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The following

CLINICAL TRIAL
SERVICES AGREEMENT

(“the Agreement”)
has today been entered into between

Nordic Bioscience Clinical Development A/S
CVR no. 30 58 24 62

Herlev Hovedgade 207

2730 Herlev

Denmark

(“Nordic Bioscience”)

and
Institute of Endocrinology

Narodni 8, Prague 1, 113 94
CZECH REPUBLIC

(“CLINIC")
(each a Party and collectively the Parties)
concerning:
Protocol No. KBP042/CD/003 “A Double-blind,

Placebo-controlled, Randomized Study to Evaluate
the Efficacy and Safety of KBP-042 in Patients with
Type 2 Diabetes” (together with any of its
subsequent amendments, the “Protocol”) which will
guide the performance of the study, has been
prepared by Sponsor and Nordic Bioscience.

Nasledujici

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI

(dale jen ,Smlouva®)
byla uzavfena dnesniho dne mezi

Nordic Bioscience Clinical Development A/S
CVR ¢. 3058 24 62

Herlev Hovedgade 207

2730 Herlev

Dansko

(dale jen ,Nordic Bioscience®)

a

Endokrinologicky Ustav

Narodni 8, Prague 1, 113 94

Ceska republika

(dale jen ,ZDRAVOTNICKE ZARIZENI*)

(jednotlivé dale jen Smluvni strana a spole¢né
Smluvni strany) ve véci

Protokolu ¢. KBP042/CD/003 ,Dvojité zaslepena,
placebem kontrolovand randomizovana studie
s cilem vyhodnotit Ucinnost a bezpecnost pfipravku
KBP-042 u pacient( s diabetem 2. typu“ (spole¢né se
vSemi naslednymi dodatky dale jen ,Protokol),
kterym se bude Fidit provadéni studie a ktery byl
vypracovan Zadavatelem a spolecnosti Nordic
Bioscience.

1. BACKGROUND

1. ZAKLADNI UDAJE

1.1 CLINIC has extensive experience, know-
how and expertise in relation to clinical

trials, especially in the field of diabetes.

1.2 Nordic Bioscience has extensive
experience, know-how and expertise in
relation to clinical trials, especially in the
field of diabetes. For this trial Nordic
Bioscience is acting on Dbehalf of

KeyBioscience AG, Switzerland.

1.3 KeyBioscience AG, Switzerland is the
Sponsor of this trial, and Nordic Bioscience
is acting on its behalf.

1.4 CLINIC employs a Principal linvestigator
and is willing to conduct a clinical trial (the
“Study”), in accordance with the above-
referenced Protocol and Nordic Bioscience

requests CLINIC to undertake such Study.

ZDRAVOTNICKE ZARIZENI ma znalosti a
zkusenosti v oblasti klinickych hodnoceni,
zejména v oboru diabetologie.

1.1

1.2 Spole¢nost Nordic Bioscience mé znalosti a
zkuSenosti v oblasti klinickych hodnoceni,
zejména v oboru diabetologie. Spole¢nost
Nordic Bioscience jedna pro ucely Studie
jménem spoleCnosti KeyBioscience AG

Svycarsko.

1.3 KeyBioscience  AG, Switzerland je
zadavatelem této studie a Nordic Bioscience

jedna jeho jménem.

ZDRAVOTNICKE ZARIZENi zaméstnava
Hlavniho zkou$ejiciho a ma zajem o
provedeni klinického hodnoceni (dale jen
,otudie®) v souladu s vySe uvedenym
Protokolem a spole¢nost Nordic Bioscience

1.4
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74d4 ZDRAVOTNICKE ZARIZENI o
provedeni Studie.

2. DEFINITIONS 2. DEFINICE

Clinical means a listed or identified | Klinicky znamena registrovaného  nebo

Investigator investigator or subinvestigator for | zkouSejici ur¢eného zkouSejiciho nebo
the Study who is directly involved spoluzkousejiciho pro Studii, ktery
in the treatment or evaluation of se pfimo podili na lé¢bé nebo
Study Subjects. hodnoceni Subjektl studie.

Completion of means when Nordic Bioscience | Dokonceni znamena okamzik, kdy spole¢nost

Services has received all data, the site | sluzeb Nordic Bioscience obdrzi vSechna
closure visit has been completed data, byly ukonéeny uzaviraci
and no further follow up is navstévy center a nebude zapotiebi
necessary with CLINIC. provadét dalSi nasledné sledovani u

Hlavniho zkousejiciho a/nebo ve
ZDRAVOTNICKEM ZARIZENI.

EC means relevant Ethics Committee. | EK znamena pfisluSnou etickou komisi.

Materials means Investigational Medicinal | Materiély znamenaji hodnocené l&Cive
Products, laboratory kits and pripravky, laboratorni  kity a
ancillary materials supplied to pomocny material dodany do center.
sites. It means also reagents and Znamenaji také reakCni Cinidla a
materials derived from Study materidly ziskané od Subjektl
Subjects, including blood, sera studie v€etné krve, séra a jinych
and other biological materials. biologickych materialu.

Personal means personal information as | Osobni znamenaji osobni informace

Information defined by the EU Data Protection | informace definované ve Smérnici Evropského
Directive 95/46/EC. parlamentu a Rady 95/46/ES ze dne

24. fijna 1995 o ochrané fyzickych
osob v souvislosti se zpracovanim
osobnich Udaji a o volném pohybu
téchto udaju

Protocol means Protocol no. | Protokol Znamena Protokol
KBP042/CD/003. ¢. KBP042/CD/003.

Services means the various services | Sluzby znamenaji rizné sluzby provadéné
performed by CLINIC pursuant to Hlavnim zkouSejicim v souladu
this Agreement. s touto Smlouvou a jeho pracovnim

pomérem se ZDRAVOTNICKYM
ZARIZENIM

Sponsor is KeyBioscience AG. For this trial | Zadavatel je spole¢nost KeyBioscience AG.
Nordic Bioscience is acting on Spole¢nost Nordic Bioscience jedna
behalf of KeyBioscience AG. pro ucely Studie jménem

spole¢nosti KeyBioscience AG.

Sponsor means KeyBioscience AG. | Technologie = znamenaji technologie spoleénosti

Technology technology including, but not | zadavatele KeyBioscience AG., mimo jiné data,
limited to, data, documentation, dokumentaci, informace, materialy a
information, materials and results vysledky v libovolné podobé, které
in whatever form generated during byly vytvofeny béhem poskytovani
the conduct of the Services. Sluzeb.

Study means “A Double-blind, Placebo- | Studie znamena  ,Dvojité  zaslepena,
controlled, Randomized Study to placebem kontrolovana
Evaluate the Efficacy and Safety randomizovand studie s cilem
of KBP-042 in Patients with Type vyhodnotit uc€innost a bezpecénost
2 Diabetes”, Protocol No. pfipravku KBP-042 u pacientl
KBP042/CD/003. s diabetem 2. typu“, Protokol &.

KBP042/CD/003.

Nordic Bioscience Clinical Development | Herlev Hovedgade 207 | DK-2730 Herlev | Denmark | Company +45 4452 5252 | Fax +45 4452 5251
CVR no. 3058 24 62 | www.nordicbhioscience.com | mail@nordichioscience.com



mailto:mail@nordicbioscience.com

< NORDIC BIOSCIENCE

Version 1.1 Page 5 of 20

eligibility requirements and
protocol procedures.

Study Product means KBP-042 and placebo. Hodnoceny znamena prfipravek KBP-042 a
[éCivy placebo.
pfipravek
Study Subjects means those subjects enrolled in | Subjekty znamenaji pacienty zarazené do
the Study which meet all Protocol | studie Studie, ktefi spliuji veskera kritéria

pro zafazeni stanovena Protokolem.

SCOPE OF WORK

ROZSAH PLNENI

3.1

Nordic Bioscience hereby appoints CLINIC
to conduct the Services, and CLINIC,
having a Principal Investigator, who is an
employee of such CLINIC, undertakes that
CLINIC’s employees, agents, and staff shall
carry out the Services in a professional,
competent manner in accordance with the
terms of the Protocol and this Agreement.
CLINIC hereby confirms that it has enough
time and resources to perform the Services
according to the highest quality standards.

3.1

Spoleénost  Nordic  Bioscience timto
povéiuje ZDRAVOTNICKE ZARIZENI
poskytovanim Sluzeb a ZDRAVOTNICKE
ZARIZENi jako zaméstnavatel Hlavniho
zkouSejiciho se zavazuje, Zze zaméstnanci,
zastupci a pracovnici ZDRAVOTNICKEHO
ZARIZENi budou vykonavat Sluzby
odbornym, zpUsobilym zplisobem v souladu
s podminkami Protokolu a této Smiouvy.
ZDRAVOTNICKE ZARIZENI timto
potvrzuje, ze ma dostatek ¢asovych a jinych
zdroju k poskytnuti Sluzeb v souladu
s normami nejvyssi kvality

ENROLLMENT AND PERFORMANCE
PERIOD

ZARAZOVANI SUBJEKTU STUDIE

4.1

4.2

4.3

The Services will commence upon the
Effective Date and will continue until
completion of the Study as required by the
Protocol, unless this Agreement is
terminated earlier pursuant to clause 15
hereof.

The Services will involve the enrollment and
completion of a maximum of 12 evaluable
study subjects meeting all Protocol eligibility
requirements and protocol procedures (the
“Study Subjects”). CLINIC has estimated
that CLINIC can enroll 6 Study Subjects.
Nordic Bioscience shall only be obligated to
pay for tests performed on the number of
Study Subjects. Additional study subjects
can be enrolled in the Study only after
Nordic Bioscience’s prior written approval.

In this study the enrolment is competitive.
Nordic Bioscience will close study subject
enrollment into the Study when the
Protocol-specified target number of Study
Subjects have been enrolled at all Clinical
Study Sites globally. Therefore, study
subject enrollment into the Study may be
closed before the number of Study Subjects
specified in section 4.2 above have been
enrolled by CLINIC.

4.1

4.2

4.3

Poskytovani Sluzeb bude zahajeno Datem
ucinnosti a bude pokraCovat do skonc&eni
Studie  podle Protokolu, nedojde-li
k ¢asnéjSimu ukonceni Smlouvy v souladu
s Clankem 15.

Soucasti Sluzeb bude zafazeni a dokonceni
nejvySe 12  hodnotitelnych  subjektd
splfujicich veSkera zafazovaci kritéria podle
Protokolu (dale jen ,Subjekty studie®).
ZDRAVOTNICKE ZARIZENi odhadlo, ze
dokaze zafadit 6  Subjektd  studie.
Spole¢nost Nordic Bioscience je povinna
zaplatit pouze za vySetfeni absolvovana
Subjekty studie, Dodate¢né subjekty mohou
byt zafazené do Studie pouze po
predchozim pisemném souhlasu spole€nosti
Nordic Bioscience.

Nabér pacientd v ramci této studie je
kompetitivni. Spole¢nost Nordic Bioscience
ukonéi zafazovani subjektll do Studie,
jakmile dojde celosvétové ve vSech
studijnich centrech k zafazeni Subjektl
studie v kone¢ném poctu stanoveném
Protokolem. Zafazovani subjektt do Studie
proto mize byt ukon&eno jesté predtim, nez
ZDRAVOTNICKE ZARIZENIi zafadi podet
Subjektt studie stanoveny v sekci 4.2.
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PAYMENT

5.

PLATBA

51

Nordic Bioscience will provide payment for
the Study conducted by CLINIC according
to the terms specified in Exhibit A, including
the pharmacy payment.

Payments will be approved only for:

Visits to patients performed according to

51

Spole&nost Nordic Bioscience poskytne
platbu za Studii provedenou
ZDRAVOTNICKYM ZARIZENIM v souladu
s podminkami stanovenymi v Priloze A,
vCetné platby Iékarné.

Platby budou schvaleny pouze za:

protocol o vex L. )
Data entered into the e-CRF sections Y g:;{g}(eo\ﬁ pacientd  provedene  podle
(visits) v' Data vloZzena do sekci eCRF (navstévy)

5.2 CLINIC will issue detailed invoices quaterly | 5.2 ZDRAVOTNICKE ZARIZENI vystavi
according to work items actually performed. Ctvrtletné fakturu s rozpisem skutecné

provedenych €innosti.

5.3 Financial reimbursement of the Principal
Investigator and his team for the work | 5.3 Finan&ni odména Hlavnimu zkouSejicimu a
performed during the Study will be provided jeho tymu za praci odvedenou v pribéhu
for in a separate agreement. Studie bude sjedndna v samostatné

smlouvé.

54 CLINIC agrees to provide Nordic
Bioscience with all requests for payment | 5.4 ~ ZDRAVOTNICKE ZARIZENi se zavazuije,
under the terms set forth in Exhibit A within ze preda spoleCnosti Nordic Bioscience
six (6) months of Study Completion under veSkeré zadosti o platbu podle podminek
the terms of this Agreement. Nordic stanovenych v PFiloze A do Sesti (6) mésicl
Bioscience shall not be obligated to make od skonceni Studie v souladu s podminkami
any payments to CLINIC after this six (6) této Smlouvy. Spole¢nost Nordic Bioscience
month period has expired. neni povinna uhradit Z2&dné platby

ZDRAVOTNICKEMU ZARIZENI po uplynuti
Sestimésicniho (6 mésicu) obdobi.
MATERIALS 6. MATERIALY

6.1 Sponsor will provide the Study Product. 6.1 Zadavatel poskytne Hodnoceny [éCivy

pfipravek.

6.2 CLINIC will provide Materials derived from | 6.2 ZDRAVOTNICKE ZARIZENI poskytne
Study Subjects to Nordic Bioscience. spole¢nosti Nordic Bioscience Materialy
CLINIC shall use the Study Product, and ziskané od Subjekti studie.
any comparator products provided in ZDRAVOTNICKE ZARIZENI bude pouzivat
connection with the Study, solely for the Hodnoceny |éCivy pfipravek a jakékoliv
purpose of properly completing the Study komparatory poskytnuté v souvislosti se
and shall maintain all Study Product and any Studii vyhradné za u€elem fadného
comparator products in a locked, secured provedeni Studie a bude mit veSkerou
area at all times. Only those persons who zasobu Hodnoceného |éCivého pfipravku a
are under the Principal Investigator's direct jakychkoliv komparatorl neustale ulozenou
control and who will be using the Study v uzamfeném, zabezpeeném prostoru.
Product (and any comparator products) or Hodnoceny léCivy pfipravek (a jakékoliv
Materials for the Study shall have access to komparatory) nebo Materialy budou
the Study Product (and any comparator zpfFistupnény pouze osobam pod pfimym
products) or Materials. dohledem Hlavniho zkouSejiciho, které

budou Hodnoceny IéCivy pfipravek (a

6.3 Upon termination or completion of the jakekoliv komparatory) nebo Materialy

Study, all unused Study Product and

pouzivat pro Studii.

Nordic Bioscience Clinical Development | Herlev Hovedgade 207 | DK-2730 Herlev | Denmark | Company +45 4452 5252 | Fax +45 4452 5251

CVR no. 3058 24 62 | www.nordicbhioscience.com | mail@nordichioscience.com



mailto:mail@nordicbioscience.com

< NORDIC BIOSCIENCE

Version 1.1 Page 5 of 20

comparator products and all Materials shall
be returned to Nordic Bioscience (or
returned to other facilities, according to
Nordic Bioscience’s instructions) or at
Nordic Bioscience's sole option, destroyed.

6.3

Pfi ukoncéeni nebo skonceni Studie bude
v8echen nepouzity Hodnoceny I[éCivy
pfipravek a komparatory a v3echny
Materialy vraceny zpét spolecnosti Nordic
Bioscience (nebo vraceny do jinych zafizeni
podle pokynu Nordic Bioscience) nebo - dle
vyhradniho uvazeni spole¢nosti Nordic
Bioscience - budou zniceny.

CHANGES TO THE PROTOCOL

ZMENY PROTOKOLU

7.1

7.2

7.3

Subject to clause 7.2, any changes to the
Protocol may be made only with the prior
agreement of the Sponsor. If these changes
will affect the cost of the Study, Nordic
Bioscience shall provide CLINIC with a
written estimate of such change in Study
cost.

If generally accepted standards of Good
Clinical Practice relating to the safety of
Study Subjects require a deviation from the
Protocol, these standards will be followed.
Any Party who becomes aware of the need
for a deviation from the Protocol will
immediately notify the other Parties to this
Agreement of the facts causing the
deviation as soon as, the facts are known to
that Party but no such deviation or change
shall be implemented without the prior
written approval of Nordic Bioscience and
Sponsor; Nordic Bioscience and Sponsor
shall promptly confer and provide a prompt
written response regarding any deviation
proposed pursuant to this clause 7.2.

CLINIC shall coordinate, and shall cause
the Principal Investigator to coordinate, with
the relevant institutional review board or EC
to obtain the EC’s written approval of the
Principal Investigator’s conduct of the Study
at CLINIC, including approval of the
Protocol and informed consent form to be
executed by all Study Subjects enrolled by
Principal Investigator in the Study (the
“Informed Consent Form”). CLINIC shall be
responsible for providing Nordic Bioscience
with a copy of each such approval, together
with information about the members of the
EC and all relevant correspondence with the
EC. In addition, CLINIC shall coordinate,
and shall cause the Principal Investigator to
coordinate, with the EC to obtain review and
approval in writing of any amendments
made to a Protocol by the Parties. In the
event the EC requires changes in the
Protocol or Informed Consent Form, such

7.1

7.2

7.3

V souladu s odst. 7.2 Ize jakékoliv zmény
Protokolu provadét pouze po predchozi
dohodé se Zadavatelem. V pfipadé zmén,
které ovlivni naklady na Studii, poskytne
spole¢nost Nordic Bioscience
ZDRAVOTNICKEMU ZARIZENIi pisemny
odhad takové zmény nakladd na Studii.

Jestlize obecné uznavané normy spravné

klinické praxe tykajici se bezpecnosti
Subjektd studie vyzaduji odchylku od
Protokolu, tyto normy budou dodrzeny.

Jestlize se kterakoliv Smluvni strana dozvi o
nutnosti odchyleni se od Protokolu,
neprodlené seznami druhou Smluvni stranu
se skute€nostmi vyzadujicimi odchylku, a to
ihned, jakmile tyto skute¢nosti dana Smluvni
strana zjisti, ale s tim, ze Zadnou odchylku
nebo zménu nelze realizovat bez
pfedchoziho pisemného souhlasu
spole¢nosti Nordic Bioscience a Zadavatele;
spole¢nost Nordic Bioscience a Zadavatel se
neprodlené poradi a urychlené poskytnou
pisemnou odpovéd tykajici se jakékoliv

odchylky  navrhované  podle tohoto
ustanoveni 7.2.
ZDRAVOTNICKE ZARIZENI bude

koordinovat a zajisti, Ze Hlavni zkousejici
bude koordinovat podani u pfislusné EK za
uCelem zajisténi pisemného souhlasného
stanoviska EK s provadénim Studie ve
ZDRAVOTNICKEM ZARIZENI pod vedenim
Hlavniho zkousSejiciho, a to véetné schvaleni
Protokolu a informovaného souhlasu, ktery
musi podepsat kazdy Subjekt studie, jehoz
Hlavni zkousSejici zafadi do Studie (dale jen
Jnformovany souhlas‘). ZDRAVOTNICKE
ZARIZENi odpovidd za predani kopie
kazdého takového souhlasného stanoviska
spole€nosti Nordic Bioscience, a to vCetné
informaci o sloZzeni EK a veskeré relevantni
korespondence s EK. ZDRAVOTNICKE
ZARIZENI bude dale koordinovat a zajistf,
Ze Hlavni zkouSejici bude koordinovat
podani u EK za uc€elem zajisténi kontroly a
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changes shall not be implemented until
Sponsor and Nordic Bioscience are notified
and Sponsor gives its written approval. In
the event that the EC alters or withdraws its’
approval in any manner, CLINIC shall
promptly notify Nordic Bioscience. The
Protocol and the Informed Consent Form
shall not be revised without the prior written
agreement of Sponsor, Nordic Bioscience
and the EC. CLINIC will use reasonable
efforts to ensure that members of the EC
agree to abide by the same obligations of
confidentiality as apply under this
Agreement.

pisemného schvaleni jakychkoliv dodatk
Protokolu provedenych Smluvnimi stranami.
Pfipadné zmény Protokolu nebo
Informovaného souhlasu, které si EK
vyzada, nebudou provedeny, dokud s nimi
nebudou Zadavatel a spole¢nost Nordic
Bioscience seznameni a dokud je Zadavatel
pisemné neschvali. ZDRAVOTNICKE
ZARIZENI neprodlen& seznami spolegnost
Nordic Bioscience s jakoukoliv pFipadnou
zménou nebo zruSenim souhlasného
stanoviska EK. Bez pfedchoziho pisemného
souhlasu Zadavatele, spoleCnosti Nordic
Bioscience a EK nebudou provedeny zadné
revize  Protokolu ani Informovaného
souhlasu. ZDRAVOTNICKE ZARIZENI
vynalozi pfiméfené usili k zajisténi toho, aby
se EK zavazala dodrzovat stejné zavazky
mi¢enlivosti, jaké plati podle této Smilouvy.

INTELLECTUAL PROPERTY RIGHTS

PRAVA K DUSEVNIMU VLASTNICTVI

8.1

8.2

Sponsor shall own all data and work product
relating to Study, including all CRF’s, the
Protocol, all proprietary and intellectual
property rights in the Study Product and the
related materials being provided to the
Principal  Investigator and  CLINIC,
including, but not limited to, data,
documentation, information, materials and
results in whatever form generated during
the conduct of the Services (collectively,
“Sponsor Technology”).

CLINIC and the Principal Investigator agree
to disclose promptly and fully to Nordic
Bioscience all creative ideas,
developments, discoveries, methodologies,
improvements and inventions, whether or
not patentable, arising as a direct result of
the Services. Sponsor, acting through
Nordic Bioscience, hereby grants CLINIC a
nonexclusive, non-transferable, royalty-free
license to use the Study Product and
Sponsor Technology at CLINIC solely for
purposes of conducting the Study. Neither
CLINIC nor the Principal Investigator will
use or permit use of Study Product or
Sponsor Technology by any third party for
any purpose other than the completion of
the Study without Sponsor's prior written
permission.

8.1

8.2

Zadavatel bude vlastnikem vSech dat a
vysledk(l prace souvisejicich se Studii
vCetné vSech CRF, Protokolu, veskerych
vlastnickych prav a prav k duSevnimu

vlastnictvi ve vztahu k Hodnoceném
IéCivému pfipravku a souvisejicim
materialim poskytnutych Hlavnimu

zkouSejicimu a  ZDRAVOTNICKEMU
ZARIZENI, mimo jiné datim, dokumentaci,
informacim, materialim a  vysledkim
v jakékoliv podobé vytvofenym béhem
poskytovani Sluzeb (spole¢né dale jen
»1echnologie Zadavatele®).

ZDRAVOTNICKE ZARIZENi a Hlavni
zkousejici se zavazuji, Ze neprodlené a
v plném rozsahu seznami spole¢nost Nordic
Bioscience se vSemi tvaréimi napady,
vyvojem, objevy, metodikami, zlepSenimi a
vynalezy bez ohledu na patentovatelnost,
pfimo plynoucimi ze Sluzeb. Zadavatel

prostfednictvim spole¢nosti Nordic
Bioscience timto udéluje
ZDRAVOTNICKEMU ZARIZENI
nevyhradni, = nepfenosnou, bezplatnou

licenci k pouzivani Hodnoceného lécivého
pfipravku a Technologii Zadavatele ve
ZDRAVOTNICKEM ZARIZENi, a to
vyhradné pro ucely provadéni Studie.
ZDRAVOTNICKE ZARIZENi ani Hlavni
zkousSejici nebudou bez pFedchoziho
pisemného souhlasu Zadavatele pouzivat
Hodnoceny l&Civy pfipravek nebo
Technologie Zadavatele ani neumozni jejich
pouzivani zadnou tfeti stranou k jinému
ucelu, nez je provedeni Studie.
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8.3

8.4

8.5

CLINIC hereby represents and warrants to
Nordic Bioscience that all personnel
affiliated with CLINIC and participating in
the Study, including the applicable Principal
Investigator, are subject to written
agreements requiring them to disclose and
assign any new invention to Sponsor.

CLINIC and/or the Principal Investigator
shall promptly and fully produce all data,
records and information relating to the
Services and the Study to Nordic
Bioscience and the Sponsor and their
representatives during normal business
hours, and shall assist them in promptly
resolving any questions and in performing
audits or reviews of original subject records,
reports, or data sources. CLINIC agrees to
cooperate with the representatives of Nordic
Bioscience and Sponsor who visit CLINIC.

CLINIC and/or the Principal Investigator
shall ascertain that it may store data in a
computerized form and also that it is entitled
to transfer all such computerized data to
Nordic Bioscience. CLINIC may use the
data and work product it generates under
this Agreement solely for purposes of
performing the Services in accordance with
the terms of this Agreement

8.3

8.4

8.5

ZDRAVOTNICKE ZARIZENI timto
prohlasuje a zaruCuje spoleCnosti Nordic
Bioscience, zZe vSichni pracovnici pracujici
pro ZDRAVOTNICKE ZARIZENI a Ggastnici
se Studie v€etné Hlavniho zkousejiciho
podepsali pisemné dohody, podle kterych
jsou povinni seznamit Zadavatele
s jakymkoliv novym vynalezem a prevést jej
na Zadavatele.

ZDRAVOTNICKE ZARIZENI a/nebo Hlavni
zkousejici neprodlené a v plném rozsahu
predlozi spole¢nosti Nordic Bioscience a
Zadavateli a jejich zastupcum béhem fadné
pracovni doby veskera data, zaznamy a
informace souvisejici se Sluzbami a Studii a
poskytne jim soucinnost pfi okamzitém
feSeni jakychkoliv otazek a pfi provadéni
auditd nebo kontrol puvodnich zaznamd,
zprav nebo zdroji dat Subjektd studie.
ZDRAVOTNICKE ZARIZENIi se zavazuje,
e bude spolupracovat se zastupci
spole€nosti Nordic Bioscience a Zadavatele
pfi navstéve ZDRAVOTNICKEHO
ZARIZENI.

ZDRAVOTNICKE ZARIZENI a/nebo Hlavni
zkousejici zajisti uchovavani dat
v pocitatové podobé a =zaroven své
opravnéni k pfevodu vSech dat v pocitacové
podobé spole€nosti Nordic Bioscience.
ZDRAVOTNICKE ZARIZENI muze pouzivat
data a vysledek prace jim vytvofeny podle
této Smlouvy vyhradné pro Ucely
poskytovani Sluzeb v souladu s podminkami
této Smiouvy.

PRINCIPAL INVESTIGATOR

HLAVNI ZKOUSEJICI

9.1

The principal investigator

a. shall review all case report forms
(“CRFs”) for Study subjects
enrolled at CLINIC to ensure their
accuracy and completeness,

b. shall review and understand the

information in the investigator's
brochure,
c. shall ensure that all informed

consent requirements are met, and

d. shall ensure that all required
reviews and approvals (or favorable
opinions) by applicable regulatory

9.1

Hlavni zkouSejici

a. zkontroluje  vSechny  zaznamy
subjektu hodnoceni (dale jen ,CRF*)
pro Subjekty studie zafazené ve
ZDRAVOTNICKEM ZARIZENi za
Uucelem zajisténi jejich spravnosti a
Uplnosti,

b. seznami se s informacemiv souboru

informaci pro zkou3ejiciho tak, aby
jim rozumél,

c. zajisti splnéni vSech pozadavkl na
informovany souhlas a

d. zajisti vSechny pozadované kontroly
a schvaleni (nebo souhlasna
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authorities and Independent Ethics
Committees (“ECs”) are obtained.

stanoviska) ze strany pfislusnych
organu statni spravy a nezavislych
etickych komisi (dale jen ,EK®).

9.2 ZDRAVOTNICKE ZARIZENi a Hlavni
9.2 CLINIC and the Principal Investigator shall zkouSejici  zajisti spravnost, Uplnost a
ensure that all clinical data are accurate, Citelnost vSech klinickych dat.
complete and legible. ) » )
9.3 ZDRAVOTNICKE ZARIZENI se zavazuje,
9.3 CLINIC agrees that for each listed or i?. p’Fef:lé .spolsac":,nosti Nor<vjic° Biogcienge
identified Clinical Investigator who is directly Brilsz;ggbref'nan%nc;f;) pomzzru (ig];;gg
involved in the treatment or evaluation of ist h b seného  Klinickéh
research subjects, CLINIC shall return to registrovaneno nebo -urceneno rKinickeno
Nordic Bioscience a financial disclosure zkousejiciho primo se p9d|lej|p|ho na lecbe
form that has been completed and signed by nebo vhodnocem SUbJ?ktu stud!e, kte_re_ buge
such Clinical Investigators, which shall vyplnver),o,a podepsano danym K“P'Ckym
disclose any applicable interests held by zkousejicim a bude obsahovat vSechny
those investigators or subinvestigators or ph’ts)luéné fin?néknizvéjwyt:chto ZISOUéej."C.!'CE
; ) nebo  spoluzkousSejicic nebo jejic
their spouses or dependent children. The . o N .
Clinical Study Sites shall ensure that all rznéz?/?;slcur{marézglgzvgit&cicé)zob ZR?"?in;EI(l:\R
tSOUCh fr%r;?r?t:irr? protr;:gitrly Upg?éigaiineegﬁg zajisti neprodlenou aktualizaci vSech téchto
completeness during the Study and for one pfiznén_i pE)tfebnou k. zajisteni spréynosti a
year after its completion. The Clinical Study :nglﬂof)% ?gj?ﬁmsféﬂgfma gg;ﬁ%ﬁ? E;?E
Sites agrees that the completed forms ma = i P .
be sub?ect to review by pgovernmental o): Zﬁ‘.\RI,ZE,NI souhlasi s t'T’ e d,o vyplnen,ych
regulatory agencies, Nordic Bioscience and priznani trrrltoh,ou Qahllzet ;/Iavdm t o’(lgagy,
their agents, and CLINIC consents to such Ergan.y statnl spravy, hspo ecnost  Nordic
review. CLINIC further consents to the ZSI%&?I%‘?’NIC&E Je%;RiZEZr\?iStupculaélu':
transfer of its financial disclosure data to souhlas K takovému nahliier{i
Nordic Bioscience’s country of origin, and to ZDRAVOTNICKE ZARIZENi dale udélu'é
the United States of America if CLINIC is hi N 1dait z téchto bFi e
outside of the United States of America, Zou as svpren?se(rjn u aJUIZEeC t(? prlilznzm
even though data protection may not exist B?osciZ:rT:Z p:vo CLiJO Spsopi?gr?;élh gtrétlg
gl?ﬁ%?:fﬁggﬁgt:” those countries as in americkych, jestlize je ZDRAVOTNICKE
Y ZARIZENI mimo uzemi Spojenych statu
americkych, a to i tehdy, jestlize v takovych
zemich neexistuje Zzadna nebo stejné
dokonala ochrana udaju jako v zemi
ZDRAVOTNICKEHO ZARIZENI.
10. CONFIDENTIAL INFORMATION 10. DUVERNE INFORMACE
10.1  During the Term and for a period of ten (10) | 10.1  ZDRAVOTNICKE ZARIZENi a Hlavni

years after completion of the Study, CLINIC
and the Principal Investigator shall not
disclose or use for any purpose other than
performance of the Study,

a. information (including but not
limited to the terms of this
Agreement, the Protocol, CRF'’s, or
any secrets, know-how, privileged
records or other confidential or
proprietary information and data
disclosed to CLINIC), or

zkousejici nesmi béhem smluvni doby a po
dobu deseti (10) let od skonceni Studie
sdélovat ani pouzivat k jinému ucelu nez
k provadéni Studie

a. informace (mimo jiné podminky této
Smlouvy, Protokol, CRF nebo
jakakoliv tajemstvi, know how,
vysadni zaznamy nebo jiné davérné
¢i vlastnické informace a data
sdélena ZDRAVOTNICKEMU
ZARIZENI), nebo
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10.2

10.3

10.4

b. materials (including, but not limited
to, the Study Product and
comparator products), provided to
CLINIC by Nordic Bioscience,
Sponsor, or their agents, or

c. any data, reports and information,
relating to the Study or its progress
developed by CLINIC and/or the
Principal Investigator

under this Agreement (the “Confidential
Information”).

Sponsor shall own the Confidential
Information and all rights therein.

CLINIC and the Principal Investigator shall
keep the Confidential Information strictly
confidential and shall disclose it only to
those personnel involved in conducting the
Study on a need-to-know basis.

The obligations of confidentiality shall not
apply to Confidential Information to the
extent that it:

a. is or becomes publicly available
through no fault of CLINIC,

b. is disclosed to CLINIC by a third
party not subject to any obligation
of confidence,

C. must be disclosed to ECs, or
applicable regulatory authorities,

d. must be included in any subject’s
informed consent form,

e. is published in accordance with
clause 11, or
f. is required to be disclosed by

applicable law.

10.2

10.3

10.4

b. materidly (mimo jiné Hodnoceny
léCivy pFipravek a komparatory)
poskytnuté  spole¢nosti  Nordic
Bioscience, Zadavatelem nebo
jejich zastupci ZDRAVOTNICKEMU
ZARIZENI, nebo

c. zadna data, zpravy a informace
souvisejici se Studii nebo jejim
provadénim vypracované
ZDRAVOTNICKYM  ZARIZENIM
a/nebo Hlavnim zkousSejicim

podle této Smlouvy (dale jen ,Duavérné
informace®).

Vlastnikem Duvérnych informaci a vSech
prav k Davérnym informacim je Zadavatel.

ZDRAVOTNICKE ZARIZENi a Hlavni
zkousSejici  zajisti  pfisnou  dudvérnost
Duavérnych informaci a sdéli je pouze

pracovnikim podilejicich se na provadéni
Studie, ktefi je potfebuji znat.

Zavazky micenlivosti neplati pro Duvérné
informace, které:

a. jsou nebo se stanou verejné znamymi
bez zavinéni ZDRAVOTNICKEHO
ZARIZENI, nebo

b. ZDRAVOTNICKEMU ZARIZENI sdéli
treti strana, kterda neni vazana
miéenlivosti,

c. musi byt sdéleny EK nebo pfislusnym
organim statni spravy,

d. musi byt soudasti informovaného

souhlasu jakéhokoliv subjektu,
e. jsou zvefejnény v souladu
s €lankem 11, nebo

f. musi byt sdéleny podle pfislusného
zakona.

11. PUBLICATIONS

11. ZVEREJNENI

11.1

Any and all results of the Services and the
Study shall be the sole property of Sponsor.
Sponsor will have the sole and exclusive
right to use the results of the Services and
the Study in any manner deemed
appropriate to Sponsor’s business interest
and Sponsor and Nordic Bioscience will
each have the right to report the names of

11.1

VeSkeré vysledky Sluzeb a Studie jsou
vyhradnim majetkem Zadavatele. Zadavatel
bude mit wvyhradni a vyluéné pravo
k pouzivani vysledkl Sluzeb a Studie
jakymkoliv zpisobem, ktery uzna za vhodny
z hlediska svych obchodnich zajmu, a
Zadavatel i spole¢nost Nordic Bioscience
budou mit pravo nahlasit nazev
ZDRAVOTNICKEHO ZARIZENI zplisobem
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CLINIC as required by law or governmental
regulation.

stanovenym  zakonem  nebo  vladni

vyhlaskou.

11.2  Zadna Smluvni strana nesmi pouzit bez
11.2 No Party to this Agreement shall use souhlasu druhé Smluvni strany (nebo
another Party’s (or Sponsor’s) name in Zadavatele) jméno/nazev druhé Smluvni
advertising, promotions, or other strany (nebo Zadavatele) v reklamnim,
commercial material without the other propaganim nebo jiném  komerénim
Party’s (or Sponsor’s) express written materialu s vyjimkou citovani ze strany
permission, except that Nordic Bioscience spolecnosti Nordic Bioscience a Zadavatele
and Sponsor may quote from and/or ¢asti nebo nazvu jakékoliv publikace
reference any publications resulting from plynouci ze Sluzeb a Studie, kterou vytvofilo
the Services and the Study authored by, or nebo kontrolovalo a schvalilo
reviewed and approved by CLINIC. ZDRAVOTNICKE ZARIZENI.
12. COMPLIANCE 12. DODRZOVANI PREDPISU
12.1 CLINIC and Principal Investigator shall | 12.1 ZDRAVOTNICKE ZARIZENi a Hlavni
perform the Services in strict accordance zkous$ejici budou  poskytovat  Sluzby
with the Protocol and any subsequent v pfisném souladu s Protokolem a
amendments thereto, applicable federal, jakymikoliv  jeho naslednymi dodatky,
state, and local laws, regulations and pfislusnymi federalnimi, statnimi a mistnimi
guidelines, good clinical practices (“GCP”), zakony, predpisy a smérnicemi, spravnou
and instructions provided by Nordic klinickou praxi (dale jen ,SKP“) a pokyny
Bioscience.  CLINIC  and  Principal spolecnosti Nordic Bioscience.
Investigator shall permit Nordic Bioscience ZDRAVOTNICKE ZARIZENi a Hlavni
and agencies such as the FDA, EMA and zkouSejici umozni  spole€nosti  Nordic
the State Institute for Drug Control (SUKL) Bioscience a organdm, jako je FDA, EMA a
to inspect Study records including the Study Statni ustav pro kontrolu Iég&iv (SUKL),
Subjects’ medical records. The informed nahlédnout do studijnich zaznam( vcetné
consent form signed by the Study Subject zdravotnich zaznam( Subjektu studie.
shall provide for access to the Study Informovany souhlas podepsany Subjektem
Subjects’ medical records by Nordic studie zajisti pFistup spoleénosti Nordic
Bioscience and by agencies such as the Bioscience a organum, jako je FDA, EMA a
FDA, EMA and SUKL. SUKL, ke zdravotnim zaznamim Subjektl
studie.
12.2 CLINIC agrees to use appropriate
safeguards to prevent any breach of its | 12.2 ZDRAVOTNICKE ZARIZENI se zavazuje,
obligations under this Agreement. In the Ze pouzije vhodna opatfeni, aby nedoslo
event that CLINIC becomes aware of a k Zzadnému poruseni jeho zavazk( podle této
serious breach of compliance with protocol, Smlouvy. Jestlize se ZDRAVOTNICKE
SOPs, GCP, and/or applicable regulatory ZARIZENi dozvi o zavazném porudeni
requirement(s) relating to patient safety or Protokolu, SOP, SKP a/nebo pfisludnych
data integrity CLINIC will immediately notify pozadavkd organl statni spravy tykajicich
Nordic Bioscience in writing. se bezpec¢nosti nebo integrity dat pacientd,
ZDRAVOTNICKE ZARIZENi s tim
neprodlené pisemné seznami spolecnost
Nordic Bioscience.
12.3  The Principal Investigator will direct and
supervise the Study in accordance with | 12.3  Hlavni zkouSejici bude Fidit Studii a provadét

clause 3. Nordic Bioscience and Sponsor
shall have the right to monitor and audit the
activities of the Principal Investigator and
any subinvestigators in the conduct of the
Study, and monitor and audit the collection
of data from the Study.

dohled nad Studii v souladu s ¢lankem 3.
Spole¢nost Nordic Bioscience a Zadavatel
maji prdvo monitorovat a auditovat €innosti
Hlavniho  zkousSejiciho a  jakychkoliv
spoluzkoudejicich pfi provadéni Studie a
monitorovat a auditovat zaznamenavani dat
v rdmci Studie.
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12.4

125

12.6

12.7

CLINIC shall retain trial-related records for
such period as stipulated by applicable
regulatory requirements in effect at the time
of performance of the Services or for a
longer period as specifically required by
Nordic Bioscience. Nordic Bioscience shall
consequently notify CLINIC in writing when
the trial-related records are no longer
needed.

CLINIC hereby represents and warrants
that neither CLINIC, the Principal
Investigator nor any of CLINIC’s agents or
employees rendering services in connection
with the Study is presently:

a. the subject of a debarment action or
is debarred pursuant to the Generic
Drug Enforcement Act of 1992,

b. the subject of a disqualification
proceeding or is disqualified as a
clinical investigator pursuant to 21
C.F.R. 8§ 312.70, or

c. the subject of an exclusion
proceeding or excluded from
participation in any federal health
care program under 42 C.F.R. Part
1001 et seq.

CLINIC shall notify Nordic Bioscience
immediately upon any inquiry concerning, or
the commencement of any such proceeding
concerning CLINIC, Principal Investigator or
any such agent or employee.

If CLINIC uses electronic systems for
creating, modifying, maintaining, archiving,
retrieving or transmitting any records
including, but not limited to, CRFs, medical
records, informed consent forms, test
results, or other source documents, then
CLINIC warrants that its systems for such
electronic records are in compliance with
Section 21 of the United States Code of
Federal Regulations, Part 11, and Directive
95/46/EC of the European Parliament and
of the Council of 24 October 1995 on the
protection of individuals with regard to the
processing of personal data and on the free

12.4

125

12.6

12.7

ZDRAVOTNICKE ZARIZENI bude evidovat
studijni zdznamy po dobu stanovenou
prislusnymi pozadavky organ( statni spravy
platnymi v dobé poskytovani Sluzeb nebo po
delSi dobu vyslovné stanovenou spoleénosti
Nordic Bioscience. Jakmile jiz studijni
zaznamy nebudou zapotfebi, spoleCnost
Nordic Bioscience to pisemné oznami
ZDRAVOTNICKEMU ZARIZENI.

ZDRAVOTNICKE ZARIZENI timto
prohlasuje a zaruduje, Ze ZDRAVOTNICKE
ZARIZENI, Hlavni zkousejici ani zadny ze
zastupcl nebo zaméstnancu
ZDRAVOTNICKEHO ZARIZENI
poskytujicich sluzby v souvislosti se Studii
v soucCasnosti:

a. neni predmétem zadného
diskvalifikaéniho Fizeni ani neni
diskvalifikovan podle zakona z roku
1992, o generikach,

b. neni pfedmétem Zadného
diskvalifikacniho Ffizeni ani neni
diskvalifikovan z vykonu funkce
klinického  zkou3ejiciho podle
ustanoveni 21 CFR § 312.70, a

c. neni pfedmétem Fizeni o vylou€eni
ani neni vylouCen z ucasti na
zadném  federalnim  programu
zdravotni péce podle ustanoveni
42 CFR ¢&ast 1001 a nésl.

ZDRAVOTNICKE ZARIZENi okamzité
seznami spoleCnost Nordic Bioscience
s jakymkoliv Setfenim nebo zahajenim
jakéhokoliv fizeni tykajicim se
ZDRAVOTNICKEHO ZARIZENI, Hlavniho
zkousejiciho nebo jakéhokoliv takového
zastupce nebo zaméstnance.

Jestlize ~ ZDRAVOTNICKE  ZARIZENI
pouziva elektronické systémy pro tvorbu,
Upravu, evidovani, archivaci, vyhledavani
nebo prenos jakychkoliv zaznama, mimo jiné
CRF, zdravotnich zaznam, informovanych
souhlasl, vysledkl vySetfeni nebo jinych
zdrojovych dokument, pak
ZDRAVOTNICKE ZARIZENI zaruduje, ze
jeho systémy pro takové elektronické
zaznamy jsou ve shodé s § 21 Federalniho
zakoniku Spojenych stati americkych (CFR)
¢ast 11 a Smérnici Evropského parlamentu
a Rady 95/46/ES ze dne 24. fijna 1995 o
ochrané fyzickych osob v souvislosti se
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movement of such data (the Data Protection
Directive).

zpracovanim osobnich Udaji a o volném
pohybu téchto Udaji (Smérnice o ochrané
udajua).

12.8  CLINIC further warrants that, in order to
comply with Part 11, it will not use any | 12.8 ZDRAVOTNICKE ZARIZENI dale zaruduije,
electronic signatures on any documents Ze ve shodé s casti 11 nebude pouzivat
required by, submitted to, or supporting a zadné elektronické podpisy na Zadnych
submission to the SUKL unless it has dokumentech pozadovanych ze strany
certified to the SUKL that it intends such SUKLu, podavanych u SUKLu nebo
electronic signatures to be the legally doplfiujicich podani u SUKLu, pokud
binding equivalent of a hand-written nepotvrdilo SUKLu, Ze chce, aby takové
signature. elektronické podpisy byly pravné zavaznym

ekvivalentem vlastnoruéniho podpisu.

12.9  CLINIC will prepare and maintain complete
and accurate records and data for the | 12.9 ZDRAVOTNICKE ZARIZENIi vypracuje a
Services and will maintain such records and povede Uplné a spravné zaznamy a data pro
data with respect to the Services, including Sluzby a povede takové zaznamy a data pro
the raw data and notebooks, as stipulated Sluzby véetné prvotnich dat a notebookl jak
by applicable regulatory requirements (or je  stanoveno  platnymi  regula¢nimi
subject to Nordic Bioscience’s written pozadavky (nebo podle pisemné Zzadosti
request) after completion of the Services. spoleCnosti  Nordic  Bioscience) od

dokonceni Sluzeb.
13. DATA PRIVACY 13. OCHRANA OSOBNICH UDAJU

13.1 CLINIC shall only process Personal | 13.1 ZDRAVOTNICKE ZARIZENI bude
Information for or on behalf of Nordic zpracovavat osobni Udaje pouze za
Bioscience, acting on behalf of Sponsor, to spoleCnost Nordic Bioscience a jejim
the extent and in such manner as is jménem v zastoupeni Zadavatele v rozsahu
necessary for the purpose of providing the a zplUsobem, jaké budou nezbytné
Services and in accordance with the k poskytovani Sluzeb a v souladu s pokyny
instructions of Nordic Bioscience with spole¢nosti Nordic Bioscience tykajicimi se
regard to the applicable Study and this Studie a této Smlouvy. ZDRAVOTNICKE
Agreement. Before commencement of the ZARIZENi bude pred zahajenim Studie
Study, CLINIC will be required to sign a povinno podepsat Smlouvu o zpracovani
Data Processing Agreement. udaja.

13.2 CLINIC shall implement and maintain | 13.2 ZDRAVOTNICKE ZARIZENI zavede a bude
appropriate administrative, technical and pouzivat vhodna administrativni, technicka a
physical safeguards, and other security fyzicka opatfeni a jina bezpec&nostni opatfeni
measures commensurate with the type of odpovidajici  druhu  osobnich  udajl
Personal Information being processed by zpracovavanych ZDRAVOTNICKYM
CLINIC for and on behalf of Nordic ZARIZENIM za  spolednost  Nordic
Bioscience. Bioscience a jejim jménem.

13.3  CLINIC shall not disclose or transfer any | 13.3 ZDRAVOTNICKE ZARIZENi nesdéli ani

Personal Information processed by CLINIC
for or on behalf of Nordic Bioscience to any
person or entity located outside the
European Economic Area/US without the
prior written consent of Nordic Bioscience
which may be subject to conditions as
Nordic Bioscience deems appropriate.
Where Nordic Bioscience consents to the
disclosure or transfer CLINIC shall comply
with the applicable law, rules and regulation
governing the transfer of Personal
Information into such foreign jurisdiction.

nepreda zadné osobni Udaje zpracovavané
ZDRAVOTNICKYM  ZARIZENIM  za
spoleCnost Nordic Bioscience a jejim
jménem zadné osobé ani subjektu mimo
uzemi Evropského hospodarského
prostoru / USA bez pfedchoziho pisemného
souhlasu spoleCnosti Nordic Bioscience,
ktery mize byt vazan podminkami, které
spole€nost Nordic Bioscience uzna za
vhodné. Jestlize spole¢nost Nordic
Bioscience udéli souhlas se sdélenim nebo
predanim, ZDRAVOTNICKE ZARIZENI

Nordic Bioscience Clinical Development | Herlev Hovedgade 207 | DK-2730 Herlev | Denmark | Company +45 4452 5252 | Fax +45 4452 5251

CVR no. 3058 24 62 | www.nordicbhioscience.com | mail@nordichioscience.com



mailto:mail@nordicbioscience.com

< NORDIC BIOSCIENCE

Version 1.1 Page 5 of 20

dodrzi pfislusné zakony, pravidla a pfedpisy
pro pfedani osobnich (daji do takové
zahranicni jurisdikce.

14.

INDEMNIFICATION

14.

ODSKODNENI

141

CLINIC shall defend, indemnify and hold
harmless Nordic Bioscience, Sponsor and
any agents and employees of Nordic
Bioscience and Sponsor from any liabilities,
claims, actions or suits for personal injury or
death directly arising from the negligence or
willful misconduct of CLINIC, the Principal
Investigator or their representatives.

14.1

ZDRAVOTNICKE ZARIZENI bude hajit a
odSkodni spole¢nost Nordic Bioscience,
Zadavatele a jakékoliv zastupce a
zameéstnance spolec¢nosti Nordic Bioscience
a Zadavatele vic¢i jakymkoliv zavazkim,
narokdm, spordm nebo Zalobam tykajicim se
Ujmy na zdravi nebo smrti pfimo zpUsobené
nedbalosti nebo Umysinym nezékonnym
jednanim ZDRAVOTNICKEHO ZARIZENI,
Hlavniho zkous$ejiciho nebo jejich zastupcu.

15. TERMINATION 15. UKONCENI PLATNOSTI
15.1  This Agreement shall come into effect on | 15.1 Tato Smlouva nabyva ucinnosti dnem
the date of the last signature hereto (the posledniho podpisu (dale jen ,Datum
“Effective Date”) and continue until ucinnosti“) a plati do dokon&eni Sluzeb,
Completion of Services unless terminated nebude-li jeji platnost ukon&ena dfive
sooner in accordance with this clause 15. v souladu s timto &lankem 15.
15.2  This Agreement may be terminated 15.2  Smlouvu Ize ukongit
a. By CLINIC upon thirthy (30) days a. ze strany ZDRAVOTNICKEHO
prior written notice . ZARIZENI pisemnou vypovédi
s dvoutydenni (2 tydny) vypovédni
b. By Nordic Bioscience upon thirty Ihiitou;
(30) days prior written notice.
b. ze strany spole€nosti Nordic Bioscience
c. By Nordic Bioscience or CLINIC pisemnou vypovédi s dvoutydenni
immediately if the applicable (2 tydny) vypovédni Ihatou;
Principal Investigator is unable to
continue to perform the Services in c. ze strany spole¢nosti Nordic Bioscience
a satisfactory matter. nebo ZDRAVOTNICKEHO ZARIZENi
s okamZitou platnosti, jestlize Hlavni
d. By Nordic Bioscience immediately zkousejici nemlze nadale uspokojivé
provided Sponsor elects to pokracovat v poskytovani Sluzeb;
terminate the Study.
d. ze strany Nordic Bioscience s okamzitou
platnosti v pfipadé, ze se Zadavatel
15.3  Upon the date of termination, CLINIC shall rozhodne Studii ukondit.
immediately stop enrolling Study Subjects | 15 5 ZpRAVOTNICKE ~ ZARIZENI ke  dni
into the Study, cease conducting R wx -

. ukonCeni okamzité prestane zafazovat
procedures on Study Subjects already Subjekty studie do Studie, pfestane provadét
enrolled in the Study as directed by Nordic ubjexty K épb' K P die iis
Bioscience, to the extent medically povstupy’a.vy ony se subje ty studie Iz
permissible and appropriate, and observe zarazenym do_ Stqd|e_ podie - pokynd
an obligation to limit all costs’ S,pOI?CnOSt'V, Nordlp Blosmence’ N rozsahvu’

' Iékarsky pfipustném a vhodném a dodrzi

154 Upon the effective date of termination, zavazek omezeni vsech nakladu.
i‘;“':ﬁji‘:‘” ‘;g”d\‘jgtriﬁga‘:‘ig‘;o“r&”g'I\‘f‘(’ﬂ'{;z 154 ZDRAVOTNICKE ZARIZENI provede k datu
Bioscience. Within thirty (30) days after uéinnosti - ukonCeni  vyidtovant, kter_e

' podléha kontrole ze strany Nordic

Nordic Bioscience’s receipt of adequate
documentation, Nordic Bioscience will make

Bioscience. Spole¢nost Nordic Bioscience
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payment to CLINIC wunless Nordic
Bioscience objects to any charge, in which
case, the Parties shall use best efforts to
resolve expeditiously any disagreement.
The payments made by Nordic Bioscience
subject to this clause 15.4, will be for:

a. all Services properly rendered and
monies properly expended by
CLINIC prior to the date of
termination and not yet paid for; and

b. any reasonable non-cancelable
obligations properly incurred for the
Study by CLINIC prior to the
effective date of termination.

provede do ftficeti (30) dni od obdrzeni
odpovidajici dokumentace platbu
ZDRAVOTNICKEMU  ZARIiZENi  kromé
pfipadu, kdy bude mit spole¢nost Nordic
Bioscience namitku vu¢i  jakémukoliv
poplatku; v takovém pfipad& Smluvni strany
vynaloZi veSkeré Usili na urychlené vyfeSeni
jakékoliv  neshody. Platby ze strany
spole¢nosti Nordic Bioscience podle tohoto
odst. 15.4 budou za:

a. vsechny Sluzby fadné poskytnuté a
vydaje fadné vynalozené
ZDRAVOTNICKYM ZARIZENIM do
data ukonceni, které dosud nebyly

uhrazeny;

b. veSkeré pfiméfené nezrusitelné
zavazky radné vznikle
ZDRAVOTNICKEMU ZARIZENI

v ramci Studie do data ucinnosti

15,5 CLINIC shall credit or return to Nordic ukonceni.
Bioscience any funds not expended by . L
CLINIC for the Study prior to the effective | 15.5 ZDRAVOTNICKE ZARIZENI pfipiSe nebo
termination date. vrati spole€nosti Nordic Bioscience veSkeré
finanéni prostfedky, které ZDRAVOTNICKE
15.6  Termination of this Agreement by Nordic ZARIZENI nevygerpalo pro ugely Studie do
Bioscience or CLINIC shall not affect the data ucinnosti ukonceni.
rights and obligations of the Parties accrued
prior to the effective date of the termination. | 15.6 ~ UkonCenim platnosti Smlouvy ze strany
The rights and duties under clauses 5, 6, 8, spoleCnosti  Nordic  Bioscience nebo
10, 11, 12, 13, 14, 15 and 16 of this ZDRAVOTNICKEHO ZARIZENi nebudou
Agreement survive termination of this dotéena prava a zavazky Smluvnich stran
Agreement. vzniklé pfed datem ucinnosti ukonceni.
Prava a povinnosti podle ¢lanku 5, 6, 8, 10,
15.7 If this Agreement is terminated prior to iior}ézen%%rjliu&j a 16 Smiouvy plati i po
completion of the Study, CLINIC shall '
furnish Nor‘dic Bioscience an acceptab!e 15.7 Dojde-li k ukon€eni Smlouvy pfed
|n\_/est|gators report for the Study_ W|_th|n skon&enim Studie, ZDRAVOTNICKE
thirty (30) days from the date of termination. ZARIZENI pieda spolenosti  Nordic
Bioscience pfijatelnou zpravu zkouSejiciho o
Studii, a to do ftficeti (30) dnl od data
ukonceni.
16. DISPUTE RESOLUTION 16. RESENi SPORU
16.1 The Agreement is governed by and | 16.1 Smlouva se fidi a vyklada v souladu
construed in accordance with the Czech law s Ceskym pravem bez ohledu na ustanoveni
without regard to the conflicts of law koliznich norem. Jakykoliv spor nebo narok
provisions. Any dispute or claim arising out plynouci z této Smlouvy nebo v souvislosti
of or in connection with this Agreement, S ni, ktery se nepodafi béhem Sedesati
which cannot be amicably solved within (60) dnu vyfeSit smirnou cestou, bude
sixty (60) days, shall be submitted postoupen vyluéné pfislusnym soudim
exclusively to the competent courts of the Ceské republiky.
Czech Republic.
16.2  Tato smlouva byla vyhotovena v anglickém
16.2  This Agreement has been prepared in both a Ceském jazyce. V pfipadé nesrovnalosti

English and Czech. In the event of any

Nordic Bioscience Clinical Development | Herlev Hovedgade 207 | DK-2730 Herlev | Denmark | Company +45 4452 5252 | Fax +45 4452 5251

CVR no. 3058 24 62 | www.nordicbhioscience.com | mail@nordichioscience.com



mailto:mail@nordicbioscience.com

< NORDIC BIOSCIENCE

Version 1.1 Page 5 of 20

inconsistency, the English version shall
apply and be binding upon the Parties.

bude platit a pro smluvni strany bude
zavazna anglicka verze.

17.

ASSIGNMENT

17.

PREVOD SMLOUVY

171

This Agreement may not be assigned or
otherwise transferred by either Party without
the prior written consent of the other Party,
provided, however, that Nordic Bioscience
may, without such consent, assign this
Agreement and its rights and obligations
hereunder to its affiliates. Any purported
assignment in violation of the preceding
sentences shall be void. Any permitted
assignee shall assume all obligations of its
assignor under this Agreement in writing.

171

Zadna Smluvni strana nesmi tuto Smlouvu
zadnym zpusobem prevadét bez
pfedchoziho pisemného souhlasu druhé
Smluvni strany s tim ale, Ze spole¢nost
Nordic Bioscience muze i bez tohoto
souhlasu prevést tuto Smlouvu a sva prava
a zavazky podle této Smlouvy na své dcefiné
spoleCnosti. Jakykoliv zdanlivy pFevod
v rozporu s predchozimi vétami je neplatny.
Jakykoliv povoleny nabyvatel prfevezme
pisemné veskeré zavazky pfevodce podle
této Smlouvy.

17.2  Conditioned upon prior written consent from
Nordic Bioscience in accordance with | 17.2  Dojde-li s pfedchozim pisemnym souhlasem
clause 16.1 to subcontract part of the spoleC¢nosti Nordic Bioscience v souladu
Services, CLINIC shall provide Nordic s odst. 16.1 k =zadani casti Sluzeb
Bioscience with copies of all agreements subdodavateli, ZDRAVOTNICKE ZARIZENIi
entered into with a subcontractor for preda spolecnosti Nordic Bioscience kopie
provision of services in relation to the vSech dohod o poskytovani sluzeb
Services. CLINIC will at all times be uzavienych se subdodavatelem v souvislosti
responsible for the performance of any se Sluzbami.
subcontractor. ZDRAVOTNICKE ZARIZENi bude vzdy
odpovidat za provedeni prace kazdého
subdodavatele.
18. SPONSOR AS THIRD PARTY 18. ZADAVATEL JAKO OPRAVNENA TRETI
BENEFICIARY STRANA
18.1  Itis understood and agreed that Sponsor is | 18.1  Smluvni strany berou na védomi a dohodly
a third Party beneficiary of clauses 8, 10, 11, se, ze Zadavatel je opravnénou treti stranou
12 and 14. pro ucely ¢lankad 8, 10, 11, 12 a 14.
19. SIGNATURES 19. PODPISY
19.1 This Agreement is executed in two (2) | 19.1 Tato Smlouva je vyhotovena ve dvou
copies, each Party receiving one (1) copy. (2) stejnopisech, z nichz kazda Smluvni
strana obdrzi jeden (1).
19.2  The Agreement will become effective upon | 19.2  Smlouva nabyva ucinnosti dnem posledniho
the date of the last signature (“the Effective podpisu (déle jen ,Datum ucinnosti“).
Date”).
19.3 Nize podepsani prohlasuji, Ze jsou
19.3 The undersigned represent that they are opravnéni podepsat tuto Smlouvu jménem

authorized to sign this Agreement on behalf
of the Parties hereto.

Smluvnich stran.
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For Institute of Endocrinology / For Nordic Bioscience Clinical
Za Endokrinologicky ustav Development A/S | Za spole€énost Nordic
Bioscience Clinical Development A/S

Date / Datum: Date / Datum:
Doc. RNDr. Béla Bendlova, CSc. Jeppe Ragnar Andersen
Executive Director / Reditelka Chief Executive Officer / Vykonny feditel

Acknowledged and agreed /
Beru na védomi a souhlasim

prof. MUDr. Marie Kunesova, CSc.

Date / Datum:

prof. MUDr. Marie KuneSova, CSc.
Principal Investigator / Hlavni zkou$ejici
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EXHIBIT A~ BUDGET |
PRILOHA A — ROZPOCET
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