice opravnénym
pfijimat pinéni a vykonavat prava
zadavatele, a pokud nemize tato prava
vykondvat sam, Poskytovatel|
zdravotnich sluieb souhlasi s tim, ¥e
spoletnost Neox bude tato prava
zadavatele vykonavat namisto néj na
zdkladé této Smlouvy;

¢) spoletnost Neox je smluvni
vyzkumnou organizaci, je ve smluvnim
vztahu k zadavateli observaéni studie a
zadavatel ji zmocnil k zajiténi pinéni
Cinnosti nebo funkci zadavatele
vztahujicim se kobservaéni studii.
Zadavatel zmocnil spoleénost Neox té3
k monitorovéni observaéni studie.
Spolecnost Neox je opravnéna jednat
samostatné a na (cet zadavatele pfi
provadéni observaéni studie;

Page 2 of 13




Services Agreement on Clinical Evaluation of Medical Device

neox

Smlouva o sluzbdch KH ZP

2.2,

ubject

3.2,

d) Healthcare institution declared that
the healthcare institution and
investigator are fully capable and
qualified for due and proper
performance of the activities
related to the observational study in
accordance with the approved plan
of observational study, this
Agreement and legal regulations.

Sponsor undertakes to take over the
services and pay to Provider of health
services the remuneration in the
amount and manner specified in Article
5 and Annex 2 of the present
Agreement.

3. SUBIECT MATTER OF THE AGREEMENT

matter of the present
Agreement is the use of tempedy® , a
class Ilb, CE marked medical device
(hereinafter only ,tempedy®“) in
patients enrolled in the below specified
observational study in the course of of
their hospitalization at healthcare
institution, and other acrtivities

specified in the plan of observational
study

Healthcare institution and Investigator
will perform the activities set forth in
the observational study plan and in
accordance with the applicable and
effective regulations, this Agreement
and other instruction given by Neox or
the Sponsor. Observational study plan is
attached hereto as Annex 1.

2.2,

3.1.

3.2,

d) Poskytovatel zdravotnich slufeb
prohlasuje, Ze Poskytovatel
zdravotnich sluZeb a zkousejici jsou
pIné zpisobili a kvalifikovani pro fadné
a v€asné provedeni cinnosti
souvisejicich s observaéni studii podle
schvédleného planu observaéni studie,
této Smlouvy a pfislusnych pravnich
predpisd.

Zadavatel se zavazuje pfevzit sluiby a
uhradit  Poskytovateli zdravotnich
sluzeb cenu ve wvydi a zpisobem
uvedenym v ¢l. 5 této Smlouvy déile a
v Piiloze ¢. 2 této Smlouvy.

PREDMET SMLOUVY

Pfedmétem této Smlouvy je
nasazeni zdravotnického prostiedku
tfidy b, opatfeného znackou CE pod
nazvem tempedy® (dale jen
~tempedy®“) u pacienti zafazenych
do ddle uvedené observatni studie
v pribéhu jejich hospitalizace ve
zdravotnickém zafizeni a daldi
¢innosti uvedené v planu observaéni
studie pod ndzvem

sluzeb a

zdravotnich
Zkousejici provedou ¢innosti vymezené
planem observacni studie, v rozsahu
dle této Smlouvy a v souladu s platnou

Poskytovatel

a ufinnou pravni dpravou, touto
Smlouvou a dalsimi pokyny spole¢nosti
Neox ¢i zadavatele. Plan observaéni
studie tvofi Pfilohu €. 1 této Smlouvy.
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4,

3.3.

4.1.

4.2.

4.3,

Observational study will be carried out | 3.3.
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
A M., o Healthcare
institution provides services 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.

OBLIGATIONS OF HEALTHCARE
INSTITUTION

4.1.
Prior to initiation of observational study

the healthcare institution will get
acquainted with partial activities it shall
be responsible for within this
observational study and it shall carry out
pursuant to this Agreement.

4.2,
By  executing this Agreement,
Healthcare institution agrees that the
observational study be conducted in its
premises.

4.3,

Healthcare institution undertakes to
take any and all necessary actions and
measures and co-operate with the CRO
and Sponsor so that the observational
study be performed duly and on time; it
undertakes to allow the monitoring of
observational study. Healthcare
institution is obliged to allow the access
of authorized personnel of the CRO and
Sponsor to the site, source documents

Observacni studie bude provedena na
FN Motol 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 (ddle jen ,misto provedeni
klinického hodnoceni“). Observaéni
studie bude probihat pod vedenim
: Poskytovatel
zaravotnich sluzeb poskytuje sluzby dle
této smlouvy a spolupracuje s mistem
provedeni klinického hodnoceni, ve
kterych probihd observaéni studie.
Zkoudejici  provadi  diléi  &innosti
souvisejici s observaéni  studii na
zdkladé separdtni Smlouvy uzaviené
mezi zkoulejicim a zadavatelem, ve
které jsou stanoveny jeho povinnosti a
odmeéna.

ZAVAZKY POSKYTOVATELE
ZDRAVOTNICH SLUZEB

Pred zahdjenim observacni studie se
Poskytovatel  zdravotnich sluzeb
seznami s dil¢imi ¢innostmi, které bude
dle plédnu observaéni studie a dle této
Smlouvy provéadét.

Poskytovatel  zdravotnich  sluieb
podpisem této Smlouvy souhlasi s
provedenim observacni studie ve svych
prostorach.

Poskytovatel zdravotnich sluseb se
zavazuje uCinit veskeré nezbytné tkony
a opatfeni a spolupracovat s CRO a
zadavatelem tak, aby observaéni studie
byla provedena fadné a véas, jako? i
umozZnit monitorovdni observaéni
studie. Poskytovatel zdravotnich sluzeb
je povinen zabezpetit opravnénym
osobam CRO a zadavatele pfistup do
zdravotnického zafizeni, ke zdrojovym
dokumentdm (tj. ke zdravotnické
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4.4,

4.5.

5.1.

5.2

(i.e. healthcare records of individual
subjects of study) and reports for the
purpose monitoring, audits, inspections
by the State Institute for Drug Control or
foreign regulatory authorities.

4.4,
Healthcare institution acknowledges
that the investigator, who is an
employee of the institution, will be
responsible for conducting the activities
set forth in the observational study plan
and in separate agreement between the
Sponsor and the Investigator.

4.5,
Sponsor undertakes to provide the
following assistance:

o All information and technical
documentation of the medical
device,

o Handling instructions or user
manual and labeling,

o Respective additional
documentation which by its
nature ensures the manufacturer

and fulfill all obligations resulting from

Act No. 268/2014 Coll., on medical
devices, as amended.

REMUNERATION

For the time of the study the Sponsor 3.1.

will provide, free of charge, the
Healthcare institution with 1 pc of
tempedy® medical device and further 15
pcs of sterile application sets.

Sponsor further undertakes to pay to | 5.2.
the  Healthcare institution  the
remuneration connected with the use of
tempedy® device in the observational
study in the amount specified in Annex
2 hereto, entitled ,Payment schedule”.
Remuneration is exclusive of value
added tax (hereinafter ,VAT"). If

dokumentaci jednotlivych subjekt(
hodnoceni) a ke zprdvam pro ucely
monitorovani, audith, inspekci
Statniho Ustavu pro kontrolu lééiv nebo
zahranicnich kontrolnich dGfadd.

Poskytovatel zdravotnich sluZeb bere
na védomi, Ze zkousejici, ktery je v
pracovnim poméru ke zdravotnickému
zafizeni, bude zodpovédny za
provadéni cinnosti stanovenych v
planu studie a v separdtni smlouvé
mezi zadavatelem a zkousejicim.

Zadavatel se zavazuje poskytnout
ndsledujici soucinnost:

o Veskeré infarmace a
technickou dokumentaci
k zdravotnickému prostiedku,

o Pokyny kzachazeni nebo
ndvod kpouZiti a vnéjsi
oznaceni,

o Pripadnou dalsi dokumentaci,
kterou z povahy véci poskytuje
vyrobce.

a splnit vdechny povinnosti mu dané
v souladu se zak. ¢. 268/2014 Sh., o
zdravotnickych prostfedcich, ve znéni
pozdéjsich predpisi.

CENA

Zadavatel Poskytovateli zdravotnich
slueb po dobu observaéni studie
bezplatné  poskytne  zdravotnicky
pfistroj tempedy® v poétu 1 ks a dale
celkem 15 ks sterilnich aplika¢nich sad.

Zadavatel se dale zavazuje uhradit
Poskytovateli  zdravotnich  slufeb
odménu spojenou s nasazenim
pfistroje tempedy® v observaéni studii,
a to ve vysi uvedené v pfiloze &. 2 této
Smlouvy a nazvané ,Rozpis plateb”.
Odmeéna je bez dané z pfidané hodnoty
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6.

5.3.

6.1.

required by the law, VAT shall be added
pursuant to the applicable and effective
laws as of the date of invoicing by the
Healthcare institution. Remuneration
covers all costs of Healthcare institution
expanded in connection with partial
activities of observational study. Any
and all payments in excess of the
aforementioned remuneration have to
be pre-approved in writing by the
Sponsor,

Payments of remuneration to
Healthcare institution in accordance
with paragraph 5.2. above shall be
invoiced retrospectively and quarterly,
always within 15 days after the end of
calendar quarter. Invoice will be issued
on the basis of activity report (number
of patients respectively) drafted by
Neox’s CRA and approved by the
Investigator and Healthcare institution.
Activity report will be sent by Neox's
CRA by mail to the Department of
clinical trials of the Healthcare

institution, office of deputy director for
healthcare, contact person

by Healthcare institution will meet all
the requirements of a tax receipt and
the due date of the invoices issued by
the Healthcare institution is 30 days
after the date of delivery to the Sponsor
at the address specified in Article 1
above.

-The expected amount of remuneration

makes amount

CONFIDENTIALITY, PERSONAL DATA

Contractual parties undertake to keep
confidential all information and data
relating to the observational study
without limitation of time. Contracting
parties may not directly or indirectly
make available such information or data

5.3.

5.4.

6.1.

(dale jen ,,DPH”). Stanovi-li to ptislugny
pravni predpis, DPH bude pfipo¢tena
podie platné a uginné prévni upravy v
den fakturace Poskytovatelem
zdravotnich sluZeb. Odména zahrnuje
veskeré naklady Poskytovatele
zdravotnich  sluieb vynalofené v
souvislosti s provddénim  dilgich
¢innosti observaéni studie. Jakékoliv
platby nad ramec wvy3e uvedené
odmény musi byt pfedem pisemné
schvaleny zadavatelem.

Fakturace odmén Zdravotnickému
zafizeni podle odst. 5.2. tohoto ¢&lanku
bude probihat po skonceni
kalendafniho Ctvrtleti, a to vidy do 15
dnd od skonéeni kalendarniho Etvrtleti.
Fakturace bude provedena na zékladé
vykazu s kalkulaci diléich €innosti
observatni  studie (resp. poctu
pacientd) wvytvofeného monitorem
spoleCnosti Neox a odsouhlaseného
Hlavnim zkousejicim a zdravotnickym
zafizenim. Vykaz s kalkulaci bude
monitorem spoleénosti Neox dorucen
zadavateli a poté zasldna poskytovateli
zdravotnich sluzeb, sekretariat
naméstka LPP, V Uvalu 84, Praha 6, PSC

Faktury budou mit
veskeré nalezitosti dafiového dokladu,
priemi splatnost faktur vystavenych
zdravotnickym zafizenim je stanovena
na 30 dni ode dne doruéeni zadavateli.
Pfedpokladana wvySe odmény ¢&ini
castku

MLCENLIVOST, OSOBNi UDAJE

Smluvni strany se zavazuji zachovavat
micenlivost o veSkerych informacich
a udajich  tykajicich se observaéni
studie, a to bez ¢asového omezeni.
Smiuvni strany nesméji pfimo ¢i
nepfimo zpfistupnit tyto informace
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to any third party, except the situations a udaje treti osobé, s vyjimkou situaci
set forth in the applicable and effective blize upravenych vplatné a G&inné
laws and in this Agreement. pravni Gpraveé a déle v této Smlouvs.
) ) 6.2.  Smluvni strany potvrzuji, e budou
6.2. ::k“;(';‘:i:’;ie tﬁg?li;ey E:sirlfepro c?scsi zpracovavat osobni udaje subjektd
hodnoceni  ziskané v souvislosti
personal data of study subjects acquired sobservaéni studii v souladu se
in the course of the study in accordance zakonem ¢&. 101/2000 Sb., o ochrand
:’r'”t‘ ”:? ACtéfNo':rosi/r;?OgOtt’ on ”;e osobnich Udaji, ve znéni pozdéjsich
otection p ata, ., as B e 2
pfedpisd, a to vyluéné pro potfeby
amended, and will do so solely for the uvedené studie. Poskytovatel
purpose of the aforementioned study. zdravotnich slufeb zabezpedi, aby
o st | rnd oy el st
databdzim obsahujicim osobni udaje
access databases containing personal subjektd hodnoceni a pokud jsou
data of subjects and, in case personal HEEH Gdaje zpracovévany
dat: are;tprocessed by a sof:]walre, t'ha; potitatovym systémem, zabezpe&i, aby
:‘:;te;‘?o:arr:q i::;altfe;etssngvza:)a systém zarucoval Groveri bezpe&nosti
! ; vyiadovanou prdvnimi predpisy o
protectllon Ia_ws, and especnally: that the ochrané osobnich Gdaji a to zejména
protf—:f(;tlorr |s| ensudred .agalfn;t the ochranu proti zméné, ztraté, potkozeni
modification, loss or deletion of data. nebo znicen.
6.3.  Zkoudejici  zajisti  anonymizovani
- - ol — i souhrnnych udajl ziskanych v pribéhu
h observaéni  studie a  kddovani
anonymization of data acquired in the identifikaénich idaic biekti
course of the study and coding of ;‘en" ac'nn: IU 4 ’su je, u
identification particulars of the subjects Uihorenl Jescelide” s pIEEmAYMI
in accordance with the written pokyny -spolecnostl Neox. Zkousejici
instructions of Neox. Investigator will bude informovat zadavatele o
inform Sponsor on any loss, deletion, jakémkoliv zniceni, ztraté, zméné nebo
modification of or unauthorized access neopravnéném  zpfistupnéni nebo
or publication of data acquired within zvefejnéni (daji ziskanych v priib&hu
partial activities 3 working days since diltich €innosti observaéni studie a to
the occurrence of such situation. nejpozdéji do 3 pracovnich dni ode
dne vzniku takové udalosti.
6.4. Vysledky observacni studie véetné
vech zprav ystupl j vyluény
6.4. Results of observational study including Isei 'ztp’ a;ys UPIU i
all reports and outputs are in exclusive Hinsthitvim sadavaiete.
ownership of Sponsor.
7. TRVANI A UKONCENI SMLOUVY
7. _TERM AND TERMINATION
7.1.  Tato Smlouva nabyvd platnosti
okamiikem jejiho podpisu viemi |
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7.1.

7.2.

7.3.

7.4.

This Agreement becomes valid on the
moment of its execution by all parties to
the contract and shall enter into force
on the date of publication in the register
of contracts as referred to in Article 8
(8.3). this agreement, and unless
specified otherwise, it shall expire in the
moment of completion of all activities
set forth to the Healthcare institution in
the observational study plan, in this
Agreement and in respective laws and
regulations, and payment of
remuneration by the Sponsor in a
manner corresponding to the present
Agreement. Observation study will be
done from July2017 till July2018 or until
the recruitment will be stopped

Each contractual party may terminate
present Agreement effective as of the
day of delivery of such notice to other
parties solely in the following
circumstances:

- In case other contracting party fails
to fulfill any provision of this
Agreement and fails to remedy such
failure within 30 days delay
following the delivery of written
request to ensure the remedy;

Sponsor is entitled to terminate the
present agreement by a written notice
delivered to other parties effective as of
the day of delivery if Sponsor finds out
that the observational study is not
scientifically or technically feasible or is
feasible only with non-proportionate
costs or risk for subjects.

If the Agreement is terminated
prematurely, Sponsor shall be obliged to
pay the Healthcare institution the
respective  part of remuneration
pertaining to the part of observational
study which was actually conducted.
Such remuneration will be reimbursed

7.2.

7.3,

7.4.

smiuvnimi  stranami a vstupuje
v ucinnost dnem zvefejnéni v registru
smiuv, jak je uvedeno v ¢l. 8 odst. 8.3.
této smlouvy, a neni-li stanoveno jinak,
jeji  U¢innost zanikd k okamigiku
provedeni veskerych ¢innosti
stanovenych zdravotnickému zafizeni
planem observaéni studie, touto
Smiouvou a pfislusnymi  pravnimi
pfedpisy a zaplacenim odmény
Zadavatelem zpGsobem podie této
smlouvy. Observaéni studie bude
probihat v obdobi od cervenec 2017 do
Cervenec 2018 nebo do ukonéeni
naboru.

Kterdkoliv ze smluvnich stran je
opravnéna tuto Smlouvu pisemné
vypovédét s ufinky ke dni doruéeni
vypovédi ostatnim smluvnim strandm,
a to pouze v nasledujicich pripadech:

- pokud néktera dalsi smluvni strana
nespini ¢  neplni  jakékoliv
ustanoveni této Smiouvy
a neodstrani zavadny stav ani ve
Ih(té 30 (tficeti) dnd od doruceni
pisemné vyzvy k jeho odstranéni;

Zadavatel je opravnén vypovédét tuto
Smlouvu  pisemnym  oznamenim
doru¢enym ostatnim smluvnim
strandm s 0¢inky ke dni doruéeni,
pokud zjisti, Ze observacni studie neni
védecky nebo technicky proveditelna
nebo je proveditelnd pouze s
nepfiméfenymi néklady &i rizikem pro
subjekty hodnoceni.

Dojde-li k pfed¢asnému ukonéeni této
Smlouvy, je Zadavatel povinen
Zdravotnickému zafizeni uhradit ¢ast
ceny pfipadajici na provedenou ¢ast
observatni  studie. Odména se
hradi pomérné podle uskute¢nénych
ukond.
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7.5.

7.6.

7.7.

7.8

proportionately accarding to the tasks
actually performed.

Upon termination of the study
Healthcare institution will return to the
Sponsor via Neox all materials (exclusive
used consumables) and the device
provided for executing the study.

In case the Investigator is due to
objective reasons unable to perform the
activities of this observational study,
contracting parties will make best effort
to find an alternative investigator. In
such case the annex will be attached to
this Agreement, dealing with the change
of investigator.

Healthcare institution and Investigator
agree and acknowledge that the
enroliment is competitive. In case that
other sites participating in the study
inform the Sponsor that they've
enrolled targeted number of subjects,
the Sponsor will immediately inform
Healthcare institution and Investigator
in writing of such occurrence.
Investigator and Healthcare institution
will stop enrolling patients immediately
thereafter and will not enroll any
additional patients into the study.
However, it is assumed that the place of
the clinical trial will be enrolled
maximum of 10 subjects.

The Sponsor declares that it has
concluded, in accordance with the
provisions of Section §14 article 2 letter
) of the Health Insurance Act, in case of
personal injury, causing death related
with this observation study.

B. FINAL PROVISIONS

8.1.

Modifications. This Agreement may be
amended or modified, in whole or in

7.5.

7.6.

7.7.

7.8.

8.1.

Pfi  skonfeni studie Poskytovatel
zdravotnich slufeb vrati Zadavateli

prostfednictvim  spole¢nosti  Neox
viechny materidly (s vyjimkou
spotfebovanych jednorazovych

materidlll) a pfistroj poskytnuty k
provadéni observacni studie.

Nebude-li moci Zkougejici provést
¢innosti v rdmci observacni studie z
objektivnich pfi¢in, smluvni strany
vyvinou soucinnost za G¢elem nalezeni
jiného vhodného zkousejiciho. V
takovém pfipadé bude podepsén
dodatek k této Smlouvé feici vyménu
osoby hlavniho zkousejiciho.

Poskytovatel zdravotnich sluieb a
Zkousejici berou na védomi, 3e nébor
pacientd pro observaéni studii je
kompetitivni. V pfipadé, e jind centra
Ucastnici se studie ohlasi Zadavateli, Ze
nabrala pfedpoklddany celkovy poclet
subjektll, Zadavatel o této skute¢nosti
neprodlené pisemné vyrozumi
Poskytovatel zdravotnich sluieb a
Zkousejiciho. Poskytovatel zdravotnich
sluzeb a Zkou3ejici ihned poté ukonéi
nabor subjektd a do studie #adné dalgi
pacienty nezafadi. A viak pfedpoklada
se, Ze vmisté provedeni klinického
hodnoceni bude nabrano maxinlné 10
subjekt( hodnoceni.

Zadavatel prohladuje, Ze uzaviel
vsouladu s ust. § 14 odst. 2 pism. I)
zdkona o zdravotnich prostfedcich
pojisténi pro pfipad Gjmy na zdravi,
zplisobeni smrti v souvislosti s touto
observacni studii.

ZAVERECNA USTANOVENI

Zmény. Tato Smlouva muie byt
doplfiovdna ¢i ménéna, zcela ¢ jen
28asti, pouze pisemnou formou -
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8.2,

8.3.

part, only by an instrument in writing —
amendment - signed by all parties
hereto.

Governing Law. This Agreement shall be
construed in accordance with and
governed by the laws of Czech Republic,
namely the Act No. 83/2012 Coll., Civil
Code. Parties undertake to solve any
disputes between them in a conciliatory
way by mutual agreement. If not solved
by mutual agreement, all disputes
resulting form or related to this
agreement shall be governed by the
respective court of the Czech Republic,
having jurisdiction over such case.

Publicity. Contracting parties grant their
consent to a public disclosure by the
health care provider of the present
agreement for the purpose of fulfilling a
statutory obligation imposed by an
effective acts, especially by the Act No.
340/2015 Coll., on the register of
contracts, as amended, and further by
the instructions and decisions of the
Ministry of Health of the Czech Republic.
The other contracting party
acknowledges that the health care
provider, as a state-funded
organization, is obliged upon the
request of any third party to provide the
information in accordance with the act
No. 106/1999 Coll., on the free access to
information, as amended. Contracting
parties grant their consent with the
public disclosure of the present
agreement within the scope of the
applicable and effective legislation,
except for the confidential information
that is personal data, contact
information and business secrets within
the meaning § 504 of Act No. 89/2012
Sb.., Civil Code. In this context, the
Parties agree that business secrets shall
be clinical observation plan, duration of
the study, numbers of subjects, detailed
payments scheduled, the disclosure

8.2.

8.3.

dodatkem - podepsanou obéma

stranami.

Rozhodné pravo. Tato Smlouva se fidi
prédvem Ceské republiky, vyjma jeho
koliznich ustanoveni, zejména
zakonem ¢. 89/2012 Sb., ob&anskym
zakonikem, ve znéni pozdéjich
predpisl. Strany se zavazuji Fesit
pfipadné spory mezi nimi smirnou
cestou a vzajemnou dohodou, pokud
viak nebudou vyfeSeny vzdjemnou
dohodou, budou se v3echny spory
vyplyvajici ztéto smlouvy a s touto
smlouvou souvisejici fesit u vécné a
mistné pFisluiného soudu v Ceské
republice.

Uvefeinéni. Smluvni strany souhlasi s
uverejnénim smlouvy poskytovatelem
zdravotnich sluzeb za ucelem spinéni
povinnosti uloZenych mu/ji platnou a
ucinnou pravni Upravou, a to zejména
zakonem ¢&. 340/2015 Sb., o registru
smluv, ve znéni pozdéjSich predpist, a
dale pokyny a rozhodnutimi
Ministerstva  zdravotnictvi  Ceské
republiky. Druh@ smluvni strana bere
na védomi, ze poskytovatel
zdravotnich sluieb jakoito statni
prispévkova organizace, je povinna na

dotaz  tfeti osoby  poskytnout
informace podle zdkona ¢ 106/1999
Sb., o svobodném pfistupu Kk

informacim, ve znéni pozdéjsich
predpisi. Smluvni strany souhlasi s
uvefejnénim této smlouvy v registru
smluv vrozsahu daném platnou a
acinnou  pravni  Upravou, vyjma
dbvérnych informaci, které tvofi
osobni udaje, kontaktni (daje a
obchodniho tajemstvi ve smyslu ust. §
504 zakona €. 89/2012 Sb., obgansky
zékonik. V této souvislosti si smluvni
strany  ujednavaji, Ze obchodni
tajemstvi tvofi plan studie, doba trvani
studie, pocet subjektdi hodnoceni,
detailni rozpis platebjzsi), O zvefejnéni
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Services Agreement on Clinical Evaluation of Medical Device Smlouva o sluzbach KH zP
shall be made by the health service bude poskytovatel zdravotnich sluzeb
provider to inform: informovat:
- Sponsor: Seiratherm - Zadavatele: Seiratherm
- CRO: Neox, s.r.o. - CRO: Neox, s.r.o.
8.4. Pocet vyhotoveni. Tato Smlouva se
8.4.  Counterparts. This Agreement was podepisuje ve ¢tyfech vyhotovenich,
executed in four counterparts, each of znichz kazdé tvoii origindl. Kada
which shall constitute an original. Each smiuvni strana obdrii jeden stejnopis,
party shall receive one counterpart, the jeden obdrii zkousejici. V pFipadé
Investigator ~ shall  receive  one rozporu jazykovych verzi je rozhodujici

counterpart. In case of contradiction in
language versions, Czech version shall
take precedence.

verze Ceska.

8.5. Prilohy. Nedilnou soucasti této

85.  Annexes. An integral part of this Smlouvy jsou tyto Pfilohy:

Agreement are the following Annexes:

Pfiloha €. 1 - Plan observaéni studie.

Annex 1 - Observational study plan. Pfiloha ¢. 2 - Prehled plateb.
Annex 2 — List of payments. Pfiloha €. 3 - Verze smlouvy uréend ke
Annex 3 - template of agreement for zvefejnéni v registru smluv

use for register of contract

Healthcare institution/Poskytovatel zdravotnich sluzeb: CRO:

povéfeny jednanim za feditele/ acting behalf of director Jednatel/Executive Director

Sponsor/Zadavatel:

Jednatel/Managing Director

Page 11 of 13




Neox

CUNICAL

Services Agreement on Clinical Evaluation of Medical Device Smlouva o slutbach KH zZP

Ja, niie podepsany _ jako zkou3ejici potvrzuji, Ze jsem se fadné& sezndmil se

Smlouvou a pfisludnou dokumentaci ke klinickému hodnoceni lé¢iva a zavazuji se zajistit dodriovani
povinnosti z nich vyplyvajicich. Déle se zavazuji nezvefejfiovat informace tykajici se predmétného
klinického hodnoceni bez pfedchoziho pisemného souhlasu zadavatele, zachovavat mi¢enlivost o
vSech poskytnutych informacich, povazovat tyto za divérné a zdriet se jakéhokoliv jiného uZiti téchto
informaci a vysledkd ne pro cely tohoto klinického hodnoceni. Jako zkousejici souhlasim s tim, e
zadavatel (a popf. i CRO) bude/budou shromaidovat, pouiivat, zpracovévat a zvefejfiovat mé osobni
udaje, v€etné jména, kvalifikace a zkuenosti v klinickém hodnoceni, mé finanéni udaje vztahujici se
mimo jiné k obdriené odméné a finanéni nahradé a dal osobni udaje k administrativnim GéelGm
v souvislosti s klinickym hodnocenim, popF. k poskytnuti etickym komisim a statnim GFadém a zavazuji
se zajistit tento souhlas i od spoluzkouejicich a ostatnich &lent studijniho tymu.

I, the undersigned [N = the Investigator certify that | 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. I 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, | agree that the sponsor
(and possibly CRO) will collect, use, process and disclose my personal data, including name,
qualifications and experience in the clinical trial, my 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.
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Smlouva o sluzbach KH zp

Annex 2 - LIST OF PAYMENTS/PREHLED PLATEB

ITEM AMOUNT PER PATENTS TOTAL LIMITING
/POLOZKA  PATIENT/CASTKA MAX/POCET SH AMOUNT/  CONDITIONS/PODMINKY
NA SH MAX CELKOVA  UHRADY

CASTKA zA

POLOZKU
STARTUP R S
FEE
MEDICAL I- — Amount is calculated for
DEVICE enrolled and
STORAGE evaluable. If less patients
AND enrolled and observed,
HANDLING the due amount will be
FEE decreased on a pro- rata

basis.

ARCHIVING st ¢ 28] TRy
FEE
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