CLINICAL TRIAL AGREEMENT
ERGOMED — INVESTIGATOR - INSTITUTION

SMLOUVA O PROVEDENI ]{LINICKEHO
HODNOCENI
ERGOMED — USTAV - RESITEL

This AGREEMENT is put in effect on the Effective
Date and is made between:

Tato SMLOUVA vstoupi vucinnost dnem

ucinnosti a je uzaviena mezi:

ERGOMED PLC, with registered offices at 26-28
Frederick Sanger Road, Surrey Research Park.
Guildford GU2 7YD. Surrey. United Kingdom,
VAT number GB809610630. Company number

4081094 (hereinafter referred to as ERGOMED).
1'e|iresente

ERGOMED PLC se sidlem na 26-28 Frederick
Sanger Road, Surrey Research Park, Guildford
GU2 7YD., Surrey, Spojené kralovstvi, DIC

GB809610630, ICO 4081094  (dale jen
zco.z ) EE——

and

a

Novadip Biosciences SA, with registered offices at
Rue Granbonpré 11, B-1435 Mont-Saint-Guibert
BELGIUM (hereinafter referred to as Sponsor)

Novadip Biosciences SA, se sidlem na Rue
Granbonpré 11, B-1435 Mont-Saint-Guibert
BELGIUM (dale jen Zadavatel)

and

a

Fakultni nemocnice Brno with registered offices
at Jihlavska 20, 625 00 Brno, IC:65269705,
DIC:CZ65269705 (hereinafter referred to as the
INSTITUTION

Fakultni nemocnice Brmo se sidlem na Jihlavska
20, 625 00 Bmo, Ceska republika, IC: 65269705,
DIC: CZ65269705 (dale jen USTA

and

the Fakultni nemocnice Bmo (hereinafter referred
to as the INVESTIGATOR)

prednosta Ortopedicke
Fakultni nemocnice Brno (dale jen ReSitel)

WHEREAS:

VZHLEDEM K TOMU, ZE:

ERGOMED and Sponsor entered into an agreement
by which the Sponsor requested and ERGOMED
accepted to organize and manage the conduct of the
following clinical trial in the interest and for the
benefit of the

Spole¢nost ERGOMED a Zadavatel uzavieli
Smlouvu, podle niz Zadavatel pozadal spolec¢nost
ERGOMED. aby zorganizovala a fidila v zajmu a
ve prospéch Zadavatele pribéh nasledujiciho
Klinického hodnoceni:




- (hereinafter: “the Clinical Trial”);

,,Klinické hodnoceni‘);

and

a

ERGOMED wishes to involve the INSTITUTION
and the INVESTIGATOR in the Clinical Trial in
the role referred to herein and the INSTITUTION
and INVESTIGATOR accept such involvement.

spole¢nost ERGOMED si pieje zapojit USTAV a
RESITELE do Klinického hodnoceni v nize
uvedené roli a USTAV a RESITEL toto zapojeni
prijimaji.

WHEREBY IT IS AGREED AS FOLLOWS:

PRICEMZ SE STRANY DOHODLY TAKTO:

Article 1

Clanek 1

Definitions

Definice

1.1.

For the purpose of this Agreement, the following
expressions shall have the meanings attributed to
them below:

Pro tucely této Smlouvy maji tyto vyrazy vyznam,
ktery je jim pfifazen nize:

“Affiliate” Any business entity which controls,
is controlled by, or is under the common control
with the Sponsor or ERGOMED. For the purposes
of this definition, a business entity shall be deemed
to control another business entity if it owns, directly
or indirectly, in excess of 50% of the voting interest
in such business entity or the power to direct the
management of such business entity. For the
avoidance of any doubt, Affiliate shall mean as well
a subsidiary or representative and branch office in
any country.

,,PFidruZena osoba“  Jakakoli osoba, ktera fidi,
je fizena nebo je pod spole¢nou kontrolou se
Zadavatelem nebo ERGOMED. Pro tucely této
definice se ma za to, Ze podnikatelsky subjekt fidi
jiny podnikatelsky subjekt, pokud vlastni, piimo
nebo neptfimo, vice nez 50 % hlasovacich prav
v takovém podnikatelském subjektu nebo ma
pravomoc  urCovat smér fizeni takového
podnikatelského subjektu. Pro vylouceni jakychkoli
pochybnosti je PfidruZzena osoba také dcefina
spolecnost nebo obchodni zastoupeni a pobocka
v jakékoliv zemi.

“Agreement” This agreement comprising its
clauses, schedules and any other appendices
attached to it.

»Smlouva“ Tato Smlouva obsahujici jeji
ustanoveni, dodatky a pfipadné jiné prilohy.

“Case Report Form” or “CRF” A printed,
optical, or electronic document, prepared by the
Sponsor and/or ERGOMED and completed by the
INVESTIGATOR, designed to record all of the
Protocol required information to be reported to the
Sponsor on each Clinical Trial Subject.

L<Formulaf zpravy o piipadu“ nebo ,,CRF“
Tistény, opticky nebo elektronicky dokument
vypracovany Zadavatelem a/nebo spole¢nosti
ERGOMED a vyplnény RESITELEM, jehoz
ucelem je zaznamenavani veSkerych informaci
vyzadovanych  Protokolem, které musi byt
Zadavateli oznameny pro kazdy Subjekt Klinického
hodnoceni.

“Clinical Trial” That portion of the clinical
trial referred to and described in the Protocol that is
to be conducted at the INSTITUTION, under the
supervision and direction of INVESTIGATOR,
pursuant to the Protocol and subject to the terms
and conditions of this Agreement

,,Klinické hodnoceni“ Ta éast Klinického
hodnoceni, ktera je uvedena a popsana v Protokolu,
ktera ma byt provedena v USTAVU za dohledu a
pod vedenim RESITELE, a to v souladu
s Protokolem a podminkami této Smlouvy.

“Clinical Trial Product”

,,Klinicky hodnoceny piipravek" -




“Clinical Trial Subject” A person Enrolled
in the Clinical Trial who meets all of the inclusion
criteria and none of the exclusion criteria set forth
in the Protocol and has signed a valid IRB/EC
approved Informed Consent Form.

»Subjekt Klinického hodnoceni* Osoba
zaregistrovana do Klinického hodnoceni, ktera
spliiuje vSechna registratni kritéria a zadna
vylucovaci kritéria uvedena v Protokolu a ktera
podepsala platny Formulai' informovaného souhlasu
schvaleny IRB/EC

“Enrollment” Recruitment (invitation to potential
participants in the Clinical Trial for screening),
screening (examination of the potential participants
in the Clinical Trial by INVESTIGATOR for the
purpose of determining the eligibility as per
Protocol criteria, and, if a potential participant in
the Clinical Trial is eligible for participation,
presentation and discussion of the Clinical Trial
implications with the potential participants in the
Clinical Trial and obtaining from the potential
participant in the Clinical Trial an Informed
Consent Form to participate in the Clinical Trial),
and/or randomization (as defined in the GCP). Also
to include “Enroll” as the verb or any other
derivation of the term.

.Registrace“ Nabor (pozvanka potencidlnim
ucastnikim Klinického hodnoceni na screening),
screening (prohlidka potencidlnich tcastnika
Klinického hodnoceni RESITELEM pro téely
stanoveni zpusobilosti podle kritérii Protokolu a
v piipad€, ze je potencidlni ucastnik Klinického
hodnoceni zpusobily k ucasti, predstaveni a diskuze
o disledcich Klinického hodnoceni s potencialnimi
ucastniky Klinického hodnoceni a obstarani
Formulaie informovaného souhlasu od
potencialniho tcastnika Klinického hodnoceni za
ucelem tucasti na Klinickém hodnoceni), a/nebo
randomizace (jak je definovano v GCP).
»Registrace™ zahrnuje 1 slovesny tvar (registrovat)
¢1 jiny slovni druh odvozeny od tohoto slova.

“Informed Consent Form”  The form prepared
by the Sponsor and/or ERGOMED in conformance
with the Regulations (as hereinafter defined), in
consultation with the Sponsor, ERGOMED, and the
IRB/EC, approved by the IRB/EC and signed by all
Clinical Trial Subjects before they begin to
participate in the Clinical Trial.

JFormular informovaného souhlasu“ Formular
vypracovany Zadavatelem a/nebo spolecnosti
ERGOMED vsouladu sPiedpisy (jak je
definovano vtéto Smlouve), po konzultaci se
Zadavatelem, spole¢nosti EDGOMEN a IRB/EC. a
schvaleny IRB/EC a podepsany vSemi Subjekty
Klinického hodnoceni pied tim, nez se zatnou
ucastnit Klinického hodnoceni.

“IRB/EC” Institutional Review Board(s) or
Ethical Committees organized in accordance with
the Regulations.

»IRB/EC* Revizni rada (rady) ustavu nebo
etické vybory organizované v souladu s Piedpisy.

“Party” ERGOMED or INSTITUTION and
except where otherwise provided “Parties” shall
mean ERGOMED and INSTITUTION.

~Smluvni strana™ Spole¢nost ERGOMED
nebo USTAV a neni-li uvedeno jinak, terminem
,.Smluvni strany* se rozumi ERGOMED a USTAV.

“Protocol”

The INSTITUTION hereby confirms that the latest
version of the Protocol has been provided to the
INSTITUTION’S staff in charge of its conduct. The
Parties agree that the Protocol constitutes integral
part of this Agreement.

.Protokol«

rotokol, ktery muze byt prubezne¢ menen
wt piimo USTAVU a USTAV prohlasuje,
poskytnut zameéstnancim, ktefi jsou
zodpovédni za jeho provadéni. Strany souhlasi, ze
Protokol je nedilnou soucasti té€to smlouvy.

,.Nabor*




“Regulations” All laws, rules, regulations and
guidelines that apply to or govern the conduct of the
Multi-Center Clinical Trial and/or the Clinical
Trial. including without limitation the applicable
ICH guidelines (including E6: Good Clinical
Practice: Consolidated Guideline, and the ICH
Harmonised Tripartite Guideline for Good Clinical
Practice (CHMP/ICH/135/95: hereinafter: “GCP”),
together with the requirements in Clinical Trial
Directive 2001/20/EC (4 April 2001) and the
related guidance., guidelines and directives), the
most recent version of Standard BS EN ISO 14155,
the World Medical Association Declaration of
Helsinki entitled ‘Ethical Principles for Medical
Research Involving Human Subjects’ (“Helsinki
Declaration”™), all relevant laws of the European
Union if directly applicable or of direct effect, all
Czech laws and all relevant regulations and
ordinances such as Act No. 378/2007 Coll., on
Pharmaceuticals, as amended and the Regulation
No. 226/2008 Coll., on Good Clinical Practice, as
amended and all relevant laws and regulations
regarding data protection and privacy and anti
bribery and ethical business conduct, and the
requirements of the applicable regulatory
authorities and the ethics committee and the
policies of the INSTITUTION, as any of the
foregoing may be amended from time to time,
including the Clinical Trial Regulation EU
536/2014 that entered into force on 16 June 2014.

Predpisy”  Vsechny zédkony, pravidla, piedpisy
a smernice, které se tykaji nebo upravuji prubéh
multicentrického Klinického hodnoceni a/nebo
Klinického hodnoceni, mimo jiné v¢etné platnych
smernic ICH (vCetné E6: Spravna klinickd praxe:
Konsolidovana smeérnice a tripartitni
harmonizovand smeérnice ICH pro spravnou
klinickou praxi (CHMP/ICH/135/95; dale jen:
,GCP*) spolu s pozadavky uvedenymi ve smernici
0 Klinickém hodnoceni 2001/20/ES
(4. dubna 2001) a souvisejicimi poucenimi, pokyny
a smernicemi), v nejaktualnéjsi verzi normy BS EN
ISO 14155, v Helsinské deklaraci Svetove 1€kaiske
asociace nazvané ,Etické zasady pro Ickaisky
vyzkum na cloveku™ (,Helsinska deklarace™), ve
vsech piislusnych zékonech Evropské unie, pokud
se piimo uplati nebo maji primy ucinek, ve viech
Ceskych zakonech a vSech piislusSnych piedpisech a
naiizenich, jako je zdkon ¢.378/2007 Sb. o
lé¢ivech, ve znéni pozdéjsich piedpisu, a nafizeni
¢. 226/2008 Sb., o spravné klinické praxi, ve znéni
pozdg¢jSich piedpisi, a ve vSech piislusnych
zakonech a predpisech tykajicich se ochrany
osobnich udajui a soukromi, boje proti tplatkaistvi a
etického podnikani, a pozadavky piisluSnych
regulacnich organi a etické komise a politik
USTAVU. vée v piipadném nejaktudlnéj$im znéni.
véetné nafizeni EU o Klinickém hodnoceni
536/2014,  které¢  nabylo  platnosti  dne
16. Cervna 2014.

“Services” The services of research and other
services to be performed by the INSTITUTION in
accordance with the Protocol and under the terms of
this Agreement in order to carry out the Clinical
Trial.

»Sluzby* Vyzkumné a dalsi sluzby, které ma
provést USTAV vsouladu s Protokolem a
podminkami této Smlouvy za ucelem provedeni
Klinického hodnoceni.

“Timelines” The dates set out in Schedule I
hereto as may be amended by agreement between
the Parties.

LLhuty™ Data uvedena v priloze ¢. I k této
Smlouve tak, jak mohou byt piipadné¢ zmeénena na
zaklad¢ dohody Smluvnich stran.

Article 2

Clanek 2

Rights and obligations of the Parties

Prava a povinnosti Smluvnich stran

2.1.

Pursuant to the terms and conditions of this
Agreement, INSTITUTION through the efforts of
INVESTIGATOR agrees to conduct the Clinical
Trial according to the Protocol. INSTITUTION

V souladu s podminkami této Smlouvy se USTAV
zavazuje provést prostiednictvim usili RESITELE
Klinické hodnoceni vsouladu s Protokolem.
USTAV a RESITEL se zavazuje vynalozit veskeré




agrees and shall ensure that INVESTIGATOR
their best endeavors to recruit
Clinical Trial Subjects to
Clinical Trial according to the
Protocol and 1n accordance with the Timelines.

usili k tomu, aby RESITEL provedl nabor
Subjekti Klinického hodnoceni, kteii se zucastni
Klinického hodnoceni v souladu s Protokolem a
v souladu s Lhiitami.

INSTITUTION  shall  ensure  that  the
INVESTIGATOR uses his best efforts to Enroll
only Clinical Trial Subjects who satisfy the
Enrollment criteria according to the Protocol and
shall not knowingly Enroll any participants which
in his best professional judgment do not adequately
meet the criteria for Clinical Trial Subjects.

USTAV je povinen zajistit, aby RESITEL vynalozil
veSkeré usili ktomu, aby zaregistroval pouze
Subjekty Klinického hodnoceni, kteii spliuji
kritéria Registrace podle Protokolu a nesmi védomé
zapsat zadné ucastniky, kteii dle jeho nejlepsiho
odborného usudku dostatecné nespliuji kritéria pro
Subjekty Klinického hodnoceni.

The Sponsor or ERGOMED may request
INSTITUTION to stop Enrollment at any time and
for any reason.

Zadavatel nebo spole¢nost ERGOMED muze
vyzvat USTAV k tomu, aby Registraci kdykoli a
z jakéhokoli divodu zastavil.

2.2. | INSTITUTION/INVESTIGATOR  agrees to USTAV / RESITEL se zavazuje, ze provede praci a
perform and shall ensure that INVESTIGATOR zajisti, aby se RESITEL zavazal, 7e provede praci
agrees to perform the work required under the pozadovanou za zaklade tohoto Protokolu a této
Protocol and this Agreement and to conduct the Smlouvy a Klinické hodnoceni s piiméienou péci a
Clinical Trial with reasonable care and skill and in dovednosti a vsouladu s Protokolem, touto
accordance with the Protocol, this Agreement, Smlouvou, dohodnutymi standardnimi provoznimi
agreed standard operating procedures (“SOPs”), postupy (,,SOP*), GCP a vSemi ostatnimi Predpisy.
GCP and all other Regulations.

By signing the Agreement Podpisem Smlouvy USTAV / RESITEL potvrzuji,
INSTITUTION/INVESTIGATOR  acknowledge ze obdrzeli a piezkoumali uplné znéni Protokolu.
that that they have received and reviewed the full

text of Protocol

2.3. | INSTITUTION/INVESTIGATOR shall protect and USTAV / RESITEL jsou povinni chranit prava a
shall ensure that INVESTIGATOR protects the zajisti, aby RESITEL chrénil prdva a blahobyt
rights and welfare of Clinical Trial Subjects Subjekti Klinického hodnoceni, kteii se ucastni
participating in the Clinical Trial in accordance Klinického hodnoceni v souladu s Protokolem.
with the Protocol.

2.4. | Sponsor or ERGOMED shall obtain and maintain Zadavatel ¢i spolecnost ERGOMED si opatii a

(and provide to ERGOMED reasonable
documentation and evidence of) any and all
licenses, permits, approvals, and patient informed
consent documents required by the Protocol and
Regulations for conducting of the relevant part of
the Clinical Trial from the INSTITUTION, IRB/EC
and/or any other authorized body.

uchovaji (a poskytnou spole¢nosti ERGOMED
primerenou dokumentaci a dikazy) veskeré licence,
povoleni, schvaleni a informované souhlasy
pacienti vyzadované Protokolem a Predpisy pro
provedeni piislusné casti Klinického hodnoceni od
USTAVU, IRB/EC. a/nebo jiného opravnéného
organu.

INVESTIGATOR shall obtain a signed and legally
valid written Informed Consent Form from each
potential participant in the Clinical Trial (or his/her
legal guardian, as appropriate) before initiating any
procedures specified in the Protocol. The Informed
Consent Form must be approved: (i) by the IRB/EC
in accordance with any applicable Regulations and

RESITEL obstard podepsané a pravné platné
pisemné Formuladfe informovaného souhlasu od
kazdého potencidlniho 1castnika Klinického
hodnoceni (nebo piipadn€ jeho zakonného
zastupce) pred zahdjenim jakychkoli postupt
uvedenych v Protokolu. Formuldi informovaného
souhlasu musi byt schvalen: (i) IRB/EC v souladu




with any conditions set by the IRB/EC; and (ii) in
writing by ERGOMED or by the Sponsor.

s platnymi Piedpisy a s veSkerymi podminkami
stanovenymi IRB/EC; a (ii) pisemné spolecnosti
ERGOMED nebo Zadavatelem.

The Informed Consent Form shall, among other
things, document that each Clinical Trial Subject
has consented to participate in the Clinical Trial
after the Clinical Trial Subject has been duly
informed, by a doctor, about the character,
importance and scope of the Clinical Trial and by
which the Clinical Trial Subject declares that he/she
agrees to the collection of health data in the course
of the Clinical Trial and to the examination of this
data by the principals of the Sponsor or the
competent authorities.

Formulat informovaného souhlasu musi mimo jiné
dokladat, ze kazdy Subjekt Klinického hodnoceni
souhlasil sucasti v Klinickém hodnoceni poté, co
byl fadné informovan lékafem o povaze, duleZitosti
a rozsahu Klinického hodnoceni, a na zakladé n&jz
Subjekt Klinického hodnoceni prohlasuje, Zze
souhlasi se shromazdovanim zdravotnich udaja
v prubéhu Klinického hodnoceni a s posouzenim
téchto udaji zastupci Zadavatele nebo piislusnych
organu.

Any proposed modifications to any Informed
Consent Form must be approved by both the
IRB/EC and ERGOMED or the Sponsor before
being  used for  the Clinical Trial.
INSTITUTION/INVESTIGATOR shall ensure that
all original signed consent forms are retained by the
INVESTIGATOR and are available for the
inspection by Sponsor, ERGOMED, their
representatives and any agency or their designee.

Vsechny navrhované zmény piislusného Formulare

informovaného souhlasu musi byt schvaleny
IRB/EC a spole¢nosti ERGOMED nebo
Zadavatelem pfed pouzitim pro Klinické

hodnoceni. USTAV / RESITEL zajisti, Ze viechny
originalni podepsané Formulafe souhlasi uschova
RESITEL a budou k dispozici pro kontrolu ze
strany Zadavatele, spole¢nosti ERGOMED, jejich
zastupcu a jakéhokoli organu nebo jimi povétenych
osob.

2.5. ERGOMED shall submit to IRB/EC for the Clinical Podani IRB/EC pro Klinické hodnoceni je v
Trial approval. kompetenci spole¢nosti ERGOMED.
INSTITUTION/INVESTIGATOR shall USTAV / RESITEL je povinen neprodlené
immediately notify ERGOMED and Sponsor if the informovat spolecnost ERGOMED a Zadavatele,
IRB/EC approval of the Clinical Trial is suspended, pokud dojde k pozastaveni ¢i ukonceni schvaleni
terminated, or made subject to other sanctions by Klinického hodnoceni ze strany IRB/EC nebo se
any government agency. stane predmétem jinych sankci uloZzenych statnim

organem.
INVESTIGATOR shall submits all required reports RESITEL predlozi viechny potiebné zpravy
to the IRB/EC, and obtain continuing review and IRB/EC, a zajisti prubéznou kontrolu a schvaleni
approval by the IRB/EC as required by applicable IRB/EC, jak je pozadovano platnymi Predpisy.
Regulations.
2.6. | INSTITUTION/INVESTIGATOR each represent USTAV / RESITEL oba prohladuji a zaruduji a

and warrant and shall ensure that INVESTIGATOR
represents and warrants that the INVESTIGATOR
has the necessary expertise to perform the Clinical
Trial and that INVESTIGATOR meets and shall
continue to meet the conditions set out in the
applicable Regulations, especially in the GCP.

zajisti, ¢ RESITEL prohlasuje a zaruduje, Ze
RESITEL ma potiebné odborné  znalosti
k provedeni Klinického hodnoceni a ze RESITEL
spliituje a bude i nadale spliiovat podminky
stanovené v platnych Predpisech, zejména GCP.

INVESTIGATOR further represents that his
medical license is in good standing; that he has
never had a medical license suspended or revoked
or otherwise restricted; that he has never been

RESITEL dale prohlasuje, ze lékaiska licence
RESITELE je platna, e nikdy nebyla pozastavena
ani zrudena ¢i jinak omezena, ze RESITEL nikdy
nebyl vyloucen ani jinak omezen v rdmci provadéni




disqualified or otherwise been restricted in
conducting clinical studies by any regulatory
authorities and that he is not currently the subject of
any disciplinary actions by any state or federal
agency.

Klinického hodnoceni ze strany regulacnich organt
a 7e RESITEL neni v sou¢asné dob& predmétem
zadnych disciplinarnich opatieni ulozenych statnim
nebo federalnim organem.

2.7.

INSTITUTION/INVESTIGATOR  shall arrange
for any other relevant personnel required to carry
out the Protocol and shall ensure that at all times
during the Clinical Trial there is enough personnel
to support the Clinical Trial. In addition to the
Article 2.11. the INSTITUTION shall ensure that
the INVESTIGATOR informs ERGOMED on any
change in the Clinical Trial team.

USTAV / RESITEL zajisti jakykoli jiny piislusny
personal potfebny k provadéni Protokolu a zajisti,
aby byl po celou dobu Klinického hodnoceni
k dispozici  dostatek persondlu na podporu
Klinického hodnoceni. V navaznosti na ¢l. 2.11
USTAV je povinen zajistit, z¢ RESITEL bude
informovat spolecnost ERGOMED o jakékoli
zméné v tymu provadéjicim Klinické hodnoceni.

2.8.

INSTITUTION represents and warrants that it
possesses all facilities, personnel and resources
necessary to properly conduct the Clinical Trial;
that any laboratory work performed at
INSTITUTION shall be performed at a laboratory
that is certified under the applicable Regulations;
and that INSTITUTION staff involved in the
Clinical Trial are qualified and have the training
necessary to comply with the Protocol and
applicable Regulations as well as the appropriate
time to deliver the Services under this Agreement.

USTAV prohlasuje a zaruGuje, ¢ ma veskera
zafizeni, persondl a zdroje nezbytné pro fadné
provedeni Klinického hodnoceni, Ze ptipadné
laboratorni prace provadéné USTAVEM budou
provedeny v laboratofi, ktera je certifikovana podle
platnych Predpisii a Ze personal USTAVU zapojeny
do Klinického hodnoceni je kvalifikovany a
absolvoval $koleni nezbytna ke splnéni Protokolu a
platnych Piedpisti, jakoz i vhodnou lhitu na
poskytnuti sluzeb podle této Smlouvy.

2.9.

ERGOMED may, at its sole option, arrange for the
availability of a study coordinator, duly qualified by
training and / or experience, to manage the
administrative functions at the trial site.

Spole¢nost ERGOMED miize podle svého uvazeni
zajistit dostupnost koordinatora Studie, ktery fadné
absolvoval $koleni a/nebo ma zkuSenosti s fizenim
administrativnich funkci v misté hodnoceni.

2.10.

INSTITUTION/INVESTIGATOR shall perform
the Clinical Trial efficiently and within the
Timelines set out in Schedule I and the Protocol.
INSTITUTION / INVESTIGATOR acknowledge
and agree that when rendering the Services time is
of essence. INVESTIGATOR shall give written
notice to ERGOMED as soon as a delay in the
Timelines can be anticipated.

USTAV RESITEL provede Klinické hodnoceni
efektivné a v ramci Lhit stanovenych v ptiloze €. 1
a v Protokolu. USTAV /RESITEL bere na védomi a
souhlasi, ze pfi poskytovani sluzeb je velmi
dalezity ¢as. RESITEL bude neprodlend pisemné
informovat spole¢nost ERGOMED v pripade, ze 1ze
ocekavat zpozdéni Lhat.

2.11.

INVESTIGATOR shall personally conducts the
Clinical Trial and supervise the work of all the
involved personnel. INVESTIGATOR does not
delegate his obligations from this Agreement to any
third party without the prior written approval of
ERGOMED and competent authorities, where
required. INSTITUTION agrees that ERGOMED
has the right to replace INVESTIGATOR if there is
information available to ERGOMED that the
INVESTIGATOR does not perform his obligations
as set out in this Agreement.

RESITEL provede Klinické hodnoceni osobné a
bude dohlizet na praci veskerého zapojenc¢ho
personalu. RESITEL nepienese své zavazky z této
Smlouvy na zadnou tfeti stranu bez ptfedchoziho
pisemného souhlasu spolecnosti ERGOMED a
prislusnych organd, pokud je to nezbytné. USTAV
souhlasi, ze spole¢nost ERGOMED ma pravo
RESITELE vyménit, pokud bude mit spole¢nost
ERGOMED informace o tom, ze RESITEL neplni
své povinnosti tak, jak je stanoveno v této Smlouvé.

2.12.

If the INSTITUTION and/or INVESTIGATOR

Pouziva-li USTAV a/nebo RESITEL k provadéni




retains the services of any third party to perform
Clinical Trial related duties and functions,
INSTITUTION should: (i) inform ERGOMED
thereabout; (ii) ensure this third party is qualified to
perform those Clinical Trial related duties and
functions; (iii) should implement procedures to
ensure integrity of such performed Clinical Trial
related duties and functions and any data generated
and (iv) remain at all times fully and solely liable to
ERGOMED and the Sponsor for any performance
undertaken by any such third parties.

Klinického hodnoceni sluzby tieti strany, pak
USTAV: (i) ma o tom informovat spole¢nost
ERGOMED, (ii) ma zajistit, ze takova tfeti strana je
kvalifikovana pro poskytovani sluzeb souvisejicich
s provadénim Klinického hodnoceni, (iii) ma zavést
procesy k zajisténi integrity sluzeb a dat
souvisejicich s provadénim Klinického hodnoceni,
a (iv) ponese viaci spoleCnosti ERGOMED a
Zadavateli plnou a vyhradni odpovédnost za
jakékoli plnéni, ke kterému se takové treti strany
zavazaly.

2.13.

INVESTIGATOR shall timely prepare and
maintains adequate and accurate case histories of
each Clinical Trial Subject Enrolled in the Clinical
Trial, recording all observations and other data
pertinent to the Clinical Trial.

RESITEL  bude vé&as pfipravovat a udrzovat
adekvatni a pfesné anamnézy kazdého Subjektu
Klinického  hodnoceni  zaregistrovaného  do
Klinického hodnoceni suvedenim  vSech
pozorovani a dalSich udaju tykajicich se Klinického
hodnoceni.

INVESTIGATOR shall collect clinical data related
to the Clinical Trial in a timely and organized
manner that shall allow ERGOMED and the
Sponsor a complete and thorough analysis of the
clinical findings of the Clinical Trial.
INVESTIGATOR reviews and signs the forms used
for data collection in a timely manner, including
Case Report Forms.

RESITEL bude sbirat Klinické udaje tykajici se
Klinického hodnoceni v€as a organizované tak, aby
umoznil spole¢nosti  ERGOMED a Zadavatel
provést Uplnou a dikladnou analyzu Klinickych
zjisténi Klinického hodnoceni. RESITEL v&as
zkontroluje a podepiSe Formulafe pouzivané pro
sbér dat, v€etné Formulatt zpravy o ptipadu.

INVESTIGATOR shall follow Clinical Trial
Subjects in accordance with the Protocol, and
INVESTIGATOR will actively seek to contact
Clinical Trial Subjects who discontinue and do not
complete all necessary Protocol requirements, while
respecting their rights. Upon completion of the
Clinical Trial (whether prematurely or otherwise)
INVESTIGATOR shall co-operate with Sponsor
and ERGOMED in producing a report of the
Clinical Trial detailing the methodology and results
and containing an analysis of the results and
drawing appropriate conclusions.

RESITEL bude sledovat Subjekty Klinického
hodnoceni v souladu s Protokolem a aktivné se
bude snazit kontaktovat Subjekty Klinického
hodnoceni, ktefi prerusili a nedokoncili vSechny
nezbytné pozadavky Protokolu, a zaroven
respektoval jejich prava. Po dokonceni Klinického
hodnoceni (at’ uz pred¢asné nebo jinak) RESITEL
bude spolupracovat se Zadavatelem a spole¢nosti
ERGOMED pfi vytvéafeni zpravy o Klinickém
hodnoceni, ktera bude podrobné uvadét metodiku a
vysledky a bude obsahovat analyzu vysledki a Cinit
patficné zavery.

2.14.

INSTITUTION/RESITEL shall, on a timely basis
and in accordance with the Protocol and all
Regulations notify ERGOMED and the Sponsor of
each adverse event.

USTAV / RESITEL je povinen véas a v souladu
s Protokolem a vSemi Predpisy informovat
spolecnost ERGOMED a Zadavatele o kazdé
nezadouci piihodé.

INSTITUTION shall ensure that INVESTIGATOR
fully complies with adverse event provisions of the
Protocol. INVESTIGATOR  shall contact
ERGOMED immediately to report any adverse
event experienced by any Clinical Trial Subject as
required by all applicable Regulations and the
Protocol.

USTAV je povinen zajistit, aby RESITEL jednal
pln¢€ v souladu s ustanovenimi Protokolu pro ptipad
nezadoucich ptihod RESITEL bude neprodlend
kontaktovat spole¢nost ERGOMED za ucelem
nahlaseni nezadouci piihody, ke které dojde u
Subjektu Klinického hodnoceni, jak to vyzaduji
vSechny platné Piedpisy a Protokol.




INVESTIGATOR shall submits to ERGOMED
and the Sponsor all associated documentation (e.g.
lab reports, death summary, operative reports etc)
for each adverse event. INVESTIGATOR shall
respond to all requests for follow-up information
from ERGOMED.

RESITEL pfedlozi spoleénosti ERGOMED a
Zadavateli veskerou souvisejici dokumentaci (napf.
laboratorni zpravy, zpravu o umrti, operativni
zpravy atd.) v pripadé kazdé nezadouci piihody.
RESITEL bude reagovat na viechny zadosti
spole¢nosti ERGOMED o navazujici informace.

2.15. | INSTITUTION shall promptly inform Sponsor and USTAV je povinen neprodlend informovat
ERGOMED of any intended or actual inspection, Zadavatele a spolecnost ERGOMED o kazdé
written inquiry and/or visit to the trial site at the zamySlené nebo skute¢né inspekci, pisemném
INSTITUTION by any regulatory authority and dotazu a/nebo navstévé v mist€¢ hodnoceni
forward to Sponsor and ERGOMED copies of any vUSTAVU ze strany kteréhokoli regulaéniho
correspondence from any such regulatory authority organu a predat Zadavateli a spolecnosti
relating to the Clinical Trial. ERGOMED kopie ptipadné korespondence od

takového  regulacniho  orgdnu v souvislosti

s Klinickym hodnocenim.
INSTITUTION shall use all reasonable endeavors USTAV je povinen vylozit veskeré piimétené usili
to ensure that Sponsor and ERGOMED may have a k =zajisténi toho, aby Zadavatel a spolecnost
representative present during any such visit. ERGOMED m¢li béhem kazdé takové navstévy na
INSTITUTION/INVESTIGATOR agree that during misté svého zastupce. USTAV / RESITEL souhlasi
inspection by any regulatory authority concerning ze béhem kontroly kteréhokoli regula¢niho organu
the Services or Clinical Trial any of them shall not tykajici se sluzeb nebo Klinického hodnoceni ani
disclose information and materials that are not jeden z nich nesd€li informace ani materialy, které
required to be disclosed to such regulatory nebudou regulacnim organem vyzadany, bez
authority, without the prior written consent of pfedchoziho pisemného souhlasu spolecnosti
ERGOMED and the Sponsor, which consent shall ERGOMED a Zadavatel, ktery nebude bezdiivodné
not be unreasonably withheld or delayed. odepfen ani oddalen.

2.16. | INSTITUTION  shall permit Sponsor and USTAV je povinen umoznit Zadavateli a
ERGOMED to examine the conduct of the Clinical spolecnosti ERGOMED  zkontrolovat pribch
Trial and the premises of INSTITUTION upon 3 Klinického hodnoceni a prostory USTAVU na
(three) days advance notice during regular business zaklad€ oznameni zaslan¢ho 3 (tf1) dny pfedem, a to
hours to determine whether the Clinical Trial is béhem bézné pracovni doby, za ucelem zjisténi, zda
being conducted in accordance with the Klinické hodnoceni probiha v souladu s pozadavky
requirements set out in this Agreement. stanovenymi v této Smlouve.

2.17. | INSTITUTION shall immediately notify Sponsor USTAV je povinen neprodlené informovat
and ERGOMED if INVESTIGATOR is no longer Zadavatele a spolecnost ERGOMED, pokud
able for whatever reason to act as RESITEL jiz neni schopen ptisobit jako RESITEL,
INVESTIGATOR. a to z jakéhokoli ditvodu.

2.18. | INSTITUTION shall ensure that the preparation, USTAV je povinen zajistit, aby se piiprava,

storage and/or testing of any Clinical Trial Product
during the course of the Clinical Trial at the
INSTITUTION is carried out in accordance with
the Protocol and all the Regulations.

skladovani a/mebo testovani jakéhokoli Klinicky
hodnoceného ptipravku v prubéhu Klinického
hodnoceni v USTAVU provadélo v souladu
s Protokolem a v§emi Predpisy.

INSTITUTION shall bear all risk of loss or damage
to the Clinical Trial Product provided by
ERGOMED or Sponsor while the Clinical Trial
Product is in the control or possession of
INSTITUTION.

USTAV nese veskeré riziko ztraty nebo poskozeni
Klinicky hodnoceného pfipravku poskytnutého
spole¢nosti ERGOMED nebo Zadavatelem v dobé,
kdy je Klinicky hodnoceny piipravek pod kontrolou
nebo v drzeni USTAVU.




2.19. | INSTITUTION/INVESTIGATOR  acknowledge USTAV / RESITEL uznavaji ze Zadavatel je a za
and shall ensure that INVESTIGATOR vSech okolnosti zlstane jedinym vlastnikem
acknowledges that the Sponsor is and shall at all Klinicky hodnoceného ptipravku.
times remain the sole owner of the Clinical Trial
Product.

ERGOMED  or  Sponsor shall  provide Spole¢nost ERGOMED nebo Zadavatel jsou
INSTITUTION with the required quantities of the povinni zdarma poskytnout USTAVU pozadovana
Clinical Trial Product, at no charge, for the mnozstvi Klinicky hodnoceného pripravku za
INSTITUTION to conduct the Clinical Trial. ucelem  provedeni Klinického hodnoceni

USTAVEM.

Neither INSTITUTION/INVESTIGATOR  shall USTAV / RESITEL nesmi povolit vyuziti Klinicky
not permit the Clinical Trial Product to be used for hodnoceného  pfipravkuk jinym  0celim nez
any purpose other than the conduct of the Clinical k provedeni Klinického hodnoceni a po ukonéeni
Trial and upon termination or expiration of this nebo vyprSeni této Smlouvy jsou povinni dle
Agreement all unused Clinical Trial Product shall, uvazeni a na naklady Zadavatele bud’ vratit vSechny
at Sponsor’s option and expense, either be returned nepouzité  jednotky  Klinicky = hodnoceného
to Sponsor or disposed of in accordance with the ptipravku Zadavateli nebo je zlikvidovat v souladu
Protocol or Sponsor’s instructions. s Protokolem ¢i pokyny Zadavatele.

2.20. | Neither INSTITUTION/INVESTIGATOR shall USTAV / RESITEL nesmi provadét b&hem doby
not during the term of this Agreement conduct any platnosti této Smlouvy Zzadné hodnoceni, které by
other trial which might hinder their ability to mohlo byt prekazkou pro jejich schopnost provést
conduct the Clinical Trial in line with the Protocol. Klinické hodnoceni v souladu s Protokolem.

2.21. | Upon Sponsor’s request, INVESTIGATOR shall Na zadost Zadavatele RESITEL vyplni a vrati
complete and return to ERGOMED or the Sponsor neprodlené¢  spolecnosti ERGOMED  nebo
in a timely manner, financial certification or Zadavateli formulafe finan¢ni certifikace / formulaf
disclosure forms or any updates thercof, as o zvefejiiovani udaji nebo jakékoli jejich pripadné
applicable, provided to the INVESTIGATOR by aktualizace, které RESITELI poskytla spole¢nost
ERGOMED or the Sponsor. ERGOMED nebo Zadavatel.
INSTITUTION/INVESTIGATOR shall ensure that USTAV / RESITEL zajisti, aby ostatni ¢lenové
other members of INVESTIGATOR’s team, tymu RESITELE, ktefi provadi né&jaké funkce
performing any functions related to the Clinical tykajici se Klinického hodnoceni, také vyplnili a
Trial also complete and return all such financial odevzdali vSechny takové formulafe financni
certification/disclosure forms, if so required by the certifikace / formulaf o zvetejiiovani udajd, pokud
Sponsor. to Zadavatel vyZzaduje.

2.22. | According to the Regulations in force, as V souladu s platnymi Piedpisy (i) je USTAVa/nebo

applicable, 1) INSTITUTION and/or
INVESTIGATOR shall retain all Clinical Trial
records for 25 (twenty-five) years after the end of
the Clinical Trial or (ii) a longer record retention
period mandated by any Regulation.

RESITEL povinen uchovavat viechny zdznamy o
Klinickém hodnoceni po dobu 25 (dvaceti péti) let
po ukonéeni Klinického hodnoceni nebo (ii)
dodrzet delsi retencni obdobi zdznamil nafizené
ptislusnymi Piedpisy.

INSTITUTION and/or INVESTIGATOR shall
notify ERGOMED and/or Sponsor immediately in
writing of any accidental loss or destruction of
Clinical Trial records.

USTAV a/nebo RESITEL je povinen neprodlend
pisemné informovat spole¢nost ERGOMED a/nebo
Zadavatele o jakékoli nahodné ztraté nebo zniceni
zaznami o Klinickém hodnoceni.




Article 3

Clanek 3

Compensation and expenses

Odména a vydaje

3.1.

As compensation for the conduct of the Clinical
Trial as referred to in this Agreement by
INSTITUTION, ERGOMED shall pay to the
INSTITUTION the gross fee,VAT excluded (if
applicable) as indicated in Schedule I herein
attached and made an integral part of this
Agreement. It is agreed that the compensation for
the conduct of the Clinical Trial by
INVESTIGATOR shall be paid directly to the
INVESTIGATOR based on a separate agreement
concluded between ERGOMED, SPONSOR and
INVESTIGATOR.

Jako odménu za provedeni Klinického hodnoceni,
jak uvadi USTAV v této Smlouvé, je spole¢nost
ERGOMED povinna zaplatit USTAVU hrubou
¢astku (bez piipadného DPH) uvedenou v pfiloze
¢. I ktéto Smlouvée, ktera je nedilnou soucasti této
Smlouvy. Je ujednano, ze kompenzace za provadéni
Klinického Hodnoceni pro RESITELE bude
proplacena piimo RESITELI na zakladé smlouvy
uzaviené mezi spolecnosti ERGOMED,
Zadavatelem a RESITELEM.

This gross fee includes any and all taxes that may
be applicable anywhere anytime and it is
specifically agreed that any such taxes shall be the
sole responsibility of the INSTITUTION who shall
timely pay all such taxes for which it is liable.
INSTITUTION shall have the responsibility and the
obligation to make proper and timely disbursements
of funds to all appropriate parties involved in the
Clinical Trial.

Tato hruba castka zahrnuje veSkeré dané, které
mohou byt splatné kdekoliv a kdykoliv a je
vyslovné dohodnuto, Ze veskeré takové dané musi
byt vyhradni odpovédnosti USTAVU, ktery takové
dang také véas uhradi. USTAV ponese odpovédnost
a bude mit povinnost fadné a vcas zaplatit vSem
pfislusnym stranam zapojenym do Klinického
hodnoceni.

3.2.

In case of the Sponsor’s material failure to meet its
obligations towards ERGOMED, ERGOMED
retains the right to withhold payments to the
INSTITUTION  until Sponsor satisfies its
obligations.

V pfipad¢ podstatného poruSeni povinnosti
Zadavatele vu¢i  spoleCnosti ERGOMED  si
spolecnost ERGOMED vyhrazuje parvo zadrzet
platby USTAVU do doby, nez Zadavatel splni své
povinnosti.

3.3.

Prices in Schedule I are VAT excluded. VAT is
reversed charged based on the Article 196 of the
Council Directive 2006/112/EC on the common
system of value added tax and both ERGOMED’s
and INSTITUTION’s VAT identification number
must be recorded on invoices. ERGOMED's VAT
number is GB809610630.

Ceny v priloze ¢.1 jsou uvedeny bez DPH. DPH
podléha rezimu pfenesené danové povinnosti
(tzv.reverse charge) na zakladé Cclanku 196
Smérnice Rady 2006/112/ES o spole¢ném systému
dané z pridané hodnoty a na fakturach musi byt
uvedena danova identifikaéni Cisla spole¢nosti
ERGOMED i USTAVU. DIC (&islo DPH)
spole¢nosti ERGOMED je GB809610630.

34.

It is agreed that payment of the sums due under this
Agreement shall be payable by ERGOMED by wire
transfer at the bank account indicated in the
INSTITUTION’s invoice and within 30 (thirty)
days from the invoice receipt. There will be a
variable symbol or note for the recipient: 29162017
or the invoice number.

Je dohodnuto, Ze platby splatné na zakladé této
Smlouvy ucini spolecnost ERGOMED bankovnim
pfevodem na bankovni ucet uvedeny na faktuie
USTAVU do 30 (tficeti) dnti od obdrzeni faktury.
Bude uveden variabilni symbol nebo zprava pro
ptijemce: 29162017 nebo ¢islo faktury.

3.5.

The INSTITUTION shall issue all invoices under

USTAV vystavi viechny faktury na zakladé této




this Agreement to ERGOMED PLC, 26-28
Frederick Sanger Road, Surrey Research Park,
Guildford GU2 7YD, Surrey, England and (i) deliver
to ERGOMED PLC, c/o Ergomed istrazivanja
Zagreb d.o.o., Oreskovi¢eva 20a, 10010 Zagreb,
Croatia or (i) send by email to
Accounts.PayableErgo@ergomedplc.com

Smlouvy na adresu ERGOMED PLC, 26-28
Frederick Sanger Road, Surrey Research Park,
Guildford GU2 7YD, Surrey, Anglie, a (i) dorudi je
na adresu ERGOMED PLC, c¢/o Ergomed
istrazivanja Zagreb d.o.o., Oreskovi¢eva 20a, 10010
Zagreb, Croatia nebo (i) zasle emailem na
Accounts.PayableErgo@ergomedplc.com

3.6. | Unless otherwise agreed in writing and approved by Neni-li  pisemné dohodnuto a  schvaleno
Sponsor, payments of the sums due under this Zadavatelem jinak, platby castek splatnych na
Agreement shall be made according to the attached zakladé této Smlouvy budou provedeny v souladu
Schedule L s ptiloZenou pfilohou ¢. 1.

3.7. | If a dispute arises between the Parties in respect of V pfipadé rozporu Smluvnich stran ohledné Casti
any part of an invoice, ERGOMED shall: (i) notify faktury, spole¢nost ERGOMED: (i) vyrozumi
INSTITUTION promptly of the particulars of the bezodkladnd USTAV o rozporovanych &astech, a
dispute, and (i) may withhold payment of the (i1) je opravnéna zadrzet spornou cast platby s tim,
disputed part of the invoice provided that 7e¢ spole¢nost ERGOMED a USTAV se pokusi v
ERGOMED and the INSTITUTION endeavor dobré vite spor vyresit.
promptly and in good faith to resolve the dispute.

3.8. | In undertaking to perform professional services for Vramci zavazku poskytnout odborné sluzby
ERGOMED, it is understood that INSTITUTION spole¢nosti ERGOMED se ma za to, ze USTAV a
and INVESTIGATOR and any other parties RESITEL a viechny ostatni strany zapojené do
involved in the Clinical Trial act as independent Klinického hodnoceni jednaji jako nezavisli
contractors without the capacity to legally bind dodavatelé bez pravomoci pravné zavazovat
ERGOMED or the Sponsor and that spolecnost ERGOMED ¢i Zadavatele a Ze
INVESTIGATOR, Investigator's team and/or RESITEL, tym fesitele a/nebo nemocniéni personal
hospital personnel involved in the Clinical Trial are zapojeny do Klinického hodnoceni tak ¢ini jako
doing so as an employee of the INSTITUTION and zaméstnanci USTAVU a ne jako zaméstnanci
not as an employee of ERGOMED or of the spole¢nosti ERGOMED nebo Zadavatele.

Sponsor.
Article 4 Clinek 4
Regulatory Review, Opinion from Ethics Regulatorni pi‘ehled, stanovisko etické komise
Committee
4.1. | Until all Parties have obtained all required Dokud vSechny strany neobdrzi veskerou

documentation from the IRB/EC (where necessary)
and all required approvals (in writing) regarding the
terms and conditions of Clinical Trial, including the
Informed Consent Form, related instructions for use
and the Protocol from the competent IRB/EC,
ERGOMED and/or Sponsor shall not supply the
Clinical Trial Product to INSTITUTION, and
INSTITUTION/INVESTIGATOR shall not and
shall ensure that INVESTIGATOR does not enroll
any Clinical Trial Subject and shall ensure that
neither administration of the Clinical Trial Product
to any Clinical Trial Subject nor any other clinical
intervention mandated by the Protocol takes place
in relation to any such Clinical Trial Subject.

nezbytnou dokumentaci od IRB/EC (v piipadé
potfeby) a vSechny nezbytné souhlasy (pisemn¢)
tykajici se podminek Klinického hodnoceni, véetné
Formulafe informovaného souhlasu, souvisejicich
pokynii kvyuziti a Protokolu od pfislusného
IRB/EC, neposkytne spole¢nost ERGOMED ani
Zadavatel Klinicky hodnoceny piipravek USTAVU
a USTAV / RESITEL nesmi registrovat Zadny
Subjekt Klinického hodnoceni a zajisti, Ze
RESITEL nesmi registrovat zadny Subjekt
Klinického hodnoceni a oba jsou povinni zajistit,
aby ve vztahu kzadnému takovému Subjektu
Klinického hodnoceni nedochézelo k podavani
Klinicky  hodnoceného  pfipravku  takovému




Subjektu  ani  kjinému Klinickému zasahu

stanovenému v Protokolu.

4.2. | Neither INSTITUTION/INVESTIGATOR shall not | | USTAV / RESITEL nesmi souhlasit s Zidnou
consent to any change in the Protocol requested by zménou Protokolu vyzadanou pfislusSnym EC bez
a relevant EC without the prior written consent of pfedchoziho pisemného souhlasu Zadavatele.
the Sponsor. INSTITUTION shall promptly USTAV je povinen neprodlené zaslat kopii
forward a copy of any such change in the Protocol pfipadné  zmény v Protokolu  pozadované
requested by a relevant IRB/EC to the Sponsor and pfislusnym IRB/EC Zadavateli a spolecnosti
ERGOMED. ERGOMED.

All modifications to the Protocol shall be made by Veskeré zmény Protokolu musi ucinit Zadavatel a
the Sponsor and shall not be implemented by nesmi byt provedeny RESITELEM az do obdrzeni
INVESTIGATOR until receipt of any necessary veskerych potiebnych schvaleni regulacnich organt
regulatory or IRB/EC approvals. Modifications to nebo IRB/EC. Zmény informovaného souhlasu
the Informed Consent shall be agreed upon by the musi byt dohodnuty mezi Zadavatelem a
Sponsor and the INVESTIGATOR, and RESITELEM a RESITEL je nebude provadét az
INVESTIGATOR does not implement such do obdrzeni pisemného souhlasu IRB/EC.
modifications until receipt of IRB/EC written

approval.

4.3. | INSTITUTION/INVESTIGATOR shall promptly USTAV / RESITEL je povinen neprodlend zaslat
forward to ERGOMED and Sponsor copies of all spole¢nosti ERGOMED a Zadavateli kopie veskeré
correspondence to or from regulatory authorities korespondence sregulacnimi organy a IRB/EC,
and IRB/ECs which concern the Clinical Trial. ktera se tyka Klinického hodnoceni.

Article 5 Clinek 5
Data Protection QOchrana osobnich udaji
5.1. | INSTITUTION, INVESTIGATOR and | | USTAV, RESITEL a spole¢nost ERGOMED se

ERGOMED agree to adhere to the principles of
medical confidentiality and data privacy in relation
to Clinical Trial Subjects.

zavazuji dodrzovat zasady lékatského tajemstvi a
ochrany osobnich udaji ve vztahu k Subjektim
Klinického hodnoceni.

Clinical Trial Subject’ personal data — as defined in
the Regulations and any applicable Czech laws such
as Act No. 101/2000 Coll. on the Protection of
Personal Data (as further amended) — shall not be
disclosed to ERGOMED or to Sponsor by
INSTITUTION save where this is required to
satisfy the requirements of the Protocol or for the
purpose of monitoring or adverse event reporting,
or in relation to a claim or proceeding brought by a
Clinical Trial Subject in connection with the
Clinical Trial.

Osobni udaje Subjektd Klinického hodnoceni — jak
je definovano v Pfedpisech a Ceskych zakonech,
jako je zakon ¢. 101/2000 Sb., o ochrané osobnich
udajii (ve znéni pozd¢jSich predpist) — nesmi
USTAV  sdélit  spoleénosti ERGOMED  ani
Zadavateli, pokud to neni nutné za ucelem splnéni
pozadavkl Protokolu nebo pro ti€ely monitorovani
¢i hlaseni nezadoucich piihod, nebo ve vztahu
k naroku nebo fizeni zahajenému Subjektem
Klinického hodnoceni v souvislosti s Klinickym
hodnocenim.

ERGOMED and Sponsor shall not disclose the
identity of Clinical Trial Subjects to third parties
without prior written consent of the Clinical Trial
Subject in question except as permitted by, and in
accordance with Regulations. INVESTIGATOR
shall use Informed Consent Forms provided by

Spolecnost ERGOMED a Zadavatel nesmi sd¢lit
totoznost Subjektli Klinického hodnoceni tietim
stranam bez pfedchoziho pisemného souhlasu
daného Subjektu Klinického hodnoceni, s vyjimkou
piipadi  povolenych  vsouladu s Predpisy.
RESITEL bude pouzivat vyhradné Formulate




Sponsor/Ergomed which contain the Clinical Trial
Subject’s specific consent, on the transfer of his/her
personal data to countries outside the European
Economic Area, to the other countries, such as the
United States are used.

informovaného souhlasu dodané Zadavatelem /
spolecnosti ERGOMED, které¢ obsahuji konkrétni
souhlas Subjektu Klinického hodnoceni
s poskytnutim jeho osobnich udaji do zemi mimo
Evropsky hospodaisky prostor, do ostatnich zemi,
jako jsou Spojené staty.

5.2. | Prior to and during the course of the Clinical Trial, Pted Klinickym hodnocenim a v jeho prubéhu muze
INSTITUTION/INVESTIGATOR may provide USTAV/RESITEL poskytnout osobni tidaje tykajici
personal data relating to INVESTIGATOR, se RESITELE, personalu USTAVU nebo jiného
INSTITUTION staff, or other personnel involved in personalu zapojeného do provadéni Klinického
conducting the Clinical Trial, the processing of hodnoceni, jejichZ zpracovani mize byt pfedmétem
which may be subject to data privacy Czech laws Ceskych zakonii a pfedpisi o ochrané osobnich
and Regulations. Such personal data may include udaji. Tyto osobni udaje mohou zahrnovat jména,
names, contact information, work experience, kontaktni daje, pracovni zkuSenosti, kvalifikaci,
qualifications, publications, resumes, educational publikace, Zivotopisy, vzdé¢lani, informace o
background, information on performance and vykonnosti a odborné zptsobilosti.
professional capabilities.

5.3. | INSTITUTION / INVESTIGATOR consent to the USTAV / RESITEL souhlasl s pouzitim a
use and processing of their personal data by zpracovanim svych osobnich udaji spolecnosti
ERGOMED and the Sponsor, and agree to obtain ERGOMED a Zadavatelem a souhlasi s tim, Ze si
any additional consent necessary for the use and obstaraji dodate¢né souhlasy nezbytné pro pouziti a
processing of personal data pertaining to zpracovani osobnich udajl tykajicich se personalu
INSTITUTION’s or INVESTIGATOR’s staff and USTAVU nebo RESITELE a jiného persondlu
other personnel involved in conducting the Clinical zapojeného do provadéni Klinického hodnoceni, a
Trial, for the following specific purposes: to pro tyto konkrétni tiCely:

@) ensuring proper conduct of the Clinical 6)] zajisténi fadné¢ho prubehu Klinického
Trial; hodnoceni,
(i1) review by a regulatory authority, (ii) kontrola regula¢niho organu,
Sponsor, ERGOMED or their agents; Zadavatele, spolecnosti ERGOMED
nebo jejich zastupct,
(ii1)  satisfying legal or  regulatory (iii)  splnéni pravnich nebo regulacnich
requirements; and/or pozadavkd, a/nebo
(iv) maintaining databases for wuse in (iv) vedeni databazi pro pouziti pii vybéru
selecting sites in future clinical trials. mist uskuteénéni Klinickych hodnoceni
v budoucnu.
INSTITUTION and INVESTIGATOR shall ensure USTAV a RESITEL je povinen zajistit, aby si jeho
that its staff and personnel are aware that their pracovnici a persondl byli védomi toho, Ze jejich
personal data shall be used, processed and stored osobni udaje budou pouzity, zpracovany a uloZeny
for the above-mentioned purposes as well as pro vySe uvedené ucely a piedany Zadavateli, jeho
transmitted to Sponsor, its Affiliates and their Pfidruzenym spole¢nostem a jejich pfislusSnym
respective agents worldwide, such as clinical zastupcum.
research associates
54. | Upon written request, ERGOMED shall use Na zadkladé pisemné zadosti je spolecnost

reasonable efforts to ensure that Sponsor provides
INVESTIGATOR or any other member of his team
with reasonable access to his or her personal data
that is held by Sponsor. Such individual may also
request correction of personal data that (s)he
demonstrates to be inaccurate or incomplete.

ERGOMED povinna vyvinout piiméfené usili
k zajisténi toho, aby Zadavatel poskytl RESITELI
nebo jakémukoli jinému clenovi svého tymu
pfiméfeny pristup ke svym osobnim udajim, které
ma Zadavatel v drzeni. Tato osoba miZe rovnéz
pozadat o opravu osobnich udaji, pokud prokaze,
Ze jsou neptesné ¢i netplné.




Article 6

Clanek 6

Intellectual Property

DusSevni vlastnictvi

6.1.

The Parties hereby agree that the Sponsor shall at
all times retain ownership of any know-how, trade
secrets, developments, discoveries, inventions,
innovations or improvements (whether or not
patentable) conceived or first reduced to practice, or
deriving therefrom, in the performance of Services
under this Agreement, in the performance of the
Clinical Trial, or as a result of using data from the
Clinical Trial by INSTITUTION, its employees or
INVESTIGATOR (hereinafter: the “Intellectual
Property”) and the
INSTITUTION/INVESTIGATOR have no rights to
any such Intellectual Property, unless mandatory
provisions of applicable law provide otherwise.

Smluvni strany se timto dohodly, ze Zadavatel si po
celou dobu ponecha vlastnické pravo k veskerému
know-how, vyvoji, objeviim, vynaleziim, inovacim
¢i zlepSenim (at’ jsou patentovatelna ¢i ne), ke
kterym dojde nebo se poprvé dostanou do
praktického vyuziti, nebo ztoho budou odvozena
pii poskytovani sluzeb na zakladé této Smlouvy, pii
provadéni Klinického hodnoceni nebo v dasledku
vyuzivani  udaji  zKlinického  hodnoceni
USTAVEM, jeho zaméstnanci nebo RESITELEM
(dale jen ,DuSevni vlastnictvi) a USTAV /
RESITEL nema Zadna prava na takové Dusevni
vlastnictvi, pokud zavaznd ustanoveni platnych
pravnich predpisti nestanovi jinak.

For the avoidance of doubt, to the extent that the
Sponsor shall not automatically, by operation of
provisions of this article, become the sole and
unlimited owner of the Intellectual Property, the
INSTITUTION shall transfer or assign (at the
Sponsor’s choice and direction) the Intellectual
Property to the Sponsor at no additional cost. To the
extent that the Intellectual Property or the right to
exercise the Intellectual Property are not
transferable or assignable due to mandatory laws
the  INSTITUTION/INVESTIGATOR  hereby
grants to Sponsor an explicit, exclusive,
irrevocable, unlimited worldwide, transferable,
assignable and cost-free license regarding any and
all right, title and interest in any and to any
Intellectual Property.
INSTITUTION/INVESTIGATOR shall assign and
deliver to Sponsor all documents and do all such
things as may be necessary or appropriate to vest,
transfer or assign (at the Sponsor’s choice and
direction) in Sponsor all rights, title and interest in
and to such Intellectual Property.
INSTITUTION/INVESTIGATOR shall promptly
disclose to the Sponsor any such Intellectual
Property.

Aby se predeslo pochybnostem, v rozsahu, v némz
se Zadavatel automaticky nestane na zakladé
ustanoveni tohoto ¢lanku jedingym a neomezenym
vlastnikem Dusevniho vlastnictvi, bude USTAV
povinen bezplatn¢ prevést ¢i postoupit (dle volby a
uvazeni Zadavatele) Dusevni vlastnictvi Zadavateli.
V rozsahu, vnémz je DuSevni vlastnictvi nebo
pravo uplatiiovat Dusevni vlastnictvi nepfenosné a
nepievoditelné z davodu zavaznych pravnich
predpisii, timto USTAV / RESITEL udéluje
Zadavateli vyslovnou, vyhradni, neodvolatelnou,
celosvétové neomezenou, pienosnou, pievoditelnou
a bezplatnou licenci ve vztahu ke vSem pravim,
narokim a podilim na jakémkoli takovém
Dusevnim vlastnictvi. USTAV / RESITEL je
povinen poskytnout Zadavateli veSkeré dokumenty
a uCinit veSkeré kroky, které jsou nezbytné ¢i
vhodné k udéleni, pievodu ¢i postoupeni (dle volby
a pokynu Zadavatele) vSech prav, narokd a podili
na takovém DuSevnim vlastnictvi na Zadavatele.
USTAV / RESITEL je povinen neprodlend
informovat Zadavatele o kazdém takovém
Dusevnim vlastnictvi.

Upon the request of  the Sponsor
INSTITUTION/INVESTIGATOR shall assist the
Sponsor in the preparation, filing and prosecution
of such patent applications;
INSTITUTION/INVESTIGATOR further agrees to
execute and deliver any and all instruments
necessary to effectuate the ownership of such patent

Na zadost Zadavatele je USTAV / RESITEL
povinen spolupracovat se Zadavatelem na piiprave,
podani a provadéni Zadosti o patent. USTAV /
RESITEL se dale zavazuje, 7e uzavie a doda
veskeré doklady nezbytné k vykonu vlastnictvi ve
vztahu ktémto Zzadostem o patent a umozni
Zadavateli, aby podal a provedl tyto zadosti o




applications and to enable the Sponsor to file and
prosecute such patent applications in any country.

patent v kterékoli zemi.

6.2. | INSTITUTION/INVESTIGATOR agree that any USTAV / RESITEL souhlasi stim, Ze veskeré
and all works, recommendations, advices, prace, doporuceni, rady, postfehy a zavéry,
observations and conclusions, rendered, obtained, poskytnuté, ziskané, vytvorené, formulované Cci
generated, conceived or derived, directly or odvozené, a to piimo & neptimo, USTAVEM
indirectly, by INSTITUTION and/or a/nebo RESITELEM v priibéhu poskytovani sluzeb
INVESTIGATOR during the course of the dle této Smlouvy, pii provadéni Klinického
performance of Services under this Agreement, in hodnoceni nebo vdisledku vyuziti udaja
the performance of the Clinical Trial or as a result z Klinického hodnoceni, mimo jiné vcetné
of using data from the Clinical Trial all including, Klinickych ¢i jinych udaji (mimo jiné vcetné
without limitation, clinical and other data (including pisemnych, tisténych, grafickych, video a audio
without limitation, written, printed, graphic, video materiali a informaci obsazenych v jakékoli
and audio material, and information contained in pocitatové databazi nebo v elektronické podobg)
any computer database or computer readable form) budou absolutnim a vyhradnim vlastnictvim
shall be Sponsor’s absolute and exclusive property, Zadavatele, ktery je bude moci pouzivat dle vlastni
who shall be free to use it as it deems fit for any vile tak, jak to povazuje za vhodné pro jakykoli
purpose whatsoever. ucel.

INSTITUTION/INVESTIGATOR agree that they | | USTAV / RESITEL souhlasi a zavazuje se, Ze

assert no claim to rights in technology and materials neuplatni 74dné naroky na prava k technologii a

owned by ERGOMED or the Sponsor. materialiim, které vlastni spolecnost ERGOMED
nebo Zadavatel.

6.3. | INSTITUTION/INVESTIGATOR may be allowed USTAV / RESITEL muze prezentovat a publikovat
to present and publish data resulting from the udaje vyplyvajici z Klinického hodnoceni v souladu
Clinical Trial pursuant to the Sponsor’s publication se zasadami Zadavatele pro publikovani na zaklad¢
policies and upon obtaining prior expressed written pfedchoziho pisemného souhlasu Zadavatele
approval from the Sponsor for any such s takovou prezentaci nebo publikaci.
presentation or publication.
Any material prepared for publication or Veskeré materialy pfipravené k publikaci ¢i
presentation shall be submitted to the Sponsor for prezentaci musi byt piedlozeny Zadavateli
review and comment at least 60 (sixty) days prior to k prezkoumani a pfipojeni pripominek nejmén¢ 60
submission for publication. INSTITUTION shall (Sedesat) dntt  pred predlozenim k publikaci.
modify the publication or presentation material USTAV / RESITEL je povinen upravit materialy
according to the comments provided by the pro  publikaci ¢ prezentaci v souladu
Sponsor. s ptipominkami Zadavatele.

6.4. | INSTITUTION/INVESTIGATOR further agree to USTAV/RESITEL se dale zavazuji odstranit

delete information identified by ERGOMED or the
Sponsor as confidential, prior to submitting such
material for publication or presentation. During the
period for review of a proposed publication or
presentation material, the Sponsor shall be entitled
to request a delay of publishing such materials for a
period of up to 6 (six) months from the date of first
submission to the Sponsor in order to enable the
Sponsor to take steps to protect its proprietary
information and/or Intellectual Property.

informace, které spolecnost ERGOMED nebo
Zadavatel oznaci za duveérné, a to pred predloZzenim
takovych materialu k publikaci ¢i prezentaci.
Béhem  pfezkumu  navrhovanych  materiala
k publikaci nebo prezentaci bude mit Zadavatel
pravo zazadat o odlozeni publikovani takovych
materiali po dobu az Sesti (6) mésici od data
prvniho predlozeni Zadavateli, aby Zadavatel mohl
ucinit kroky kochrané svych proprietarnich
informaci a/nebo DuSevniho vlastnictvi.

INSTITUTION and/or INVESTIGATOR shall not
unreasonably withhold or delay their consent to a

USTAV a /nebo RESITEL nesmi bezdivodné
odmitnout nebo zdrzet sviij souhlas s zadosti




request from the Sponsor for an exceptional
additional delay if, in the reasonable opinion of the
Sponsor, the Sponsor’s proprietary information
and/or intellectual property rights and know how
might otherwise be compromised or lost.

Zadavatele o dalsi vyjimec¢né odloZeni, pokud by
jinak dle pfiméfeného nazoru Zadavatele mohlo
dojit 'k ohrozeni nebo ztrat¢ proprietarnich
informaci a/nebo prav duSevniho vlastnictvi a
know-how Zadavatele.

6.5. | If the Clinical Trial is multi-centre, any publication V piipadé, ze je Klinické hodnoceni multicentrické,
based on the results obtained at the site (or a group nesmi dojit kpublikaci na zakladé¢ vysledku
of sites) shall not be made before the first multi- ziskanych na daném miste (nebo skupiné mist) pred
centre publication. In case of presentation or prvni  multicentrickou publikaci. V  pfipad¢
publication of such data INSTITUTION/ prezentovani ¢i publikovani takovych udaji bude
INVESTIGATOR shall be bound by the USTAV / RESITEL vazan povinnosti zachovani
confidentiality of Article 7 of this Agreement and mlcenlivosti dle ¢lanku 7 této Smlouvy, s vyhradou
subject to preserving Sponsor’s rights in Articles zachovani prav Zadavatele uvedenych v ¢lancich
6.1 and 6.2. herein. 6.1 a 6.2. této Smlouvy.

6.6. | INSTITUTION/INVESTIGATOR shall not, and USTAV / RESITEL nesmi poskytovat rozhovory
shall ensure that their respective personnel do not, ani byt v jiném kontaktu smédii, mimo jiné v¢etné
engage in interviews or other contacts with the novin, radia, televize a internetu, v souvislosti
media, including but not limited to newspapers, s Klinickym hodnocenim nebo Klinicky
radio, television and the Internet, related to the hodnocenym  pfipravkem  bez  ptfedchoziho
Clinical Trial and the Clinical Trial Product without pisemného souhlasu Zadavatele, a jsou povinni
the prior written consent of the Sponsor. This zajistit, aby tak nec€inil ani jejich prislusny personal.
provision does mnot prohibit  publication, Toto ustanoveni nezakazuje publikace, prezentace
presentation or other public disclosure in nebo jiné vefejné zpiistupnéni v souladu s ¢lankem
accordance with Article 6.3. 6.3.

6.7. | The provisions of this Article 6 shall survive Ustanoveni tohoto Clanku 6 zlstavaji v platnosti i
termination or expiration of this Agreement. po ukonceni nebo vyprseni platnosti této Smlouvy.

Article 7 Clinek 7
Confidentiality Zachovani ml¢enlivosti

7.1. | INSTITUTION/INVESTIGATOR shall hold in USTAV / RESITEL je povinen zachovat v pfisné
strict confidence any and all information (i) davérnosti  veskeré¢  informace (i) ziskané
acquired by the INSTITUTION  and/or USTAVEM a/nebo RESITELEM od spoleénosti
INVESTIGATOR from ERGOMED and/or the ERGOMED a/nebo Zadavatele ve vztahu ke
Sponsor in reference to the Clinical Trial Product, Klinicky hodnocenému piipravku, Zadavateli nebo
the Sponsor or ERGOMED, or the Services spole¢nosti ERGOMED, nebo Sluzbam
performed under this Agreement or the Clinical poskytovanym na zakladé¢ této Smlouvy ¢i ve
Trial and (ii) developed by INSTITUTION and/or vztahu ktomuto Klinickému hodnoceni, a (ii)
INVESTIGATOR in the performance of the vyvinut¢é USTAVEM a/nebo RESITELEM pii
Services under this Agreement or the Clinical Trial poskytovani sluzeb dle této Smlouvy nebo
(hereinafter: “Confidential Information™). v pribéhu  Klinického hodnoceni (dale jen

,,Dlivérné informace*).
7.2. | INSTITUTION/INVESTIGATOR undertake to USTAV / RESITEL se zavazuje umoznit piistup

permit access to the Confidential Information only
to those employees of the INSTITUTION or
members of the INVESTIGATOR’s team who
reasonably need access to such information for the
carrying out of the duties under this Agreement and

k dGvérnym informacim pouze tém zaméstnanctim
USTAVU nebo ¢&lenim tymu RESITELE, ktei
rozumné potiebuji pristup k témto informacim za
ucelem plnéni povinnosti dle této Smlouvy a ktefi
podepsali dohody o zachovani mlcenlivosti, které




who have signed confidentiality agreements
containing, or are otherwise bound by,
confidentiality obligations at least as restrictive as
those contained herein.

obsahuji povinnost zachovat ml¢enlivost, ktera je
alespon stejn¢ omezujici jako ta, ktera je obsazena
v této Smlouvé, nebo jsou touto povinnosti vazani
jinak.

INSTITUTION/INVESTIGATOR agree to handle
and shall ensure that INVESTIGATOR agrees to
handle and INSTITUTION shall ensure that
INSTITUTION’s employees and members of
INVESTIGATOR’s team:

USTAV / RESITEL se, Ze bude nakladat a zajisti,
aby zaméstnanci USTAVU a clenové tymu
RESITELE:

(1) handle Confidential Information with (1) nakladali s davérmymi informacemi
the reasonable degree of care; s pfiméfenou péci,

(i1) take precautions as necessary and (i1) pfijali opatfeni, kterd jsou nezbytna a
appropriate to guard the confidentiality pfimétena k ochrané diveérnosti

of Confidential Information and any
inadvertent disclosure thereof;

davérnych informacich a proti jejich
pripadnému netmyslnému prozrazeni,

(iii)  use such Confidential Information only
for the performance of their obligations
under this Agreement.

(iii)  pouzivali tyto Divérné informace pouze
k plnéni svych povinnosti na zaklad¢
této Smlouvy.

7.3. | This Article shall not apply to information: Toto ustanoveni se nevztahuje na informace:

(i) which was known to INSTITUTION or (i) které byly USTAVU & RESITELI
INVESTIGATOR prior to its receipt znamy pied jejich pfijetim od
from ERGOMED or the Sponsor, and spole¢nosti ERGOMED nebo
INSTITUTION or INVESTIGATOR is Zadavatele, pokud je USTAV ¢&i
able to so demonstrate through bona RESITEL  schopen to  prokéazat
fide written records of such receipt, prostfednictvim bona fide zaznamid o

jejich piijeti,

(i1) which is or lawfully becomes generally (i1) které se v souladu se zakonem stanou
available to the public as evidenced by obecné pristupnymi vetejnosti, o Cemz
objective public record, svedc¢i objektivni vetfejné zaznamy,

(iii) ~ which is lawfully acquired from third (i)  které vsouladu se zakonem ziskali od
parties who have a right to disclose such tretich stran, které maji pravo tyto
information, or informace sdélovat, nebo

(iv)  which INSTITUTION or (iv)  které je USTAV ¢&i RESITEL ze zakona
INVESTIGATOR is required by law to povinen  zpiistupnit, a to za
release, provided that INSTITUTION or predpokladu, ¢ USTAV & RESITEL
INVESTIGATOR  gives advance pfedem pisemné informuje o tomto
written notice of such requirement so pozadavku, aby mél  Zadavatel
that Sponsor has the opportunity to ptilezitost ~ podat  namitku  proti
object to such disclosure. takovému zvetejnéni.

7.4. | Nothing herein shall be construed as prohibiting the Nic vtéto Smlouvé nelze vykladat tak, Ze to
Sponsor from reporting on this Clinical Trial to a zakazuje Zadavateli podat zpravu o tomto
governmental or regulatory agency or from Klinickém hodnoceni vladnimu nebo regula¢nimu
exercising its right in its Confidential Information organu ¢i uplatnit své prdvo na své Duveérné
as it deems appropriate in its sole discretion. informace dle vlastniho uvazeni.

7.5.

The Parties agree to the publication of a contract by
the INSTITUTION in order to fulfill the obligations
imposed by a valid and effective legal regulation, in
particular by Act No. 340/2015 Coll., On the

Smluvni strany souhlasi s uvefejnénim smlouvy
USTAVEM za ftéelem splnéni  povinnosti
uloZenych mu/ji platnou a ¢innou pravni Gpravou,
a to zejména zadkonem ¢. 340/2015 Sb., o registru




Register of Contracts, as amended, as well as
instructions and decisions of the Ministry of Health
of the Czech Republic. The Agreement shall not
disclose any personal data of natural persons not
publicly available in the public register, confidential
information pursuant to this agreement, as well as
business secrets, which the contracting parties
negotiate within the meaning of Section 504 of the
Civil Code as follows:

O In order to protect the business secret of
ERGOMED and Sponsor: name of investigational
product, , number of subjects to be enrolled, start
date and stop date of the enrolment and expected
recruitment rate and the whole Schedule I hereto.

O All the personal data of natural persons,
provided they were not published before in another
publically accessible database.

The Parties explicitly agree that the blanking out of
the data above shall be done by ERGOMED who
shall then send, at the latest within 2 (two) working
days following the signature hereof by the last of
the Parties, the Agreement to the INSTITUTION
for disclosing it in the registry. The INSTITUTION
shall send the Agreement to the registry and thus
ensure its publication at the latest within 5 working
days following the signature hereof by the last of
the Parties; otherwise ERGOMED is entitled to
send the Agreement to the registry. Irrespective of
the arrangements above, INSTITUTION and/or the
INVESTIGATOR is entitled to send the Agreement
to the registry only after the previous written
approval of its final version by ERGOMED; . If the
effectiveness hereof is bound to the publication in
the registry pursuant to the Registry Act, this
Agreement shall become effective upon such
publication, irrespective of any other provisions
hereof.

smluv, ve znéni pozdé&jsich predpist, a dale pokyny
a rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky. Ve smlouvé nebudou zvetejnény zadné
osobni udaje fyzickych osob, které nejsou vetejné
dostupné ve vefejném rejstiiku, divérné informace
dle této smlouvy a dale pak obchodni tajemstvi,
které si smluvni strany sjednavajici ve smyslu ust. §
504 obcanského zakoniku takto:

e Z divodu ochrany obchodniho tajemstvi
spole¢nosti ERGOMED/Sponzora: nazev
hodnoceného pripravku, , pocet pacienti
k zatazeni, datum zahajeni a ukonceni
naboru pacientll a pfedpokladana rychlost
zatazovani pacientl, cela Pfiloha ¢. 1 této
Smlouvy,

e Veskeré osobni udaje fyzickych osob za
ptedpokladu, ze nebyly diive zvefejnény v
jiném vetejné pristupném seznamu.

Smluvni strany vyslovné sjednavaji, ze znecitelnéni
vySe uvedenych udaji provede spolecnost
ERGOMED, ktera nasledné nejpozdéji do 2
pracovnich dnti od podpisu Smlouvy posledni ze
smluvnich stran za$le Smlouvu USTAVU
k uvefejnéni v registru. USTAV je povinen poslat
registru a zajistit jeji zvefejnéni nejpozdéji do 5 dnu
od podpisu Smlouvy posledni ze smluvnich stran;
v opa¢ném piipad¢ je opravnéna k zaslani Smlouvu
do registru spoleénost ERGOMED. Bez ohledu na
ujednani vyse je USTAV a/nebo Zkousejici
opravnén zaslat Smlouvu do registru vzdy pouze po
pfedchozim pisemném schvaleni jeji konecné
podoby ze strany spole¢nosti ERGOMED;. Pokud
je dle Zakona o registru ucinnost této Smlouvy
vazana na zvefejnéni v registru, pak tato ucinnost
nastava takovym zvefejnénim bez ohledu na
jakékoliv jind ustanoveni této Smlouvy

7.6. | The terms of this Article 7 and the Parties’ Podminky tohoto ¢lanku 7 a povinnosti Stran dle
obligations herecunder shall survive termination or této Smlouvy zlstanou v platnosti i po ukonéeni
expiration of this Agreement. nebo vyprseni platnosti této Smlouvy.

Article 8 Clanek 8
Insurance and Indemnification Pojisténi a odSkodnéni
8.1. | INSTITUTION shall defend, indemnify, save and USTAV je povinen branit, odskodnit, kryt a zbavit

hold harmless the Sponsor, ERGOMED, their
affiliated entities and respective affiliates,
subsidiaries, directors, officers, employees,
contractors, stockholders, agents, and successors
and assigns from and against any and all claims,

Zadavatele,  spolecnost ERGOMED, jejich
Pfidruzené osoby a pfislusné partnery, dcefiné
spole¢nosti,  feditele,  vedouci  pracovniky,
zaméstnance, dodavatele, akcionafe,
zprostfedkovatele, nastupniky a  nabyvatele




demands, suits, actions, causes of action, losses,
damages, fines and liabilities, including court costs
and reasonable attorneys’ fees (“Losses”) resulting
from or arising out of any third party claims,
actions or proceedings relating to any
INSTITUTION’s and/or the INVESTIGATOR’s
and/or the INSTITUTION’s personnel’s:

odpovédnosti za jakékoli naroky, pozadavky,
zaloby, pravni ukony, Zzalobni davody, ztraty,
skody, pokuty a zavazky, vcetné soudnich vyloh a
pfiméfenych nakladh na pravni zastoupeni
(,,ztraty*) vyplyvajici nebo souvisejici s jakymikoli
naroky nebo fizenim tfeti strany tykajicimi se
nasledujicich ukonti USTAVU a/nebo RESITELE
a/nebo personalu USTAVU:

(i) failure to follow any applicable
Regulations, including valid laws, and
guidelines, or to conform to reasonable
and prudent clinical practices, including
GCPs as applicable to clinical studies for
the Clinical Trial Product;

(i) nedodrzeni jakychkoliv aplikovatelnych
Predpisti, vcetné¢ platnych zakont,
predpisi  ¢i  pokynd, &1 nedodrzeni
pfiméfené a rozumné klinické praxe,
véetn¢ GCP, ktera se vztahuje na klinické
studie pro Klinicky hodnoceny pfipravek,

(i1))  wrongful or negligent acts or omissions,
or willful malfeasance or misuse of the
Clinical Trial Product;

(ii)) pochybeni, nedbalé jednani nebo
opomenuti, ¢i Umyslné¢ poni¢eni nebo
zneuziti Klinicky hodnoceného piipravku,

(iii) failure to follow the Protocol or other
written recommendations or instructions
provided to the INSTITUTION and/or the
INVESTIGATOR and/or the
INSTITUTION’s personnel by
ERGOMED or the Sponsor.

(ii1)) nedodrzeni  Protokolu nebo jinych
pisemnych doporuceni €1 pokyni
poskytnutych USTAVU a/nebo

RESITELI a/nebo personalu RESITELE
spole¢nosti ERGOMED nebo
Zadavatelem.

8.2. | ERGOMED shall ensure that the Sponsor obtains Spole¢nost ERGOMED je povinna zajistit, aby si
appropriate insurance cover or provides an Zadavatel obstaral odpovidajici pojistné kryti nebo
indemnity satisfactory to the INSTITUTION and poskytl odskodnéni postatujici USTAVU a
INVESTIGATOR in respect of its potential liability RESITELI  vsouvislosti ~ sjeho  piipadnou
under the Clinical Trial. ERGOMED shall produce odpovédnosti vramci Klinického hodnoceni.
to the INSTITUTION, on request, copy of an Spole¢nost ERGOMED je povinna na vyzadani
adequate insurance policy covering Sponsor’s predlozit USTAVU kopii piiméfené pojistné
liability vis-a-vis Clinical Trial patients in Smlouvy kryjici odpovédnost Zadavatele vaci
compliance with applicable Czech law. pacientim  Klinického hodnoceni v souladu

s prislusnymi Ceskymi pravnimi piedpisy.

8.3. ERGOMED shall maintain an appropriate insurance Spolecnost ERGOMED je povinna udrzovat
cover in respect of its potential liability under this odpovidajici pojistné kryti ve vztahu ke své
Agreement. ERGOMED shall defend, indemnify, potencialni odpovédnosti dle této Smlouvy.
save and hold harmless the INSTITUTION and Spole¢nost ERGOMED je povinna branit,
INVESTIGATOR from and against any and all odskodnit, kryt a zbavit USTAV a RESITELE
Losses resulting from or arising out of any third odpovédnosti za jakékoli ztraty vyplyvajici nebo
party claims, actions or proceedings relating to any souvisejici s jakymikoli naroky, Zzalobami nebo
ERGOMED’s wrongful or negligent acts or fizenim tfeti strany tykajicim se pochybeni nebo
omissions. nedbalého jednani ¢i opomenuti spolecnosti

ERGOMED.

8.4. | The INSTITUTION shall maintain professional USTAV je povinen udrzovat pojisténi profesni
liability insurance coverage and general liability odpovédnosti a pojisténi vSeobecné odpoveédnosti
insurance coverage (including contractual liability) (v€etn¢ Smluvni odpovednosti).

8.5. | INSTITUTION/RESITEL acknowledge and shall USTAV / RESITEL uznava, e Zadavatel si najal

ensure that INVESTIGATOR acknowledges that
the Sponsor has engaged ERGOMED to manage
the Clinical Trial, so ERGOMED has performed no

spolecnost ERGOMED k tomu, aby toto Klinické
hodnoceni fidila, takze spolecnost ERGOMED
neprovedla zadny nezavisly vyzkum ani analyzu




independent research or analysis regarding the
safety or efficacy of the Clinical Trial Product,
materials or treatment procedures that are to be
administered pursuant to the Clinical Trial and,
thereforec, ERGOMED makes no warranties,
expressed or implied concerning the Clinical Trial
Product, materials, treatment procedures, results to
be obtained in administering the Clinical Trial
Product, or the Clinical Trial Product‘s fitness for
any particular purpose.

tykajici se bezpecnosti nebo ucinnosti Klinicky
hodnoceného piipravku, materiald nebo postupt
zpracovani, které maji byt podavany v ramci
Klinického hodnoceni, a proto spole¢nost
ERGOMED neposkytuje zadné zaruky, vyjadrené
ani  predpokladané, tykajici se  Klinicky
hodnoceného pfipravku, materiali nebo postupt
zpracovani, vysledki, k nimz se ma dojit pti podani
Klinicky hodnocené¢ho piipravku, ani vhodnosti
Klinicky hodnoceného piipravku pro zadny
konkrétni ucel.

8.6.

ERGOMED expressly disclaims any liability in
connection with the Clinical Trial Product caused
by or allegedly caused by the use or misuse of the
Clinical Trial Product other than liability resulting
from gross negligence or willful misconduct on the
part of ERGOMED.

Spole¢nost ERGOMED vyslovné odmité jakoukoli
odpovédnost v souvislosti s Klinicky hodnocenym
piipravkem zpasobenou ¢i udajné zpusobenou
pouzitim nebo zneuzitim Klinicky hodnoceného
pripravku kromé odpovédnosti vyplyvajici z hrubé
nedbalosti nebo umyslného pochybeni na strané
spole¢nosti ERGOMED.

8.7.

Nothing in this Article 8 may be construed so as to
restrict or exclude the liability of INSTITUTION or
INVESTIGATOR in relation to death or personal
injury caused by the negligence of such Party or its
employees respectively or to restrict or exclude any
other liability of INSTITUTION or
INVESTIGATOR which cannot be so restricted or
excluded in law.

Nic v tomto ¢lanku 8 nesmi byt vykladano tak, Ze to
omezuje nebo vyluuje odpovédnost USTAVU &
RESITELE v souvislosti s imrtim nebo zranénim
zpiisobenym nedbalosti pfislusné strany, resp. jejich
zaméstnanci, ani tak, Ze omezuje nebo vylucuje
jakoukoli dalsi odpovédnost USTAVU &
RESITELE, kterou dle zdkona nelze takto omezit
ani vyloucit.

8.8.

INSTITUTION/INVESTIGATOR are obliged to
immediately, in written form, inform ERGOMED
on any claim on existence of any personal injury,
death or damages, and shall allow the Sponsor
and/or ERGOMED to resolve such claim (including
settlement deal) and shall cooperate with the
Sponsor or ERGOMED in resolving of such claim.

USTAV / RESITEL je povinen neprodlené pisemné
informovat spole¢cnost ERGOMED o jakémkoli
existujicim naroku ve vztahu ke zranéni, umrti nebo
poskozeni, a je povinen nechat Zadavatele a/nebo
spolecnost ERGOMED, aby tento narok vyftesili
(v€etné dohody o finanénim vyrovnani) a jsou
povinni se Zadavatelem ¢i spole¢nosti ERGOMED
pii feSeni takového naroku spolupracovat.

Sponsor and ERGOMED shall have exclusive
control with respect to resolving of such claim or
petition, including any settlement, however with
limitation that such settlement shall not include
recognition of the responsibility of the
INSTITUTION and/or the INVESTIGATOR and
their associates without their prior written approval,
which shall not be withheld without valid reason.

Zadavatel a spole¢nost ERGOMED maji vylu¢nou
kontrolu, pokud jde o feSeni takového naroku c¢i
navrhu, vcetné pfipadného finan¢niho vyrovnani,
avsak s tim omezenim, Ze takové vyrovnani nesmi
zahrnovat uznani odpovédnosti USTAVU, a/nebo
RESITELE a jejich spoleénikii bez jejich
ptedchoziho pisemného souhlasu, ktery nesmi byt
odmitnut bez platného divodu.

8.9.

The terms of this Article 8 and the Parties’
obligations hereunder shall survive termination or
expiration of this Agreement.

Podminky tohoto ¢lanku 8 a povinnosti stran dle
této Smlouvy ziistanou v platnosti i po ukonceni
nebo vyprseni platnosti této Smlouvy.

Article 9

Clanek 9




Anti-Corruption (Anti-Kickback and Anti-
Bribery)

Zakaz korupce (nezakonné odmény a
uplatkai‘stvi)

9.1.

The INVESTIGATOR and the INSTITUTION
agree that their judgment with respect to the advice
and care of each Clinical Trial Subject shall not be
affected by the compensation they receive under the
Agreement, that such compensation does not
exceed the fair market value of the services they are
providing, and that no payments are being provided
to them for the purpose of inducing it to purchase or
prescribe any drugs, devices or products.

USTAV / RESITEL se zavazuje, ze jeho usudek,
pokud jde o poradenstvi a péCi o Subjekty
Klinického hodnoceni, nebude ovlivnén odménou,
kterou obdrzi na zéklad¢ této Smlouvy, Ze tato
odména nepiekroci spravedlivou trzni cenu sluzeb,
které poskytuje, a Ze mu nebudu poskytovany zadné
platby motivujici je zakoupeni ¢i predepsani
jakychkoli 1€k, prostiedki ¢i pripravkd.

9.2.

The INSTITUTION/INVESTIGATOR agree that
they shall not bill any Clinical Trial Subject,
insurer, or governmental agency for any visits,
services or expenses incurred during the Clinical
Trial for which they have received compensation
from ERGOMED.

USTAV / RESITEL se zavazuje, Ze nebude uétovat
zadnému  Subjektu  Klinického  hodnoceni,
pojistovné ani vladnimu organu zadné navstévy,
sluzby ¢i vydaje, které vzniknou v prubchu
Klinického hodnoceni, za které dostal USTAV
odménu od spole¢nosti ERGOMED.

9.3.

Each Party, in performing this
represents and warrants that it shall:

Agreement,

Kazda Strana pfi plnéni této Smlouvy prohlasuje a
zarucuje, Ze:

a) fully and absolutely comply with the
provisions of any applicable legislation
on anti-bribery/anti-corruption
prevention as well as with the principles
of  international  anti-bribery/anti-
corruption legislations such as OECD
Anti Bribery Convention or Combating
Bribery of Foreign Public Officials in
International Business Transactions, t,
which are in force from time to time
(Anti-Bribery Regulations);

a) bude jednat plné a zcela v souladu
s ustanovenim vSech platnych pravnich

predpisi  tykajicich se  prevence
uplatkarstvi/korupce, jakoz 1  se
zasadami  mezinarodnich  pravnich

ptedpisii proti uplatkatstvi/korupci, jako
je Umluva OECD proti podplaceni
zahrani¢nich vetejnych Cinitelt
v mezinarodnich podnikatelskych
transakcich, které jsou vdané dobé
v platnosti (protikorup¢ni piedpisy),

b)  adopt all necessary measures to prevent
violation to the Anti-Bribery
Regulations;

b)  piijme veskera nezbytna opatieni, aby
zabranila porusovani protikorup¢nich
piedpist,

c) not, in the conduct of the performance
of the services under this Agreement,
offer, pay, give, or promise to pay or
give, directly or indirectly, any payment
or gift of money or thing of value to: (a)
any government official to influence
any acts or decisions of such official or
to induce such official to use his/her
influence with any government to effect
or influence the decision of such
government in order to assist the Party
in its performance of the obligations
under this Agreement or to benefit
either of the Parties; (b) any political
party or candidate for public office for
such purpose; or (¢) any person if either
Party knows or has reason to know that
such money or thing of value shall be

c) pii plnéni sluzeb dle této Smlouvy
nenabidne, neuhradi, neposkytne ani
neslibi thradu ¢i poskytnuti, a to pfimo
¢i nepfimo, jakékoli platby nebo
penézniho daru ¢i hodnotné véci: (a)
zadnému statnimu ufednikovi s cilem
ovlivnit jakékoli tkony nebo rozhodnuti
takového trednika nebo motivovat
takového ufednika k tomu, aby pouZil
svij vliv vramci pfislusné vlady
k u¢inéni nebo ovlivnéni rozhodnuti této
vlady tak, aby to pomohlo Smluvni
strané v pInéni jejich povinnosti dle této
Smlouvy nebo ve prospéch kterékoli
Smluvni strany; (b) Zzadné politické
stran¢ nebo kandidatovi na vefejny post
k tomuto ucelu; ani (c) zadné osobé,
pokud néktera Smluvni strana vi nebo




offered, promised, paid, or given,
directly or indirectly, to any official,
political party, or candidate for such

purpose.

by méla védet, Ze tyto penize nebo
hodnotna véc budou nabidnuty, slibeny,
uhrazeny ¢i poskytnuty, a to pfimo ¢i
nepiimo, danému Ufednikovi, politické
stran¢ nebo kandidatovi za témito ucely.

9.4. | The defaulting Party shall hold harmless and PoruSujici strana odSkodni a zbavi odpovédnosti
indemnify the other Party and the Sponsor from any druhou stranu a Zadavatele ve vztahu k jakymkoli
and all claim, expense, fine, sanction, obligations or narokiim vydajim, pokutam, sankcim, povinnostem
consequences that may arise from violation of this ¢i dusledkiim, které mohou vyplynout z poruseni
Article and/or the Anti-Bribery Regulation. tohoto ¢lanku a/nebo protikorupcnich predpistl.

9.5. | A violation or a threatened violation of this Article PoruSeni nebo hrozici poruseni tohoto clanku
and/or the Anti-Bribery regulations shall constitute a/nebo protikorupcnich predpisti bude predstavovat
a material breach under this Agreement and in zavazné poruseni dle této Smlouvy a kromé jinych
addition to other rights or remedies under this prav ¢i opravnych prostfedkti podle této Smlouvy
Agreement or at law, the non-defaulting Party may nebo ze zdkona mize neporuSujici strana ukoncit
terminate this Agreement with immediate effect if tuto Smlouvu sokamzitym u¢inkem, pokud
the defaulting Party breaches any of the porusujici strana porusi kterékoli ze svych
representations or warranties contained in this prohlaseni ¢i zaruk uvedenych v tomto ¢lanku.
Article.

Article 10 Clanek 10
Term and Termination Doba trvani a ukonceni

10.1. | This Agreement shall become valid on the date of Tato Smlouva nabyva platnosti dnem jejiho podpisu
its signing by all Parties and if signed on the vSemi Smluvnimi stranami, a pokud byla podepséna
different dates then on the later signature date and vruzné dny, pak kdatu pozdéjsiho podpisu, a
effective on the date of its publishing in the ucinnosti  dnem zvefejnéni vregistru smluv
Registry (“Effective Date”) and shall remain in full (,,Datum ucinnosti) a zlstane v plné platnosti a
force and effect until the full and satisfactory ucinnosti az do uplného a uspokojivého splnéni
completion of the Services by the INSTITUTION sluzeb ze strany USTAVU a RESITELE l
and INVESTIGATOR in anticipated term —

10.2. | ERGOMED may terminate this Agreement prior to Spole¢nost ERGOMED miize ukon¢it tuto Smlouvu

the full and satisfactory completion of the Services
by the INSTITUTION and INVESTIGATOR by
written notice and immediate effect for any of the
following reasons:

pfed Gplnym a uspokojivym provedenim sluzeb ze
stany USTAVU a RESITELE na zakladé
pisemného oznameni a sokamzitym uG¢inkem
z kteréhokoli z nasledujicich divodi:

A.  In case the relevant Agreement between the
Sponsor and ERGOMED has been
terminated and / or in case Sponsor has
ceased any further activity on the Clinical
Trial and / or has requested to stop
Enrollment regardless of the reason given
to ERGOMED by the Sponsor, it being
understood that in case of termination of
the relevant Agreement between the
Sponsor and ERGOMED,

(a) this Agreement will not automatically
be terminated and

A. vpfipadé, ze pfislusnd smlouva mezi
Zadavatelem a spolecnosti ERGOMED
byla ukonCena a/nebo Zadavatel ukondil
dalsi ¢innost v ramci Klinického hodnoceni
anebo zastavil Registrace bez ohledu na
divod, ktery Zadavatel spoleCnosti
ERGOMED uvedl, ¢imz se rozumi, Ze
v ptipadé¢ ukonceni pfislusné Smlouvy
mezi Zadavatelem a spolecnosti
ERGOMED byla ukoncéena:

a. tato Smlouva automaticky nezanika
b. Zadavatel bude opravnén:




(b) the Sponsor will have the right to either
(i) replace ERGOMED by another services
provider which will succeed to ERGOMED
to organize and manage the Clinical Trial
according to the terms of this Agreement
(e.g. through the execution of an accession
deed by the new services provider or
through the execution of a new agreement
between the Sponsor, the INSTITUTION,
the INVESTIGATOR and the new services
provider),

(i) elect to continue to organize and
manage the Clinical Trial on its own or

(iii) decide to terminate this Agreement.

i. Nahradit spolecnost ERGOMED
jinym poskytovatelem sluzeb, ktery
bude zorganizovat a fidit Klinické
hodnoceni podle podminek této
Smlouvy (na zaklad¢ uzavieni dohody
o0 pfistoupeni s novym poskytovatelem
sluzeb  ktéto Smlouvé  nebo
prostiednictvim uzavieni nové
smlouvy mezi Zadavatelem,
USTAVEM, RESITELEM a novym
poskytovatelem sluzeb),

ii. Rozhodnout se pokracovat
v organizovani a fizeni Klinického
hodnoceni samostatné vlastnimi silami
nebo

iii. zvolit ukonceni této Smlouvy.

B.  Continuous and / or repetitive and /or
material breach of any of the
INSTITUTION’s and / or
INVESTIGATOR’s obligations stipulated
herein. For the purpose of this Agreement,
the following shall, among other, be
considered as the material breach of this
Agreement:

v piipad¢é neustalého a/nebo opakovaného
a/nebo  zasadniho poruSeni kterékoli
povinnosti USTAVU a/nebo RESITELE
stanovené v této Smlouveé. Pro ucely této
Smlouvy se bude za zavazné poruseni
Smlouvy povazovat mimo jiné nasledujici:

(i) INSTITUTION and/or
INVESTIGATOR do not comply with
all regulatory requirements;

(i) USTAV a/nebo RESITEL nedodrzuji
vsechny zakonné pozadavky,

(ii)) INVESTIGATOR and/or
INSTITUTION prevent access to
ERGOMED’s employees  or

contractors or any third persons
authorized by ERGOMED and / or the
Sponsor to any and all original
medical records necessary to verify
entries on Clinical Trial Case Report
Forms;

(i) USTAV a/nebo RESITEL brani
v pfistupu zaméstnancil nebo
dodavateli spole¢nosti ERGOMED
nebo tfetich osob  opravnénych
spoleCnosti  ERGOMED  a/nebo
Zadavatelem k nékterym originalim
1ékarskych zaznami pro ucely ovéteni
zaznamd na Formuléafich zpravy o
pripadu v ramci Klinického
hodnoceni,

(iii) INVESTIGATOR, his associates, or
any other person engaged in this
Clinical Trial (excluding Clinical Trial
Subjects) are unavailable upon
reasonable notice by ERGOMED
and/or the Sponsor, to meet with
ERGOMED’s and/or the Sponsor’s
representative during the course of the
Clinical Trial, as necessary, to discuss
information relevant to the Clinical
Trial;

(iii) RESITEL, jeho kolegové nebo jiné
osoby zapojené do tohoto Klinického
hodnoceni (krome Subjektt
Klinického hodnocenti) nejsou
dostupné na zakladé oznameni
zaslaného spole¢nosti ERGOMED
a/nebo Zadavatelem s dostate¢nym
predstihem, aby se se$li se zastupcem
spoleCnosti  ERGOMED  a/nebo
Zadavatele v pribéhu Klinického
hodnoceni dle potfeby, aby spolecné
probrali informace souvisejici
s Klinickym hodnocenim,

(iv) In case INSTITUTION or
INVESTIGATOR delegate any of
their obligations from this Agreement

(iv) v piipadg, e USTAV nebo RESITEL
pievedou  kteroukoli ze  svych
povinnosti dle této Smlouvy bez




without the prior written approval by pifedchoziho  pisemného  souhlasu
ERGOMED; spole¢nosti ERGOMED,

(v) Case Report Forms have not been (v) Formulate zpravy o piipadu nebyly
legibly completed and / or forwarded Citelné  vyplnény a/nebo zaslany

by the INVESTIGATOR to
ERGOMED or to its designated
representative, as appropriate within
60 (sixty) days of each Clinical Trial
Subject’s completion date.

RESITELEM spole¢nosti ERGOMED
nebo jejimu uréenému zastupci do
60 dni od data ukonceni zapojeni
kazdého Subjektu Klinického
hodnoceni,

C. In case INVESTIGATOR does not Recruit
any Clinical Trial Subject within 60 (sixty)
days from the day of the initial visit;

C. v piipadé, ze RESITEL nenalezne k naboru
zadny Subjekt Klinického hodnoceni do
60 dnli ode dne prvni navstévy,

D. In case the regulatory agency and / or
IRB/EC: (i) has not issued the permit or
approval for conducting of the Clinical
Trial; or (ii)) loss of such permit or
approval,

D. vpfipadé, ze IRB/EC nebo regulacni
organ: (i) nevystavil povoleni nebo
schvaleni k provadéni Klinického

hodnoceni; nebo (ii) takové schvaleni ¢i
opravnéni zaniklo.

E. In case of determination by ERGOMED
and/or the Sponsor that the
INVESTIGATOR, after a reasonable
opportunity, is unable, for any reason to act
as INVESTIGATOR and/or to
satisfactorily perform the Clinical Trial as
required by the Protocol and a suitable
INVESTIGATOR replacement is not made
timely.

E.  vpfipadé zjisténi spole¢nosti ERGOMED
a/nebo Zadavatele, e RESITEL neni ani
pfes pfiméfenou pfilezitost schopen
z n&jakého diivodu plisobit jako RESITEL
a/nebo  uspokojivé  provést  Klinické
hodnocenti, jak to vyzaduje Protokol, a neni
véas jmenovéan vhodny nédhradni RESITEL.

10.3.

In the event that ERGOMED chooses to exercise its
right to terminate this Agreement,
INVESTIGATOR shall immediately upon receipt
of ERGOMED’s written notice is obliged to
terminate, ceases Enrolling patients into the Clinical
Trial and discontinue conducting Clinical Trial
procedures, to the extent medically possible.

V piipadé, Zze se spolecnost ERGOMED rozhodne
uplatnit své pravo ukoncit tuto Smlouvu, je
RESITEL povinnen okamzité po obdrZeni
pisemného oznameni spolecnosti ERGOMED o
ukonéeni prestat registrovat pacienty do Klinického
hodnoceni a ukoncit provadéni postupt Klinického
hodnoceni, a to vco nejvétsim rozsahu mozném
z l1€kai'ského hlediska.

10.4.

The rights and obligations of the Parties under any
provision of this Agreement, which by its term is
intended to survive beyond the term of this
Agreement, including but not limited to Article 5
(Data Protection), Article 6 (Intellectual Property),
Article 7 (Confidentiality) and Article 8 (Insurance
and Indemnification), shall continue
notwithstanding the termination or expiration of
this Agreement for any reason.

Prava a povinnosti Smluvnich stran vyplyvajici
zustanoveni této Smlouvy, kterd maji zGstat
v platnosti i po ukonceni platnosti této Smlouvy,
mimo jiné véetné ¢lanku 5 (Ochrana osobnich
udajit), ¢lanku 6 (DuSevni vlastnictvi), ¢lanku 7
(Zachovani mlcenlivosti) a ¢lanku 8 (Pojisténi a
odskodnéni) zistanou v platnosti bez ohledu na
ukonéeni nebo vyprSeni platnosti této Smlouvy
z jakéhokoli ditvodu.

10.5.

In the event of early termination, the sum payable
under this Agreement shall be limited to pro-rated
fees based on actual work performed pursuant to
the Protocol.

V ptipadé¢ piedCasného ukonéeni bude castka
splatna na zakladé¢ této Smlouvy omezena na
pomérny podil poplatkli zaloZzeny na praci skute¢né
provedené na zaklad¢ Protokolu.

10.6.

The INSTITUTION/INVESTIGATOR/
Investigator's team and/or hospital personnel
involved in the Clinical Trial shall return to

USTAV / RESITEL atym Resitele a/nebo personél
nemocnice zapojeny do Klinického hodnoceni je
povinnen vratit spole¢nosti ERGOMED Klinicky




ERGOMED the Clinical Trial Product and all
Clinical Trial materials shall, at the Sponsor’s
option and expense, either be returned to the
Sponsor or disposed of in accordance with the
Protocol or the Sponsor’s written instructions.

hodnoceny piipravek a veSkeré materialy ke
Klinickému hodnoceni, a to dle uvazeni a na
naklady Zadavatele bud’ prostfednictvim navraceni
Zadavateli nebo likvidace v souladu s Protokolem
nebo pisemnymi pokyny Zadavatele.

Article 11

Clanek 11

Final Provisions

Zavérecna ustanoveni

11.1. | Neither Party may delegate their obligations or Z4dna ze stran nesmi delegovat ani postoupit sva
assign their right hereunder without the prior prava podle této Smlouvy bez piedchoziho
written consent of the Sponsor. ERGOMED may pisemného  souhlasu Zadavatele.  Spolecnost
assign this Agreement with Sponsor’s prior written ERGOMED mutze postoupit tuto Smlouvu
consent and without the consent of INSTITUTION s predchozim pisemnym souhlasem Zadavatele a
or INVESTIGATOR. bez souhlasu USTAVU & RESITELE.

11.2. | Any and all additions and/or amendments to this Veskeré zmény a/nebo dodatky této Smlouvy musi
Agreement shall be in writing, numbered, dated and mit pisemnou formu, musi byt oCislovany, opatieny
signed by the authorized representatives of all datem a podepsany opravnénymi zastupci vSech
Parties. Smluvnich stran.

11.3. | In the case of inconsistency between the Protocol V ptipadé nesouladu mezi Protokolem a ostatnimi
and the other terms of this Agreement, or any other podminkami této Smlouvy nebo jakymkoli jinym
document incorporated therein, the terms of the dokumentem v ni obsazenym budou mit podminky
Protocol shall prevail to the extent applicable to the Protokolu piednost v rozsahu, ktery se tyka
medical treatment of Clinical Trial Subjects but no 1ékatského osetfeni Subjekt Klinického hodnoceni,
further. In respect of other inconsistencies, the ale ne v ostatnim. Pokud jde o dal$i nesrovnalosti,
Agreement shall prevail. bude mit pfednost tato Smlouva.

11.4. | Any and all disputes arising out of or in connection Veskeré spory vzniklé ze Smlouvy nebo
with the Agreement shall be settled by an amicable v souvislosti sni musi byt urovnany na zakladé
effort of the Parties. usilovani smluvnich stran o smirné feseni.

11.5. | Any dispute, which is not amicably settled by such Jakykoli spor, ktery neni smirné urovnan na zakladé
efforts of the Parties, shall be submitted to the takového usili Smluvnich stran, bude ptedlozen
relevant court in Czech Republic. k rozhodnuti piislugnému soudu Ceské republiky..

11.6. | This Agreement and all disputes thereof shall be Tato Smlouva a vSechny jeji spory se budou fidit a
governed by and construed in accordance with the vykladat vsouladu spravnim fadem Ceské
Czech law. republiky.

In case of different interpretation of this Agreement V ptipadé ruzného vykladu této Smlouvy kvuli
due to language, the Czech version shall prevail. jazyku plati ceska verze.

11.7. | If any provision of this Agreement should be Pokud bude nékteré ustanoveni této Smlouvy

deemed invalid or legally unenforceable, such
provision shall not affect the validity and/or
enforceability of any other provision(s) of this
Agreement or the Agreement as a whole. The
Parties shall, in such case, replace the invalid
provision with a valid one that best expresses their
original intent.

oznaCeno za neplatné nebo nevymahatelné,
neovlivni  toto  ustanoveni  platnost  ani
vymahatelnost jakychkoli jinych ustanoveni této
Smlouvy nebo Smlouvy jako celku. Smluvni strany
jsou v takovém piipad¢ povinny nahradit neplatné
ustanoveni platnym ustanovenim, které co nejlépe
vyjadiuje ptivodni zamér ustanoveni.




11.8. | This Agreement is being executed in 4 (four) Tato Smlouva je vyhotovena ve
identical copies, of which each Party shall keep 1 4 (¢tyrech) stejnopisech, znichz kazda Smluvni
(one) copy. strana obdrzi 1 (jeden) stejnopis.

11.9. | The parties do not intend that any term of this Smluvni strany nemaji v imyslu, aby byly jakékoli
Agreement shall be enforceable by any person who podminky této Smlouvy vymahatelné osobou, ktera
is not a party to this Agreement. neni stranou této Smlouvy.

11.10.| In this Agreement, the words "including" and Vtéto Smlouvé pojmy .vcetn€“ a ,zahrnovat®
"includes" mean "including without limitation." znamenaji ,,mimo jiné véetné/zahrmuje™.

11.11.| All notices, statements, demands, requests, Veskera oznameni, prohlaseni, pozadavky, zadosti,

consents, communications and certificates from
either Party hereto to the other shall be made in
writing unless specified to the contrary herein and
sent by fax, certified mail, return receipt requested,
hand delivered or by FedEx® or similar overnight
delivery service for which a receipt is made to the
Parties, addressed as follows:

souhlasy, sd¢leni a certifikaty od jedné strany této
Smlouvy druhé musi byt ucinény pisemne, pokud
neni vtéto Smlouvé uvedeno jinak, a zaslany
faxem, doporucenou postou s dorucenkou, osobné
nebo prostiednictvim sluzby FedEx® nebo jiného
kuryra, knimz maji Smluvni strany potvrzeni, a
budou adresovany takto:

(a) If intended for ERGOMED

(a) Pokud jsou ur¢eny pro spolecnost
ERGOMED




or such other addresses as either Party hereto may
from time to time direct by service of notice to the
other Party as provided above. Any such notices,
statements, ~ demands,  requests,  consents,
communications or certificates shall be deemed
given on the date received.

nebo na adresy, o nichz mize prilezitostné jedna
Strana  informovat druhou  Stranu  piimo
prostiednictvim doru¢eni oznameni tak, jak je
uvedeno vySe. VeSkera takova oznameni,
prohléSeni, pozadavky. zadosti, souhlasy, sd¢leni €1
certifikaty budou povazovany za zaslané vden
doruceni.

Signature page follows

Nasleduji podpisy




SIGNED on behalf of ERGOMED /
PODEPSANO  jménem  spolecnosti
ERGOMED:

Date / Datum

SIGNED on behalf of the Sponsor /
PODEPSANO  jménem spolecnosti
Zadavatele:

Name / Jméno: Date / Datum
Title / Pozice:

SIGNED by the INSTITUTION /
PODEPSANO USTAVEM:

SIGNED by INVESTIGATOR/
PODEPSANO RESITELEM

_ e























