AGREEMENT TO CONDUCT A
CLINICAL STUDY

which is entered on the date of the last
signature of the contracting party into by and
between:

ACCELSIORS W

SMLOUVA O PROVADENI
KLINICKEHO HODNOCENI

uzaviena ke dni posledniho podpisu smluvni
strany mezi:

Corbus Pharmaceuticals Inc.
500 River Ridge Drive, 2nd Floor, Norwood MA 02062,
United States of America, Federal Tax ID # 26-4776082

hereinafter referred to as “Sponsor”
represented by:

dale jen ,,zadavatel*
zastoupeny:

ACCELSIORS
CRO AND CONSULTANCY SERVICES LTD

H-1147 Budapest’, 50 Miskolci Str.,
Hungary, ID/IC Cg. 01-09-737576

Adresa pro oznamovani:
H-1222 Budapest, 103 Héros Str.

hereinafter referred to as “Accelsiors” or
GGCRO”

reﬁresented bi:

Managing Director

MOTOL UNIVERSITY HOSPITAL
State contribution organization

V Uvalu 84

150 06 Praha 5

ID: 00064203

VAT number: CZ 00064203

Czech Republic

reiresented bi:

Director
Hereinafter referred to as:
,Jnstitution® or ,,Service Provider”

and hereinafter referred to as “Parties”

Recitals:

C. pracovists: 1502
JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

dale jen ,,Accelsiors* nebo ,,CRO*

zastouieni' :

Generalni feditel

FAKULTNi NEMOCNICE MOTOL
statni prispévkova organizace

V Uvalu 84

150 06 Praha 5

IC: 00064203

DIC: CZ 00064203

Ceska republika

zastouiené:
9

feditel
dale jen: ,,Zdravotnické Zarizeni,

poskytovatel sluzeb* nebo ,,Poskytovatel

Zdravotnich Sluzeb”

dale jen “Strany”

Preambule:



(A)

(B)

©)

(D)

(E)

(F)

Whereas Sponsor has engaged Accelsiors to
organize a clinical research study of
Sponsor’s proprietary drug candidate JBT-
101  (hereinafter referred to as the
“Investigational Medicinal Product”);

Whereas Sponsor, after having received the
necessary permission, wishes to engage the
Service Provider in the conduct of the clinical
Study entitled “A Multicenter, Randomized,
Double-Blind, Placebo-Controlled Phase 2
Trial to Evaluate Efficacy and Safety of
Lenabasum in Cystic Fibrosis” at the
premises of Service Provider (“Study”) in
accordance with Sponsor’s protocol no:
JBT101-CF-002 (“Protocol”);

Whereas the Service Provider shall be
responsible for the conduct and monitoring of
the Study;

Whereas the Study shall be carried out by
_ (“Investigator”). The rights
and obligations of the Investigator, as well as
his/her remuneration are stipulated in a
separate agreement;

Whereas the Study shall be carried out within

the estimated period of _ per one
study subject. Preparations for the Clinical

Trial shall begin _, the time for
recruiting of Study Subjects shall start in
i. The estimated number of enrolled
Study subjects is _ Precondition to

the Study 1is the approval of Ethics
Committee;

Whereas the objective of this Agreement for
Conduct of Clinical Study is to stipulate the
conditions of carrying out the Study and to
stipulate the rights and obligations of the
contracting parties within the scope of
carrying out the Study in the Service
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(E) Vzhledem k tomu, Ze KH je nutno ﬁrovést
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(A) Vzhledem ktomu, Ze zadavatel si najal

spolecnost Accelsiors, aby zorganizovala
klinické vyzkumné hodnoceni pro 1€¢ivy
pripravek JBT-101 ktery je potencidlné
registrovanym lékem zadavatele (déle jen
,hodnoceny lé¢ivy pripravek”);

(B) Vzhledem k tomu, ze zadavatel chce pot¢,
co obdrzi potfebné povoleni, povéfit
poskytovatele sluzeb provadénim
klinického hodnoceni s nazvem
»Multicentrické, randomizovaneé,
dvojité zaslepené, placebem
kontrolované klinické hodnoceni faze 2
za ucfelem zhodnoceni uclinnosti a
bezpecnosti lenabasumu u pacienta s
cystickou fibrézou“ v  prostorach
poskytovatele sluzeb (dale jen ,klinické
hodnoceni“ nebo ,,KH®), a to v souladu s
protokolem zadavatele ¢.: JBT101-CF-
002 (dale jen “protokol”),

(C) Vzhledem k tomu, ze poskytovatel sluzeb

bude odpovédny za provadéni klinického
hodnoceni,

(D)  Vzhledem k tomu, Ze klinické
hodnoceni bude provadét _
(dale jen ,,zkouSejici’), pficemz stanoveni jeho
prav a povinnosti 1 jeho odmény je

pfedmétem samostatné smlouvy,

v odhadovaném terminu na

jeden subjekt KH, pficemz piiprava KH
zapocne -I,) lhiita pro ndbor
subjekti  KH zacne bézet

Odhadovany pocet zapsanych subjektii KH
je d Ptedpokladem provadéni KH

je schvéleni ze strany etické komise,

(F) Vzhledem k tomu, Ze cilem této smlouvy

o provadéni KH je stanovit podminky pro
provedeni klinického hodnoceni, stanovit
prava a povinnosti smluvnich stran v
oblasti provedeni klinického hodnoceni v
zafizeni  poskytovatele  sluzeb a
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Provider’s facilities and providing certain
supporting services;

the Parties agree to the above and as follows:

Regulatory Authority approval

1.1

Sponsor shall, through Accelsiors, be
responsible for securing any Regulatory
Authority’s approvals, certificates, licenses
and/or consents, which as per implied
regulations burden Sponsor, necessary to
conduct the Study in compliance with the
standards set forth by Sponsor and this
Agreement. This agreement will come into
force, if Study will be approved by
Regulatory Authority’s decision on the basis
of the Ethics Committee’s expert’s opinion.

Ethics Committee opinion

2.1

Sponsor shall, through Accelsiors, be
responsible for securing the appropriate
approvals of the Ethics Committee (Ethics
Committees).

The Scope of Study

3.1

Service Provider confirms that before
conclusion of this Agreement it had received
the Protocol and Investigator’s Brochure, has
read them and accepts their content. The
Protocol, final version 2.0dated 19 December
2017, the Investigator’s Brochure, final
version 3.0dated 26 October 2017 constitute
Appendixes No. 4, 5 to this Agreement and
Investigator and Service Provider will
conduct the Study strictly in compliance with
the same.

Compliance with Standards

4.1

The Study will be conducted in compliance
with the Clinical Study Protocol code
JBT101-CF-002 subject to positive opinion
pronounced by the Ethics Committee, any
written guidelines, manuals and instructions
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souhlasi
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poskytovani nékterych  doprovodnych
sluzeb;
strany s

vySe uvedenym a

nasledujicim:

1

Schvaleni ze strany organu dohledu

1.1

Zadavatel je prostfednictvim spolecnosti
Accelsiors odpovédny za  zajisSténi
veskerych povoleni veSkerych organt
dohledu, certifikati, licenci a/nebo
souhlast, které¢ jsou podle implicitnich
pfedpistt zodpovédnosti zadavatele, a
které jsou nezbytné k provedeni klinického
hodnoceni v souladu s normami
stanovenymi zadavatelem a v souladu s
touto smlouvou. Tato smlouva nabyva
platnosti za piedpokladu, ze bude KH
schvaleno rozhodnutim orgédnu dohledu na
zéklad¢ odborného posudku Etické
Komise.

Stanovisko etické komise

2.1

3.

Zadavatel je prostfednictvim spolecnosti
Accelsiors odpovédny za  zajiSténi
pfislusnych  povoleni etické komise
(etickych komisi).

Rozsah klinického hodnoceni

3.1 Poskytovatel sluzeb potvrzuje, ze pied

uzavienim této smlouvy obdrzel protokol
a soubor informaci pro zkouSejiciho,
seznamil se s nim a schvaluje jejich obsah.
Protokol v kone¢né verzi €. 2.0 ze dne 19.
12. 2017 a soubor informaci pro
zkousSejiciho v konecné verzi 3.0 ze dne
26. 10. 2017 tvofii ptilohy €. 4 a 5 této
smlouvy a zkousejici i poskytovatel sluzeb
budou KH provadét v pfisném souladu s
témito dokumenty.

Dodrzovani standarda

4.1

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

Klinické hodnoceni bude provedeno v
souladu s protokolem klinického
hodnoceni kéd JBT101-CF-002 v ptipadé
kladného stanoviska vynesené¢ho etickou
komisi, veSkerymi pisemnymi pokyny,



from Accelsiors or Sponsor, applicable
effective national and international laws,
including applicable laws and regulations in
force and effective at the territory of Czech
Republic, in particular Act No. 378/2007
Coll., on Pharmaceuticals, as amended, Act
No. 372/2011 Coll., on Health Services, as
amended, Act No. 101/2000 Coll., on the
Protection of Personal Data, as amended, and
Decree No. 226/2008 Coll. on Good Clinical
Practice and corresponding ordinances, and
all applicable anti-bribery, anti-corruption
and fraud and abuse statutes including
applicable to Sponsor’s conduct of the Study
through Service Provider, under which the
activity of Service Provider could cause
Sponsor to be in violation of such laws, and
in accordance with the internationally
recognized guidelines for Good Clinical
Practice (“ICH-GCP”) (ICH-GCP E6 (R2
version) (hereinafter collectively referred to
as “Applicable Laws”) and upon consents,
approvals and opinions issued by competent
authorities, and competent Ethics Committee,
and (hereinafter referred to as “Regulatory
Authorities”), as well as in compliance with
the standards set forth by Sponsor and the
Investigator’s Brochure and the Protocol,
which are incorporated into, and made a part
of, this Agreement and with all written
guidelines, manuals and instructions,
provided by Accelsiors and Sponsor.

Service Provider represents and warrants
Accelsiors/Sponsor that it shall use, its best
efforts (i) to perform the services for the
benefit of Sponsor, in compliance with the
Applicable Laws and regulations within
agreed  timelines; (i) to  provide
Accelsiors/Sponsor ~ with  the  agreed
deliverables without any deviation; and (iii)
to provide necessary support in responding to
the regulatory queries during registration of
the product in countries where Sponsor
intends to sell the product.
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navody a instrukcemi  spoleCnosti
Accelsiors nebo zadavatele, platnymi a
ucinnymi vnitrostatnimi a mezinarodnimi
pravnimi predpisy, véetn¢ zejména zakonl
a predpist platnych a G¢innych na tzemi
Ceské republiky, zejména zékona <.
378/2007 Sb., o 1éCivech, ve znéni
pozd¢jsich predpist, zdkona ¢. 372/2011
Sb., o zdravotnich sluzbach, ve znéni
pozdéjsich predpisi, zdkona ¢. 101/2000
Sb., o ochrané osobnich udajl, ve znéni
pozdé€jsich predpisi a vyhlasky ¢.
226/2008 Sb., o spravné klinické praxi,
veskerymi platnymi pravnimi piedpisy o
boji proti uplatkaftstvi, korupci, podvodu a
zneuzivani véetné predpisii vztahujicich se
na jedndni zadavatele prostfednictvim
poskytovatele sluzeb, v ramci nichz by na
zdkladé¢ cinnosti poskytovatele sluzeb
mohl zadavatel uveden do postaveni
porusovani téchto pravnich piedpisi, a
déle v souladu s mezinarodn¢ uznadvanymi
pokyny pro spravnou klinickou praxi (dale
jen ,,JCH-GCP*) (ICH-GCP E6 (znéni
R2) (dale jen souhrnné ,,platné pravni
predpisy”), a po schvaleni, souhlasu a
vydani stanoviska pfislusnymi orginy a
prislusnou etickou komisi (dale jen
,»organy dohledu®), stejné jako v souladu
s normami stanovenymi zadavatelem a
dokumenty  Soubor informaci pro
zkous$ejiciho a protokol, kterézto jsou
zapracovany do této smlouvy a jsou
soucasti této smlouvy, a s veskerymi
pisemnymi pokyny, navody a instrukcemi
spolecnosti Accelsiors nebo Zadavatele.

Poskytovatel sluzeb prohlaSuje a ujistuje
Accelsiors 1 zadavatele, ze vynalozi své
nejlepsi usili, aby (1) provadél sluzby ku
prospéchu zadavatele, v souladu s
platnymi pravnimi predpisy a v ramci
dohodnutych terminti; (ii) spolecnosti
Accelsiors €1 zadavateli zajistil sjednané
vystupy bez jakychkoli odchylek a aby
(i) zajistil nezbytnou pomoc pii
reagovani na dotazy organi dohledu v
prabéhu registrace 1éCivého piipravku v
zemich, kde zadavatel pfipravek planuje
prodavat.



4.2

4.3

Service Provider represents and warrants
Accelsiors/Sponsor that that (i) it has and it
will continue to have, during the term of this
Agreement, the expertise, facilities and all
appropriate permits, licenses and
authorizations necessary to provide and
perform Services for conduct of the clinical
study in accordance with this Agreement and
the Protocol; (ii) it will conduct its operations
in compliance with Applicable Laws and
regulations; (iii) that its employees and
Investigator, while providing any of the
Services will fully comply with where
applicable EU directive on clinical trial, ICH
GCP, all applicable laws and regulations; (iv)
that it shall keep all the authorizations,
licenses, permits, approvals, etc valid till the
project completion under this Agreement; (v)
that its employees carrying out any of the
Services in accordance with this Agreement
are not debarred under any applicable law, in
relation to clinical trial, and it will not
continue to engage any such person for
providing Services under this Agreement.

Informed Consent: Study Subject’s
Informed Consent Form (“ICF”) that will be
submitted for approval of the Central Ethics
Committee, shall be provided to Service
Provider. Investigator shall obtain the
signature of the Study Subjects on the ICF
before initiating any Study related procedure.

Personal Data Protection:

Institution and Accelsiors shall be responsible
for their own processing of Personal Data and
shall ensure the protection of all Personal
Data in relation to a Study Subject, Service
Provider, Investigator and/or Study Site Staff,
shall ensure that these data are collected,
stored, used, disclosed and transferred in
accordance with all Applicable Laws and
Requirements and with the ICF obtained from
Study Subjects.
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Poskytovatel sluzeb zajistuje a garantuje
spolecnosti Accelsiors i zadavateli, ze (i)
ma a nadale bude mit v prib&hu ucinnosti
této dohody, odbornych znalosti, zatizeni a
vSechny pfislusné povoleni, licence a
povoleni nezbytné stanovit a provadét
sluzby pro provadéni klinickych studii v
souladu s touto smlouvou a protokolem;
(i1) bude provadét svou Cinnost v souladu
platnymi pravnimi piedpisy; iii) jeho
zaméstnanci a zkouSejici a zaroven
poskytovat vSechny sluzby budou pln¢ v
souladu s platnymi pravnimi piedpisy;
(iv), bude udrzovat vSechny povoleni,
licence a povoleni, schvaleni atd. platné az
do dokonceni projektu v ramci této
smlouvy; (v) jeho zaméstnanci provadéjici
jakékoli sluzby v souvislosti s touto
smlouvou nemaji zak4dzédno na zakladé
platnych prévnich predpisi podilet se na
klinickém hodnoceni, a nebude nadale
angazovat takové osoby pro poskytovani
sluzeb podle této smlouvy.

Informovany souhlas: ICF pro subjekty
klinického  hodnoceni, ktery bude
pfedlozen ke schvaleni pfislusnymi
etickymi komisemi, ktery poskytne
poskytovateli  sluzeb. ZkouSejici se
zavazuje ziskat podpisy od subjektl
klinického hodnoceni do formulafe
informovaného souhsu pifed zahdjenim
jakychkoliv ~ procedur  souvisejicich
s klinickym hodnocenim.

Ochrana osobnich udaji:
Zdravotnické zafizeni 1  spolecnost
Accelsiors ponesou odpovédnost za jimi
ucinénd zpracovavani a zpracovani
osobnich udajli a zajisti ochranu vSech
osobnich udaji ve vztahu k subjektim
KH; poskytovatel sluzeb, zkousejici,
poptipad¢ vyzkumni pracovnici zajisti,
aby tyto udaje byly shromazd’ovany,
uchovavany, pouzivany, poskytovany
jinym a pieddvany v souladu s veskerymi
platnymi pravnimi pfedpisy a pozadavky i
v souladu s ICF ziskaného od subjekti
KH.



b)

4.4

4.5

Institution unambiguously and expressly
agrees that by entering into this Agreement
Accelsiors/Sponsor may process certain
personal identifying information (e.g., name,
hospital or clinic address and phone number,
curriculum vitae) and data about the Research
Staft, Service Provider, its employees, and
others involved in the Study (including agents
and subcontractors) (“Site and Personnel
Information™) for the purpose of fulfilling
legitimate business requirements relating to

clinical trials, and meeting regulatory
requirements.  Processing includes the
collection, use, storage, transfer and

disclosure to third parties (for example,
affiliates of Sponsor, other sites and
Investigators involved in the Study, partners
and regulatory authorities) of Site and
Personnel Information. Also, Site and
Personnel Information may be transferred for
the purposes set forth above to recipients
outside of Czech Republic some of which
may not provide the same level of protection
for individuals’ personal data as that provided
by the member states of the EEA. Acccelsiors
and Sponsor may store Site and Personnel
Information in its databases for limited and
legitimate purposes related to clinical trials,
such as to match investigator expertise and
patient population with clinical study
opportunities. Institution agrees to obtain the
consent of its employees and others involved
in the Study, including without limitation
agents and subcontractors for the processing
(including the collection, use, storage,
transfer and disclosure to third parties) of Site
and Personnel Information and shall provide
such consents to Accelsiors upon written
request. Trial Personnel shall be allowed to
access their Personal Information which has
been collected by Sponsor and CRO and to
have any inaccurate Personal Information
relating to them corrected.

The parties shall ensure the security, integrity
and quality of the Biological Materials is
always maintained.

Notification: If, during the Study, it becomes
apparent that the Study will not be completed
on schedule, the Investigator and/or the
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Zdravotnické zafizeni jednoznacné a
vyslovné souhlasi s tim, ze uzavienim této
smlouvy muze spole¢nost
Accelsiors/zadavatel zpracovavat urcité
osobni informace (napf. nazev, adresu a
telefonni cislo nemocnice nebo kliniky,
zivotopis) a udaje o vyzkumnych
pracovnicich, poskytovateli sluzeb, jeho
zaméstnancich, a dalSich subjektech
zapojenych do klinického hodnoceni
(v€etn¢ zéstupcti a subdodavatel) (dale
jen ,,informace o zdravotnickém zatizeni a
persondlni informace®) za ucelem splnéni
legitimnich ~ obchodnich  pozadavki
tykajicich se klinickych hodnoceni a plnéni
regulacnich pozadavkll. Zpracovani dat

zahrnuje  shromazd’ovani, pouzivani,
uchovéavani, ptredavani a poskytovani
jinym  osobam  (napf.  spfiznénym
spole¢nostem zadavatele, dalSim

zdravotnickym zafizenim a zkousSejicim
zapojenym do klinického hodnoceni,
partnerim a organim dohledu). Informace
o zdravotnickém zafizeni a personalni
informace mohou byt také pro ucely
uvedené vySe pfedavany piijemciim mimo
Ceskou republiku, z nichz néktefi nemusi
mit zajiSténu stejnou Uroven ochrany
osobnich udaji fyzickych osob, kterou
poskytuji  clenské stity  Evropského
hospodatského  prostoru.  Spole¢nost
Acccelsiors a zadavatel mohou informace
o zdravotnickém zafizeni a personalni
informace ukladdat ve své databazi pro
omezené¢ a legitimni ucely tykajici se
klinickych hodnoceni, piedev§im pro
ucely porovnani znalosti zkouSejicich a
populace pacienti s piilezitostmi pro
konani klinickych hodnoceni.
Zdravotnické zafizeni se zavazuje ziskat
souhlas svych zaméstnanct a dalSich osob
zapojenych do klinického hodnoceni
véetné a bez omezeni zastupcu a
subdodavatelii pro zpracovavani (vcetné
shromazd’ovani, uzivani, uchovavani,
pfedavani a poskytovani jinym) informaci
o zdravotnickém zafizeni a personalnich
informaci a na zdklad¢ pisemné Zadosti
poskytne tyto souhlasy spoleCnosti



Institution has to notify Sponsor and
Accelsiors immediately.
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Accelsiors. Tym klinického hodnoceni
bude mit umoznén piistup k jejich osobnim
udajum, které byly shromazdény ze strany
zadavatele 1 CRO 1 moznost zajiSténi
opravy piipadnych nepiesnosti v osobnich
udajich k nim se vztahujicich.

4.4 Strany zajisti bezpecnost, celistvost a
kvalitu biologickych materidli, a to za
kazdych okolnosti.

4.5 Oznamovani: Pokud bude b¢chem
klinického hodnoceni ziejmé, ze klinické
hodnoceni nebude dokonceno v terminu,
zkouSejici €1 zdravotnické  zafizeni
okamzit¢ uvédomi zadavatele a spole¢nost
Accelsiors.

5. Services of Service Provider, facilities and 5. Sluzby poskytovatele sluzeb, zatizeni a
equipment vybaveni

5.1 Service Provider will ensure and uphold the 5.1 Poskytovatel sluzeb zajisti a dodrzi
necessary and appropriate conditions, for the potfebné a vhodné podminky po celou
whole duration of the Study including dobu klinického hodnoceni véetné zatizeni
facilities for the conduct and monitoring of pro provadéni a monitorovani klinického
the Study according to the Protocol, including hodnoceni v souladu s protokolem vcetné
but not limited to space for conducting the a bez omezeni prostor pro provadéni
Study (according to the Accelsiors’ and klinického  hodnoceni (v souladu
Sponsor’s requirements as well as the s pozadavky spolecnosti Accelsiors a
Applicable Laws), electricity, Internet, phone zadavatele 1 platnymi pravnimi piedpisy),
and fax line, sanitary requirements, sufficient elektfinu, internet, telefon a faxovou linku,
place with controlled temperature, sufficient hygienické pozadavky, dostatecné misto s
place for storage of Study materials and regulaci teploty, dostatecné misto pro
archiving of study documentation). uloZeni materidlti klinického hodnoceni a

archivaci  dokumentace  tykajici se
klinického hodnoceni.

5.2 Service Provider agrees that the Investigator 5.2 Poskytovatel sluzeb souhlasi s tim, ze
with her/his Research Staff will conduct the zkouSejici bude se svymi vyzkumnymi
Study at its premises. pracovniky provadét klinické hodnoceni

v prostorach poskytovatele.

5.3 12 lead ECG device and Spirometer will be 53 12-svodové EKG a spirometr poskytne
provided by Sponsor to the Site for the use in mistu klinického hodnoceni pro pouziti v
the study on the basis of a separate loan ramci KH zadavatel na zakladé samostatné
agreement, which sets out all rights and smlouvy o vypujcce, ktera stanovi vSechna
obligations. prava a povinnosti.

5.5 Service Provider shall archive the relevant 5.5 Poskytovatel sluzeb je povinen archivovat

records of the clinical trials in adequate
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5.6

5.7

conditions to prevent their damage or
destruction, for a period of fifteen (15) years,
after the end of the clinical trial (hereinafter
referred to as "Archival Period"). The
Sponsor shall inform the Service Provider no
later than 6 months before the expiry of the
archival period, about how these records and
documents belonging to a clinical trial shall
be treated. In the event that the Sponsor does
not inform the Service Provider about further
processing within a specified time period, it is
assumed that the Sponsor agrees with the
shredding. In the event that the Sponsor
requests extension of the archival period from
Service Provider, the Service Provider shall
require proportional charge for archival from
the Sponsor.

Service Provider in cooperation with
Investigator shall deliver promptly any
document needed by Accelsiors or the
Sponsor in connection with the preparation of
the dossier necessary for the import/export
procedures of the IMP and clinical samples
that are in accordance with Applicable Laws,
including in accordance with applicable
customs requirements.

Anti-Bribery and Anti-Corruption Laws.
Service Provider agrees to comply with all
applicable and effective anti-graft and anti-
corruption provisions, as prescribed by laws
in Czech Republic. Furthermore, Service
Provider expressly agrees that it will not a
make, give, or offer any payment, gift or other
benefit or advantage to any person for the
purposes of securing any improper
advantage; orinducing the recipient or
another person to do or omit to do any act in
violation of their duties or responsibilities (or
for the purposes of rewarding such conduct).

Research Staff

6.1

Trained personnel: Service Provider shall
ensure that the “Research Staff” and all other
persons involved in the conduct of the Study,
including Service Provider’s employees,
agents, service-providers, subcontractors and

C. pracovists: 1502

5.6

5.7

ACCELSIORS W

ve vhodnych podminkach pro jejich
ochranu ptfed poskozenim nebo zni¢enim,
a to podobu patnacti (15) let po ukonceni
klinického hodnoceni (dale jen ,,doba

archivace*).  Zadavatel poskytovateli
sluzby nejpozdéji 6 mésict pred

uplynutim doby archivace sd¢li, jak s
témito zaznamy a dokumenty patiicimi ke
klinickému hodnoceni nakladat. V
ptipad¢, ze zadavatel poskytovatele sluzeb
o dalSim zpracovani v ramci daného
¢asového obdobi neinformuje, ma se za to,
ze zadavatel souhlasi se skartaci. V
ptfipad¢, ze zadavatel od poskytovatele
sluzeb pozaduje rozsifeni doby archivace,
bude poskytovatel sluzeb od zadavatele
pozadovat imérny poplatek za archivaci.

Poskytovatel sluzeb ve spolupraci se
zkousejicim doruc¢i neprodlené jakykoliv
dokument, ktery potifebuje spolecnost
Accelsiors nebo zadavatel v souvislosti s
pripravou dokumentace potiebné pro
import/export HLP a klinickych vzork,
které jsou v souladu s platnymi pravnimi
predpisy, a to vetn¢ souladu s platnymi
celnimi pozadavky.

Pravni predpisy o boji proti uplatkarstvi
a korupci. Poskytovatel sluzeb se
zavazuje dodrZzovat veskera platnd a i€inna
ustanoveni o boji proti uplatkaistvi a
korupci podle ¢eskych pravnich predpist.
Poskytovatel sluzeb dale vyslovné souhlasi
s tim, Ze neprovede, neposkytne ani
nenabidne Zadnou platbu, dar nebo jiny
prospéech ¢i vyhodu jakékoli osobé s cilem
zajisti jakoukoli neopravnénou vyhodu
nebo pfimét piijemce nebo jinou osobu k
jednani nebo nejedndni v rozporu s jeji
povinnosti nebo odpovédnosti (nebo pro
ucely odmény za toto chovani).

VvzKumny personal

6.1
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Zaskoleny personal: Poskytovatel sluzeb
zajisti, aby byl vyzkumny tym a vSechny
ostatni osoby podilejici se na provedeni
klinického hodnoceni vcetné ostatnich
zaméstnanci  poskytovatele  sluzeb,



6.2

6.3

co-operators are made aware of the terms of
this Agreement, they are obligated to perform
their services based on similar terms and
conditions as part of their
employment/service contracts and shall
ensure that all such persons conduct the Study
in accordance with this Agreement and
Applicable Laws. Service Provider confirms
that the conclusion and the performance of
this Agreement and the separate Agreement
of the Investigator do not violate any statutory
or contractual provisions, including but not
limited to those of the employment contract
of Investigator with the Service Provider or
any other employer. Service Provider further
confirms that Investigator has obtained all
necessary approvals for performing the Study
under a separate Agreement, including, but
not limited to, an approval by the Service
Provider for the sideline employment of
Investigator.

“Research Staff”’ mean the whole personnel
under the Investigator’s direction and control
including those listed in the personnel
signature sheet.

No Debarment: Service Provider represents
and warrants that it does not now and will not
in the future use in any capacity the services
of any person who has been excluded, and in
particular debarred under subsection 335a of
Title 21 of the United States Code or any
other applicable national laws or provisions
of relevant national professional bodies for
the conduct of the current Study and will
notify Sponsor and Accelsiors if it becomes
aware of any such exclusion or debarment
during the term of this Agreement and for one
(1) year after.

Accelsiors, in the name of Sponsor, represents
and certifies that no assignments or tasks
requested by Sponsor shall lead to violation
of Applicable Laws.

C. pracovists: 1502

6.2

6.3
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ACCELSIORS W

zastupcl,,  zprostfedkovateli  sluzeb,
subdodavatelil a spolupracujicich subjektii
poskytovatele sluzeb informovany o
podminkach této smlouvy, zavazany k
plnéni svych sluzeb v rdmci svych smluv o
pracovnim poméru nebo o poskytovani
sluzeb na zéklad¢ obdobnych podminek a
dale zajisti, ze vSechny uvedené osoby
provedou toto klinické hodnoceni v
souladu s touto smlouvou a platnymi
pravnimi predpisy. Poskytovatel sluzeb
potvrzuje, Ze uzavienim a plnénim této
smlouvy neporusuje zadna zdkonna nebo
smluvni ustanoveni véetn¢ a bez omezeni
téch, které se tykaji pracovni smlouvy
zkousejictho s poskytovatelem sluzeb
nebo jinym zaméstnavatelem.
Poskytovatel sluzeb dale potvrzuje, ze
zkouSejici  ziskal vSechna potfebna
povoleni k  provadéni  klinického
hodnoceni na zéklad¢ této smlouvy, vcetné
a bez omezeni schvaleni ze strany
poskytovatele sluzeb pro vedlejsi pracovni
pomér zkousejiciho.

Pod pojmem ,,vyzkumni pracovnici® se
rozumi cely persondl spadajici pod vliv a
pokyny zkousejicitho, a to vcetné osob
uvedenych v podpisovém listu personalu.

Zadna vylouéeni: Poskytovatel sluzeb
prohlaSuje a zarucuje, Ze ani nyni, ani v
budoucnosti  nevyuzije  jakymkoliv
zpusobem sluzby osoby, ktera byla
vyfazena, ¢i zejména vylouCena podle
odst. 335a hlavy 21 zdkona Spojenych
stath americkych nebo jinych platnych
vnitrostatnich ~ pravnich  pfedpisi a
pfedpisit  pfislusnych  vnitrostatnich
profesnich organt za tcelem provadéni
tohoto klinického hodnoceni a dale a bude
informovat zadavatele a spolecnost
Accelsiors, pokud se po dobu trvani této
smlouvy a jest¢ jeden (1) rok poté o
jakémkoli takovémto vylouceni dozvi.

Accelsiors jménem zadavatele prohlasuje
a potvrzuje, ze zddna zadani nebo ukoly
pozadované zadavatelem nepovedou k
poruseni platnych pravnich predpisi.



6.4 Replacement of Staff Members: If in 6.4

opinion of Sponsor any member of the
Research Staff is in failure of adequate and
agreed contribution to the conduct of Clinical
Trial, Sponsor through Accelsiors may
request Service Provider to replace that
member of the Research team by an
appropriate person within a reasonable period
of time.

6.5 Licenses and permits: The Service Provider 6.5

warrants, that all Research Staff have such
current licenses and permits as may be
required to perform clinical studies.

6.6 Financial Statement: Service Provider 6.6

hereby acknowledges that Sponsor may
report compensation or other value provided
directly or indirectly to Service Provider to
domestic or foreign regulatory authorities as
required by law.

6.7 Key Personnel: The following persons are 6.7

key persons to conduct Clinical Study:

Should Investigator — for any ground — not be
in its position to act in role of Investigator and
no replacement investigator is acceptable to
both Sponsor and Service Provider, this
Agreement can be terminated by Sponsor in
accordance with clause 18.2 below.

... Liabilities 7.
7.1 Liability of Service Provider: Service 7.1

Provider shall be liable for the compliance
with its tasks set forth in this Agreement and
for the acts and omission of the Research
Staft. Should Service Provider, or any of its
Research Staff not fulfil any of its tasks
stipulated in this agreement, Study Protocol,
other Study related written Instructions,
Regulatory Approval and Ethics Committee

C. pracovists: 1502
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Nahrada vyzkumnych pracovniku:
Pokud podle nézoru zadavatele kterykoliv
¢len vyzkumného tymu selze a neni
schopen piiméfené prispivat k provadéni
klinického hodnoceni, jak bylo dohodnuto,
muze zadavatel prostiednictvim
spole¢nosti Accelsiors pozadat
poskytovatele sluzeb, aby tohoto clena
vyzkumného tymu nahradil vhodnou
osobou v piimétrené Thute.

Licence a povoleni: Poskytovatel sluzeb
zarucuje, ze vSichni vyzkumni pracovnici
maji platné licence a platna povoleni. jez
jsou nutnosti k provadéni klinickych
hodnoceni.

Finan¢ni prohlaseni: Poskytovatel sluzeb
je timto srozumén, ze zadavatel smi
odmény nebo jiné hodnoty poskytnuté
pfimo nebo nepiimo poskytovateli sluzeb
oznamovat vnitrostditnim 1 zahrani¢nim
organim dohledu podle platnych pravnich
predpisii.

Kliovi pracovnici: Nasledujici osoby
jsou klicové osoby pro provadéni
klinického hodnoceni:

V pftipad¢, ze zkouSejici — z jakéhokoliv
divodu — nemilZe zastdvat roli
zkouSejictho a Z&dny jiny nahradni
zkouSejici neni pro zadavatele a
poskytovatele sluzeb ptijatelny, mize byt
tato smlouva ukonfena spolecnosti
Accelsiors v souladu s nize uvedenym
bodem 18.2.

Zavazky

Odpovédnost poskytovatele sluzeb:
Poskytovatel sluzeb je odpovédny za
dodrZovani svych ukold stanovenych v
této smlouvé i za jednani ¢i opomenuti
vyzkumnych pracovnikd. Pokud
poskytovatel sluzeb nebo nékdo z jeho
vyzkumnych pracovnikll nesplni jakykoli
ze svych ukoll stanovenych v této
smlouvé, v  protokolu  klinického

10



7.2

opinion, and/or local, international regulatory
requirements and relevant Applicable Laws, it
shall be deemed as fundamental breach of
contract. As consequence of  such
fundamental breach Sponsor may terminate
this agreement according to Section 18.2 of
this Agreement. In this case Service Provider
will have no claim for remuneration for
rendered services under this Agreement.

No Subcontractors. Service Provider is not
entitled to subcontract its contractual
obligations or a part of it. Any subcontracting
under this agreement is valid only, if Service
Provider asked Sponsor for its approval
previously and the approval of Sponsor has
been granted in writing.

Protocol Amendments

8.1

8.2

Sponsor alone has a right to make unilateral
amendments to the Protocol and/or the
Investigator Brochure and/or any other study
material that will become binding for Service
Provider.

Where required by Applicable Laws,
amendments to the Protocol approved by
Sponsor shall be submitted in writing by the
Sponsor to the Ethics Committee and/or other
Regulatory Authority. Where required by
Applicable Laws, amendments to the
Protocol shall not be implemented until the
approval of the Ethics Committee and/or
other Regulatory Authority has been granted.
Substantial changes required by Protocol
amendment affecting this Agreement shall be
discussed between Investigator, Service
Provider and Accelsiors, and if deemed
necessary, the Parties shall change or extend
the current Agreement.

Investigational Medicinal Product (IMP)

7.2

8.

ACCELSIORS W

hodnoceni nebo jinych pisemnych
instrukcich vztahujicich se ke klinickému
hodnoceni, ve schvaleni organu dohledu a
ve stanovisku etické komise, ptfipadné v
mistnich ¢i mezinarodnich regulacnich
pozadavcich a  platnych  pravnich
predpisech, bude to povazovano za
zasadni poruSeni smlouvy. Jako disledek
tohoto zasadniho poruseni mize zadavatel
tuto smlouvu podle odstavce 18.2 ukondit.
V tomto piipad¢ nemusi mit poskytovatel
sluzeb narok na odménu za poskytnuté
sluzby na zakladé této smlouvy.

Zadni subdodavatelé.  Poskytovatel
sluzeb neni opravnén zadat své smluvni
zavazky nebo jeho ¢asti nékomu jinému.
Kazda subdodavka v rdmci této smlouvy je
platnd pouze tehdy, pokud poskytovatel
sluzeb pozadal zadavatele pfedem o jeji
schvéleni a zadavatel schvaleni ud¢lil.

Zmény v protokolu

8.1 Zadavatel ma pravo provadét jednostranné

8.2

zmény Vv protokolu nebo souboru
informaci nebo v jakémkoli jiném
materidlu KH, a tyto zmény se pro
poskytovatele sluzeb stanou zavaznymi.

Pokud to vyZzaduji platné pravni piedpisy,

musi byt ptedlozeny zmény v protokolu
schvalené zadavatelem pisemné
Zadavatelem etické komisi a/nebo organu
dohledu. Pokud to vyzaduji platné pravni
pfedpisy, nesmi byt zmény v protokolu
provedeny, dokud nebyl udé€len souhlas
etické komise a/nebo jiného organu
dohledu. Podstatné zmény v disledku
zmény protokolu ovliviiujici tuto smlouvu
budou projednany se zkouSejicim,
poskytovatelem sluzeb a spolecnosti
Accelsiors, a pokud je to nezbytné,
smluvni strany stavajici smlouvu zméni
nebo rozsifi.

Hodnoceny lééivy pripravek (HLP) a

and clinical samples

C. pracovists: 1502

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

klinické vzorky
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9.1

9.2

10.

Sponsor shall ensure the delivery of the IMP
and placebo to the pharmacy of the Service
Provider, where the pharmacist will take over
and check the delivery (i.e. especially if it is
not damaged, in case of special transport
requirements, if these requirements are met)
and confirms the receipt of the consignment.

Upon acceptance of the delivery, the
Investigator will collect the IMP and placebo
from the pharmacy of the Service Provider
and bear full responsibility for their
safekeeping.

Sponsor is obliged to notify either by e-mail
or by telephone the authorised pharmacist of
the Service Provider at least 3 (three) business
days prior to delivery.

Sponsor shall arrange delivery to:
Nemocnic¢ni lékarna FN Motol,

V Uvalu 84, 150 06 Praha5 and address the
shipment on the name of the responsible
pharmacist.

Service Provider shall ensure uninterrupted
availability of required temperature condition
and space for storage of the IMP JTB-101 and
placebo (hereinafter collectively referred to
as “Sponsor material’) and clinical samples,
and that they are appropriately (and under
required temperature condition) stored at the
facilities of the Service Provider according to
the instructions given and used solely and
exclusively for the purposes of conducting the
Study. Clinical samples (including blood,
serum and other biological materials)
obtained from Study Subjects participating in
the Study will only be wused for
Protocolspecified testing. The unused
Sponsor material as well as all packages
containing the unused Sponsor material
and/or empty ones shall be returned at
Sponsor’s cost to Accelsiors after completing
or termination of the Study, or at other times
indicated by Sponsor or Accelsiors.

Adverse Events

C. pracovists: 1502

9.1
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10.

ACCELSIORS W

Zadavatel zajisti dodani HLP a placeba
1ékarné€ poskytovatele sluzeb, pticemz tato
Iékarna dodavku pfevezme a zkontrolujte
(j. zejm. poSkozeni a v piipad¢ zvlastnich
pozadavkii na pfepravu zda jsou tyto
pozadavky splnény) a potvrdi piijeti
zésilky.

Po ptevzeti dodavky zkousejici HLP a
placebo odebere z 1¢karny poskytovatele
sluzeb a nese plnou odpovédnost za jejich
bezpecnou tschovu.

Zadavatel je povinen uvédomit oficidlni
Iékarnu poskytovatele sluzeb alespon 3
(tf1) pracovni dny pted dodavkou, a to bud’
e-mailem, nebo telefonicky.

Zadavatel zajisti dodani na adresu:
Nemocni¢ni lékarna FN Motol,

V Uvalu 84, 150 06 Prahas5 a zasilku bude
adresovat na jméno/ndzev odpovédné
1€kérny.

Poskytovatel sluzeb zajisti nepfetrzitou
dostupnost pozadovan¢ho stavu teploty a
prostoru pro skladovani hodnoceného
lécivého ptipravku JBT-101 a placeba
(déle jen souhrnné ,material
zadavatele®) a klinickych vzorkd i to, Ze
jsou fadné (a v pozadovanych tepelnych
podminkach) uloZzeny v  prostorach
poskytovatele sluzeb podle danych
pokynil a pouzivany pouze a vyhradné pro
ucely provadéni KH. Klinické vzorky
(v€etn€é krve, séra a jinych biologickych
materiald) ziskané od subjektl, které se
ucastni klinického hodnoceni, budou pouzity
pouze pro protokolem  specifikované
testovani. Nepouzity materidl zadavatele
bude stejné jako vSechna baleni obsahujici
nepouzity materidl zadavatele a/nebo
prazdna baleni po dokonceni nebo
ukonceni klinického hodnoceni nebo v jiné
dobé urcené zadavatelem nebo spole¢nosti
Accelsiors vracen spolecnosti Accelsiors.

Nezadouci prihody

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni
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10.1

10.2

10.3

10.4.

11

Adverse events and serious adverse events as
well as serious adverse drug reactions and
unexpected serious adverse drug reactions are
to be recorded and reported by the
Investigator pursuant to the applicable local
law above and pursuant to the ICH GCP
Guidelines (“Regulations’) and the Protocol.

Service  Provider shall ensure that
Investigator shall fully comply with the
adverse event provisions of the Protocol and
this Agreement.

Sponsor/Accelsiors shall be responsible for
notifying adverse events to the Regulatory
Authority according to the relevant and
effective regulatory requirements.

Service Provider will facilitate in any way the
full access of Accelsiors and Sponsor and
their representatives, supervisors and auditors
to monitor all medical records and results of
assessments (including, but not limited to
laboratory, X-rays, imaging, ECG) of study
participants, including those carried out in
other functional units for the purpose of
diagnosis and treatment of any expected,
unexpected and/or undesirable event defined
in the Protocol, relevant Applicable Laws
and/or  International = Conference  on
Harmonization guide-lines.

Record keeping, reporting

11.1

11.2

Service Provide rshall assist the Investigator
to ensure that adequate and accurate, correct,
complete, legible and timely written records
are maintained at Service Provider as required
by the Protocol and Applicable Laws,
regulations and ICH-GCP.Records will not be
destroyed without the prior written consent of
Sponsor.

Accelsiors’ and Sponsor’s representatives,
supervisors and auditors may on behalf and in

C. pracovists: 1502
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11

ACCELSIORS W

Nezadouci ptihody a zavazné nezadouci
ptihody, jakoz i zdvazné nezadouci ucinky
lé¢iva a zavazné neocekédvané nezddouci
ucinky léciva budou zaznamendvany a
oznamovany zkouSejicim v souladu s
platnymi pravnimi pfedpisy a podle fadu
ICH GCP (dale jen ,fad“) a podle
protokolu.

Poskytovatel sluzeb zajisti, aby zkousejici
pIn¢ dodrzoval ustanoveni protokolu a této
smlouvy tykajici se nezadoucich piihod.

Zadavatel/spole¢nost ~ Accelsiors  maji
odpovédnost za okamzité informovani
organu dohledu o nezadoucich piihodach
podle ptislusnych a ucinnych regulaénich
pozadavkd.

Poskytovatel sluzeb umozni jakymkoli
zpusobem Uplny pfistup spolecnosti
Accelsiors a zadavateli nebo jejich
zastupcim, kontrolnim organim a
auditorim s cilem kontrolovat vSechny
I¢katské zaznamy a vysledky hodnoceni
(v€etné a bez omezeni laboratornich
hodnoceni,  rentgenovych  vysledkd,
vysledkli zobrazovacich zatizeni, EKG)
véetné téch, ktera se provadéji v jinych
funkénich oddélenich za Gcelem stanoveni
diagnozy a lécby jakékoli ocekavané,
neoCekavané a/nebo nezddouci piithody
definované protokolem, platnymi
pravnimi predpisy nebo smérnicemi
Mezinarodni konference pro harmonizaci.

Evidence, podavani zprav

11.2

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

Poskytovatel sluzeb bude nadpomocen pfi
zajiSténi, aby zkouSejici v prostorach
poskytovatele sluzeb vedl odpovidajici,
pfesné, spravné, Uplné, citelné a vCasné
pisemné zaznamy, jak to vyzaduje
protokol, platné pravni predpisy, predpisy
a ICH-GCP. Zaznamy nebudou zniceny

bez ptredchoziho pisemného souhlasu
zadavatele.
Zastupci  spolecnosti  Accelsiors  a

zadavatele, supervizofii a auditofi mohou v
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11.3

11.4

12

the name of the Sponsor, during regular
business hours and upon a prior notification
given to Service Provider of least 3 (three)
days in advance to:

11.2.1 examine and audit Investigator’s
facilities at Service Provider required
for performance of the Study; and

11.2.2 review and copy all
Documentation; and

Study

11.2.3 review and copy all Study Subjects’
source documents

under provision that is in line with personal
data protection.

Both the Sponsor and the CRO do not have
the right to consult the Service provider's
financial records.

Service Provider shall immediately inform
Accelsiors and Sponsor in writing if it
becomes aware of or foresees any
irregularities or suspected irregularities in the
conduct of the Study or in the Study
Documentation.

Accelsiors/Sponsor shall provide Service
Provider or Investigator with all new relevant
information relating to the IMP as and when
instructed by Sponsor during the course of the
Study as provided to Accelsiors by Sponsor.

Monitoring, Inspections

12.1

The conduct of Study and its results will be
monitored by appointed Accelsiors’ Staff and
Sponsor’s representatives, including
monitor’s  supervisors, Sponsor’s and
Accelsiors’ auditors or inspectors of relevant
regulatory bodies. Monitoring or auditing by
the Sponsor or the CRO will be agreed at least
two business days in advance and must not

C. pracovists: 1502
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11.4
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zastoupeni a jménem zadavatele béhem
bézné pracovni doby a na zakladé¢
predbézného oznameni podanému
poskytovateli sluzeb nejméné 3 (tfi) dny
predem:

11.2.1 zkoumat a provefovat zafizeni
zkousejiciho v zatizeni
poskytovatele sluzeb pottebné pro
provadéni klinického hodnocenti,

11.2.2 prohlizet a kopirovat veskerou
dokumentaci tykajici se klinického

hodnoceni,
11.2.3 prohlizet a kopirovat podkladové
dokumenty vSech subjektil

klinického hodnoceni,

a to za podminky dodrzeni ochrany
osobnich tdaju.

Zadavatel ani CRO nemaji pravo nahlizet
do tucetnich knih poskytovatele sluzeb.

Poskytovatel sluzeb neprodlené pisemné
uveédomi Accelsiors a zadavatele, pokud se
dozvi o néjaké nesrovnalosti nebo ji
predpokladd ¢i ma podezieni na
nesrovnalost pii provadéni klinického
hodnoceni nebo v dokumentaci tykajici se
klinického hodnoceni.

Accelsiors ¢i zadavatel podaji
poskytovateli  sluzeb veskeré nové
relevantni  informace  tykajici  se
hodnoceného 1écivého piipravku podle
pokynt zadavatele v pribéhu klinického
hodnoceni, jakmile je zadavatel poskytne
spolecnosti Accelsiors.

Monitorovani, inspekce

12.1

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

Pribéh klinického hodnoceni a jeho
vysledky budou sledovat zaméstnanci
spoleCnosti  Accelsiors a  zastupci
zadavatele vcetné supervizorli monitora a
auditort zadavatele nebo spoleCnosti
Accelsiors nebo inspektorti ptisluSnych
regulacnich organti. Monitorovani ¢1 audit
ze strany zadavatele nebo CRO bude
domluvena alespoit dva pracovni dny
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12.2

12.3

12.4

interfere significantly with the routine

operation of the Service Provider.

Service Provider shall provide Accelsiors’
and the Sponsor’s authorized employees, and
representatives, including supervisors and
auditors as well as domestic and foreign
Regulatory Authorities with the access to all
Study related documentation, facilities and
equipment, results of laboratory tests and
examinations as well as other information on
the Study, including Study Subjects data.
Furthermore Service Provider will provide
Access to the above personnel for reviewing,
collecting or copying (whichever is
applicable) of all relevant historical patient‘s
documentation kept at Service Provider
archive or in another place, in particular
documentation regarding the Study and Study
Subject’s and necessary for verification of
Study Subject’s eligibility for the Study, if the
rules of personal data protection are adhered
to.

If any Regulatory Authority conducts, or
gives notice to Service Provider of its intent
to conduct an inspection of the Study at the
Service Provider or to take any other
regulatory action with respect to the Study
provided under this Agreement, Service
Provider will promptly notify Accelsiors and
Sponsor, and where reasonably practicable,
Accelsiors will notify Service Provider and
Investigators on its guidelines with respect to
such inspection and/or regulatory action.
Accelsiors, however, acknowledges that it
may not direct the manner in which Service
Provider fulfils its obligations with respect to
investigation conducted by Regulatory
Authority.

Sponsor shall have the right to visit the Study
Sites during the performance of the Study and

C. pracovists: 1502
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12.3

12.4
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ACCELSIORS W

pfedem a nesmi naruSit bézny chod
poskytovatele sluzeb.

Poskytovatel sluzeb poskytne opravnénym
zaméstnancim a zastupcum spolecnosti
Accelsiors a zadavatele, véetné dohledu a
auditori, stejn¢ jako domécim 1
zahrani¢nim organiim dohledu pfistup
k veskeré  dokumentaci  tykajici se
klinického hodnoceni, vybaveni a zafizeni,
k vysledkiim laboratornich testd a
vySetfeni, stejn¢ jako k ostatnim
informacim o klinickém hodnoceni,
vcetné dat subjektt klinického hodnoceni.
Poskytovatel sluzeb dale vyse uvedenému
persondlu poskytne pfistup k revizi, sbéru
nebo kopirovéni (podle toho, co je
relevantni) veskeré dokumentace pacienti
tykajici se jejich anamnéz a uchovavané v
archivu poskytovatele sluzeb nebo na
jiném misté, zejména k dokumentaci
tykajici se klinického hodnoceni a

subjekti  klinického hodnoceni a k
nezbytné dokumentaci pro ovéfeni
zpusobilosti  subjektu  pro Gcast na

klinickém hodnoceni za ptedpokladu
dodrZeni pravidel ochrany osobnich udaja.

Pokud né&ktery organ dohledu provadi
inspekci KH nebo oznadmi poskytovateli
sluzeb svij zamér provést inspekci
klinického hodnoceni u poskytovatele
sluzeb, nebo hodla pifijmout jakékoli jina
regulacni opatieni s ohledem na klinické
hodnoceni ustanovené podle této smlouvy,
poskytovatel sluzeb to neprodlené oznami
spolecnosti Accelsiors a zadavateli a tam,
kde je to prakticky mozné, oznami
spolecnost Accelsiors poskytovateli sluzeb
a zkouSejicim své pokyny s ohledem na
takovou inspekci a/nebo  regulacni
opatfeni. Spole¢nost Accelsiors vSak bere
na veédomi, ze nefidi zplsob, jakym
poskytovatel sluzeb plni své povinnosti s
ohledem na inspekci vedenou organem
dohledu.

Zadavatel mé pravo navstivit mista konani

klinického hodnoceni béhem provadéni
klinického hodnoceni a po jeho ukonceni
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after the termination of the Study, at mutually
convenient times for the following purposes:

(1) to provide to Investigator information

(ii)

(ii1)

(iv)

13.

and instruction on the execution of the
Study;

to assess and/or confirm that Study is
being conducted by Investigator and
Research team to the standards agreed
upon herein;

to inspect the procedures, facilities and
Study records as described above
(including portions of other pertinent
records for all patients in the Study) and
those procedures, facilities or Study
records of the Investigators;

to ascertain the study performance, to
copy at his own account the whole study
documentation collected during the
study for the purpose of regulatory
authorization's inspection or any other
purposes in accordance to Sponsor's sole
discretion.

Costs and payment

13.1.

13.2 Additionally as

13.3

As consideration for Study Services
performed in accordance with the terms of
this Agreement, Sponsor shall pay to
Service Provider the sums and at the
intervals set out in Appendix No. 1

consideration for the
supporting services specified in this
Agreement, Accelsiors will pay to Institution
against appropriate and valid invoices the
amounts set out in Appendix No. 1.

The account and payment currency under the
terms of this Agreement is the EUR. Payment
will be drawn in EUR and shall be paid
against invoice provided in compliance with
the requirements of Local tax and accounting
laws by Service Provider. All taxes imposed

C. pracovists: 1502

A\

ACCELSIORS W

dob¢, ktera je vzajemné vhodna pro

nasledujici ucely:

@

(ii)

(iii)

(iv)

poskytnuti informaci a instrukei
zkousejicimu k provadéni klinického
hodnoceni;

posouzeni a/nebo potvrzeni, Ze
klinick¢é hodnoceni je provadéno
osobami vykonavajicimi klinické
hodnoceni dle norem dohodnutych v
této smlouve,

kontrola  procedur, zafizeni a
zaznaml  klinického  hodnoceni
popsanych vyse (vCetné ¢asti jinych
relevantnich zaznamu vSech pacient
ucastnicich se klinického hodnoceni)
1 procedur, zafizeni a zaznamu
klinického hodnoceni zkousejiciho,

a pro ujisténi o plnéni provadéni KH
pak 1 kopirovani (na vlastni ndklady)
cel¢ dokumentace KH ziskané v
pribéhu KH pro ucely kontroly
organu dohledu nebo pro jakékoli
jiné¢ ucely dle vlastniho uvaZeni
zadavatele.

13. Naklady a platby

13.1.

13.2 Navic jako finan¢ni

Jako protihodnotu za sluzby v ramci
klinického hodnoceni provadéné v
souladu s podminkami této smlouvy
Zadavatel zaplati spole¢nost
poskytovateli sluzeb ¢astky v terminech
uvedené v priloze ¢. 1.

ohodnoceni za

podpirné sluzby uvedené v této smlouve
zaplati Accelsiors poskytovateli sluzeb dle

fadnych a

platnych  faktur  astky

stanovené v Pfiloze ¢. 1.

13.3

Ulet a ména plateb je v souladu s

podminkami této smlouvy v EUR. Platba
bude provedena v EUR a bude zaplacena
na zaklad¢ faktury dodané poskytovatelem
sluzeb v souladu s mistnimi dafovymi a
ucetnimi pozadavky. Za vSechny dané

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni
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13.4.

13.5.

13.6.

13.7

13.8

14.

on any payment made by Accelsiors shall be
the responsibility of Service Provider.

Performance Statement for the billing will be
delivered to Service Provider by study
Monitor.

All payment amounts due to Service Provider,
are VAT inclusive. Unless this Agreement
expressly provides otherwise such payments
constitute the full compensation for all
services rendered and costs incurred by the
Service Provider under this Agreement.

Service Provider acknowledges that it has no
direct claim against Accelsiors for the
considerations of their rendered services,
except if the Sponsor already provided
Accelsiors the corresponding amount to be
paid to the Investigator; in this case
Investigator is entitled to claim this amount
from Accelsiors.

Fair Market Value. The Parties agree that the
compensation provided under this Agreement
represents the fair market value of the
services performed under this Agreement, has
been negotiated in an arm’s-length
transaction, and has not been determined in
any manner with regard to any implicit or
explicit agreement to provide favorable
procurement decisions with regard to
Sponsor’s products, or to the value or volume
of any business or referrals generated
between the parties.

The expected maximum amount payable to

the Institution ﬁer comﬁleted patient is

Indemnities

14.1

Sponsor declares and confirms that, in
accordance with the provisions of § 52 Par. 3,
letter (f) of the Act No. 387/2007 Coll., on

C. pracovists: 1502

13.4.

13.5.

13.6.

13.7

ACCELSIORS W

uvalené na kazdou platbu provedenou
spole¢nosti Accelsiors odpovida
poskytovatel sluzeb.

Prohlaseni o plnéni pro ucely fakturace
bude zkousejicimu doddno monitorem
KH.

Veskeré platby splatné poskytovateli
sluzby jsou v¢etné DPH. Nestanovi-li tato
smlouva vyslovné jinak, pfedstavuji tyto
platby uplnou nahradu =za vesSkeré
poskytované sluzby a ndklady, které
vznikly poskytovateli sluzeb podle této
smlouvy.

Poskytovatel sluzeb bere na védomi, ze
nema piimé pohledavky vici spolecnosti
Accelsiors ve smyslu odmén za své
poskytované sluzby s vyjimkou piipadu,
kdy zadavatel jiz spolecnosti Accelsiors
poskytl odpovidajici ¢astku splatnou
zkouSejicimu; v tomto piipadé je tuto
Castku  od  spolecnosti  Accelsiors
zkousSejici opravnén pozadovat.

Obvykla trzni hodnota. Smluvni strany
se dohodly, Ze odména podle této smlouvy
ptredstavuje obvyklou trzni hodnotu sluzeb
provadénych podle této smlouvy, byla
sjednana v za obvyklych podminek a
nebyla nijak stanovena s ohledem na
jakoukoli implicitni nebo explicitni
dohodu o vydani ptiznivého rozhodnuti o
zadani zakazky s ohledem na vyrobky
zadavatele nebo na hodnotu ¢i objem
transakce nebo souvisejicich doporuceni
mezi stranami.

v

13.8 Predpokladand nejvyssi vySe odmeény Cini
cistes IR

14.

Odskodnéni

14.1.

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

Zadavatel prohlaSuje a potvrzuje, Ze v
souladu s ustanovenimi § 52 odst. 3
pismeno f) zdkona ¢. 387/2007 Sb., o
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14.2.

14.3.

14.4.

14.5

medicinal products, as amended, has ensured
insurance coverage for the trial.

Study is insured according to insurance policy
issued by Lloyd’s (policy  No.
BARCLT17336) and on terms & conditions,
which should be applied to this policy.

Copy of the policy and terms & conditions, on
which it was issued, are attached as
Appendix 2 to this Agreement

Sponsor will not pay any compensation and
will not be liable for any losses, costs,
procedural expenses (including reasonable
legal costs) or claims in respect of losses or
damages caused by deliberate negligence on
the part of the Service provider, Investigator
and / or other persons performing the clinical
trial and / or due to the fact that the Service
provider, the Investigator and / or some of the
persons conducting the clinical trial
intentionally violated the provisions of the
Protocol, did not let the Study Subject sign
informed consent, violated the provisions of
the Applicable Laws, misused the IMP and /
or have provided unauthorized guarantees.

Service Provider declares that, pursuant to §
45 Par. 2 letter (n) of Act No. 372/2011 Coll.
on healthcare services, he has concluded an
insurance Contract for the insurance coverage
of liability for damage caused during the
provision of health care. According to § 45
Par. 2 letter (n) of Act No. 372/2011 Coll. the
insurance must be concluded for the entire
period, during which the Service Provider
provides services under this Agreement.

Service Provider and Investigator shall each
indemnify Accelsiors and Sponsor against
losses, injuries, harm, costs or expenses,
incurred by Accelsiors or Sponsor as a result
of Service Provider’s or Investigator’s or
Research Staff’s negligence or wilful

C. pracovists: 1502

14.2.

14.3.

14.4.

14.5

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

ACCELSIORS W

1é¢ivych pripravcich v platném znéni, je
zajiSténo pojisténi klinického hodnoceni.

KH je pojisténo na zakladé pojistky
vystavené spolecnosti Lloyds (pojistna
smlouva ¢. BARCLT17336) a =za
obchodnich podminek, které je tieba
uplatnit na tuto pojistku.

Kopie této pojistné smlouvy a obchodnich
podminek, za nichz byla pojistka
uzaviena, jsou pfipojeny k této smlouvée
jako priloha 2.

Zadavatel nevyplati zadné odSkodnéni ani
neni odpovédny za zadné ztraty, naklady,
spory (vcetné piiméfenych ndkladi na
pravni pomoc) ¢i ndroky v souvislosti s
ujmou ¢i Skodou, ke kterym doSlo v
disledku védomé nedbalosti na strané
poskytovatele sluzeb, zkousSejiciho a/nebo
ostatnich osob provadéjicith  klinické
hodnoceni a/nmebo v dusledku toho, Ze
poskytovatel sluzeb, zkousejici a/nebo
nektera z osob provadéjici klinické
hodnoceni védomé porusili ustanoveni
protokolu, nenechali subjekt hodnoceni
podepsat informovany souhlas, porusili
ustanoveni platnych zakonl, chybnym
zpusobem  pouzili  hodnoceny 1€k,
zpisobili Skodu Umyslnym zavinénim
a/nebo poskytli neopravnéné zaruky.

Poskytovatel sluzeb prohlaSuje, ze v
souladu s § 45 odst. 2 pismeno n) zdkona
¢. 372/2011 Sb. o zdravotni péci uzaviel
pojistnou  smlouvu  pro  pojisténi
odpovédnosti za Skodu zplsobenou pii
poskytovani zdravotni péce. Podle § 45
odst. 2 pismeno n) zdkona ¢. 372/2011 Sb.
musi byt pojisténi uzavieno na celou dobu,
béhem niz poskytovatel sluzeb poskytuje
sluzby na zaklad¢ této smlouvy.

Jak poskytovatel sluzeb, tak zkousSejici
odskodni  spoleCnost  Accelsiors a
zadavatele v pfipad€ 0jmy, zranéni, Skody,
nakladi nebo vydaja, které spolecnosti
Accelsiors a zadavateli vzniknou v
dasledku hrubé nedbalosti nebo umyslné
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misconduct, or breach of this Agreement.
Service  Provider does not accept
responsibility for damages caused by actions
or negligence of the Study Subjects.

14.6. If any Party fails to fulfil or improperly fulfils

14.7.

its obligations under this Agreement, the
other Party shall not be liable for such
violation in accordance with the Czech law.

Each Party shall be responsible for its own
employees and contractors) in accordance
with applicable law including, without
limitation, such Party’s: 1) negligence or
wilful misconduct; 2) violation of applicable
laws and/or Agreement; 3) conducting
research activities contrary to the provisions

ACCELSIORS W

nespravného jednani nebo poruseni této
smlouvy zkouSejicim nebo vyzkumnymi
pracovniky. Poskytovatel sluzeb nenese
odpovédnost za Skody zptisobené Cinnosti
nebo nedbalosti ze strany subjekti KH.

14.6. Jestlize kterakoli smluvni strana neplni své

14.7.

povinnosti podle této smlouvy, pfipadné
neplni spravné, neni v souladu s pravem
Ceské republiky jinad strana za takové
poruseni odpovédna.

Kazda smluvni strana je odpovédna za své
vlastni zaméstnance a dodavatele v
souladu s platnymi pravnimi piedpisy,
véetné a bez omezeni jeji a jejich: 1)
nedbalosti nebo umysIného protipravniho
jednani; 2) poruSeni platnych pravnich
pfedpisi nebo smlouvy a 3) provadéni

of the Protocol and/or Agreement. vyzkumné  Cinnosti v rozporu S
ustanovenimi tohoto protokolu nebo
smlouvy.

14.8. The Sponsor and Accelsiors shall not be liable 14.8. Zadavatel a spolecnost Accelsiors nenesou
for and are not a party to unauthorized odpovédnost za neopravnéné zaruky nebo
warranties or representations made by prohlaseni ze strany poskytovatele sluzby
Service Provider/Investigator or its/his/her nebo zkousejiciho nebo jejich zastupci ¢i
agents or employees relating to the IMP. zaméstnanci ve vztahu k HLP a

nevystupuji v téchto ptipadech jako strana
téchto jednani nebo kroki.

14.9 Sponsor shall not be liable for any lost profits 14.9 Zadavatel nenese odpovédnost za jakykoli
or special, incidental or consequential usly zisk nebo zvlastni, ndhodné nebo
damages arising out of or relating to this nasledné Skody vzniklé v souvislosti s
agreement. touto smlouvou.

14.10 The study investigational drug is 14.10 Hodnoceny LP ma  povahu
investigational in nature and no warranty, experimentalniho LP a s ohledem na
express or implied, is made regarding the hodnoceny LP se neposkytuje Zadna jina
investigational medicinal drug, except that zéruka, ani vyslovna ani  mlcky
the investigational medicinal drug is pfedpokladand nez to, Ze hodnoceny LP je
manufactured in accordance with good vyroben v souladu se spravnou vyrobni
manufacturing practices. praxi.

15. Confidentiality and Personal Data 15. Ochrana duvérnych udaji a osobnich
Protection udaji

15.1. “Confidential Information” wunder this 15.1. ,,DOvérné informace* pro ucely této

Agreement, shall include all information
regarding the drug used in the Study

C. pracovists: 1502
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smlouvy zahrnujic veSkeré informace
tykajici se uzivani LP pouzitého v ramci
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15.2

15.3

(including structures, models, compositions,
compounds, formulations, know-how, data,
drug, materials, techniques and processes
whether or not patentable), information
relating to the Study, including the Study
results, and any information:

(a) provided by Sponsor or Accelsiors, or
developed in connection with or arising
out of the Study, even if it is not expressly
identified as confidential by Accelsiors
or the Sponsor, or

(b) otherwise represented by the disclosing
party as confidential either before or
within a reasonable time after its
disclosure, or

(c) information that related with the Study
and ought reasonably to be considered as
confidential, or

(d) the Investigational Medicinal Product
and all information relating thereto, the
Investigator’s Brochure, the Protocol
and any amendment thereto, and
Materials as defined below in 16.1.

Service Provider shall not disclose to any
third parties or use for any purpose other than
performance of the Study any and all
Confidential  Information.  Confidential
Information shall be the sole and exclusive
property of Sponsor and shall be held by
Service Provider in secrecy and in trust except
for subject matter which Service Provider
proves by written documentation to reside in
the public domain. If disclosure is required by
Regulatory  Authority  and/or  under
Applicable Laws, Service Provider shall
promptly notify Accelsiors and Sponsor in
writing.

Service Provider shall assist the Investigator
to store in properly secured area all Study
documentation, including data, information
and materials supplied by the Sponsor or

C. pracovists: 1502
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KH (v€etné struktur, modelti, slozeni,
sloucenin, receptur, know-how, dat, LP,
materidli, technik a postupti, bez ohledu
na jejich patentovatelnost), informace
tykajici se KH, vcetné¢ vysledkit KH a
vSech nize uvedenych informaci:

(a) informace poskytnuté zadavatelem
nebo  spole¢nosti  Accelsiorsnebo
vyvinuté v souvislosti s klinickym
hodnocenim nebo z n¢ho vyplyvajici,
a to 1 kdyz spolecnosti Accelsiors
nebo zadavatelem nejsou vyslovné
oznaceny jako diveérné,

(b) informace oznafené jinak sdélujici
stranou jako davérné pred sdélenim
nebo v pfimétené lhaté po sdéleni,

(c) informace souvisejici s KH a
odtivodnéné povazované za divérné

(d) hodnoceny léCivy piipravek a veskeré
souvisejici udaje, soubor informaci
pro zkousejiciho, protokol a jeho
zmény, a materidly, jak je definovano
nize v bod¢ 16.1.

15.2 Poskytovatel sluzeb nesmi Zadné duvérné

15.3

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

informace pfedat neopravnénym osobam
ani pouZit pro jiné Ucely, neZ je provadéni
klinického hodnoceni. Diivérné informace
jsou vyhradnim a vyluénym majetkem
zadavatele a poskytovatel sluzeb je bude
drzet v utajeni a jako divérné s vyjimkou
pfipadu, kdy poskytovatel sluzeb na
zakladé pisemné dokumentace prokaze, ze
Jjiz  byly tyto informace dostupné
vetejnosti. Pokud zpfistupnéni vyzaduje
organ dohledu nebo platné pravni
pfedpisy, oznami to poskytovatel sluzeb
neprodlené pisemné spole¢nosti
Accelsiors a zadavateli.

Poskytovatel sluzeb bude napomocen
zkouSejicimu pfi uchovavani veSkeré
dokumentace klinického hodnoceni na
fadné zabezpeceném misté, a to vcetné
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15.4

15.5

15.6

(©)

Accelsiors to Investigator and all CRFs, data,
documentation, information, materials and
results generated during the conduct of the
Study.

Service Provider shall ensure that the
Research Staff and any other persons
participating and/or assisting in the conduct
of the Study and any third parties to whom
Confidential Information is disclosed are
informed of the obligations of confidentiality
under this Agreement and are subject to the
same obligations of confidentiality as set out
herein.

The Confidential Information shall be used by
the receiving Party and its directors,
employees, agents, affiliates or consultants
only for purposes of performing the receiving
Party's obligations hereunder. Each Party
agrees that it will not reveal, publish or
otherwise  disclose  the  Confidential
Information of the other Party to any third
party without the prior written consent of the
disclosing Party. These obligations of
confidentiality and nondisclosure shall
remain in effect for a period of fifteen (15)
years after the termination of this Agreement.

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

(a) is or becomes generally available to the
public other than as a result of a
disclosure by the receiving Party;

(b) becomes available to the receiving Party

on a non-confidential basis from a source

which is not prohibited from disclosing
such information; or

was developed independently of any
disclosure by the disclosing Party or was
known to the receiving Party prior to its
receipt from the disclosing Party, as
confirmed with written evidence.

C. pracovists: 1502

15.4

15.5
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udajt, informaci a materiali poskytnutych
zadavatelem nebo spolec¢nosti Accelsiors
zkouSejicimu a vSech CRF, udaji,
dokumentace, informaci, materiali a
vysledki ziskanych v prubéhu KH.

Poskytovatel sluzeb zajisti, ze vyzkumni
pracovnici a vSechny dal$i osoby
zuCastnéné a/nebo vypomahajici pfi
provadéni klinického hodnoceni a treti
osoby, kterym jsou dvérné informace
sdéleny, jsou informovany o povinnosti
mlcenlivosti podle této smlouvy a jsou
vazany stejnou povinnosti mlcenlivosti
stanovenou v této smlouvée.

Divérné informace pouzije piijimajici
smluvni strana a jeji feditelé, zaméstnanci,
zastupci, spiiznéné osoby ¢i poradci
vyhradn¢ pro tucely plnéni povinnosti
pfijimajici smluvni strany. VSechny
smluvni strany souhlasi s tim, ze
nevyzradi, nezvetejni ani jinak nesdéli
divérné informace druhé strany zadné cizi
osob¢ bez predchoziho pisemného
souhlasu strany, ktera ji tyto informace
pfedala. Tyto povinnosti mlcenlivosti a
nesdélovani zlstavaji v platnosti po dobu
patnacti (15) let po ukonceni platnosti této
smlouvy.

15.6 VySe uvedené povinnosti se nevztahuji na
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davérné informace, pokud:

(a) jsou nebo se stanou obecné dostupné
vefejnosti jinak neZz jako duasledek
zvefejnéni pfijimajici stranou,

(b) jsou k dispozici pfijimajici strané jako
nedivérné ze zdroje, ktery nema
zdkaz takové informace zvefejnit,
nebo,

(c) byly vytvofeny nezdvisle na jejich
obdrzeni sdélujici stranou nebo byly
pfijimajici strané¢ zndmy jesté pred
jejich obdrZenim od sd€lujici strany, a
to na zaklad¢ pisemného doloZeni.
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15.7 If any Confidential Information is
required to be disclosed by Applicable Laws,
Service Provider shall promptly notify
Sponsor and Accelsiors in writing prior to the
disclosure, and shall assist Sponsor and allow
Sponsor to contest and avoid such disclosure.
If protection is not obtained, Service Provider
shall disclose only that portion of such
Confidential Information that is legally
required to be disclosed and shall continue to
maintain the confidentiality obligations with
respect to all other third parties.

15.8 The Contracting Parties are obliged to observe

the relevant legislation on the protection of
personal data during the clinical trial, and
even after its termination, in relation to the
processing and transfer of data to another
country, especially in accordance with Act no.
101/2000 Coll., On the Protection of Personal
Data, as amended and in accordance with EU
law.

Therefore, the Contracting Parties have agreed to

16.

ensure that the transfer of personal data (for
example, to the United States of America -
Massachusetts that will prove necessary to
fulfil the stated purpose of this Contract),
shall be governed by a standard Contracting
clause, concluded between the Authority or
CRO with recipient of personal data.

Intellectual property

16.1

Sponsor shall own all right, title and interest
in and to any and all data, in-formation,
improvements,  discoveries,  inventions,
printed materials, and other works, products,
and deliverables that were provided by
Sponsor or Accelsiors (on behalf of the
Sponsor) to  Service Provider and
Investigator, as well as all right, title, and
interest in and to all data, databases, records,
reports, works, products, deliverables,
information, improvements, discoveries or
inventions that result, are conceived, are
reduced to practice or are generated during

C. pracovists: 1502

15.7

15.8.
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Pokud padne pozadavek na predani
divérnych informaci podle platnych
pravnich ptedpisii, ma poskytovatel sluzeb
povinnost uvédomit pisemné¢ zadavatele a
spolecnost Accelsiors, a to neprodlené a
jesté pred u€inénim tohoto pteddni, a byt
zadavateli nagpomocen a umoznit mu toto
pfedani napadnout nebo mu zamezit.
Pokud ochrany dosazeno neni, ptreda
poskytovatel sluzeb pouze Ccast téchto
davérnych informaci, kterou je v zajmu
dodrzeni pravnich ptedpisti nutné predat a
ve vztahu k veSkerym jinym osobdm ma 1
naddle povinnost zachovavat zavazek
davérnosti.

Strany jsou povinny dodrZovat v prib¢hu
klinického hodnoceni i po jeho skonceni
pfislusné pravni predpisy tykajici se
ochrany osobnich 1daji pokud jde o
zpracovani a pienos udaji do jiné zemé¢, a
to zejména v souladu se zakonem C.
101/2000 Sb., o ochran¢ osobnich udaji,
ve znéni pozdéjsich predpisii a v souladu s
pravnimi ptedpisy EU.

Smluvni strany se proto dohodly na zajiSténi

16.

toho, ze predavani osobnich udaji
(naptiklad do Spojenych statl americkych
- Massachusetts, kter¢ se ukazi jako
nezbytné pro splnéni stanoveného ucelu
této smlouvy), bude upraveno standardni
smluvni dolozkou, uzaviena mezi uradem
nebo CRO s ptijemcem osobnich udaju.

DusSevni vlastnictvi

16.1 Zadavatel je vlastnikem vSech prav a ma
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podil na vSech datech, informacich,
zlepSenich, objevech, vynalezech,
tiSténych materidlech a jinych pracich,
zbozi a vystupech, které byly poskytnuty
zadavatelem nebo spolecnosti Accelsiors
(Jjménem zadavatele) poskytovateli sluzeb
a zkouSejicimu 1 ndrok na né a je také
vlastnikem vSech prav a ma podil na vSech
datech, databazich, zdznamech, zpravach,
pracich, produktech, vysledcich,
informacich, zlepSenich, objevech nebo
vynalezech, které vyplyvaji z provadéni
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the performance of the Study and as a result
of the Services rendered by Accelsiors and/or
Institute or Investigator to Sponsor for any
and all Projects hereunder or that relate to the
Investigational Medicinal Product
(collectively, "Materials").

16.2 Service Provider, on behalf of itself and its

16.3

employees and personnel, to the extent
permitted by applicable and effective laws,
agrees to assign and hereby assigns, and shall
ensure its relevant employees and personnel
assign,

(1) all of their respective rights, title and
interest in and to the Materials to the Sponsor,
including all patents, copyrights and other
intellectual property and proprietary rights;
and

(2) all rights of action and claims for
damages and benefits arising due to past and
present infringement of said rights;

3) Service Provider represents and
warrants that its employees and personnel are
obliged in writing to convey to Service
Provider all right, title and interest in and to
all Materials. Service Provider shall provide
reasonable assistance to Sponsor, at
Sponsor’s expense, to assist in obtaining
intellectual property protection of Materials,
including without limit executing
assignments by Institute and its employees
and personnel and Investigator.

Service Provider shall notify Sponsor and
Accelsiors promptly and in writing of any
invention project whether patentable or not,
relating to the drug product, the Sponsor’s
Confidential Information, the Protocol and/or
that is made or developed by Investigator,
Research Staff, as well as other persons
contracted by Service Provider for
participating and/or assisting in the conduct
of the Study and the said invention are and

C. pracovists: 1502
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klinického hodnoceni a v disledku sluzeb
poskytovanych spole¢nosti Accelsiors
nebo  zdravotnickym  zafizenim i
zkouSejicim zadavateli v ramci vSech
projektii v ramci tohoto hodnocené¢ho LP
nebo v souvislosti s nim, nebo v ramci KH
vzniknou, jsou omezeny na praxi nebo
jsou vytvofeny i narok na né¢ (souhrnné
,»Materialy*).

16.2 Poskytovatel sluzeb se svym jménem i

jménem svych zaméstnanci zavazuje
v rozsahu dovoleném platnymi a G¢innymi
pravnimi predpisy prevést a timto také
prevadi a zajisti, aby 1 jeho pfislusni
zaméstnanci a pracovnici prevedli

1) vSechna sva prava, naroky a podil
tykajici se materidli na zadavatele, a to
vcetné vSech patentl, autorskych prav a
jiného dusSevniho vlastnictvi a vlastnickych
prav, a

2) vSechna prava na pravni kroky a naroky
na nahradu Skody a benefity plynouci z
poruseni téchto prav v minulosti a
soucasnosti;

3) Poskytovatel sluzeb prohlasuje a
ujist'uje, Zze jeho zaméstnanci 1 pracovnici
jsou pisemné zavazani prevést na
poskytovatele sluzeb vSechna prava,
naroky a zajmy v souvislosti s veSkerymi
materialy. Poskytovatel sluZzeb poskytne
zadavateli pfimétenou podporu, a to na
naklady zadavatele, v ramci pomoci pfi
ziskani ochrany dusevniho vlastnictvi v
souvislosti s materidly, a to véetné a bez
omezeni vykonavanim tkoll ze strany
zdravotnického zafizeni i jeho zaméstnanci
a pracovniki i zkousejiciho.

16.3 Poskytovatel sluzeb zadavateli a spolecnosti

Accelsiors neprodlené a pisemné oznami
jakykoliv  projekt vyndlezu, at uZz
patentovatelny, ¢i nikoli, souvisejici s
hodnocenym lécivym  ptipravkem,
divérnymi informacemi zadavatele a
protokolem, pfipadné projekt vyrobeny
nebo vyvinuty zkouSejicim, vyzkumnymi
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projects shall be the sole and exclusive
property of Sponsor. Service Provider shall at
the request and cost of Sponsor, take such
steps as Sponsor deems necessary in order to
obtain, maintain or enforce patents on the said
invention projects in Sponsor’s name.

16.4. All Materials regarding the Study supplied by

17.

the Sponsor/Accelsiors to the Service
Provider are privileged and Confidential
Information. Service Provider agrees to use
this information to accomplish the Study and
will not use it for other purposes without
obtaining prior written consent from the
Sponsor. It is understood that there is an
obligation to provide the Sponsor with
complete data obtained during the Study. The
information obtained from the Study will be
used towards the development of and may be
disclosed to Regulatory Authorities as
required by the Sponsor.

Publication

17.1

It is anticipated that the results of the Study
will be presented at scientific meetings and/or
published among others in peer reviewed
scientific or medical journals. Service
Provider shall have the right to publish the
results of the Study provided it obtains the
prior written consent of Sponsor and provided
such publication does not constitute violation
of clause 15 (Confidentiality and Data
Protection). In order to protect the
Confidential Information, prior to submission
for publication presentation or other public
disclosure, Service Provider shall provide
Sponsor ninety (90) days to review such
publications, presentation in the form of
poster, abstract or other written or oral
material which describes the results of the
Study. Sponsor shall have at least sixty (60)
days from receipt to advise Service Provider

C. pracovists: 1502

16.4.

17.
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pracovniky, nebo jinymi  osobami
kontrahovanymi poskytovatelem sluzeb
pro ucast pii provadéni klinického
hodnoceni nebo pomoc s nim a zminény
vyndlez a projekty jsou jedinym a
vyhradnim majetkem zadavatele.
Poskytovatel sluzeb piijme na zadost a
naklady zadavatele takova opatfeni, ktera
zadavatel povazuje za nezbytnd pro
ziskani, udrzeni nebo vynuceni patentli na
zminéné projekty vynalezu jménem
zadavatele.

Veskeré materialy tykajici se klinického
hodnoceni piedané
zadavatelem/spolecnosti Accelsiors
poskytovateli sluzeb jsou privilegované a
davérné informace. Poskytovatel sluzeb se
zavazuje pouzivat tyto informace k
provedeni klinického hodnoceni a nebude
je pouzivat k jinym ucelim bez souhlasu
zadavatele. Ma se za to, Ze existuje
povinnost poskytnout zadavateli
kompletni udaje ziskané v prabchu
klinického hodnoceni. Informace ziskané
z klinického hodnoceni budou vyuzity k
rozvoji a mohou byt sdéleny organim
dohledu, jak vyzaduje zadavatel.

Publikovani

17.1
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Ptredpoklada se, ze vysledky této studie
budou prezentoviny na védeckych
setkanich a/nebo zvetejnény mimo jiné v
odborné recenzovanych védeckych nebo
zdravotnickych casopisech. Poskytovatel
sluzeb mé& pravo zvefejnit vysledky
klinického ~ hodnoceni  pouze  za
ptedpokladu, Ze obdrzi pfedchozi pisemny
souhlas zadavatele a pokud takoveé
zvefejnéni nepiedstavuje poruseni
ustanoveni ¢l. 15 (Zachovani divérnosti a
ochrana 1udaji). Za ucelem ochrany
davérnych informaci poskytovatel sluzeb
pfed poddnim Zadosti o zvefejnéni
prezentace publikace nebo o jinou formu
zvefejnéni poskytne zadavateli nejméné
devadesat (90) dni k posouzeni kazdé
takové publikace, prezentace ve formé
posteru, abstraktu nebo jiného pisemného
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in writing of any information contained
therein that is Sponsor Confidential
Information, or which may impair Sponsor’s
ability to obtain pa-tent protection. In
addition, if Sponsor requests in writing,
Service Provider shall withhold any
publication or presentation for as long as
specified by Sponsor. Sponsor reserves the
right to remove all Confidential Information
from any publication or presentation. Service
Provider agrees that if the Study is part of a
multicenter Study, any publication or
presentation by Service Provider of the results
of the Study shall not be made before the first
multicenter publicationprovided, however,
that if a multicenter publication is not released
within eighteen (18) months after completion
of the Study at all research centres and
locking of the database, Institution shall have
the right to publish the results of and
information pertaining to their Services
conducted under this Agreement.. The
absence of a response from Sponsor to a
request for prior written consent for the
submission of publication or presentation
within the abovementioned time period shall
not be deemed as consent for such publication
or presentation.

17.2 The requirements in this Clause shall apply to
Service Provider and its employees and
personnel interviews or other contacts with
the media, including but not limited to
newspapers, radio, television and the Internet,
related to the Study, the Investigational
Medicinal Product, Materials, or the results of
the Study without the prior written consent of

ACCELSIORS W

nebo Ustniho materidlu s popisem
vysledki KH. Zadavatel ma minimalné
Sedesat (60) dnii od jejiho obdrzeni na to,
aby poskytovatele sluzeb pisemné
upozornil na jakékoli informace v ni
obsazené, které jsou divérné informace
zadavatele, a kter¢ by mohly snizit
moznost zadavatele ziskat patentovou
ochranu. Navic pokud o to zadavatel
pisemné pozada, poskytovatel sluzeb
publikovani nebo prezentaci pozdrzi na tak
dlouhou dobu, jak zadavatel uvede.
Zadavatel si vyhrazuje pravo odstranit z
jakékoli publikace nebo prezentace
vSechny duavérné informace. Poskytovatel
sluzeb se zavazuje, ze jestlize je toto
klinické hodnoceni soucasti
multicentrického klinického hodnoceni,
nedojde ze strany poskytovatele sluzeb k
publikaci nebo prezentaci vysledki KH
diive, nez je vydéna prvni publikace z
multicentrického hodnoceni; pokud vsak k
vydani takovéto publikace z
multicentrického hodnoceni nedojde do
osmnacti (18) mésich po ukonceni
klinického  hodnoceni  ve  vSech
zdravotnickych zatizenich KH a zamknuti
databaze, ma zdravotnické zatizeni pravo
vysledky a informace tykajicich se jeho
sluzeb provadénych v ramci této smlouvy
publikovat. Absence odpovédi zadavatele
na zadost o pfedchozi pisemny souhlas s
ptedloZzenim publikace nebo prezentace v
ramci vySe zminéného c¢asového obdobi se
nepovazuje za souhlas s touto publikaci
nebo prezentaci.

Sponsor, other than allowed. Sponsor may 17.2 Pozadavky tohoto ¢lanku se vztahuji i na

prepare, use, refer to, and disseminate or
distribute reprints of scientific, medical, and
other published articles relating to the Study,
royalty-free (with respect to Service Provider,
Investigator and Research Staff, but
otherwise subject to copyright laws),
including such reprints that disclose the name
of Service Provider and Investigator.

C. pracovists: 1502
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rozhovory a jiné kontakty poskytovatele
sluzeb a jeho zaméstnancti a pracovniki s
médii, véetn¢ a bez omezeni tisku,
rozhlasu, televize a internetu, tykajici se
klinického  hodnoceni,  hodnoceného
lécivého  pfipravku, materidld, nebo
vysledki klinického hodnoceni ¢inéné bez
ptedchoziho pisemného souhlasu
zadavatele a jinak, nez je povoleno.
Zadavatel miZe bez autorského honorare
pfipravit, pouzit, zminit a S$ifit nebo
distribuovat dotisky védeckych,
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18. Termination

18.1 Each contracting Parties shall have the
right to terminate this Agreement after giving a
notice of 3 (three) working days forthwith upon the
happening of any of the following:

18.1.1. if the other Party defaults in the performance
or observance of any of the provisions of this
Agreement and in the case of default capable of
remedy fails to remedy the default within thirty (30)
days of receiving a written request to do so;

18.1.2. if the if the implementation of the
Agreement would jeopardize the safety and/or
health of Study Subjects;

18.1.3. if a resolution is passed for the voluntary
winding up or a petition for bankruptcy is accepted
in respect of the other Site becomes insolvent (if
applicable);

18.1.4. if an administrator or receiver is appointed
in respect of the other Party (if applicable);

18.1.5. if any relevant certificate, authorization or
permission necessary to carry the Study is revoked,
suspended or expires without opportunity of
renewal within the term allowing performance of
this Agreement.

18.2 Accelsiors and/or directly Sponsor shall have
the right to terminate this Agreement with a
notice period of 30 days.

C. pracovists: 1502
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I¢karskych a dalSich publikovanych
¢lanku tykajicich se klinického hodnoceni
(s ohledem na poskytovatele sluzeb,
zkousejictho a vyzkumné pracovniky,
jinak ale podléhajicich autorskému pravu)
véetné takovych dotiskd, které sdéluji

nazev poskytovatele sluzeb a
zkousejiciho.

18. Ukonceni

18.1 Zadavatel ma pravo vypoveédét tuto
smlouvu s vypovédni dobou tii pracovni
dny ode dne doruceni pii nésledujicich
udalostech:

18.1.1. v pripadé pochybeni poskytovatele

sluzeb pii plnéni nebo dodrzovani
jakéhokoliv ustanoveni této smlouvy,
ptfi¢emz toto pochybeni neni napraveno ani
do tficeti (30) dnli od obdrzeni pisemné
zéadosti 1 pfesto, Ze jeho ndprava je mozna,

18.1.2. pokud se riziko pro subjekty klinického

hodnoceni spojené s pokracovanim
klinického hodnoceni stane nepfijatelnym,

18.1.3 pokud je poddn navrh na dobrovolné

zruseni nebo je pfijat ndvrh na konkurz
v souvislosti s poskytovatelem sluzeb
nebo se poskytovatel sluzeb dostane do
platebni neschopnosti (dle ptipadu);

18.1.4. pokud je jmenovan spravce nebo

nuceny  spravce ve vztahu k
poskytovateli sluzeb (dle ptipadu), a vice
versa plati pro poskytovatele sluzeb

18.1.5 pokud je jakékoliv ptislusné osvédcent,

povoleni nebo opravnéni nezbytné k
provedeni klinického hodnoceni
zru$eno, pozastaveno nebo skon¢i jeho
platnost bez moznosti prodlouzeni v
terminu, ktery umoznuje plnéni této
smlouvy a vice versa plati pro
poskytovatele sluzeb

18.2 Spole¢nost Accelsiors nebo pfipadné 1
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pfimo zadavatel maji pravo vypovédét tuto
smlouvu s vypovédni dobou 30 dni.
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ACCELSIORS W

19. Consequences of  termination or 19. Diisledky ukonéeni nebo dokondéeni
completion

19.1 Upon termination or completion of the Study 19.1 Po ukoncéeni nebo dokonceni klinického
at the site Service Provider shall give hodnoceni vmist¢  jeho konani
Accelsiors’ or  Sponsor’s  authorized poskytovatel sluzeb preda
representatives, including supervisors and/or zplnomocnénym zastupcim spolecnosti
auditors access to the facilities relating to the Accelsiors nebo zadavatele vcetné
Study and shall provide Accelsiors with any supervizori a/nebo auditorti pfistup k
required Study Documentation and such of prostoram spojenym s klinickym
the Confidential Information as Accelsiors or hodnocenim a rovnéZ  spolecnosti
Sponsor may require. Upon request by Accelsiors pteda jakoukoli pozadovanou
Accelsiors or Sponsor, all clinical samples, dokumentaci klinického hodnoceni a
however presented or generated during the divérné informace, které spolecnost
conduct of the Study shall be provided to Accelsiors nebo zadavatel piipadné
Sponsor. Service Provider shall assist the pozaduji. Na zadost spole¢nosti Accelsiors
Investigator to provide to Accelsiors an nebo zadavatele budou vSechny klinické
accounting of the receipt and disposition of vzorky, jakkoliv prezentované nebo
the Sponsor material provided by Sponsor vytvofené bcéhem provadéni klinického
and shall return to Sponsor any used and all hodnoceni poskytnuty zadavateli.
unused Sponsor material. For the purposes of Poskytovatel sluzeb bude zkouSejicimu
this Agreement completion of the Study shall napomocen pii predani vyuctovani piijmu
mean when all e-CRFs have been properly a vydeje materidlu zadavatele dodaného
completed and all queries relating thereto zadavatelem k rukdm  spolecnosti
resolved to the reasonable satisfaction of all Accelsiors a vrati zadavateli veskery
requirements of Accelsiors and Sponsor and a pouzity a nepouzity material zadavatele.
Study closing visit has been performed. Pro ucely této smlouvy se dokoncenim

klinického hodnoceni rozumi, Ze vSechny
eCRF byly fadné¢ vyplnény a vSechny
pfipominky, které se jich tykaji, jsou
vyfeSeny k plné spokojenosti veskerych
pozadavkl spoleCnosti  Accelsiors a
zadavatele a byla provedena zavérena
navstéva klinického hodnoceni.

19.2 Upon termination or completion of the Study 19.2 Po ukonceni nebo dokonceni klinického
Service Provider shall assist Investigator to hodnoceni bude poskytovatel sluzeb
ensure proper retention of source documents napomocen zkouSejicimu pii zajiSténi
in accordance with the requirements of FDA, fadného uchovani zdrojovych dokumenta
ICH-GCP and Applicable Laws. v souladu s poZadavky FDA, ICH-GCP a

platnych pravnich pfedpisi.

20. Non-Compete obligation of the Service 20. Zakaz soutéZe poskytovatele sluZeb

Provider

C. pracovists: 1502
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20.1

21.

Service Provider will not engage directly or
indirectly, alone or with any other entity in
any work or project which may conflict with
its obligations under this Agreement,
furthermore Service Provider will uphold
every necessary permission to carry out the
Study at Service Provider.

Independent contractor

21.1

22.

In conducting the Study Service Provider, and
each member of the Research Staff is acting
as an independent contractor and not as an
agent or employee of Accelsiors or Sponsor
and Service Provider has no authority to
undertake any obligations in the name of
Accelsiors or Sponsor, including to sign any
contracts unless specifically authorized in
writing by Accelsiors.

Force Majeure

22.1

A Party shall not be in breach of this
Agreement if there is a total or partial failure
by it of its duties and obligations under this
Agreement (save and except breach of
confidentiality and restricted use obligations)
occasioned by any act beyond the control of
the Party, including without limit anact of
God, act of nature, including fire, act of
government, war, civil commotion, embargo,
prevention from or a hindrance in obtaining
raw materials, energy or any other necessary
supplies, and any other reason beyond the
control of the Party. If a Party is unable to
perform its duties and obligations under this
Agreement as a direct result of any such
reasons, such Party shall give written notice
to the other Parties of such inability stating
the reason in question. The operation of this
Agreement shall be suspended during the
period in which the reason continues.
Forthwith upon the reason ceasing to exist the
Party relying upon it shall give written notice
of such fact and of the resumption of
performance of its obligations under this
Agreement to the other Parties.

C. pracovists: 1502
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20.1 Poskytovatel sluzeb se nezti¢astni pimo ¢i

21.

nepiimo, a to ani sam, ani s jinou osobou,
spolecnosti nebo pravnickou osobou do
jakékoli prace nebo projektu v ptipadném
rozporu s jeho zavazky vyplyvajicimi z
této smlouvy a dale si také podrzi veskera
povoleni nezbytnd k provadéni KH u
poskytovatele sluzeb.

Nezavisly dodavatel

21.1 Pii provadéni klinického hodnoceni ptisobi

22.

poskytovatel  sluzeb a kazdy =z
vyzkumnych pracovnikid jako nezavisly
dodavatel, nikoli jako zastupce nebo
zaméstnanec spoleCnosti  Accelsiors i
zadavatele; poskytovatel sluzeb nema
pravomoc piijimat jakékoli zavazky
jménem spolecnosti Accelsiors nebo
zadavatele véetné podepisovani
jakychkoliv smluv, pokud neni pisemné
povéten spolecnosti Accelsiors.

Vys$§i moc

22.1 Smluvni strana neporusi tuto smlouvu v
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piipadé, ze neni schopna uplné¢ nebo
¢asteCné plnit své povinnosti a zavazky
v souladu s touto smlouvou (s vyjimkou
poruSeni povinnosti utajeni a omezeného
pouziti) z divodii mimo kontroly smluvni
strany, v€etné¢ a bez omezenivyssi moci,
ptirodnich pohrom, véetné pozaru, statni
moci, valky, obcanskych nepokoji,
embarga, prevence nebo prekazky pii
ziskavani surovin, energie nebo jinych
nezbytnych dodévek a jinych duvodd,
které se vymykaji kontrole smluvni strany.
Pokud smluvni strana neni schopna plnit
své povinnosti a zavazky podle této
smlouvy v pfimém dusledku vSech téchto
divodi, sdéli tato smluvni strana pisemné
ostatnim strandm tuto neschopnost s
uvedenim doty¢ného divodu. Plsobnost
této smlouvy se pozastavuje v obdobi, ve
kterém davod pokracuje. Neprodlené po
zéniku diivodu smluvni strana, kterd je na
tento divod odkdzana, pisemné oznami
tuto skutecnost a obnoveni plnéni svych
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22.2

23.

If the Force Majeure in question prevails for
a continuous period in excess of 30 (thirty)
days, the Parties shall enter into bona fide
discussions with a view to alleviating its
effects, or to agreeing upon such alternative
arrangements as may be fair and reasonable.
The party not claiming Force Majeure may
terminate this Agreement by written notice to
the other party if the Force Majeure in
question prevails for a continuous period in
excess of sixty (60) days.

Assignment

23.1

232

Service Provider shall not assign this
Agreement to any third party without the prior
written consent of Accelsiors and Sponsor.

Sponsor is free to assign its rights and
obligations, including (without limitation) to
an Affiliate or a third party that acquires, , by
purchase or license, rights to further develop
or commercialise the pharmaceutical or
biologic that is the subject of the Study.
Affiliate shall mean either of:

(i) a business entity which owns, directly or

indirectly, a controlling interest in Sponsor,
by stock ownership or otherwise; or

(i1) business entity which is owned by Sponsor

either directly or indirectly, by stock

ownership or otherwise; or

(111) a business entity, the majority ownership of

which is directly or indirectly common to the
majority ownership of Sponsor.

23.3 Service Provider agrees and acknowledge that

Sponsor shall have any time the right to

C. pracovists: 1502
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zédvazki podle této smlouvy ostatnim
smluvnim stranam.

Pokud doty¢na vys$si moc trva neptetrzité
po dobu pfesahujici tficet (30) dni,
smluvni strany vyvolaji jednani v dobré
vife s cilem zmirnit jeji G¢inky nebo se
dohodnout na takovych alternativnich
opatfenich, ktera jsou spravedlivda a
pfiméfend. Smluvni strana neuplatiujici
z4dsah vys§i moci smi plnéni svych
povinnosti podle této smlouvy ukoncit na
zéklad¢ pisemného oznameni druhé
strané, pokud vyss$i moc v dané skute¢nosti
pretrvava nepietrzité po dobu delsi nez
Sedesat (60) dnti.

23. Prenos vlastnictvi

23.2

(1) pravnickd osoba,

23.1 Poskytovatel sluzeb nesmi postoupit,

smlouvu jakékoliv tfeti strané bez
predchoziho pisemného souhlasu
spole¢nosti Accelsiors a zadavatele.

Zadavatel smi na zaklad¢ svého vlastniho
zvéazeni sva prava a povinnosti prevést, a
to vcetné a bez omezeni pievodu na
sptiznénou osobu na cizi stranu, kterd na
zéklad€é koupé€ nebo licence nabude prava
k dalSimu vyvoji nebo komercializaci
hodnoceného 1é¢ivého pripravku.
Sptiznénou osobou se rozumi bud’:

(1) pravnicka osoba, ktera vlastni pfimo nebo
nepfimo fidi majoritni podil na majetku
zadavatele, a to vlastnictvim akcii nebo
jinak, nebo

ktera je majetkem

zadavatele bud’ pfimo nebo nepiimo, a to

prostfednictvim vlastnictvi akcii nebo
jinak, nebo

(ii1)) pravnickd osoba, jehoz vétSinové
vlastnictvi je pfimo nebo nepiimo
spolecné vetSinovym vlastniktim
zadavatele.

23.3 Poskytovatel sluzeb uznavd a bere na

védomi, Ze zadavatel ma pravo kdykoli
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24.

overtake all the rights and obligations of
Accelsiors stipulated in this agreement.
Service Provider hereby declare to accept
such incidental takeover of rights and
obligations, if previously noticed by Sponsor
in writing.

Amendment and waiver

24.1

25

This Agreement shall not be amended,
modified, varied or supplemented except in
writing and signed by the Parties or their duly
authorized representatives. No failure or
delay on the part of either Party hereto to
exercise any right or remedy under this
Agreement shall be construed or operate as a
waiver thereof nor shall any single or partial
exercise of any right or remedy under this
Agreement preclude the exercise of any other
right or remedy as the case may be. The rights
and remedies provided in this Agreement are
cumulative.

. _Notices

25.1

Any notice or other document to be given
under this Agreement shall be deemed to have
been duly given if hand delivered or sent by
courier, or post with proof of receipt to the
other Parties at the address set out below or to
such other address as that Party may designate
by written notice to the other.

To Accelsiors:

Accelsiors CRO and Consultancy Services,
103 Haros Str, 1222 Budapest, Hungary
_*m.iﬁ%j‘l" :ﬂ; P

With copy to Sponsor:

Corbus Pharmaceuticals Inc., 500 River
Ridge Drive, 2™ floor, Norwood, MA 02062,
USA

C. pracovists: 1502

24.
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prevzit vSechny povinnosti spolecnosti
Accelsiors stanovené¢ v této smlouve.
Poskytovatel sluzeb prohlaSuje, Zze uzna
takové pifipadné pifevzeti prav a
povinnosti, pokud byl pfedem pisemné
informovan zadavatelem.

Dodatek a prominuti

24.1

25.

Tato smlouva nesmi byt upravena,
modifikovana, zménéna nebo doplnéna
jinak nez pisemné a podepsdna smluvnimi
stranami nebo jejich fadné¢ zmocnénymi
zastupci. Neucinéni nebo zpozdéni ze
strany jedné ze smluvnich stran uplatnit
jakékoliv pravo nebo napravu na zékladé
této smlouvy nesmi byt vyklddano nebo
spravovano jako vzdani se téchto prav, a
ani jediné nebo castecné uplatnéni
kazdého prava nebo napravy podle této
smlouvy nevylucuje uplatnéni jakéhokoli
jiného prava nebo opatieni, dle okolnosti.
Prava a opravné prostiedky stanovené
v této smlouve jsou kumulativni.

Oznameni

25.1

Jakékoli oznameni nebo jiny dokument,
ktery bude podéan na zéklad¢ této smlouvy,
se povazuje za fadné podany, je-li podan
osobné nebo zasldn kuryrem nebo postou
s dokladem o pfijeti, ostatnim strandm na
adresu uvedenou niZe nebo na jinou
adresu, kterou smluvni strana ur¢i na
zakladé¢ pisemného ozndmeni druhé
stran€.

Podani adresovana sioleénosti Accelsiors:

Accelsiors CRO and Consultancy
Services,
103 Héros Str, 1222 Budapest, Hungary

Kopii zaslat na adresu zadavatele:

Corbus Pharmaceuticals Inc., 500 River Ridge
Drive, 2" floor, Norwood, MA 02062, USA

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni
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To Service Provider:

Fakultni Nemocnice Motol,
Secretariat of the LPP Deputy,
V Uvalu 84, 150 06, Pra

25.2

26

ue 5
Contact person N

Any such notice or other document shall be
deemed to have been received by the
addressee on the receipt date if sent by courier
or if sent by hand, facsimile, telex or other
electronic media upon receiving the
confirmation of delivery.

. Survival

26.1

27.

Clauses 4.2 (Personal data protection),
5.5 (Recordkeeping), 5.7 (Anti-Bribery and
Anti-Corruption), 6.3 (No  debarment),
6.6 (Financial =~ Statement), 10 (adverse
events), 12 (Monitoring,  Inspections),
14 (Indemnity), 15 (Confidentiality —and
Personal Data Protection), 16 (Intellectual
property), 17 (Publication),
19 (Consequences of termination and
completion) and 23 (Assignment) of this
Agreement shall together with such other
rights and obligations that are purported to
have effect after termination or expiration
remain in force notwithstanding the
termination of this Agreement.

Governing law

27.1

27.2

This agreement and the legal relations arising
under it shall be interpreted and governed by
generally binding legal regulations of the
Czech Republic, excluding its conflict of laws
provisions.

Any dispute, controversy, or claim arising out
of or relating to this contract, or the breach,
termination, or invalidity thereof and not
settled amicably, shall be settled by the
competent Court in the Czech Republic.

C. pracovists: 1502
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K rukam poskytovatele sluzeb:

Fakultni nemocnice Motol,
sekretariat nameéstka pro LPP,
V Uvalu 84, 150 06, Praha 5

25.2 Kazdé

26.

Kontaktni osoba: _

takové oznameni nebo jiny
dokument se povazuje za doruceny
adresatovi dva pracovni dny ode dne
odeslani, pokud byl poslan kuryrem nebo
dorucen osobné, faxem, telexem nebo
jinym elektronickym médiem soucasné
s pfenosem nebo dodanim.

Casti platné i po ukon&eni platnosti

26.1

27.

smlouvy

Oddily 4.2 (Ochrana osobnich udaju),
5.5 (Zaznamy), 5.7 (Anti-korupce a boj
proti uplatkatstvi), 6.3 (Zadna vyloudeni),
6.6 (Finan¢ni prohlaseni), 10 (Nezadouci
ptihody), 12 (Monitorovani, inspekce),
14 (Odskodnéni), 15 (Zachovani
davérnosti a ochrana osobnich udaji),
16 (Intelektualni vlastnictvi),
17 (Publikace), 19 (Dusledky ukonceni a
dokonceni) a 23 (Pfenos vlastnictvi) této
smlouvy zlistavaji spolu s jinymi dal$imi
pravy a povinnostmi, o nichz se ma za to,
Ze jsou platné 1 po ukonceni této smlouvy
vypovédi nebo uplynutim v platnosti bez
ohledu na ukonceni platnosti, zruSeni nebo
vypovézeni této smlouvy.

Pravo smlouvy

27.1

Tato smlouva a pravni vztahy zni
vyplyvajici se vykladd a tidi na zékladé
obecné zavaznych pravnich predpisi
Ceské republiky, vyjma koliznich norem.

27.2 Neni-li spor, fizeni nebo narok vyplyvajici

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

nebo souvisejici s touto smlouvou, nebo
jeji poruseni, ukonceni, nebo neplatnost
vyfeSeno smirn¢, fesi se prostfednictvim
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28.

Miscellaneous

28.1 Following Appendices are integral part of this

Agreement:

Appendix No.l — Payment conditions — Service

Provider;

Appendix No. 2 — Insurance Policy;

Appendix No. 3 — Protocol;

Appendix No. 4 — Investigator’s Brochure

28.2 This Agreement enters into effect upon

signature by the contracting Parties and from
the date of its publication in the Contracts
register.

28.3 By signing this Agreement, the contracting

Parties agree to the publication of this
Agreement by the Service Provider as
required by the Applicable Law, in particular
Act No. 340/2015 Coll. On the Contracts
register, as amended, and the guidelines and
decisions of the Ministry of Health of the
Czech Republic.

The publication shall not reveal personal
information  about  natural  persons,
confidential  information  under this
Agreement and trade secrets, that the Parties
negotiated, within the meaning of the
provisions of § 504 of the Civil Code., which
comprise: all annexes to the contract and
details of the study (duration, number of
subjects)

Publication of the Agreement in the registry is
carried out by the Service Provider, and
Service Provider will publish by the Sponsor
or the CRO provided (and all agreed) edited
version of the contract. The Sponsor will be
informed about the publication through Sean
Moran, CFO - G S G MRS IR

C. pracovists: 1502
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prislusného soudu na tuzemi Ceské
republiky.

Ostatni

28.1 Nedilnou soucasti této smlouvy jsou

nasledujici ptilohy:

Ptiloha €. 1 — Platebni podminky —

Poskytovatel sluzeb

Ptiloha €. 2 — Pojistént,

Piiloha ¢&. 3 — Protokol

Ptiloha ¢. 4 — Soubor informaci pro

zkousejiciho

28.2 Tato smlouva vstupuje v platnost podpisem

smluvnich stran a ode dne svého

zvefejnéni v registru smluv.

28.3 Podpisem této smlouvy smluvni strany

JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

souhlasi se zvefejnénim této smlouvy
poskytovatelem sluzeb dle pozadavku
platnych pravnich ptedpisi, zejména dle
zakona €. 340/2015 Sb. O registru smluv,
ve znéni pozd¢jSich predpisii a smérnic a
rozhodnuti Ministerstva zdravotnictvi CR.

Zvetejnénim nesmi dojit ke sdéleni
osobnich udaji o fyzickych osobach,
divérnych informacich podle této
smlouvy a obchodniho tajemstvi dle
ujednani stran ve smyslu ustanoveni § 504
obcanského zakoniku, které tvofi: vSechny
pfilohy smlouvy a detaily studie (délka
trvani, pocet subjekt).

Zvefejnéni smlouvy v registru se provede
poskytovatel  sluzeb a  zvefejnéni
zadavatelem nebo CRO poskytnutou (a
vSemi odsouhlasenou) redigovanou verzi
smlouvy. O zvefejnéni bude zadavatele
informovat skrze Sean Moran, CFO -

e T e e
LA B e R
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28.4 The other Contracting Party acknowledges that 28.4 Druhd smluvni strana bere na védomi, ze

the Service Provider as state contribution
organization 1is committed to provide
information to a legitimate query of a third
Party pursuant to Act No. 106/1999 Coll., On
free access to information, as amended.

28.5 This Agreement has been translated into Czech

poskytovatel sluzeb mé jako statni
prispeévkova organizace povinnost
poskytovat informace cizim osobdm na
zéklad¢ legitimnich dotazi podle zakona
¢. 106/1999 Sb., o svobodném pftistupu
k informacim v platném znéni.

language and the Czech text constitutes its 28.5 Tato smlouva byla pfelozena do ceského

integral part. In case of discrepancies the
Czech language version shall prevail.

jazyka a text v Ceském jazyku tvoii jeji
nedilnou soucast. V ptipad¢é nesrovnalosti
ma prednost Ceska verze.

28.6 This Agreement has been drawn up in three 28.6 Tato smlouva byla sepsana ve tfech (3)

(3) identical copies in Czech and in English,
one for each signatory and one for Sponsor.

IN WITNESS WHEREOQOF the parties have hereto NA
entered into this Agreement on the day and year set tuto
forth above.

totoznych kopiich v ¢esting a v angli¢ting,
pfiCemz jeden vytisk obdrzi kazdy
z podepisujicich a jeden obdrzi zadavatel.

DUKAZ TOHO smluvni strany uzaviraji
smlouvu v den a rok stanoveny vyse.

Date: Dne:

CORBUS PHARMACEUTICALS INC.
Represented by
ACCELSIORS

Managing Director

CORBUS PHARMACEUTICALS Inc.
Zastoupena
ACCELSIORS

generalni feditel

Date: Dne:

SERVICE PROVIDER

MOTOL University Hospital
Represented by [ NN

C. pracovists: 1502
JBT101-CF-002_Ceska republika_zdravotnicke zarizeni

POSKYTOVATEL SLUZEB
FAKULTNI NEMOCNICE MOTOL
Zastoupeni feditelem
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The undersigned _

as an lInvestigator, | confirm that | am duly
acquainted with the Contract and the relevant
documentation of the Clinical Study of
Investigational Medicinal Product (IMP), and |
undertake to ensure compliance with my obligations
arising from them. Furthermore, | undertake not to
disclose information regarding the above mentioned
Clinical Study without the prior written consent of the
Sponsor, to keep confidentiality about all information
provided, to treat information as confidential and to
refrain from any other use of such information, the
Investigational Medicinal Drug and results of the
Study, other than for the purposes of this Clinical
Study. As an Investigator, | agree that the Sponsor
(and, if applicable, the CRO) will collect, use,
process and disclose my personal data, including
the name, qualifications and experience in the
clinical trials, my financial data relating, among other
things, to the remuneration received; financial
compensation and other personal data for
administrative purposes in connection with the
clinical evaluation, to provide them to Ethics
committees and government offices, and | undertake
to ensure this consent is granted also from the Sub-
Investigators and other members of the Study Team.

INVESTIGATOR

ACCELSIORS
Nize podepsany [ ENEGcTcTzNIN

Jjako zkouSejici potvrzuji, Ze jsem radné
seznamen se smlouvou a s pfislusnou
dokumentaci klinického hodnoceni hodnoceného
léc¢ivého pfipravku (HLP) a zavazuji se zajistit
dodrzovani svych povinnosti  vyplyvajicich
z téchto dokumentd. Kromé toho se zavazuji
neposkytovat informace tykajici se vy$e
uvedeného klinického hodnoceni bez
predchoziho pisemného souhlasu zadavatele,
zachovavat mléenlivost o v8ech poskytnutych
informacich, zachazet s témito informacemi jako
s duvérnymi informacemi a zdrzet se jakéhokoli
jiného vyuziti t&chto informaci a vysledkt KH pro
jiné ucely nez pro ucely tohoto klinickeho
hodnoceni. Jako zkousejici souhlasim s tim, Ze
zadavatel (a pripadné CRO) bude shromazdovat,
pouZivat a zvefejriovat moje osobni tdaje véetné
jména, kvalifikace a zkuSenosti v klinickych
hodnocenich, mych financnich Gdaju tykajicich
se mimo jiné obdrzené odmény, financnich
vyrovnani i dalSich osobnich udaji pro
administrativni ucely v souvislosti s klinickym
hodnocenim, poskytovat je etickym komisim a
organum statni spravy a zavazuji se zajistit
udéleni  tohoto souhlasu i ze  strany
spoluzkous$ejicich a ostatnich ¢lent tymu KH.

ZKOUSEJICI

C. pracovists: 1502
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