SMLOUVA O PODPORE STUDIE

mezi/between

The Faculty of Medicine and University Hospital Plzen

Alej Svobody 80, 306 40, Plzen, Czech Republic
(“Instituce* / ,Institution®)
a/and

Jan Benes

STUDY SUPPORT AGREEMENT

Department of Anaesthesia and Intensive Care Medicine
The Faculty of Medicine and University Hospital Plzen
Alej Svobody 80, 306 40, Plzen, Czech Republic

(“Vyzkumnik“ / ,,Investigator®)

na strané jedné / on the one hand

a/and

PULSION Medical Systems SE
Hans-RiedI-Str. 2, 85622 Feldkirchen, Germany
(“PULSION®)

na strané druhé / on the other hand

X X«

(jednotlivé “Strana“ a spole¢né “Strany*) / (each a “Party” and collectively the “Parties”)

Uvodni ustanoveni

PULSION je mezinarodni spole€nost
zabyvajici se zdravotnickymi technologiemi,
ktera v souCasnosti ve spolupraci s externim
partnerem, spole¢nosti CNSystems Medizin-
technnik GmbH z Rakouska, vyviji inovativni
produkt sestavajici ze snimace prstu a ex-
terniho monitoru pro neinvazivni hemodyna-
mické monitorovani (,Zafizeni“). Spole¢nost
PULSION jeSté neziskala pozadované li-
cence a schvaleni pro distribuci zafizeni
(oznaceni CE atd.).

Instituce a Vyzkumnik disponuji rozsahlymi
zkuSenostmi a odbornymi znalostmi na poli

vyzkumu a vyvoje takovych zdravotnickych
zatizeni. Spole¢nost PULSION chce provést
studii s pracovnim nazvem:

“Continuous and non-invasive determina-

Preamble

PULSION is an international medical tech-
nology company which is currently develop-
ing, with its external partner CNSystems
Medizintechnnik GmbH, Austria, an innova-
tive product consisting of a finger sensor
and en external monitor for non-invasive
hemodynamic monitoring (the “Device”).
PULSION has not yet obtained the required
licenses and approvals for the distribution of
the Device (CE-marking etc.).

The Institution and the Investigator have
profound knowledge and expertise in
the research and development of such a
medical device. PULSION wishes to
conduct a study with the working title:

“Continuous and non-invasive determi-



tion of blood pressure and cardiac output by
means of the Getinge CNAP System in clini-
cal practice”

za ucelem testovani/verifikaci Zatizeni na pa-
cientech, a to v¢etn¢ posouzeni souladu se za-
konnymi pozadavky, bezpecnosti a vykonu
Zatizeni (“Studie”). Nad priab¢hem Studie bude
dohlizet Vyzkumnik. Aby Instituci bylo
umoznéno provadét Studii, spoleénost PULSION
souhlasila s tim, Ze instituci poskytne urcita
Zatizeni.

Proto Strany wuzaviraji tuto Smlouvu o
podpore studie (,Smlouva®) a shoduji se na
nasledujicim:

1. Predmét Smiouvy

1.1 Instituce provede Studii jménem
spolecnosti PULSION. Studie je po-
drobnéji popsana v protokolu studie.
Navrh protokolu studie, ktery bude
zaslan ke schvaleni etické komisi, je
pfilozen zde jako Priloha 1 (,,Pro-
tokol studie®).

Spole¢nost PULSION predpoklada,
Ze Studie bude moci zacit v bfeznu
2019. Na provedeni Studie bude k
dispozici Casovy ramec v délce dva-
nacti az Ctyfiadvaceti tydnu.

1.2 Protokol studie musi navic ob-
sahovat pocet a skupiny hod-
notitelnych a analyzovatelnych pa-
cientli, které s opodstatnénim urci
Instituce, ovSem takovy pocet nesmi
byt nizS§i nez X a mél by se pohy-
bovat mezi X a X pacienty na Studii.
Pokud spoleénost PULSION v
opodstatnénych pfipadech vznese
takovy pozadavek, Instituce musi in-
formovat spolecnost PULSION v
pisemné formé& o poctu pacientl
zaregistrovanych pro Studii, a to
maximalné jednou tydné.
Spole¢nost PULSION muze Proto-
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nation of blood pressure and cardiac
output by means of the Getinge CNAP
System in clinical practice”

to test/prove the Devices on patients, in-
cluding to assess the compliance with legal
requirements, the safety and performance
of the Device (“Study”). The Study shall be
supervised by the Investigator. In order to
enable the Institution to conduct the Study,
PULSION agreed to provide certain of its
Devices to the Institution.

Therefore, the Parties enter into this study
support agreement (“Agreement”) and
agree as follows:

Subject Matter of the Agreement

The Institution shall conduct the Study on
behalf of PULSION. The Study is described
in more detail in the study protocol. The
draft study protocol, which shall be submit-
ted to the ethics committee for approval, is
attached hereto as Annex 1 (“Study Pro-
tocol”).

PULSION expects that the Study can begin
in March 2019. The Study shall be conclud-
ed within twelve to twenty-four weeks.

The Study Protocol shall also include the
number and groups of evaluable and ana-
lysable patients as reasonably determined
by the Institution, which shall not be less
than 45, but should be between 70 and 75,
patients for the Study. If reasonably re-
qguested by PULSION, the Institution shall
inform PULSION in writing of the amount of
patients enrolled in the Study no more than
once per week. The Study Protocol may be
changed by PULSION if and to the extent
that the changes do not essentially affect
the Institution’ and the Investigator’s con-
duct of the Study. All essential changes
have to be agreed between the Parties in



1.3

1.4
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kol studie ménit v rozsahu, aby
zmény nemély zasadni vliv na pro-
vadéni Studie ze strany Instituce a
Vyzkumnika.  VeSkeré  zasadni
zmény museji byt domluveny mezi
Stranami v pisemné formé.

Pokud je v pribéhu Studie zjevné,
Ze Studii nelze provést v souladu s
Protokolem studie, Instituce o tom
musi neprodlené v pisemné formé
informovat spoleénost PULSION. Na
zadost spole¢nosti PULSION se
Strany domluvi na pisemné Upravé
Protokolu  studie, ktera bude
provedena v dobré vife.

V pfipadé, ze Vyzkumnik pfestane
jednat jako Vyzkumnik, pfipadné
osoba povéfena Instituci provadét
vyzkum prestane konat, je dom-
luveno, Ze Instituce musi az do
dokoné&eni Studie jmenovat nékoho
jiného jako nahradnika, pfiCemz ta-
kova osoba musi byt pfijatelna pro
spole¢nost PULSION. Pokud In-
stituce nejmenuje nahradnika, ktery
pro spole¢nost PULSION pfijatelny,
spole¢nost PULSION je opravnéna
jmenovat jinou osobu, nebo bez
pfedchoziho upozornéni odstoupit
od této Smlouvy. V pfipadé, Ze
spole¢nost PULSION odstoupi od
této Smlouvy, plati oddil 17.1.

Povinnosti spoleénosti PULSION

Spole¢nost PULSION pfipravila Pro-
tokol studie podle svych nejlepSich
znalosti a nese také odpovédnost za
sledovani Studie v souladu s
platnymi  nafizenimi. Spole¢nost
PULSION poskytne Instituci
Zafizeni v souladu s oddilem 6
(Poskytnuti materiall pro Studii) za
Uucelem provadéni Studie.
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writing.

If, during the Study, it becomes evident that
the Study cannot be performed in accord-
ance with the Study, the Institution shall
without delay inform PULSION in writing.
Upon request of PULSION, the Parties shall
negotiate a written amendment of the Study
Protocol in good faith.

In case the Investigator ceases to act as
Investigator or a person in charge at the
Institution ceases to act, it is agreed that the
Institution shall appoint someone else as a
substitute, who is acceptable for PULSION,
until completion of the Study. If the Institu-
tion fails to appoint a substitute, who is ac-
ceptable for PULSION, PULSION shall be
entitled to appoint another person or to ter-
minate this Agreement without notice. In
case PULSION terminates the Agreement,
Sec. 17.1 shall apply

Duties of PULSION

PULSION has prepared the Study Protocol
to its best knowledge and is also responsi-
ble for the monitoring of the Study accord-
ing to the applicable regulations. For the
conduct of the Study, PULSION shall pro-
vide Devices to the Institution in accordance
with sec. 6 (Provision of Study Material)



2.2

2.3

2.4

3.1

3.2

4.1

Spole¢nost PULSION musi kontro-
lovat, zda schvaleni ze strany
pfislusné etické komise (viz. oddil
4.4) spliuje veSkeré pozadavky pro
provadéni Studie podle Protokolu
studie.

Spole¢nost PULSION musi informo-
vat instituci a veSkerych budoucich
zménach Studie nebo o dalSich re-
levantnich zalezitostech s ohledem
na Studii, a to v pfiméfené dobé.

Spole€¢nost PULSION  poskytne
vSem osobam, které v ramci in-
stituce provadéji Studii, odpovidajici
Skoleni, aby se tyto soby seznamily
se Zafizenimi spole¢nosti PUL-
SION. Strany planuji, ze Skoleni
probéhnou misté v ramci Instituce.
Misto, datum a ucastnici se uréi po
vzajemné dohodé.

Povinnosti Vyzkumnika

Vyzkumnik je povinen pfi provadéni
Studie v souladu s platnymi zakony,
smérnicemi spolecnosti PULSION,
pokyny a nafizenimi tykajicimi se
takové Studie a Protokolu studie vy-
nalozit veskeré mozné Usili na
zakladé nejnovéjSich védeckych a
technologickych poznatkli a postu-
povat v souladu s relevantnimi
etickymi standardy za ucelem
ochrany prav, bezpe¢nosti a blaha
lidskych subjektu (,,Nafizeni®).

Vyzkumnik potvrzuje, Ze Protokol
studie obsahuje veskeré informace,
které jsou nutné k provadéni Studie.

Povinnosti Instituce
Instituce musi provadét Studii v sou-

ladu s veSkerymi Nafizenimi. V
pfiméfené mife plati 3.1 ustanoveni
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PULSION shall control whether the approv-
als of the respective ethics committee
(please see Sec. 4.4) fulfil all requirements
to conduct the Study according to the Study
Protocol.

PULSION shall inform the Institution of any
upcoming changes of the Study or other
relevant issues with respect to the Study in
due course.

PULSION shall provide adequate training to
all personnel involved by the Institution to
conduct the Study in order to familiarize
with PULSION’s Devices. The Parties in-
tend to conduct the training at the Institu-
tion’s site. Place, date and participants will
be mutually agreed.

Duties of the Investigator

The Investigator shall use its best efforts on
the basis of the latest state of the art in sci-
ence and technology, to conduct the Study
in accordance with applicable laws, direc-
tives of PULSION, guidelines and regula-
tions regarding such Study, the Study Pro-
tocol and the applicable ethical standards in
order to protect the rights, safety and wel-
fare of human subjects (“Regulations”).

The Investigator confirms that the Study
Protocol contain all the information neces-
sary for the performance of the Study.

Duties of the Institution

The Institution shall conduct the Study in
accordance with all and any Regulations.
Sec. 3.1 shall apply accordingly.



4.2

4.3

4.4
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6.1

oddilu.

Instituce a odpovidajici vedouci o-
soby museji pro provadéni Studie
dat k dispozici nezbytny pocet kvali-
fikovanych  pracovnikd. Instituce
musi zajistit, aby pracovnici pro-
vadeéjici Studii na pracovisti Instituce
splhovali ustanoveni této Smlouvy.
Instituce musi v pfiméfené mire
pomahat spole¢nosti PULSION s
ohledem na dodrzovani mistnich
zakonU souvisejicich se Studii.

Povinnosti Instituce uvedené v této
Smlouvé nelze plnit prostfednictvim
zadné treti strany.

Instituce musi ziskat veSkera poza-
dovana povoleni a ve3keré pozado-
vané souhlasy (napf. schvaleni
Studie ze strany etické komise, in-
formovani pacientt a ziskani
souhlasu od pacientll). Spolecnost
PULSION uhradi poplatky hrazené
etické komisi a regulaénim organtm
az do vyse XXX eur.

Poplatky

Strany se dohodly na poplatcich
uvedenych v Priloze 2 této Smlou-

vy.

Poskytnuti materialt pro Studii

Spole¢nost PULSION poskytne In-
stituci bezplatné tfi zafizeni pro pro-
vadéni Studie, které bude pouzito
pro kazdou Urover studie (,,Mate-
ridly pro Studii“). Spole¢nost PUL-
SION navic Instituci poskytne
nezbytné vybaveni pro sbér udajl
pro Studii (monitorovaci véz vcetné
notebooku a jednoho nebo dvou
zarizeni PulsioFlex). Materialy pro
Studii museji byt dodany na zakladé
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The Institution and the corresponding per-
sons in charge shall provide the necessary
qualified personnel for the conduct of the
Study. The Institution shall ensure that the
personnel conducting the Study at the Insti-
tution’ site comply with the provisions of this
Agreement. The Institution shall reasonably
assist PULSION in compliance with local
laws regarding the Study.

The obligations of the Institution set out in
this Agreement shall not be subcontracted
to any third party.

The Institution shall obtain any and all re-
quired permits and consents (e.g. the Ethics
Committee's approval of the Study, briefing
the patients and obtaining the consent of
the patients). PULSION shall reimburse the
fees for the ethics committee and regulatory
authorities up to the amount of 600 EUR.

Fees

The Parties agreed on the fees set forth in
Annex 2 to this Agreement

Provision of the Study Material

PULSION shall provide to the Institution
three Devices which shall be subject to the
Study (“Study Material”) free of charge for
the conduct of the Study. In addition, PUL-
SION shall provide the equipment neces-
sary to collect the data regarding the Study
to the Institution (monitoring tower including
laptop and one to two PulsioFlex). The
Study Material shall be delivered upon prior
written request, provided that the Parties
have agreed on a delivery date and the



6.2

6.3

6.4

6.5

6.6

pfedchozi pisemné zadosti, a to za
pfedpokladu, Ze se Strany dohodly
na datu dodani a Zze Materidly pro
studie jsou pfipraveny a k dispozici k
dodani. Veskeré naklady na pFepra-
vu uhradi spolec¢nost PULSION.

Materialy pro Studii poskytnuté pro
provadéni Studie sméji byt pouzity
vyhradné pro ucely Studie.

Instituce nese odpovédnost za skla-
dovani Material( pro Studii, manipu-
laci s nim a jeho spravné pouzivani
podle danych specifikaci a v
bezpeCnych podminkach. Instituce
musi bez odkladu pisemné in-
formovat spolec¢nost PULSION o
veskerych zavadach ¢&i poruchach
Materialt pro Studii.

Materialy pro Studii zlstavaji ve
vlastnictvi spole¢nosti PULSION. In-
stituce musi vSechna zafizeni v
ramci Materiald pro Studii zfetelné
identifikovat a oznacit jako majetek
spole¢nosti PULSION, aby mohla
byt v kazdém okamziku rozpoznana
jako majetek tohoto vlastnika, a
musi je zfetelné oznalit jako
zarizeni pro potfebu studii, ktera
nejsou uréena pro klinické pouziti.
Instituce musi s Materialy pro Studii
zachazet s nalezitou péci.

Instituce smi poskytnout Materialy
pro Studii tfetim stranam pouze na
zakladé predchoziho pisemného
schvaleni takového kroku ze strany
spolecnosti PULSION. Tento bod se
netyka pouzivani Zafizeni v ramci
Studie, tj. pfi praci s pacienty zare-
gistrovanymi k ucasti ve Studii.

Po vyprSeni platnosti Smlouvy nebo
odstoupeni od ni mlze spole¢nost
PULSION po Instituci pozadovat
okamzité vraceni Materiald pro
Studii. Instituce nesmi Materialy pro
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Study Material is ready and available for
delivery. PULSION shall bear all costs for
transportation.

The Study Material provided for the conduct
of the Study may only be used for the pur-
pose of the Study.

The Institution is responsible for storage,
handling and proper application of the Study
Material according to its specifications and
under safe conditions. The Institution shall
inform PULSION about all malfunctions of
the Study Material without delay in writing.

Title to the Study Material remains with
PULSION. The Institution shall identify and
mark each Device of the Study Material
clearly as property of PULSION so that it
can be recognized as such property at all
times, and it shall be clearly marked as
study device not intended for clinical use.
The Institution shall treat the Study Material
with due care.

The Institution may only provide third par-
ties with the Study Material after prior writ-
ten approval by PULSION. This does not
apply with regard to the use of the Device
on the Study, i.e. regarding the patients
enrolled in the Study.

PULSION may request return of the Study
Material from the Institution immediately
after termination of this Agreement. The
Institution may not withhold the Study Mate-



7.1

7.2

8.1

Studii z Zadnych davod( zadrzovat.

Prava k dusevnimu vlastnictvi —
zakladni informace

Zadna ze Stran nepievadi pro-
vadéni této Smlouvy druhé Strané
(ani zadné jiné strané) zadna prava
k duSevnimu vlastnictvi, ktera vlast-
ni k datu zacatku platnosti této
Smlouvy (ktery je definovan v oddile
17.1).

V rozsahu, v némz Instituce,
Vyzkumnik nebo spole¢nost PUL-
SION mohou vyzadovat stavajici
know-how nebo prava k dusSevnimu
vlastnictvi druhé strany (,,Stavajici
prava k dusevnimu vlastnictvi®)
pro ucely provadéni Studie, Strany
timto udéluji druhym Stranam jed-
noduché, nepfrevoditelné, ne-
vyhradni a nelicencovatelné pravo
pouzivani  vztahujici  se ke
stavajicim pravim k duSevnimu
vlastnictvi na dobu trvani této
Smlouvy a vyhradné pro ucely pro-
vadéni Studie.

Prava k dusevnimu vlastnictvi —
priority

Prava k duSevnimu vlastnictvi vzta-
hujici se k vysledkim Studie
(,,Vysledky“) — vc€etné veSkerych
prav vyplyvajicich z téchto Vysledku
— jsou vyhradnim vlastnictvim
spole¢nosti PULSION a spole¢nost
PULSION ma pravo pfistupu k tém-
to vysledkim a jejich vyuzivani
jakymkoli zpusobem, ktery uzna za
vhodny. Instituce a/nebo Vyzkumnik
timto prevadéji spole¢nosti PULSI-
ON prava na vSechny ziskané
Vysledky. V rozsahu, v némz je
prevod Vysledkl pravné nemozny
nebo jinym zpusobem omezeny,
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rial for any reasons.

IP Rights - Background

None of the Parties transfers, by operation
of this Agreement, to the other Party (or to
any other party, for that matter) any intellec-
tual property rights owned by it on the Effec-
tive Date of this Agreement (as defined in
Sec. 17.1).

To the extent the Institution, the Investigator
or PULSION should require existing know-
how or intellectual property rights of the
other Party (“Existing IPR”) for purposes of
the conduct of the Study, the Parties hereby
grant to the other Parties a simple non-
transferable, non-exclusive and non-sub
licensable right of use of and in relation to
the Existing IPRs for the duration of this
Agreement, and strictly for the purpose of
being able to conduct the Study.

IP Rights - Foreground

IP Rights in relation to the results of the
Study (the “Results”) - including any rights
arising out of the Results - shall be the sole
property of PULSION, and PULSION shall
have the right to access and utilise these
Results in any way it may deem appropri-
ate. The Institution and/or the Investigator
hereby assign to PULSION all of their Re-
sults. To the extent the assignment of the
Results is legally impossible or otherwise
restricted, the Institution and/or the Investi-
gator hereby grant to PULSION a perpetual,
exclusive, transferable, sub licensable (also
through multiple tiers of sublicenses), geo-
graphically unrestricted, irrevocable right of
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timto Instituce a/nebo Vyzkumnik
udéluji spolecnosti PULSION
opravnéni k trvalému, vyhradnimu,
prevoditelnému, sublicen-
covatelnému (i v ramci nékolikauro-
viiovych  sublicenci), geograficky
neomezenému a neodvolatelnému
pravu pouzivani vztahujicimu se k
Vysledkim (,,Licence®). Licence
umozfiuje  spoleCnosti PULSION
pouzivani Vysledka pro ucely na
zakladé vyhradniho a neomezeného
rozhodnuti spole¢nosti PULSION,
obzvlasté, ovSem nikoli vyhradné, k
pouzivani Vysledku pro vyvoj a
vyrobu produktd, marketing, pub-
lika¢ni €i regulacni ucely apod. Toto
pravo pouzivani zahrnuje, bez
dalSich omezeni, pravo kopirovani,
zmén, Uuprav, dalS§iho vyvoje a
zvefejiiovani  Vysledkd jakymikoli
zpusoby a prostfedky. Za ucelem
vylou€eni pochybnosti se uvadi, ze
spole¢nost PULSION nesmi
pozménovat ani upravovat zadné
nezpracované Udaje, ale mize bez
omezeni pozménovat & upravovat
zpusob jejich prezentace nebo
vyvozovat z nezpracovanych udaju
vlastni zavéry. V kazdém pfipadé
plati, Zze se spoleCné s vySe
zminénymi prezentacemi museji
prezentovat i nezpracované udaje
nebo jejich souhrny.

Vysledky, které pfedstavuji vynalezy
a které vzniknou v Instituci a/nebo u
Vyzkumnika, a to jednotlivé nebo
spole¢né, ¢&i spole€né v ramci
nékolika instituci po Datu zacatku
platnosti Smlouvy a vztahuji se k
Zafizeni pouzivanému v ramci Stud-
ie  (,Vynalezy”) budou také
vyhradnim vlastnictvim spoleCnosti
PULSION. Instituce a/nebo
Vyzkumnik musi okamzité pisemné
informovat spole¢nost PULSION o
jakychkoli Vynalezech (napf. ze
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use with regard to the Results (the “Li-
cense”). The License allows PULSION to
use the Results for any purposes in PUL-
SION’s sole and free discretion, in particu-
lar, but not limited to use the Results for the
development and manufacture of products,
for marketing, publication or regulatory pur-
poses etc. This right of use includes, with-
out limitation, the right to copy, to change,
to modify, to further develop and to publish
the Results by all and any possible means
and methods. For the avoidance of doubt,
PULSION may not change or modify any
raw data, but is free to change or modify the
way of presentation or to draw own conclu-
sions from the raw data, in any case provid-
ed that the raw data or summaries from the
raw data are presented as well.

Results that constitute inventions and that
are created after the Effective Date by the
Institution and/or the Investigator inde-
pendently or jointly or by several institutions
jointly, relating to the Device used in the
Study (“Inventions”) shall also be the sole
property of PULSION. The Institution and/or
the Investigator shall immediately inform
PULSION in writing of any Inventions made
(e.g. by the Institution’s employees) during
the term and in the course of performance
of this Agreement, specifying the technical
details, the solution and the development of
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strany  zaméstnancu Instituce)
béhem doby trvani a v rdmci této
Smlouvy, pfiemz je nutno uvést
technické udaje, feSeni a vyvoj ja-
kéhokoli Vynalezu vztahujiciho se k
Zafizeni. Dana Instituce a/nebo
Vyzkumnik dale nabidne spole¢nosti
PULSION registraci takovych
vynalezli a poskytne v tomto ohledu
pfiméfenou pomoc, o kterou
spole¢nost PULSION pozada. In-
stituce si ponecha veskera prava
souvisejici s takovymi Vynalezy.
Spole¢nost PULSION musi do dva-
nacti (12) tydna po obdrzeni takové
nabidky pisemné informovat Instituci
a/nebo Vyzkumnika, zda si takové
Vynadlezy  zaregistruje. Instituce
a/nebo Vyzkumnik udrzi takové
Vynalezy v tajnosti, aby spole€nosti
PULSION bylo umoznéno zaregis-
trovat si napf. patent, a to do doby,
dokud spole¢nost PULSION nepoda
Zadost o registraci patentu, nebo se
tohoto prava pisemné vzda. Pokud
spole¢nost PULSION pisemné pot-
vrdi, Ze nema o registraci takového
Vynalezu zajem, Instituce a/nebo
Vyzkumnik maji narok na registraci
tohoto duSevniho vlastnictvi na
vlastni naklady. Instituce a/nebo
Vyzkumnik timto udéluji spole€nosti
PULSION vyhradni, pfevoditelnou a
neodvolatelnou licenci k takovému
vynalezu pro libovolné ucely a bez
omezeni mista a ¢asu.

V rozsahu, v némz se Vysledky z
jakéhokoli dlvodu nestavaji nebo
nemohou stat vyhradnim vlastnic-
tvim spolec¢nosti PULSION, jak je
uvedeno vy3e, Instituce a/nebo
Vyzkumnik timto udéluje spolecnosti
PULSION vyhradni, prenositelné,
sublicencovatelné, bezplatné a cel-
osvétové pravo Casové neomezen-
€ého pouZivani, které se vztahuje na
veskeré Vysledky (v€etné veskerych
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any Invention related to the Device. Further,
the respective Institution and/or the Investi-
gator shall offer to PULSION to register
such Inventions and provide all assistance
reasonably requested by PULSION to this
end. The Institution shall assume any rights
attached to such Inventions. PULSION shall
within twelve (12) weeks after receipt of
such offer inform the Institution and/or the
Investigator in writing whether PULSION wiill
register for such Inventions. The Institution
and/or Investigator shall keep such Inven-
tions confidential in order to enable PUL-
SION to register e.g. for a patent until PUL-
SION has applied for a patent or until PUL-
SION has denied in writing to do so. If
PULSION confirms in writing that PULSION
has no interest in registering such Invention,
the Institution and/or the Investigator shall
be entitled to file for it as intellectual proper-
ty at its own expense. The Institution and/or
the Investigator hereby grant(s) PULSION
an exclusive, transferable, irrevocable li-
cense to such Invention for any purposes
and unlimited in place and time.

To the extent any Results do not or cannot,
for any reason whatsoever, become the
sole property of PULSION as set out above,
the Institution and/or the Investigator hereby
grant(s) to PULSION an exclusive, transfer-
able, sublicensable, royalty-free and world-
wide right of use, unlimited in time, of and in
relation to all Results (including any Inven-
tions). This right of use includes, without
limitation, the right to copy, to change, to
further develop and to publish the Results



8.4

8.5

9.1

9.2

Vynalez(). Toto pravo pouzivani
zahrnuje neomezené pravo kopiro-
vani, pozménovani a dalSiho vyvoje
a zverejiovani Vysledkd veskerymi
moznymi zpUsoby a prostredky.

Spoleénost PULSION timto udéluje
Instituci a/nebo  Vyzkumnikovi
nepfevoditelné, nevyhradni, neli-
cencovatelné a bezplatné pravo
pouzivat Vysledky pro vlastni interni
nekomercni vyzkumné a vzdélavaci
Ucely a za ucelem plnéni pozadavku
relevantnich zakon. Oddil 9.4
zUstava nedotceny.

Spoleénost PULSION  neuhradi
zadné jiné odmény nez Poplatky v
souvislosti s pravy udélenymi Insti-
tuci a Vyzkumnikem v téchto usta-
novenich 7 a 8 (Prava k duSevnimu
vlastnictvi — zakladni informace a
priority), ovSem bude povazovana
za plné odménéna ve stejnych ohle-
dech Uhradou Poplatk(l dle ustano-
veni 5 (Poplatky) vySe.

Zpravy a publikace

Instituce a Vyzkumnik museji
spole¢nosti  PULSION pravidelné
podavat zpravy o vysledcich Studie,
obzvlasté ve formé& uvedené v Pro-
tokolu studie a v ném uvedenych
terminech. Po dokonceni Studie
muze spole€nost PULSION vyslat
vlastni pracovniky do Instituce, aby
pomahali pFi shromazdovani
vysledka.

Vysledky Studie v Instituci je nutno
shrnout v zavéreCné pisemneé
zpravé, kterou je pfi ukonceni nebo
vyprSeni platnosti Smlouvy nutno
predat spolecnosti PULSION.
Spole¢nosti  PULSION je na
vyzadani nutno pfedat veSkeré
nezpracované udaje k analyze. In-
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by all and any possible means and meth-
ods.

PULSION hereby grants to the Institution
and/or the Investigator a non-exclusive,
non-transferable, non-sublicensable, royal-
ty-free right to use the Results solely for
their own internal non-commercial research
and education purposes, as well as to com-
ply with applicable laws. Section 9.4
remains unaffected.

No further remuneration than the Fees shall
be paid by PULSION in consideration for
the rights granted by the Institution and the
Investigator in these clauses 7 and 8 (IP
Rights-Background and Foreground), but
shall be deemed to have been fully com-
pensated for same by payment of the Fees
pursuant to clause 5 (Fees) above.

Reports and Publications

The Institution and the Investigator shall
report its Results of the Study to PULSION
on a regular basis, in particular in the form
stipulated in the Study Protocol and at the
times stipulated therein. Upon finalization of
the Study, PULSION may send own per-
sonnel to the Institution in order to assist
with the collection of the results.

The Institution’ Results of all Study must be
summarized in a final written report which
must be handed over to PULSION upon
termination or expiry of the Agreement.
PULSION shall, upon request, be given all
of the collected raw data for analysis. The
Institution shall retain the written documen-
tation as provided for in the Study Protocol



9.3

9.4

9.5

stituce bude archivovat pisemnou
dokumentaci, jak je wuvedeno v
Protokolu studie, po dobu 15 let po
ukon€eni nebo vyprseni platnosti
Smiouvy.

Pokud béhem provadéni Studie In-
stituce a/nebo Vyzkumnik zjisti
jakakoli zdravotni rizika libovolného
druhu a/nebo okolnosti naznaduijici,
Ze poskytnuta Zafizeni nejsou
vhodna, a/nebo udalosti, které by
mohly naruSovat planované pro-
vadéni Studie (napf. kontrolu ze
strany etické komise nebo situaci,
kdy Vyzkumnik ¢i odpovédna osoba
pfestava konat), Instituce a/nebo
Vyzkumnik to musi pisemné oz-
namit spole¢nost PULSION bez
zbyteéného odkladu.

Instituce a Vyzkumnik nesméji
podavat zpravy o Vysledcich i
jakychkoli jejich ¢astech vztahujicich
se ke Studii ani je zvefejfiovat,
pokud se nevztahuji vyhradné k
Zafizeni s oznacenim CE.
Zvefejnéni  Vysledk  vyZaduje
pfedchozi pisemny souhlas ze
strany spole¢nosti PULSION, pokud
nejsou poskytnuty pro jiné ucely v
souladu s oddilem 9.5 nize.

Kazda Instituce a jeji zaméstnanci i
Vyzkumnik mohou zverejnit
Vysledky Studie, pokud se vztahuji
vyhradné k Zafizeni s oznaCenim
CE, a to pouze po informovani
spole¢nosti PULSION o téchto
Vysledcich a debaté o nich v pred-
stihu 60 dni. Instituce a/nebo
Vyzkumnik musi planovanou pub-
likaci nejdfive zaslat spoleCnosti
PULSION, obzvlasté predtim, nez ji,
a to i ve formé navrhu) zasle ¢asop-
isu nebo instituci/spole¢nosti, kde se
takova zprava ma zverfejnit. Stejné
ustanoveni plati pro libovolné
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for a period of 15 years following termina-
tion or expiry of the Agreement.

If while the Study is being conducted the
Institution and/or the Investigator learn of
any health risks of any kind whatsoever
and/or circumstances that indicate that the
Devices provided are not suitable, and/or of
events which could interfere with scheduled
performances of the Study (such as e.g. an
inspection by the Ethics Committee or if the
Investigator or a responsible person ceases
to act) each Institution and/or the Investiga-
tor shall notify PULSION thereof without
undue delay in writing.

The Institution and the Investigator shall not
report or publish their Results or any parts
thereof with regard to the Studyunless they
are exclusively related to the CE-marked
Device. A publication of Results by the Insti-
tution requires the prior written consent of
PULSION unless provided for otherwise in
Sec. 9.5 below.

Each Institution and its employees as well
as the Investigator may publish the Results
of the Study which are are exclusively relat-
ed to the CE-marked Device only after in-
forming and discussing these Results with
PULSION 60 days in advance. The Institu-
tion and/or the Investigator shall send the
planned publication first of all to PULSION,
in particular prior to sending the same, even
the draft, to the journal or the institu-
tion/company etc. which wants to publish to
report. The same applies regarding any
partial results of the Study.



Castecné vysledky Studie.

10. Kontroly

Spole¢nost PULSION je opravnéna kdykoli
navstivit Instituci, coz oznami dva (2) tydny
pfedem, za u€elem diskusi o provadéni a
dokumentaci Studie s Vyzkumnikem a/nebo
osobou vedoucim provadéni Studie a jejich
kontroly. Instituce podnikne vedkeré kroky k
tomu, aby umoznila statnich ufadum, prede-
v§im regula¢nim organum, provadéni kontrol
na pracovisti Instituce a prabéhu Studie.

11. Pomoc v oblasti
pozadavk

regulacnich

V pfipadé, Ze Vysledky Studie pouZije
spole¢nost PULSION pfi podani zadosti FDA
nebo jinému regulacnimu ufadu nebo za uce-
lem ziskani oznaceni CE pro Zafizeni, musi
Instituce v pfiméfené mife pomahat
spole¢nosti PULSION se ziskavanim
uvedenych schvaleni. Takova pomoc bude
odménéna odménou v hodinové sazbé XXX
eur (plus DPH, jeli to relevantni) s tim, ze
pétihodinova pomoc je jiz zahrnuta do Pop-
latkh a c&astku za ni nelze vyplatit sa-
mostatné. V pfiméfené mife plati ustanoveni
oddilu 1.1.

12. Kontaktni udaje

Kontaktni udaje osob ve vedeni Instituce,
Vyzkumnika, kontaktni osoby spole€nosti
PULSION a zastupce spole¢nosti PULSION
jsou uvedeny v Priloze 3. Kontaktni udaje
Smluvni strany Ize zménit zaslanim emailu
vSem ostatnim stranam zucastnénym na
zakladé této Smiouvy.

13. Zasada oddélitelnosti

Spole¢nost PULSION a Instituce zaruduiji, ze
Smlouva se uzavird bez navaznosti na
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Audit

PULSION shall be entitled to visit the Insti-
tution at any time with two (2) weeks' prior
notice in order to discuss the performance
and the documentation of the Study with the
Investigator and/or the person in charge
and to examine the same. The Institution
undertakes to allow any state authorities, in
particular regulatory offices, to examine the
Institution’s site and the conduct of the
Study.

Regulatory Assistance

In case the Results of the Study shall be
used by PULSION for filing submission to
the FDA or other regulatory body or to ob-
tain CE-marking for the Device, the Institu-
tion shall reasonably assist PULSION to
obtain said approval(s). Such assistance
shall be remunerated at an hourly fee of
100 EUR per hour (plus VAT, if applicable),
provided that five hours of assistance are
already covered by the Fees and not sepa-
rately reimburseable. Sec. 1.1 shall apply
accordingly.

Contact Details

The contact details of the persons in charge
at the Institution, the Investigator and the
contact person at PULSION and PULSION-
Representative shall be listed in Annex 3.
The contact details of a Party can be
changed by e-mail to all other Parties in-
volved according to this Agreement.

Principle of Segregation

PULSION and the Institution warrant that
the Agreement is concluded irrespective of



jakékoli obchodni transakce &i nakupni roz-

hodnuti.

14.

141

14.2

14.3

Duavérnost informaci

Instituce a Vyzkumnik podniknou
veskeré kroky k  zachovani
davérnosti  veSkerych informaci,
vyrobnich  postupli a dalSich
komercnich zalezitosti, které jim
pfeda spoleCnost PULSION, a
vyuZiji je pouze v ramci provadéni
ukond na zakladé této Smlouvy
uzaviené mezi Stranami.

Instituce i Vyzkumnik udrzi vesSkeré
dokumenty v tajnosti a zajisti jejich
ukladani odpovidajicim zplsobem.
Instituce i Vyzkumnik museji zajistit,
aby k vySe uvedenému nemély
pfistup 2Z2adné neopravnéné treti
strany, s vyjimkou pfipadd, kdy
zverfejnéni vyzaduji kogentni
ustanoveni zakona. Tato povinnosti
neplati pro informace, které (a) jiz
byly Instituci a/nebo Vyzkumnikovi
znamy pied zacCatkem komunikaci;
(b) byly v dobé uzavirani Smlouvy
nebo pozdéji vefejné znamy; (c) byly
zpfistupnény druhé Strané ne-
opravnénou ftreti stranou; (d) byly
vyvinuty zaméstnanci druhé Strany,
aniz by o takovych informacich
védéli; a (e) museji byt predany rel-
evantnim ufadim pro Ucely této
Smlouvy, soudu nebo na zakladé
zakonné povinnosti.

Jakékoli davérné dokumenty
poskytnuté spole¢nosti PULSION je
nutno na vyzadani nebo po vyprseni
platnosti Smlouvy nebo odstoupeni
od ni nutno vratit spole¢nosti PUL-
SION. Instituce i Vyzkumnik si na
takové dokumenty nesméji naroko-
vat Zzadna zadrZovaci prava.
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any sales transactions or procurement deci-
sions.

Confidentiality

The Institution and the Investigator under-
take to keep confidential all and any infor-
mation, production procedures and other
commercial matters disclosed by PULSION
and only to use them in the performance of
the Agreement existing between the Par-
ties.

The Institution and the Investigator shall
keep all documents confidential and store
them in the appropriate matter. The Institu-
tion and the Investigator shall ensure that
no unauthorized third parties gain access to
the same except where disclosure is re-
quired by mandatory laws. This obligation
does not apply in regard to information
which (a) were already familiar to the Insti-
tution and / or the Investigator prior to the
communication, (b) were in the public do-
main when the Agreement was entered into
or at a later point in time, (c) were made
accessible to the other Party by an author-
ized third party, (d) were developed by em-
ployees of the other Party without them
being aware of this information, or (e) must
be disclosed to the relevant authorities for
the purpose of this Agreement, to a court or
on the basis of a statutory obligation.

Any confidential documents provided by
PULSION must be returned to PULSION
upon request or following the termination of
the Agreement. The Institution and the In-
vestigator undertake not to claim any rights
of retention in relation to such documents.



15. Pojisténi

Spole¢nost PULSION musi pfed zaCatkem
provadéni Studie poskytnout daldim stranam
osvédc&eni o pojisténi pro provadéni Studie.

16. Udaje o pacientech

Strany se dohodly, Ze pouzivani a
zvefejfiovani udaju o zdravi pacientl a jejich
Iekafskych informaci musi splfiovat po-
dminky ustanoveni vesSkerych zakonl o
ochrané osobnich udaja (kromé jinych
Obecného nafizeni o ochrané osobnich
udaju (GDPR)), které plati v zemi, kde se
nachazi Instituce. Strany se proto dohodly,
Ze podniknout veskeré pfiméfené kroky k
ochrané davérnosti veSkerych udaji o zdravi
pacientu a jejich Iékafskych informaci, k nimz
maji pfistup, a Zze v tomto ohledu budou pos-
tupovat v souladu s veSkerymi relevantnimi
zakony. Obzvlasté jde o to, zZe Instituce musi
od kazdého pacienta ziskat prohladeni o
souhlasu pfed jeho zafazenim do Studie a ze
tento souhlas musi splhovat veskeré
poZadavky dané relevantnimi zakony na
ochranu osobnich udaju (napf. GDPR) a
vyslovné uvadét, Zze s jakym zpusobem
spole¢nost PULSION ziskava dané udaje o
pacientech. Strany si hodlaji vyménovat
pouze anonymizované udaje. Pokud Instituce
poskytne spoleCnosti PULSION neanony-
mizované udaje o pacientech nebo umozni
pFistup k nim, Strany museji uzavfit béznou
smlouvu o zpracovavani osobnich udaju.

17. Doba trvani a ukonéeni

17.1 Tato Smlouva vstupuje v platnost v
okamziku podpisu obéma stranami
a jejiho zvefejnéni v otevieném re-
gistru instituce, kde se zvefejnuji
smlouvy v ramci zdravotnického
zafizeni (,,Datum zacatku
platnosti®) a jeji platnost konéi v
okamziku dokonc&eni Studie, pokud
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Insurance

PULSION shall provide to the other Parties
an insurance certificate for the conduct of
the Study before beginning of the Study.

Patient Data

The Parties agree that the use and disclo-
sure of patient health and medical infor-
mation is subject to compliance with all
privacy laws (including but not limited to the
GDPR), which are applicable in the country,
where the Institution is located. The Parties
therefore agree to take all reasonable steps
to protect the confidentiality of any patient
health and medical information that they
have access to and to comply with applica-
ble laws. In particular, the Institution shall
procure a declaration of consent of each
patient prior to inclusion in the Study which
meets all requirements set forth in the ap-
plicable privy laws (e.g. GDPR) and which
also explicitly states that and in what way
PULSION receives the respective patient
data. The Parties only intend to exchange
anonymized information only. Should the
Institution provide PULSION with non-
anonymized patient data or access thereto,
the Parties shall enter into a customary data
processing agreement.

Term and Termination

The Agreement shall commence upon both
its signature by both parties and publication
n the Institution’s open registry of agree-
ments within the hospital (“Effective Date”)
and shall expire upon completion of the
Study, unless earlier terminated by PUL-
SION upon thirty (30) days prior written
notice to the other Party. In the event PUL-



17.2

17.3

17.4

17.5

nebude ukonéena dfive ze strany
spole¢nosti PULSION, a to pisem-
nym oznamenim  ze  strany
spolec¢nosti PULSION druhé Strané
s vypovédni Ihatou tficet (30) dni. V
pfipadé, Ze spoleénost PULSION
ukonéi platnost této Smlouvy z ji-
ného nez opodstatnéného dlivodu,
poplatek uvedeny v oddile 5 (Pop-
latky) se omezuje na poplatky
splatné v dobé& ukonceni platnosti
smlouvy. SpoleCnost PULSION
obzvlasté neni povinna hradit Insti-
tuci a/nebo Vyzkumnikovi jakoukoli
dal$i odménu a/nebo jiné naklady.

Smlouvu mize kazda ze smluvnich
Stran ukon€it z opodstatnéného

dlvodu i bez predchoziho oz-
nameni.
V  pfipadé ukonCeni platnosti

Smlouvy ma Instituce povinnost
pfedat v kompletni a pisemné formeé
spole¢nosti  PULSION  vysledky
Studie, které byly do té doby
shromazdény. Na zakladé zadost
Instituce musi spole¢nost PULSION
Instituce dale poskytovat Materialy
pro studie za ucelem dokonceni
léEby pacientd, ktefi jsou jiz zaregis-
trovani k udasti ve Studii, a to
dokonce i po ukoncCeni platnosti
Smlouvy. Za pokracovani IéCby ta-
kovych pacientd v8ak nebudou
nalezet Poplatky vyplyvajici z
ustanoveni oddilu 5.

VeSkeré informace o ukonceni
platnosti museji byt v pisemné
formé (napf. dopisem, faxem).

Ustanoveni oddilu 7 (Prava Kk
duSevnimu vlastnictvi — zakladni in-

formace), oddilu 8 (Prava Kk
duSevnimu vlastnictvi — priority) a
oddilu 14 (Duvérnost informaci)

zustavaji v platnosti i po ukonéeni
a/nebo vyprseni platnosti Smlouvy a
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SION terminates this Agreement other than
for good cause, the Fee stipulated in Sec. 5
(Fees) is limited to the Fees already paya-
ble upon termination. In particular, PUL-
SION is not obliged to pay any further re-
muneration and/or reimburse any other
expenses of the Institution and/or the Inves-
tigator.

The Agreement can also be terminated
without notice by any Party for good cause.

In the event of termination, the Institution
shall be obliged to hand over the Results of
the Study, which have already been ob-
tained, in full and in written form to PUL-
SION. Upon request by the Institution,
PULSION shall continue to provide the Insti-
tution with the Study Material for completing
the treatment of patients already enrolled in
the Study even after termination; however,
no Fees pursuant to clause 5 shall be owed
for the further treatment of such patients.

Any termination is required to be in writing
(e.g. letter, fax).

Sec. 7 (IP Rights Background), Sec. 8 (IP
Rights Foreground) and Sec. 14 (Confiden-
tiality) shall survive in the event of any ter-
mination and / or expiry of the Agreement
and shall continue to apply for an unlimited
period of time.



18.

18.1

18.2

18.3

18.4

plati po neomezenou dobu.

Ruzné

Jakékoli dodatky a dopliky této
Smlouvy museji byt v pisemné
formé, coz plati i na zprosténi po-
vinnosti informovani v pisemné
formé. K této Smlouvé neexistuji
Zadné uzaviené dopliikové smlouvy.

Tato Smlouva se fidi pravem Ceské
republiky. Veskeré spory vyplyvajici
ze souCasné smlouvy nebo ze
spojitosti s ni museji byt s kone¢nou
platnosti urovnany na zakladé
Pravidel rozhod¢&iho fizeni
Mezinarodni  obchodni  komory
jednim nebo vice rozhodCimi
jmenovanymi v souladu ]
uvedenymi Pravidly. Ustanoveni o

zrychleném fizeni se na tuto
Smlouvu nevztahuiji. Mistem
rozhod&iho Fizeni je Praha, Ceska
republika. Jazykem rozhodc&iho

fizeni je CeStina.

Neplatnost jednotlivych ustanoveni
této Smlouvy nema vliv na platnost
ostatnich ustanoveni ani na existen-
ci Smlouvy jako takové. Neplatna
ustanoveni budou povazovana za
nahrazena takovym  nafizenim,
jehoz obchodni obsah co nejblize
odpovida vySe uvedenému. Stejny
princip plati v pfipadé vztahujicim se
na zalezitosti, o nichz tato Smlouva
nic nefika, pokud Smlouvy o
takovych pfipadech hovofily v dobé
podpisu Smlouvy.

V pfipadé jakychkoli nesrovnalosti
nebo rozporu mezi €eskou verzi a
kteroukoli jinou jazykovou verzi této
vyzvy je smeérodatnou verzi verze
Ceska.
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Miscellaneous

Any amendments and additions to this
Agreement are required to be in writing; this
shall also apply to any waiver of the re-
qguirement of writing. No side agreements to
this Agreement have been entered into.

This Agreement shall be governed by the
law of the Czech Republic. All disputes
arising out of or in connection with the pre-
sent contract shall be finally settled under
the Rules of Arbitration of the International
Chamber of Commerce (ICC) by one or
more arbitrators appointed in accordance
with the said Rules. The Expedited Proce-
dure Provisions shall not apply. The place
of arbitration shall be Prague, Czech Re-
public. The language if the arbitration shall
be Czech.

The invalidity of individual provisions of this
Agreement does not affect the validity of the
remaining provisions or the existence of the
Agreement. Invalid provisions shall be
deemed as replaced by such regulation as
in its commercial content most closely re-
flects the latter. The same applies in the
event of a matter in relation to which this
Agreement is silent, should the Parties have
considered such matter upon execution of
the Agreement.

In case of a conflict between the Czech and
the other language versions of this Agree-
ment, the Czech version shall prevail.



Prilohy:

Priloha 1: Protokol studie

Priloha 2: Poplatky

Pfiloha 3: Kontaktni udaje

Annexes:

Annex 1: Study Protocol
Annex 2: Fees

Annes 3: Contact Details

(PULSION Medical SE)

(PULSION Medical SE)

(Institution)

(Feldkirchen) (Datum/Date)
(Feldkirchen) (Datum/Date)
(Misto/Place) (Datum/Date)
(Misto/Place) (Datum/Date)

(Investigator)
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Priloha 2: Poplatky Annex 2: Fees

18.5 Za provadéni Studie ziska Instituce For the performance of the Study, the Insti-
nasledujici odmény: tution shall be remunerated as follows:

a) XXX XXX

b)

c)

d)

e)

18.6

18.7

18.8

(Feldkirchen) (Datum/Date) (PULSION Medical SE)

(Feldkirchen) (Datum/Date) (PULSION Medical SE)

(Misto/Place) (Datum/Date) (Instituce/Institution)

(Misto/Place) (Datum/Date) (Vyzkumnik/Investigator)

Annex 3 of study support agreement for:

XXX



