CLINICAL STUDY AGREEMENT No.
08/0VZ/16/047-P

This Clinical Study  Agreement (this
“Agreement”), is effective upon signature of the
last party (the “Effective Date”), is between Edge
Therapeutics, Inc., a Delaware corporation
(“Sponsor”) represented in the European Union by
PBS Regulatory Consulting Group Pvt Ltd., having
its principal office at 5 E Vows Walk, Kirkcaldy
KY1 1SQ, UK and Fakultni nemocnice Ostrava,
17. Listopadu 1790/5, 708 52 Ostrava — Poruba,
Czech Republic, IC: 00843989, DIC: CZ00843989,
Deed of foundation Ministry of health dated 25
November 1990 ref. OP054-25.11.90, in matters of
this agreement is entitled to act and sign: MUDr.
Josef Srovnal, deputy director for medical care,
Bank: Ceska narodni banka, Na Prikop¢ 28, 115 03
Praha 1, Czech Republic, Account number:
66332761/0710, IBAN: CZ59 0710 0000 0000
6633 2761, BIC code (SWIFT): CNBACZPP,
Variable symbol: 649071037 (the “Site”), and
MUDr. Tomas Hrbac¢, Ph.D., MBA, an employee of
Site with offices located at: Fakultni nemocnice
Ostrava, Neurochirurgickd klinika, 17. Listopadu
1790/5, 708 52 Ostrava-Poruba, Czech republic
(the “Principal Investigator” or “Pl”); Sponsor
and Site, each, a “Party” and, collectively, the
“Parties”.

WHEREAS, Sponsor desires to conduct a Phase 11l
clinical trial (the “Study”) of EG-1962 (the
“Drug”) as part of a multi-center study under a
protocol  entitled “Phase 3, Multicenter,
Randomized, Double-Blind, Placebo-Controlled,
Parallel-Group, Efficacy and Safety Study
Comparing EG-1962 to Standard of Care Oral
Nimodipine in  Adults with  Aneurysmal
Subarachnoid Hemorrhage” (the “Protocol”) that is
incorporated herein by reference; and

WHEREAS, Site has the facilities and expertise to
conduct the Study and Sponsor wishes to have Site
conduct the Study;

DC: 6175507-16

EXECUTION VERSION

SMLOUVA O KLINICKEM HODNOCENI &.
08/0VZ/16/047-P

Tato Smlouva o klinickém hodnoceni (dale jen
,smlouva®), je u¢inna dnem podpisu posledni
smluvni stranou(déle jen ,,datum u¢innosti*) se
uzavira mezi Edge Therapeutics, Inc., spolecnosti
registrovanou ve stat¢ Delaware (dale jen
,Zadavatel*), zastoupenou Vv Evropské unii
spolec¢nosti PBS Regulatory Consulting Group Pvt
Ltd. se sidlem 5 E Vows Walk, Kirkcaldy KY1
1SQ, Velka Britanie a Fakultni nemocnici Ostrava,
17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Ceska republika,IC: 00843989, DIC: CZ00843989,
Ztizovaci listina MZ CR ze dne 25. listopadu 1990
¢.j. OP-054-25.11.90, ve vécech této smlouvy je
opravnén jednat a podepisovat: MUDr. Josef
Srovnal, naméstek feditele pro 1écebnou péci,
Bankovni spojeni: Ceskd narodni banka, Na
Prikop¢ 28, 115 03 Praha 1, Ceska republika, Cislo
uctu:  66332761/0710, IBAN: CZ59 0710 0000
0000 6633 2761, BIC kod (SWIFT): CNBACZPP,
Variabilni  symbol: 649071037 (dale jen
»centrum®), a MUDr. Tomas Hrbac, Ph.D., MBA,
zaméstnanec centra s pracoviStém na adrese:
Fakultni nemocnice Ostrava, Neurochirurgicka
Klinika, 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika (dale jen ,hlavni
zkousSejici” nebo ,,HZ); zadavatel a centrum se
jednotlivé dale oznacuji jako ,,smluvni strana“ a
spole¢né jako ,,smluvni strany*.

VZHLEDEM K TOMU, ZE zadavatel si pieje
realizovat klinické hodnoceni faze 1ll (dale jen
,Klinické hodnoceni*) pfipravku EG-1962 (dale
jen  ,hodnoceny pripravek“) v  rémci
multicentrické studie podle protokolu nazvaného

,,Multicentrické, randomizované, dvojité
zaslepené, placebem  kontrolované  klinické
hodnoceni uc¢innosti a bezpeCnosti faze 3

S paralelnimi skupinami porovnévajici pfipravek
EG-1962 s peroralnim Nimodipinem podavanym v
ramci standardni péce dospélym pacientim s
aneurizmalnim  subarachnoidalnim  krvacenim
(dale jen ,protokol®), ktery je zahrnut do této
smlouvy odkazem; a

VZHLEDEM K TOMU, ZE centrum disponuje
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NOW THEREFORE, in consideration of the
mutual covenants contained in this Agreement, and
other good and valuable consideration, the receipt
and sufficiency of which are hereby acknowledged,
the Parties, intending to be legally bound, agree as
follows:

1. Study Performance.

(a) Study Duration. The Parties anticipate that the
Study will be conducted during the period
commencing on the Effective Date and ending on
or prior to the fifth anniversary thereof. Sponsor
will communicate any changes to the foregoing
timeline to Site in writing.

(b) Scope of Work. Site shall conduct the Study
under the supervision of the Principal Investigator,
in strict accordance with: (i) the Protocol and the
terms and conditions of this Agreement, as each
may be amended; (ii) written instructions of
Sponsor; and (iii) all applicable laws, rules,
regulations and guidelines relating to the conduct of
clinical trials in the territory of the Czech Republic
and the protection of the privacy of those involved
in any such clinical trials, particularly by the Act
No. 378/2007 Coll., on Pharmaceuticals, as
amended, by Act No. 372/2011 Coll., on Health
Services, as amended, by Decree No. 226/2008
Coll., on Good Clinical Practice and Detailed
Conditions of Clinical Trials on Medicinal Product,
as amended, and by Act No. 101/2000 Coll., on
Personal Data Protection, as amended, including
EU Clinical Trials Directive 2001/20/EC and
applicable national implementing legislation, the
current Good Clinical Practice Guidance (E6) and
other relevant guidelines promulgated by the
International  Conference on  Harmonisation
(“1CH”), European Commission guidance and
good clinical and medical practice and the
legislation of the Czech Republic (collectively,
“Law”). Site shall make available all personnel,
facilities and resources necessary to efficiently and
expeditiously accomplish its responsibilities under
this Agreement.

(c) Amendments to Protocol and Related

zafizenim a odbornosti, které jsou zapotiebi k
provadéni klinického hodnoceni, a zadavatel si
pteje, aby klinické hodnoceni bylo realizovano na
centru;

NYNi Z TECHTO DUVODU s ptihlédnutim k
vzajemnym zavazklim obsazenym v této smlouvé a
s pfihlédnutim k pfiméfené protihodnote, jejiz
piijeti a dostateCna vyse se timto potvrzuje, se
smluvni strany, majice v umyslu fidit se touto
smlouvou, dohodly na nasledujicim:

1. Realizace klinického hodnoceni.

(@) Trvani klinického hodnoceni. Smluvni strany
oc¢ekavaji, ze klinické hodnoceni bude probihat v
obdobi od data Gcinnosti této smlouvy do péti let
od podepsani smlouvy nebo diive. Zadavatel sdéli
pisemné  jakékoliv  pfipadné zmény vySe
uvedenych ¢asovych udaja.

(b) Rozsah praci. Centrum provede Kklinické
hodnoceni pod dohledem hlavniho zkousejiciho, v
piisném souladu s nasledujicim: (i) s protokolem a
za podminek této smlouvy, které mohou byt
ptilezitostn€ upraveny; (ii) s pisemnymi pokyny
zadavatele; a (iii)) se vSemi platnymi zakony,
pravidly, pfedpisy a smérnicemi tykajicimi se
provadéni klinickych hodnoceni a ochrany
osobnich udajli osob ucastnicich se jakychkoli
takovych klinickych hodnoceni, zejména zékonem
¢. 378/2007 Sb. o lécivech, v platném znéni,
zakonem ¢. 372/2011 Sb., o zdravotnich sluzbach,
v platném znéni, vyhlaS8kou ¢. 226/2008 Sb. o
spravné klinické praxi a podminkach klinického
hodnoceni [é¢iv, v platném znéni a zakonem
¢. 101/2000 Sb., o ochrané osobnich udaji, v
platném znéni, vcetné¢ smérnice Evropského
parlamentu a Rady 2001/20/ES o sblizovani
pravnich a spravnich predpisit c¢lenskych stath
tykajicich se zavedeni spravné klinické praxe pfti

provadéni klinickych  hodnoceni  humdénnich
lécivych  ptipravka, aktualnich pokynll pro
spravnou  klinickou praxi (E6) a dalSich

relevantnich  smérnic  pfijatych  Mezinarodni
konferenci o  harmonizaci (International
Conference on Harmonisation, dale jen ,,ICH®),
pokynli Evropské komise a pozadavkli na
spravnou klinickou a lékafskou praxi (spole¢né
dale jen ,platna legislativa“). Centrum ma k
dispozici personal, veskera =zafizeni a zdroje
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Documents. No changes or revisions in the Protocol
or the informed consent shall be made by Site or PI
unless (i) first mutually agreed upon in writing by
Sponsor and Principal Investigator and reviewed
and approved by the applicable ethics committee
(the “EC”), or (ii) deemed necessary by Principal
Investigator according to generally accepted
standards of Good Clinical Practice to protect the
safety, the rights, or the welfare of the Subjects, in
which case Sponsor and the EC shall be notified of
such change or revision immediately in writing. In
the event Site’s EC requires changes in the Protocol
or informed consent, Sponsor shall be advised in
advance and all modifications to the Protocol and
informed consent must be approved in advance in
writing by Sponsor.

(d) Deviations from Protocol. Site shall not, and
shall cause PI not to, deviate from the Protocol,
except as necessary to eliminate immediate hazards
to the safety and welfare of an individual
participating in the Study (each, a “Subject”) and
in conformity with the generally accepted standards
of the medical community.

(e) Third Party Designees. Sponsor may retain one
or more third parties to assist Sponsor in managing
the Study. Site acknowledges Sponsor’s right to
assign or transfer, in whole or in part, without the
consent of Site, any of its rights or obligations
under this Agreement to any such third party. Site
shall permit such third party to perform any or all
of Sponsor’s obligations, or to exercise any or all of
Sponsor’s rights, under this Agreement.

(f) Report of Unanticipated and Serious Adverse
Events. Principal Investigator shall notify Sponsor
of any (i) serious adverse events which occur to
Subjects and (ii) unanticipated problems involving
risks to Subjects or others, all in accordance with
(x) the Protocol, (y) any Sponsor guidelines with
respect thereto as Sponsor may from time to time
supply to Site, and (z) requirements of applicable
Law.

(g) Subject Safety. As required by 21 C.F.R. 50

potiebné pro efektivni a operativni
povinnosti podle této smlouvy.

plnéni

(c) Upravy protokolu a souvisejicich dokumentt.
Centrum ani HZ nesm¢ji provadet zadné zmény ¢i
revize protokolu nebo informovaného souhlasu,
pokud (i) nebyly nejprve pisemné schvaleny
zadavatelem a hlavnim zkouSejicim a provéfeny a
schvaleny pfislusnou etickou komisi (ethics
committee, dale jen ,,EK®), nebo (ii) je hlavni
zkousSejici nepovazuje za potiebné v souladu s
obecné pfijatymi normami spravné Klinické praxe
z hlediska ochrany bezpecnosti, prav nebo
prospéchu subjektd, kdy v takovém piipadé
zadavatel a EK musi byt o pfislusSné¢ zméné
neprodlen¢ informovani, a to pisemné. Pozaduje-li
EK centra zmény v protokolu nebo informovaném
souhlasu, zadavatel musi byt informovan piedem a
veskeré Upravy protokolu a informovaného
souhlasu museji byt predem pisemné schvaleny
zadavatelem.

(d) Odchylky od protokolu. Centrum se nesmi
odchylit a zajisti, ze HZ se neodchyli od protokolu,
s vyjimkou pfipadu, kdy je tfeba eliminovat
bezprostfedni riziko ohrozeni bezpecCnosti a
prospéchu ucastnika klinického hodnoceni (dale
jen ,subjekt), a to v souladu se vSeobecné
pfijimanymi normami lékatské komunity.

(e) Zmocnénci tieti osoby. Zadavatel mize piizvat
jednu nebo vice tietich osob, aby pomahaly
zadavateli s Kklinickym hodnocenim. Centrum
uznava pravo zadavatele na postoupeni nebo
pfevod vSech nebo ¢asti kteréhokoliv ze svych
prav ¢i zavazki podle této smlouvy na jakoukoliv
treti osobu bez souhlasu centra. Centrum umoZzni
takové tfeti osobé plnéni kteréhokoliv nebo vSech
zavazkil zadavatele nebo vykon kteréhokoliv nebo
vSech prav zadavatele podle této smlouvy.

(f) HlaSeni neocekdvanych a  zévaznych
nezadoucich uc€inkt.  Hlavni zkouSejici musi
informovat zadavatele o jakychkoli (i) zavaznych
nezadoucich udélostech, k nimz dojde u subjekti,
a (i1) neocekavanych problémech, které predstavuji
riziko pro subjekty a jiné osoby, vSe v souladu s

(x) protokolem, (y) jakymikoli metodickymi
pokyny zadavatele tykajicimi se uvedené
problematiky, které zadavatel pfilezitostné
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and any other Law governing human subjects
research, Sponsor agrees promptly to notify Pl of
any serious adverse events caused by or associated
with the Drug of which it becomes aware through
Sponsor’s monitoring process or research results
that could reasonably be expected to (i) affect the
safety or medical care of Subjects, or their
willingness to continue participation in the Study;
(it) significantly influence the conduct of the Study;
or (iii) alter the EC’s approval to continue the
Study.

2. PI. Sponsor and Site have mutually agreed
to the selection of the PI. Site shall cause PI to
supervise the work of all persons who assist in
performing the Study (each, a “Study Staff
Member”). Prior to beginning the Study, Principal
Investigator shall deliver to Sponsor true, complete
and correct signed versions of PI’s investigator
statement on FDA Form 1572 and copies of PI’s
current curriculum vitae. During the Study, Site
shall immediately notify Sponsor in writing if Site
becomes aware that Pl plans to leave or terminate
his or her association with Site or will otherwise be
unable to complete the Study, in which event
Sponsor may, in its sole discretion, either consent
to the designation of a successor to Pl or terminate
this Agreement pursuant to Section 15(b)(i)(E).

3. Ethics Committee Approval. Prior to
beginning the Study, Sponsor shall provide to Site
documentation verifying approval by the EC of the
Protocol and the information to be provided to
potential subjects of the Study to secure their
informed consent.

4. Subject Enrollment and Informed Consent.
Site and PI shall, in accordance with the Subject
eligibility criteria specified in the Protocol and in
compliance with Law, use best efforts to enroll

poskytne
legislativy.

centru, a (z) pozadavky platné

(g) Bezpecnost subjektu. Podle hlavy 21 paragrafu
50 Sbirky federalnich ptedpist (C.F.R.) Spojenych
statt a jakékoli dalsi legislativy platné pro vyzkum
na lidskych subjektech se zadavatel zavazuje
neprodlen¢ informovat HZ o jakychkoli zdvaznych
nezadoucich udélostech zptsobenych hodnocenym
ptipravkem nebo s nim souvisejicich, o nichz se
zadavatel dozvi prostiednictvim svého
monitorovaciho procesu nebo vysledku vyzkumu,
u nichz lze pfiméfené predpokladat, ze (i) by
mohly mit vliv na bezpe¢nost nebo 1ékarskou péci
subjektii ¢i  jejich ochotu se dale Ttucastnit
klinického hodnoceni; (ii) vyznamné ovlivni
realizaci klinického hodnoceni, nebo (iii) povedou
ke zméné souhlasu EK s pokra¢ovanim klinického
hodnoceni.

2. Hlavni Zkousejici. Zadavatel a Centrum
se vzdjemné dohodli na vybéru HZ. Zadavatel
zajistil hlavniho zkousejiciho (HZ), ktery bude
provadét dohled nad praci vSech osob
napomahajicich pfi realizaci klinického hodnoceni
(kazda takova osoba dale jen ,pracovnik
klinického  hodnoceni*).  Pfred  zahajenim
klinického hodnoceni poskytne hlavni zkousejici
zadavateli pravdivé, kompletni a spravné
podepsané verze prohlaseni hlavniho zkousejiciho
na formula¥i &islo 1572 Utadu pro kontrolu
potravin a 1ékit USA (FDA Form 1572) a kopie
aktudlniho Zivotopisu hlavniho zkousSejiciho.
Béhem klinického hodnoceni bude centrum
neprodlené pisemné informovat zadavatele, pokud
zjisti, ze HZ ma v timyslu odejit nebo ukoncit sviyj
pracovni pomér v centru nebo bude jinak
neschopen dokoncit klinické hodnoceni, kdy v
takovém pfipadé¢ zadavatel miZze podle svého
vlastniho uvadZeni bud’ souhlasit se stanovenim
nastupce HZ, nebo ukoncit tuto smlouvu v souladu
S paragrafem 15 odstavcem b vétou i pismenem E.

3. Souhlas etické komise. Pfed zahajenim
klinického hodnoceni poskytne zadavatel centru
dokumentaci ovéfujici souhlas EK s protokolem a
informacemi, které budou poskytnuty subjektim
klinického hodnoceni pro zajiSténi informovaného
souhlasu.
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Subjects in the Study. Prior to a Subject’s
screening or enrollment in the Study, Principal
Investigator shall obtain the informed consent of
such Subject in accordance with Law, including the
completion of an informed consent form that has
been reviewed and approved in advance by Sponsor
and the EC.

5. Provision of Drug. Sponsor shall provide Site
with the Drug, in accordance with the Protocol,
solely for Site’s performance of the Study. The
Drug shall remain the sole property of Sponsor.
The Drug will be stored in accordance with the
Decree No. 226/2008 Coll., as amended, in Site’s
pharmacy. Site’s pharmacy shall, and shall cause
Pl and all Study Staff Members to, store, use and
handle the Drug in accordance with the Protocol
and any written instructions provided by Sponsor
and in compliance with Law, and not to use the
Drug for any purpose other than the performance of
the Study. Upon termination or completion of the
Study, Site’s pharmacy shall, at Sponsor’s direction
and expense, either return to Sponsor or dispose of
any unused Drug in accordance with Sponsor’s
written instructions. Site’s pharmacy shall
maintain complete and accurate records relating to
the disposition of all Drug supplied to Site. Site
shall notify Sponsor of any loss of the Drug (other
than use in the Study) promptly following such
loss. Sponsor shall be free, in its sole discretion, to
distribute the Drug to others and to use it for its
OWN purposes.

6. Financial Disclosure Information. Site shall
cause Pl and any sub-investigators to promptly
provide to Sponsor (a) executed financial disclosure
statements, in the form required by Sponsor and (b)
such other financial information as Sponsor may
reasonably request. During the term of the Study
and for a period of 12 months thereafter, Site shall

4. Zarazeni subjektu a informovany
souhlas. Centrum a HZ v souladu s kritérii pro
zatazeni subjekti do klinického hodnoceni

uvedenymi v protokolu a vsouladu s platnou
legislativou vynalozi maximalni usili pro zafazeni
subjektii do tohoto klinického hodnoceni. Pied
screeningovym vySetfenim subjektu nebo jeho
zafazenim do klinického hodnoceni hlavni
zkousSejici ziskd informovany souhlas subjektu v
souladu s platnou legislativou, vcetn¢ vyplnéni
formulafe informovaného souhlasu, ktery byl
pifedem zkontrolovan a schvalen zadavatelem a
EK.

5. Poskytnuti  hodnoceného  pripravku.
Zadavatel poskytne centru hodnoceny ptipravek v
souladu s protokolem a vyhradné¢ za ucelem
realizace Klinického hodnoceni. Hodnoceny
pfipravek  zlstane  vyhradnim  vlastnictvim
zadavatele. Hodnoceny piipravek bude v souladu
s vyhlaSkou ¢. 226/2008 Sb., v platném znéni,
uskladnéno v Lékarn¢ Centra. Lékarna Centra
hodnoceny pfipravek uskladni, bude pouzivat a
manipulovat s hodnocenym pfipravkem, a zajisti,
ze HZ a vsichni pracovnici klinického hodnoceni
uskladni, budou pouzivat a manipulovat s
hodnocenym piipravkem v souladu s protokolem a
jakymikoli pisemnymi pokyny zadavatele a v
souladu s platnou legislativou a Ze hodnoceny
pfipravek nebude pouzit k Zadnému jinému ucelu
nez k realizaci klinického hodnoceni. Pfi ukonceni
nebo dokonceni klinického hodnoceni Lékarna
Centra podle pokynii a na naklady zadavatele bud’
vrati veSkery nespotifebovany hodnoceny piipravek
zadavateli, nebo jej zlikviduje v souladu
s pisemnymi pokyny zadavatele. Lékarna Centra
bude uchovéavat kompletni a piesné zaznamy
tykajici se naklddani s veSkerym pfipravkem
dodanym centru.  Centrum bude informovat
zadavatele o jakékoli ztrat€¢ hodnoceného
pfipravku (jiné nez uzivani v ramci klinického
hodnoceni), a to neprodlené¢ po zjiSténi takové
ztraty. Zadavatel mize podle svého vlastniho
uvazeni distribuovat hodnoceny piipravek dalSim
osobam a pouzivat jej pro své vlastni ucely.

6. Zpristupnéni informaci za ucelem kontroly
financi. Centrum zajisti, ze HZ a vSichni dalsi
zkousSejici neprodlené poskytnou zadavateli (a)
vyhotovend prohldseni o zpfistupnéni informaci za
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cause Pl and any sub-investigators promptly to
notify Sponsor in writing of any changes thereto.

7. Payment.

(a) Consideration. As consideration for Site’s and
PI’s participation in the Study, Sponsor shall pay
Site in accordance with Attachment A. Payment
ofremuneration reffered to this Article 7 and
inAttachment A, except with respect to payment
under Article 14, are the Sponsor’s total financial
obligation and sole means of financialsettlement
between the Parties under this Agreement.Sponsor
hereby declares that it has not concluded a separate
agreement with the Principal Investigator on
remuneration for the Study. Sponsor acknowledges
that Site may split the financial consideration paid
hereunder between the Site and
Principallnvestigator and his study team after
deductionof the costs by the internal regulations of
theSite.Site shall not seek any reimbursement from
or submit claims to any insurance fund or any other
third party payor, whether public or private, for any
performance under the Study that is provided by the
Sponsor or covered by the amount paid to payee (as
set forth in Attachment A) hereunder. Any
performance shall include any Drug, procedure,
test, treatment or other material or service provided
by Sponsor or covered by the amount paid to payee.
Sponsor and Site agree that the compensation to be
paid under this Agreement does not exceed the fair
market value of the services that are being
provided, and that no payments are being made
hereunder for the purpose of inducing Site or the Pl
to purchase or prescribe any drugs, devices or
products.

(b) Taxes. Site acknowledges and agrees that it
shall be solely responsible for paying the
appropriate amount of all federal, state and local
taxes with respect to all compensation paid
pursuant to this Agreement, and that, except as
required by applicable laws, Sponsor shall have no
responsibility for withholding or paying any such

ucelem kontroly financi ve formé, kterou zadavatel
bude pozadovat, a (b) dalSi finan¢ni informace,
které zadavatel mlze priméiené vyzadovat.
Béhem klinického hodnoceni a po dobu 12 mésict
po jeho skonceni centrum zajisti, ze HZ a
kterykoliv z dalSich zkousejicich bude neprodlené
a pisemn¢ informovat zadavatele o jakychkoli
zménach vyse uvedenych informaci.

7. Platba.

(a) Protiplnéni. Jako protiplnéni za ucast centra a
hlavniho zkous$ejiciho v klinickém hodnoceni
zadavatel poskytne centru financni plnéni uvedené
v priloze A. Platby odmény, uvedené v tomto
¢lanku a ptiloze A s vyjimkou platby dle paragrafu
14, ptedstavuji jediny a vyluény zptsob finan¢niho
vyporadani mezi smluvnimi stranami. Zadavatel
timto prohlasuje, Zze neuzaviel s hlavnim
zkouSejicim separdtni smlouvu na odménu za
provedeni klinického hodnoceni.Odména bude
rozdélena mezi Centrum a Hlavniho zkouSejiciho a
jeho studijni tym po odeéteni nakladi podle
vnitinich predpisi Centra. Centrum  nebude
usilovat o jakoukoliv formu néhrady nebo
predkladat naroky na jakoukoli pojisStovnu ¢i
jakéhokoliv ciziho platce, bez ohledu na to, zda
vetejného ¢i soukromého, za jakykoliv vykon v
ramci studie, ktery je poskytovan zadavatelem
nebo pokryt ¢astkou hrazenou piijemci (jak je
uvedeno v pfiloze A) nize. Jakykoliv vykon
zahrnuje jakykoli hodnoceny pfipravek, zakrok,
test, lécbu nebo jiny material &1 sluzbu
poskytnutou zadavatelem ¢i zahrnutou v Castce,
ktera ma byt uhrazena piijemci platby. Zadavatel
a centrum se zavazuji, Ze kompenzace, ktera ma
byt uhrazena podle této smlouvy, nepiekroci
skutecnou trzni hodnotu sluzeb, které maji byt
poskytnuty, a Ze zadné uhrady, které maji byt
provedeny podle této smlouvy neslouzi k
ovliviiovani centra nebo HZ ve smyslu nakupu
nebo preskripce jakychkoli 1é€iv, prostiedkit nebo
produktti.

(b) Dané. Centrum potvrzuje a souhlasi, Ze ponese
vyhradni odpovédnost za twhradu veskerych
statnich a mistnich dani v pfislusné vysi, pokud se
jedna o veskerou kompenzaci hrazenou podle této
smlouvy, a ze s vyjimkou, jak se pozaduje podle
platné legislativy, zadavatel nenese Zadnou
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taxes for or on behalf of Site.
8. Study Data.

(a) Complete and Accurate Records. Site shall, and
shall cause Pl and each Study Staff Member to,
prepare, maintain and retain complete, current,
accurate, organized and legible Study Data (as
defined below) as required by the Protocol and in a
manner acceptable for the collection of data for
submission to, or review Dby, any national,
supranational or other governmental body having
legal authority with respect to the Drug (each, a
“Regulatory Authority”), including the US Food
and Drug Administration or any successor agency
thereto (“FDA”), and in full compliance with the
Protocol and Law. “Study Data” means all
laboratory and clinical data, primary and summary,
that are generated with respect to the Study,
including case report forms, safety information,
informed consent forms and PI’s study notebooks,
excluding any original Subject medical records that
are considered “Source Documents” (as defined by
International Conference on Harmonization (ICH)
Guidance E6 “Good Clinical Practice”).

(b) Reporting of Study Data. Without limitation of
the obligations set forth in Section 9(a), Site shall,
and shall cause Pl to, provide Sponsor with all
Study Data as reasonably requested by Sponsor.
Sponsor shall have free access to all Study Data
maintained by Site.

(c) Retention of Study Documentation. Site shall
retain all Study Documentation (as defined below)
and any other documents that it is required to retain
by Law for the longer of (i) two years after the last
approval of a marketing application in an ICH
region and until there are no pending or

odpovédnost za srdzku ani uhradu jakychkoli
takovychto dani za centrum nebo jeho jménem.

8. Udaje z klinického hodnoceni.

(@) Kompletni a piesné zaznamy. Centrum
pripravi, bude udrzovat a uchovd v kompletnim
stavu a zajisti, ze HZ a kazdy pracovnik klinického
hodnoceni pfipravi, bude udrzovat a uchovd v
kompletnim stavu, aktudlni, ptfesné, usporadané a
Citelné tdaje z klinického hodnoceni (jak jsou
definovany nize), jak pozaduje protokol a
zpusobem piijatelnym z hlediska shromazd’ovani
udaji za ucelem jejich predkladdni nebo revize
jakymkoliv nérodnim, nadnarodnim nebo jinym
ufednim orgdnem, ktery ma zakonnou pravomoc
ve vztahu k hodnocenému ptipravku (kazdy takovy
organ dale jen ,regulaéni organ®), vietnd Ufadu
pro kontrolu potravin a 1ékit USA (US Food and
Drug Administration) nebo jakehokoliv jeho
nastupce (dale jen ,,FDA*), a zcela v souladu s
protokolem a platnou legislativou. ,,Udaje
z klinického hodnoceni*“ znamenaji  veskeré
laboratorni a klinické Udaje, primarni a sumarni,
které byly vygenerovany ve vztahu ke klinickému
hodnoceni, véetné formuldit subjektd klinického
hodnoceni, informaci o bezpecnosti, formulait
informovaného souhlasu a zdznamid hlavniho
zkouSejictho o klinickém hodnoceni, s vyjimkou
jakychkoli  plvodnich  Iékafskych  zadznami
subjektu, které se povazuji za ,zdrojové
dokumenty*“ (jak jsou definovany Mezinarodni
konferenci o harmonizaci (ICH), navodem EG6
,,Spravna klinicka praxe®).

(b) Pfedavani udajt z klinického hodnoceni. Bez
omezeni zavazki stanovenych v paragrafu 9(a),
centrum poskytne zadavateli a zajisti, ze HZ
poskytne zadavateli veskeré udaje z klinického
hodnoceni, které mulze zadavatel piimétené
vyzadovat. Zadavatel bude mit volny pfistup ke
vSem udajim z klinického hodnoceni, které budou
uchovavany v centru.

(c) Uchovavani dokumentace ke Klinickému
hodnoceni. Centrum bude uchovavat veskerou
dokumentaci ke klinickému hodnoceni (jak je
definovéna nize) a jakoukoli dal$i dokumentaci,
jejiz uchovavani se pozaduje podle platné
legislativy, po dobu (i) dvou let po poslednim
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contemplated marketing applications in an ICH
region or two years after the formal discontinuation
of clinical development of the Drug or (ii) such
period as required by Law, including ICH
guidelines, or (iii) such longer period as requested
by Sponsor. After the end of such period, if Site
desires to destroy any Study Documentation or
such other documents, Site shall notify Sponsor of
such desire and Sponsor shall have 60 days after
receipt of such notice to, at its option, either take
custody of any Study Documentation or such other
documents the Site proposes to destroy or allow
Site to destroy such Study Documentation or other
documents.

9. Ownership of Study Documentation and
Inventions.

(@) Study Documentation. Site shall, and shall
cause Pl to, fully disclose to Sponsor any and all
Study Documentation (as defined below). Sponsor
shall own all right, title and interest, including any
patent, trade secret, trademark, copyright or other
proprietary intellectual property rights (collectively,
the “Rights”) in and to any and all Study
Documentation (other than a Subject’s primary
medical records) and Sponsor may utilize such
Study Documentation in any way it deems legally
appropriate. Site hereby irrevocably assigns, and
Site shall cause PI and any applicable Study Staff
Member to irrevocably assign, to Sponsor all of
their respective Rights worldwide in and to such
Study Documentation. “Study Documentation”
means work, reports, writings, designs, methods,
computer software and data recorded in any form,
including electronic mail, that are created,
developed, written, conceived or made by Site, Pl
or any Study Staff Member (whether solely or
jointly with others) as a result of or in connection
with the Study or the performance of Site’s
obligations under this Agreement, including Study
Data, but excluding any Manuscript (as defined

ud¢leni registrace v regionu, na ktery se vztahuji
pravidla ICH, a dokud neskonc¢i jakékoliv tizeni
nebo zamyslené fizeni o udéleni registrace v
regionu, na ktery se vztahuji pravidla ICH, nebo po
dobu dvou let po formalnim pteruseni klinického
vyvoje hodnoceného piipravku nebo (ii) po
takovou dobu, kterou pozaduje platnd legislativa,
vcetn¢ metodickych pokyntt ICH, nebo (iii) po
takovou delsi dobu, jak vyzaduje zadavatel, podle
toho, co nastane pozdéji. Po skonceni tohoto
obdobi, pokud si centrum bude pfat znicit
jakoukoli dokumentaci ke klinickému hodnoceni
nebo jiné podobneé dokumenty, centrum bude o
svem umyslu informovat zadavatele a zadavatel
bude mit 60 dnt od data piijeti takového oznameni
o vyse uvedeném na to, aby podle svého pfani bud’
prevzal do tuschovy jakoukoliv dokumentaci ke
Klinickému hodnoceni nebo jiné podobné
dokumenty, u kterych centrum navrhuje likvidaci,
nebo umoznil, aby centrum takovou dokumentaci
ke Kklinickému hodnoceni nebo jiné podobné
dokumenty znicilo.

9. Vlastnictvi dokumentace ke klinickému
hodnoceni a vynalezii.

(a) Dokumentace ke Klinickému hodnoceni.
Centrum zpfistupni a zajisti, ze HZ zpftistupni
zadavateli v plném rozsahu jakoukoli a veSkerou
dokumentaci ke klinickému hodnoceni (jak je
definovana niZe). Zadavatel je vlastnikem
veskerych prav, vlastnického prava a majetkového
podilu, vcetné jakéhokoliv patentu, obchodniho
tajemstvi, ochranné znamky, autorského prava
nebo jiného vlastnického prava na duSevni
vlastnictvi (spole¢né dale jen ,,prava“) k jakékoli a
veskeré dokumentaci ke klinickému hodnoceni
(jiné nez primarni lékaiské zdznamy subjektu) a
zadavatel muze vyuzit takovou dokumentaci ke
Klinickému hodnoceni jakymkoliv zptsobem,
ktery povazuje za pravné piriméfeny. Centrum
timto neodvolatelné postupuje a centrum zajisti, Ze
HZ a kterykoliv pfislusny pracovnik klinického
hodnoceni neodvolatelné postoupi zadavateli
veSkera sva pfislusna prava s celosvétovou
pusobnosti k takové dokumentaci ke klinickému
hodnoceni. ,Dokumentace ke klinickému
hodnoceni znamena prace, zpravy, psané texty,
navrhy, metody, pocitaovy software a data
zaznamenand  jakoukoli formou, véetné
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below) or any original Subject medical records that
are considered “Source Documents™ (as defined by
International Conference on Harmonization (ICH)
Guidance E6 “Good Clinical Practice”).

(b) Inventions.

(i) Sponsor shall own all Rights in and to each
invention, discovery, know-how, trade-secret and
other intellectual property, including any
improvement, whether patentable or not, that is
conceived, reduced to practice or otherwise made
by Site, Pl or one or more Study Staff Members
(whether solely or jointly with others) (each, an
“Inventor”) relating to the Drug or any indications
or uses therefor (collectively, the “Drug
Inventions™). Site hereby irrevocably assigns and
transfers, and shall cause each Inventor promptly to
irrevocably assign and transfer, all Rights in each
Drug Invention to Sponsor, including disclosing to
Sponsor in writing the conception, reduction to
practice or making of such Drug Invention, and,
without additional consideration, assigning and
transferring to Sponsor all Rights to patents, patent
applications and rights to file for patent protection
for such Drug Invention throughout the world.
Without limitation of the foregoing or any other
rights or remedies that may be available to Sponsor,
if for any reason a Drug Invention cannot be
assigned and transferred to Sponsor, Site hereby
grants, and shall cause each Inventor to grant, to
Sponsor an exclusive, worldwide, perpetual,
irrevocable, royalty-free license, with right to
sublicense through multiple tiers, to exploit such
Drug Invention for any and all purposes.

elektronické posty, které byly vytvofeny, vyvinuty,
napsany, vypracovany nebo realizovany centrem,
HZ nebo kterymkoli pracovnikem klinického
hodnoceni (bez ohledu na to, zda individudlné
nebo ve spolupréci s ostatnimi) jako vysledek
klinického hodnoceni nebo v souvislosti s nim
nebo pfi plnéni zavazku centra podle této smlouvy,
véetné udaju z klinického hodnoceni, ale s
vyloucenim jakéhokoliv rukopisu (jak je definovan
nize) nebo jakychkoli pavodnich Iékatskych
zaznamu subjektu , které se povazuji za ,,zdrojove
dokumenty*“ (jak jsou definovany Mezinarodni
konferenci o harmonizaci (ICH), navodem EG6
,,Spravna klinicka praxe®).

(b) Vynalezy.
(1) Zadavatel je vlastnikem vSech prav ke
kazdému vynalezu, objevu, znalostem

technologického postupu, obchodnimu tajemstvi a
jinému duSevnimu vlastnictvi, v¢etné jakéhokoliv
zlepseni, bez ohledu na to, zda patentovatelného, ¢i
nikoliv, které budou vytvoteny, pfizptisobeny pro
praktické vyuziti nebo jinak realizovany centrem,
HZ nebo jednim ¢i vice pracovniky klinického
hodnoceni (bez ohledu na to, zda individualné
nebo ve spolupraci s jinymi) (kazdy dale jen
Lvynalezce“) ve vztahu k hodnocenému piipravku

nebo jakymkoli indikacim nebo pouzitim
hodnoceného ptipravku (spolecné¢ déale jen
»vynalezy hodnoceného piipravku®). Centrum

timto neodvolateln¢ postupuje a pievadi a zajisti,
7ze kazdy vynalezce neprodlené neodvolatelné
postoupi a ptfevede, veSkerd prava ke kazdému
vyndlezu hodnocen¢ho piipravku na zadavatele,
véetné zpfistupnéni vytvofeni, pfizplsobeni pro
praktické vyuZiti nebo jiné realizace takoveho
vynalezu hodnoceného piipravku zadavateli v
pisemné formé, a bez dalSi protihodnoty,
postoupeni a pirevodu veSkerych prav k patentim,
patentovych piihlaSek a prav registrace patentové
ochrany  takového  vynalezu  hodnoceného
pfipravku na zadavatele s celosvétovou platnosti.
Bez omezeni vySe uvedeného nebo jakychkoli
jinych prav nebo naprav, které mize mit zadavatel
k dispozici, pokud z jakéhokoliv divodu nelze
vynalez hodnocené¢ho piipravku postoupit nebo
pfevést na zadavatele, centrum timto ud¢luje a
zajisti, ze vynalezce udéli, zadavateli vyhradni,
celosvétovou, ¢asové neomezenou, nezrusitelnou a
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(if) With respect to each invention, discovery,
know-how, trade-secret and other intellectual
property, including any improvement, whether
patentable or not, that is conceived, reduced to
practice or otherwise made solely by one or more
Inventors or jointly by one or more Inventors and
one or more employees, agents or designees of
Sponsor or its affiliates, in each case as a result of
or in connection with the Study, other than the
Drug Inventions (the “Other Inventions”), as
between the Parties, (A) Site shall own all Rights
with respect to the Other Inventions conceived,
reduced to practice or otherwise made solely by one
or more Inventors and (B) Site and Sponsor shall
jointly own all Rights with respect to the Other
Inventions conceived, reduced to practice or
otherwise made by one or more Inventors, on the
one hand, and one or more employees, agents or
designees of Sponsor or its affiliates, on the other
hand, such that each Party has an undivided one
half interest in such Other Inventions and has the
right to exploit such jointly owned Other Inventions
without a duty of accounting to the other Party.
Site shall (X) disclose to Sponsor in writing the
conception, reduction to practice or making of each
Other Invention and (Y) cause each Inventor
(whether sole or joint, as the case may be) of an
Other Invention promptly to assign and transfer to
Site any and all of such Inventor’s Rights in and to
such Other Invention throughout the world.

(iii) With respect to Other Inventions solely
owned by Site, Site shall have the sole right, but not
obligation, at its own cost, to file for patent
protection for each such Other Invention. With
respect to Other Inventions jointly owned by Site
and Sponsor, Sponsor shall have the first right, but

bezuplatnou licenci s pravem udé¢lovat dil¢i licence
na vice urovnich k vyuziti takového vynalezu
hodnoceného pfipravku za jakymkoliv a kazdym
ucelem.

(i) S ohledem na kazdy vynalez, objev, znalosti
technologického postupu, obchodni tajemstvi a
jiné duSevni vlastnictvi, vcetn¢ jakéhokoliv
zlepseni, bez ohledu na to, zda patentovatelného, ¢i
nikoliv, které budou vytvoteny, pfizptisobeny pro
praktické vyuziti nebo jinak realizovany jednim ci
vice vynalezci nebo spolecné jednim ¢i vice
vynalezci a jednim ¢i  vice zameéstnanci,
zprostiedkovateli nebo zmocnénci zadavatele nebo
jeho sesterskych spolecnosti, v kazdém ptipadé
jako vysledek klinického hodnoceni nebo v
souvislosti s nim, jiny nez vynélezy hodnoceného
ptipravku (dale jen ,jiné vynélezy«), jako mezi
smluvnimi stranami, (A) centrum bude vlastnikem
vSech prav, pokud se jednd o jiné vynalezy, které
budou vytvofeny, pfizpusobeny pro praktické
vyuziti nebo jinak realizovany jednim ¢i vice
vynalezci, a (B) centrum a zadavatel spole¢né
vlastni veskerd prava, pokud se jednd o jiné
vynalezy, které budou vytvofeny, ptizplisobeny
pro praktické vyuziti nebo jinak realizovany
jednim ¢i vice vyndlezci na strané jedné, a jednim
nebo vice zaméstnanci, zprostiedkovateli nebo
zmocnénci zadavatele nebo jeho sesterskych
spolec¢nosti na stran¢ druhé, tak, ze kazdd smluvni
strana bude mit nerozdélenou jednu polovinu
majetkového podilu v takovych jinych vynélezech
a bude mit pravo vyuzivat takové spolecné
vlastnéné jiné vynalezy bez povinnosti zodpovidat
se druhé smluvni strané. Centrum (X) zpfistupni
zadavateli pisemné vytvofeni, pfizpisobeni pro
praktické vyuziti nebo jiné realizace kazdého
jiného vynalezu a (Y) zajisti, Ze vynalezce (bez
ohledu na to, zda individualni nebo spole¢ny,
podle okolnosti) neprodlené postoupi a prevede na
centrum jakakoli a veSkera prava vyndlezce k
takovému jinému vynalezu kdekoliv na svéte.

(iii)) Pokud se jednd o jiné vynalezy vyhradné
vlastnéné centrem, centrum bude mit vyhradni
pravo, ale nikoliv povinnost, na své vlastni
naklady podat Zadost o patentovou ochranu
kazdého takového jiného vynalezu. Pokud se
jedna o jiné vynélezy spole¢né vlastnéné centrem a
zadavatelem, zadavatel bude mit pfednostni pravo,

Page / Strana 10 of / z 29



not obligation, at its own cost, to file for patent
protection for each such Other Invention in any
jurisdictions, and if it declines to do so, it shall
notify the Site and the Site shall have the right to do
SO.

(c) Assistance. Site shall, and shall cause PI, any
Inventor or any other applicable person to, execute
all documents and perform all acts, including
providing reasonable assistance with the filing and
prosecution of any patents, necessary to effect or
evidence the ownership of any Study
Documentation, Other Invention jointly owned by
Site and Sponsor, Drug Invention and other rights
of Sponsor as set forth in Sections 9(a) and 9(b), at
the request and expense of Sponsor.

(d) Government-Funded Activities. Site represents
and covenants that its activities under this
Agreement are and will be outside the planned and
committed activities of any government-funded
project undertaken by Site or PI (“Government-
Funded Activities”).

10. Confidentiality.

(@) Confidential Information. “Confidential
Information” means (i) all information in any form
disclosed by or on behalf of Sponsor (including
information disclosed by a designee of Sponsor) to
Site or PI before, on or after the Effective Date,
either in connection with the discussions and
negotiations pertaining to, or in the course of
performing, this Agreement or the Study, including
the Protocol, the terms of this Agreement and the
Study, the Drug and the investigator’s brochure for
the Study and any other written instructions of
Sponsor, and (ii) all information collected,
prepared, developed, generated or otherwise
obtained by Site, Pl or any Study Staff Member in
the course of conducting the Study, including the
Study Data, other Study Documentation and Drug
Inventions (the information described in this clause
(i1), “Study Confidential Information”).

ale nikoliv povinnost, na své vlastni naklady podat
zé4dost o patentovou ochranu pro kazdy takovy jiny
vynalez v jakychkoli jurisdikcich, a pokud to
neudéla, bude povinen informovat centrum a
centrum bude mit pravo udélat totéz.

(¢) Soucinnost. Centrum vyhotovi a zajisti, ze HZ,
jakykoliv vynalezce nebo jind piislusna osoba
vyhotovi, veskeré dokumenty a provede veSkeré
pravni  ukony, vcetné zajiSténi pfimetené
soucinnosti pii podavani zadosti o jakékoli patenty
a podavani zaloby v souvislosti s jakymikoli
patenty, ktera bude zapotiebi pro realizaci nebo
dolozeni vlastnictvi jakékoli dokumentace ke
klinickému hodnoceni, jiného vynalezu spolecné
vlastnéného centrem a zadavatelem, vyndlezu
hodnoceného ptipravku a jinych prav zadavatele,
jak je uvedeno v paragrafech 9(a) a 9(b), na zadost
a na ndklady zadavatele.

(d) Aktivity financované statem. Centrum
prohlaSuje a zavazuje se, Ze jeho aktivity podle
této smlouvy jsou a zistanou oddéleny od
jakychkoli planovanych a realizovanych aktivit
jakéhokoliv statem financovaného projektu, ktery
provadi centrum nebo HZ (dale jen ,aktivity
financované statem®).

10. Povinnost zachovavat mléenlivost.

(a) Duvérné informace. ,Duvérné informace‘
znamenaji (i) veSkeré informace v jakékoli formé
zptistupnéné zadavatelem nebo jeho jménem
(v€etn¢ informaci zpfistupnénych zmocnéncem
zadavatele) centru nebo HZ pted datem ucinnosti,
k datu uc¢innosti nebo po ném, bud’ v souvislosti s
jednanimi a vyjednavanimi vztahujicimi se
K plnéni podle této smlouvy nebo k nimz dojde v
prubéhu plnéni podle této smlouvy nebo realizace
klinického hodnoceni, v¢etné protokolu, podminek
této smlouvy a  klinického  hodnoceni,
hodnoceného ptipravku a souboru informaci pro
zkouSejiciho pro klinické hodnoceni, a jakychkoli
jinych pisemnych pokynil zadavatele, a (ii) veskeré
informace shromazdéné, vyhotovené, vytvorené,
vygenerované nebo jinak ziskané centrem, HZ
nebo  kterymkoliv  pracovnikem  klinického
hodnoceni v pribéhu realizace klinického
hodnoceni, v€etn¢ udajii z klinického hodnoceni,
jiné dokumentace ke Kklinickému hodnoceni a
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(b) Confidentiality and Non-Use Obligations. Site
shall not disclose any Confidential Information to
third parties, nor use any Confidential Information
at any time except to perform Site’s obligations
under this Agreement and as necessary for related
Subject medical care.  Site shall restrict the
dissemination of the Confidential Information
within its own organization to only those persons
who have a need to know it, and shall ensure that
all Study Staff Members and PI, are (i) aware that
the Confidential Information is confidential and (ii)
bound by obligations of confidentiality and non-use
at least as protective of the Confidential
Information as those set forth in this Agreement.
Without limitation to the foregoing, Site shall use at
least the same care and discretion in maintaining
the confidentiality of the Confidential Information
as Site uses with respect to its own most sensitive
confidential information. Site shall notify Sponsor
immediately, and cooperate with Sponsor, as
Sponsor may reasonably request, upon Site’s
discovery of any loss or compromise of any of the
Confidential Information. The obligations of non-
disclosure and non-use set forth in this Article 10
shall survive and continue for 10 years after the
termination or expiration of this Agreement or such
longer period as may be required by Law.
Notwithstanding any of the foregoing, the
obligations of confidentiality in this Article 10 shall
not apply to information that: (A) is published or
otherwise generally available to the public at the
time of disclosure other than by reason of breach of
this Agreement by Site; (B) becomes publicly
known subsequent to disclosure by Sponsor to Site
other than by reason of breach of this Agreement
by Site; (C) Site can demonstrate by competent
evidence was in its possession at the time of
disclosure and was not acquired directly or
indirectly from Sponsor; or (D) Site can
demonstrate by competent evidence was developed
by Site without the use of, and independent from,
any information received from Sponsor; provided,
however, that the foregoing exclusions shall not

vynalezi hodnoceného pfipravku (informace
popsané v tomto ustanoveni (ii), se dale oznacuji
jen jako ,ddvérné informace tykajici se
klinického hodnoceni®).

(b) Povinnost zachovavat mlcenlivost a
nepouzivat. Centrum nezpfistupni zadné¢ divérné
informace tfetim osobam, ani nikdy nepouzije
zadné davérné informace s vyjimkou za ucelem
plnéni zavazkl centra podle této smlouvy a jak je
zapotiebi v ramci souvisejici lékaiské péce pro
subjekt. Centrum omezi rozsifovani divérnych
informaci v ramci své vlastni organizace pouze na
ty osoby, které je potfebuji znat, a zajisti, ze
vSichni pracovnici klinického hodnoceni a HZ (i)
si budou veédomi skuteCnosti, ze duvérné
informace jsou davérné, a Ze (i1) budou vazani
povinnosti zachovavat mlcenlivost a nepouzivat,
kterd  bude  chranit davémé  informace
pfinejmensim tak, jak jsou chranény davérné
informace uvedené v této smlouvé. Bez omezeni
vySe uvedeného centrum vynalozi pfinejmensim
stejnou péCi a obezfetnost pii zachovavani
mlcenlivosti ve vztahu k divérnym informacim,
kterou centrum vynakldda na ochranu vlastnich
nejcitlivéjSich daveérnych informaci. Centrum bude
informovat zadavatele neprodlené a poskytne
zadavateli soucinnost, kterou zadavatel muze
pfiméfené vyZadovat, v pfipadé, Ze centrum zjisti
jakoukoli ztratu nebo ohrozeni ochrany jakychkoli
divérnych informaci. Povinnost nezvefejnéni a
nepouziti uvedend v tomto ¢lanku 10 plati po dobu
10 let od ukon€eni nebo uplynuti platnosti této
smlouvy nebo po takovou del$i dobu, jak vyzaduje
platna legislativa. Bez ohledu na cokoliv, co bylo
uvedeno vySe, zavazky tykajici se mlcenlivosti
uvedené v tomto clanku 10 se nevztahuji na
informace, které: (A) byly publikovany nebo jsou
jinak obecné dostupné vefejnosti v dobé&
zptistupnéni jinak, nez poruSenim této smlouvy ze
strany centra; (B) se stanou vefejné¢ znamymi po
svém zpfistupnéni zadavatelem centru jinak, nez
porusenim této smlouvy; (C) centrum je schopno
piesvédciveé prokazat, Ze tyto informace vlastnilo v
dobé jejich zpiistupnéni a Ze tyto informace nebyly
ziskdny pfimo ani nepiimo od zadavatele; nebo
(D) centrum je schopno ptesvédcivé prokazat, ze
tyto informace byly vytvofeny centrem bez vyuziti
a nezavisle na jakychkoli informacich ziskanych
od zadavatele. VySe uvedené vyluky se vSak
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apply to Study Confidential Information.

(c) Exceptions to Non-Disclosure. Notwithstanding
Section 10(b):

(i) To the extent that Site is required to
disclose Confidential Information to EC members,
data safety monitoring boards or other persons or
entities as necessary to perform its duties under this
Agreement, Site may make such disclosure
provided that (A) the recipient has first agreed to be
bound by obligations of confidentiality and non-use
at least as protective of Confidential Information as
those set forth in this Article 10 and (B) the
disclosure contains a statement indicating that the
information is confidential and that it may not be
disclosed to third parties.

(i) Site may disclose Confidential Information
if and solely to the extent Site is requested to
disclose Confidential Information, including Study
Data, by a lawful judicial, administrative, or other
governmental order or any Regulatory Authority;
provided, that Site shall promptly notify Sponsor in
writing of, and permit Sponsor to defend against,
any such order of disclosure to the extent permitted
by applicable law and Site shall assist in such
defense.

(iii) Site may disclose Confidential Information to
(A) Subjects or potential subjects as reasonably
necessary or appropriate in the course of
discussions regarding the informed consent to be
obtained pursuant to Article 4 or the performance
of the Study and (B) a physician as reasonably
necessary or appropriate in connection with the
medical treatment of a Subject.

(d) External Discussions. Without limitation of this
Article 10, Site shall not, and shall cause each
Study Staff Member and Pl not to, discuss the
Study or the Drug with any financial, securities or

nevztahuji na davérné informace tykajici se
klinickeho hodnoceni.

(¢) Vyjimky z povinnosti zachovavat mlc¢enlivost.
Bez ohledu na paragraf 10(b):

(1) V rozsahu, v jakém se vyzaduje, aby
centrum zpiistupnilo diveérné informace clentim
EK, ¢lenlim rad pro monitorovani zabezpeceni dat
nebo jinym osobam ¢i subjektim v ramci plnéni
svych povinnosti podle této smlouvy, centrum
muze takové zptistupnéni provést za piedpokladu,
ze (A) pfijemce se nejprve zavazal, ze bude
dodrzovat zavazky tykajici se mlcCenlivosti a
nepouziti, které zajisti ochranu davérnych
informaci pfinejmensim v takové mife, jak je
uvedeno v ¢lanku 10, a (B) zpfistupnéni bude
vazano na prohlaseni, v némz bude uvedeno, ze
dan¢ informace jsou duvémé a Ze nesméji byt
zptistupnény tfetim osobam.

(ii) Centrum mize zpiistupnit duvérné informace,
pokud a pouze v rozsahu, v jakém se pozaduje, aby
centrum divérné informace zptistupnilo, vcetné
udaji  z klinického hodnoceni, na zikladé
soudniho, spravniho nebo jiného ufedniho ptikazu
nebo na zaklad¢ pozadavku regulaéniho organu, a
to za pfedpokladu, ze centrum neprodlené pisemné
upozorni zadavatele a umozni zadavateli branit se
proti jakémukoliv piikazu zpfistupnit daveérné
informace v rozsahu umoZnéném platnou
legislativou, a centrum poskytne v tomto ohledu
sou¢innost.

(i11) Centrum muze zpfistupnit daveérné
informace (A) subjektim nebo potencidlnim
subjektim, jak je pfiméfené potieba nebo jak je
vhodné v pribéhu jedndni tykajicich se
informovaného souhlasu, ktery je tfeba ziskat
podle ¢lanku 4, nebo pii realizaci klinického
hodnoceni a (B) 1ékafi, jak je pfiméfené zapotiebi
nebo vhodné v souvislosti s Iékafskym oSetfenim
subjektu.

(d) Externi jednani. Bez omezeni tohoto ¢lanku 10
centrum nebude projednavat a zajisti, ze zadny
pracovnik klinického hodnoceni a HZ nebude
projednévat klinické hodnoceni ani hodnoceny
ptipravek s Zadnym finan¢nim, bezpecnostnim ¢i
odvétvovym analytikem ani s médii.
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industry analyst or with the media.

(e) Return of Confidential Information. Except
with respect to Study Data, which shall be
governed by Section 8(c), upon the termination of
this Agreement or upon Sponsor’s earlier written
request, Site shall promptly return to Sponsor all
documents, electronic or other tangible
embodiments of Confidential Information, and any
and all copies thereof, and those portions of any
documents, that incorporate or are derived from
Confidential Information. Notwithstanding any of
the foregoing, Site may retain one copy of each
business document (but not Study Data, which shall
be governed by Section 8(c)) generated by Site in
connection with this Agreement as required by Law
and for archival purposes only, and all such
retained documents shall be subject to the
confidentiality obligations and use restrictions of
this Agreement.

(f) No Use of Names. Neither Party shall use the
name, insignia, symbol, trademark, trade name or
logotype of the other Party in any press release,
promotional material or other public disclosure or
statement without the other Party’s prior written
consent in each instance, unless such disclosure is
required by applicable law or the requirements of a
national securities exchange or another similar
regulatory body, in which event the disclosing
Party shall notify the other Party prior to making
such disclosure; provided, however, that Sponsor
shall have the right to identify Site as the entity that
performed the Study and PI with respect to his or
her role in the Study. Each Party shall ensure that
its employees, agents, and permitted subcontractors
observe the provisions of this Section 10(f).

11. Publication.

Right of Publication.  Results of the Study,
including any Study Confidential Information, will
be published or otherwise publicly disclosed in

(e) Vraceni duvérnych informaci. S vyjimkou ve
vztahu k 0dajim z klinického hodnoceni, které se
fidi paragrafem 8(c), pfi ukonceni této smlouvy

vvvvvv

zadavatele, centrum neprodlené¢ vrati zadavateli
veSkeré dokumenty, elektronické nebo jiné hmotné
podoby divérnych informaci a jakékoli a veskeré
kopie duvérnych informaci a casti jakychkoli
dokumentti, které¢ zahrnuji nebo které jsou
odvozeny z divérmnych informaci. Bez ohledu na
cokoliv, co bylo uvedeno vySe, centrum si muze
ponechat kopii kazdého obchodniho dokumentu
(ale nikoliv udajii z klinického hodnoceni, které se
fidi paragrafem 8(c)) vytvofeného centrem v
souvislosti se smlouvou, jak pozaduje platna
legislativa a pouze pro ucely archivace, a na
vSechny takto uchované dokumenty se vztahuje
povinnost zachovavat mlcenlivost a omezeni
pouzivani uvedena v této smlouvé.

(f) Zakaz pouzivani jmen. Zadna ze smluvnich
stran nesmi pouzit jméno, oznaleni, symbol,
ochrannou zndmku, obchodni nazev ani logo druhé
smluvni strany v zadném tiskovém prohlaseni,
propagacnim materidlu nebo pii jiném vetfejném
zptistupnéni nebo prohlaseni bez predchoziho
pisemného souhlasu druhé smluvni strany pro
kazdy jednotlivy pfipad, pokud se toto
zptistupnéni nevyzaduje podle platné legislativy
nebo pokud se nejedna o pozadavky vnitrostatni
burzy cennych papirti nebo podobného regulacniho
organu, kdy v takovém pfipad€ zpfistupnujici
smluvni strana uvédomi druhou smluvni stranu
pfed provedenim takového zptistupnéni; avSak za
pfedpokladu, Ze zadavatel bude mit pravo
identifikovat centrum jako subjekt, ktery realizoval
klinické hodnoceni, a HZ, pokud se jedna o
jeho/jeji roli v klinickém hodnoceni. Kazda ze
smluvnich stran zajisti, ze jeji zamé&stnanci,
zprostiedkovatelé a schvaleni dodavatel¢ budou
dodrZzovat ustanoveni tohoto paragrafu 10(f).

11. Publikacéni ¢innost.

Pravo na publikacni ¢innost. Vysledky klinického
hodnoceni, véetné jakychkoli diivérnych informaci
tykajicich se  klinického hodnoceni, budou
publikovany nebo jinak zpfistupnény vetejnosti v
souladu s odvétvovymi postupy pro redakéni
¢innost a etickymi postupy a vSeobecné
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accordance with industry-standard editorial and
ethical practices and generally accepted academic
and scientific standards, as set out by the
International Committee of Medical Journal Editors
at www.icmje.org. The first publication of Study
Confidential Information shall be undertaken by
Sponsor, in its sole discretion, based on all data
obtained from all sites conducting clinical trials on
the Drug and not solely on data from individual
centers. Subject to the foregoing, the Sponsor
agrees that the Site and Pl shall be entitled to
publish or present the Study results obtained at the
Site, provided that any study-related article or
abstract written independently by Site or the PI
shall be submitted to Sponsor for review at least
sixty (60) days prior to submission for publication
or presentation. Site shall consider in good faith
any comments submitted by Sponsor regarding the
content thereof, and shall delete any Confidential
Information that Sponsor requests in writing be
deleted. At Sponsor’s request, Site shall delay
publication or submission for publication of the
manuscript, as the case may be, for an additional
sixty (60) days to allow patent applications to be
filed, at Sponsor’s expense, on one or more Other
Inventions jointly owned by Site and Sponsor or
Drug Inventions that are disclosed in the
manuscript. The list of authors of any formal
publication or presentation of Study results by Site
or PI may include, as appropriate, representatives
of Sponsor and will be determined by mutual
agreement prior to submission. Subject to the
foregoing, if Site or PI publishes a manuscript, Site
hereby grants, and shall cause P1 promptly to grant,
Sponsor a non-exclusive, perpetual, irrevocable,
worldwide, fully-paid, royalty-free right and license
to make and distribute copies of such manuscript
under any copyright privileges that Site and Pl may
have. If required by the journal to which a
manuscript is submitted, or upon request by
Sponsor, Site shall publicly acknowledge in any
manuscript  Sponsor’s financial or editorial
contribution to the Study, and Site may use the
Sponsor’s name for that purpose.

Upon Site’s reasonable request, Sponsor shall
provide to Site a list of publications published by
Sponsor related to results of the Study at the Site
following completion of the Study at all sites.

pfijimanymi akademickymi a védeckymi normami,
jak uvadi Mezinarodni vybor redaktort 1€¢katskych
Casopist (International Committee of Medical
Journal Editors) na  webové  strance
www.icmje.org. Prvni publikaci davérnych
informaci tykajicich se klinického hodnoceni
provede zadavatel podle svého vlastniho uvazeni
na zaklad¢ udaji ziskanych ze vSech center
provadégjicich klinické hodnoceni hodnoceného
piipravku a nikoli pouze na zdkladé¢ tudaji
Z jednotlivych center. V souladu s vyse uvedenym
zadavatel souhlasi, aby centrum a HZ byli
opravnéni publikovat a prezentovat vysledky
klinického hodnoceni ziskané v centru za
predpokladu, Zze jakykoliv ¢lanek nebo abstrakt
souvisejici s Kklinickym hodnocenim vyhotoveny
nezéavisle v centru nebo HZ bude ptedlozen
zadavateli ke kontrole ve 1hité nejméné Sedesat
(60) dni pred predlozenim k publikaci nebo
prezentaci. Centrum zvazi v dobré vife jakékoli
pfipominky sdélené zadavatelem tykajici se
obsahu a odstrani jakékoli diveérné informace,
které zadavatel pisemné pozaduje odstranit. Na
zékladé¢ pozadavku =zadavatele centrum odlozi
publikovani rukopisu nebo piedlozeni rukopisu k
publikovani podle okolnosti o dalSich Sedesat (60)
dnt a umozni podani patentovych ptihlaSek na
naklady zadavatele pro jeden nebo vice jinych
vynalezi  spolecné vlastnénych centrem a
zadavatelem  nebo  vyndlezi  hodnoceného
piipravku, které jsou zpfistupnény v rukopisu.
Seznam autort jakékoli formalni publikace nebo
prezentace  vysledkli  klinického  hodnoceni
dosazenych centrem nebo HZ muze zahrnovat
podle okolnosti zastupce zadavatele a bude
stanoven na zdkladé¢ vzijemné dohody pied
pfedloZzenim k publikovani. V souladu s vySse
uvedenym, pokud centrum nebo HZ publikuje
rukopis, centrum timto udéluje a zajisti, Ze HZ
neprodlen¢ udéli zadavateli nevyhradni, casové
neomezené, neodvolatelné, celosvétoveé platné, v
plném rozsahu uhrazené, bezuplatné pravo a
licenci vytvafet a rozSifovat kopie takového
rukopisu za stejnych pfednostnich prav tykajicich
se autorského préava, které ptipadn€ maji centrum a
HZ. Pokud to pozaduje odborny ¢asopis, jemuz ma
byt rukopis predlozen, nebo na zakladé pozadavku
zadavatele je centrum povinno vefejné uznat v
rukopisu  jakykoliv financni nebo redakcni
piispévek zadavatele ke klinickému hodnoceni a
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12. Audits.

(@) By Requlatory Authorities. In the event that
Site or PI receives notice that any Regulatory
Authority intends to audit any Study site or audit
any activities of Site or Pl that could reasonably be
expected to relate to the Study, then Site shall
immediately notify Sponsor (or, when advance
notification is impracticable, prompt notification of
any completed audit). Unless prohibited by the
applicable Regulatory Authority, Sponsor shall
have the right to be present at and to participate in
any such audit with respect to the Study. Site shall
provide Sponsor with copies of all pertinent
information and documentation issued by any
Regulatory Authority and any proposed response.
Sponsor shall have the right to review in advance
any responses that pertain to the Study and provide
comments with respect thereto. Site shall consider
in good faith Sponsor’s comments with respect
thereto. No such response shall contain any false or
misleading information with respect to the Study,
the Drug or Sponsor.

(b) By Sponsor. During the retention period set
forth in Section 8(c), Site shall make available to
Sponsor or its designee the Study facilities, the
Study Staff Members and PI, and, subject to Law,
all Study Documentation for purposes of reviewing,
auditing and copying upon reasonable advance
notice during regular business hours. Site shall,
and shall cause its employees and representatives

centrum muize pouZzit jméno zadavatele k tomuto
ucelu.

Na zéklad¢ oduvodnéné zadosti zadavatel
poskytne centru po ukonceni klinického hodnoceni
seznam publikaci vztahujicich se k vysledkiim
tohoto klinického hodnoceni.

12. Audity.

(a) Ze strany regulacnich organti. V pfipad¢, ze
centrum nebo HZ obdrzi oznameni, ze jakykoliv
regulatni orgdn ma v umyslu provést audit
v kterémkoliv centru nebo audit jakychkoli
¢innosti centra nebo HZ, o némz lze ptfiméfend
predpokladat, ze souvisi s klinickym hodnocenim,
centrum neprodlen¢ uvédomi zadavatele (nebo, v
piipadé, Ze oznadmeni predem neni proveditelné,
neprodlené¢  zasle  oznameni o jakémkoliv
provedeném auditu). Pokud to nezakazuje
jakykoliv kompetentni regulacni organ, zadavatel
ma pravo byt pfitomen a ucastnit se jakéhokoliv
takového auditu tykajiciho se  klinického
hodnoceni. Centrum poskytne zadavateli kopie
vSech prislusnych informaci a dokumentace
vydané jakymkoliv regulaénim orgdnem a
jakékoliv navrhované reakce. Zadavatel ma pravo
provést predchozi kontrolu jakychkoli reakci, které
se vztahuji ke klinickému hodnoceni, a poskytovat
komentéafe v souvislosti s uvedenym. Centrum v
dobré vife zvazi komentafe zadavatele vztahujici
se k vyse uvedenému. Zadna takova reakce nesmi
obsahovat 74dné nepravdivé nebo zavadé&jici
informace tykajici se klinického hodnoceni,
hodnoceného ptipravku nebo zadavatele.

(b) Ze strany zadavatele. Bé&hem doby platné pro
uchovavani informaci uvedené v paragrafu 8(c) je
centrum povinno zpiistupnit zadavateli nebo jeho
zmocnénci zafizeni pro klinické hodnoceni,
pracovniky klinického hodnoceni a HZ a v souladu
s platnou legislativou veskerou dokumentaci ke
klinickému hodnoceni za G¢elem kontroly, auditu a
kopirovani na zakladé¢ pifiméfeného ozndmeni
zaslaného pfedem v pracovni dobé. Centrum bude
spolupracovat a zajisti, Ze jeho zaméstnanci a
zastupci budou spolupracovat v ramci jakychkoli a
veSkerych ¢innosti zamyslenych v tomto paragrafu
12(b) a zajisti urychleny piistup do pozadovanych
zafizeni, k personalu a dokumentaci.
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to, cooperate with any and all activities
contemplated by this Section 12(b) and shall ensure
timely access to requested facilities, personnel and
documentation.

and
and

13. Representations, Warranties
Covenants. Site represents, warrants
covenants to Sponsor as follows:

(@) (i) It has the legal authority and right to enter
into this Agreement; (ii) it will not enter into any
agreement with any third party to fund or
financially support the Study without the express
prior written consent of Sponsor; and (iii) this
Agreement has been duly executed and delivered
by it and constitutes a valid, binding obligation
enforceable against it in accordance with its terms.

(b) Site shall cause PI and all Study Staff Members
to perform the Study appropriately, professionally
and efficiently.  Site, Pl and all Study Staff
Members have, and at all times during the course of
the Study shall have, the appropriate licenses,
approvals and certifications necessary to safely,
adequately and lawfully perform the Study.

(c) None of Site, PI or any Study Staff Member is,
or at any time during the course of the Study shall
be, subject to any conflicting obligations or is party
to any conflicting arrangements that might interfere
with the performance of the Study or that might
impair the acceptance of the resulting data by any
Regulatory Authority.

(d) It has not been nor is currently debarred, and
that it is not currently using, and will not use, in
any capacity, in connection with the performance of
the Study, the services of any individual (including
Pl and the Study Staff Members), corporation,
partnership, or association that has been debarred
or, to the best of its knowledge, proposed for
debarment, by the FDA, or otherwise disqualified
or suspended from performing a clinical research
study or otherwise subject to any restrictions or
sanctions by any Regulatory Authority. In the

13. Prohlaseni, zaruky a prisliby. Centrum
prohlasuje, garantuje a poskytuje zadavateli
nasledujici pfisliby:

(a) (1) je pravné zpusobilé a ma pravo uzaviit tuto
smlouvu; (ii) neuzavie zZadnou smlouvu s zadnou
tteti osobou za ucelem financovani nebo finan¢ni
podpory klinického hodnoceni bez ptedchoziho
vyslovneho pisemného souhlasu zadavatele; a (iii)
tato smlouva byla fadn¢ vyhotovena a dorucena
centrem a predstavuje platny a zavazny zavazek
centra vymahatelny po centru v souladu s jejimi
podminkami.

(b) Centrum =zajisti, ze HZ a vSichni pracovnici
Klinického hodnoceni budou provadét klinické

hodnoceni ftadn¢, profesionalné a efektivné.
Centrum a vSichni pracovnici  klinického
hodnoceni budou po celou dobu realizace

klinického hodnoceni vlastnit pfislusné licence,
souhlasy a certifikace potfebné pro bezpecny,
ptfiméfeny a pravoplatny vykon Kklinického
hodnoceni.

(c) Zadné centrum, HZ ani pracovnici klinického
hodnoceni nesm¢ji mit v dob¢ realizace klinického
hodnoceni Zadné kolizni zdvazky ani nesméji byt
smluvni stranou jakychkoli koliznich ujednéni,
ktera by mohla mit vliv na plnéni v ramci
klinického hodnoceni nebo kterd& by mohla
zkomplikovat ptijeti vyslednych udajii jakymkoliv
regulacnim organem.

(d) Centrum nebylo, ani v soucasné dobé neni
vylouc€eno, a v soucasné dob& nepouziva a nebude
pouzivat v zadném ohledu v souvislosti s realizaci
klinického hodnoceni sluzby jakékoliv osoby
(v€etné¢ HZ a pracovnikil klinického hodnoceni),
obchodni spole¢nosti, v ramci obchodniho
partnerstvi nebo sdruZeni, které bylo vylouceno, ¢i
které, podle nejlepSiho védomi a svédomi centra,
bylo navrzeno pro vylouéeni FDA nebo
diskvalifikovano nebo ma zdkaz CcCinnosti v
souvislosti s provadénim klinickych vyzkumnych
studii nebo se na né jinak vztahuji jakakoli
omezeni nebo sankce jakéhokoliv regulacniho
organu. V pfipad¢, ze centrum obdrzi oznameni
nebo se jinak dozvi o vylouceni, navrhovaném
vylouceni ¢i o takové jiné diskvalifikaci, zdkazu
¢innosti, omezeni nebo sankci tykajici se centra
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event that Site receives notice of, or otherwise
becomes aware of, the debarment, proposed
debarment or such other disqualification,
suspension, restriction or sanction of itself or any
individual (including Pl and the Study Staff
Members), corporation, partnership, or association
providing services in connection with the
performance of the Study, Site shall notify Sponsor
immediately and Sponsor shall have the right to
immediately terminate this Agreement upon written
notice to Site.

(e) Sponsor selected Site and Pl to conduct the
Study because of their experience, expertise and
resources and not, in any way, as an inducement to,
or in return for, past, present or future prescribing,
purchasing, recommending, using, dispensing or
granting preferential formulary status for any
Sponsor product.

14. Indemnity and Insurance.

(@) By Sponsor. Sponsor shall indemnify, defend
and hold harmless Site and its officers and
administrators, trustees, directors, employees and
agents, including PI and each Study Staff Member
(collectively, the “Site Indemnitees”), from and
against any and all claims, damages, liabilities,
losses, costs and expenses (collectively, “Claims”)
for any bodily injury (including death) to Subjects
directly arising from the administration or use of
the Drug or any clinical intervention or procedure
provided for or required by the Protocol to which
Subjects would not have been exposed but for their
participation in the Study pursuant to the Protocol,
except to the extent that such Claims arise from: (i)
the breach by any Site Indemnitee of the terms of
this Agreement; (ii) the negligence, recklessness or
willful misconduct of any Site Indemnitee; (iii) any
natural processes or complications of an underlying
illness, or any other illness or injury a Subject
experiences during the course of the Study, unless
such illness or injury is a Study-related injury (i.e.,
any illness or injury caused by activities described
in the Protocol that are different from the medical

nebo jakékoli osoby (véetn¢ HZ a pracovniki

klinického hodnoceni), obchodni spolec¢nosti,
obchodniho partnerstvi nebo sdruzeni, které
poskytuje  sluzby v  souvislosti s realizaci

klinického hodnoceni, centrum bude neprodlené
informovat zadavatele a zadavatel bude mit pravo
okamzit¢ ukonéit tuto smlouvu na zaklad¢
pisemného oznameni zaslaného centru.

(e) Zadavatel zvolil centrum a HZ pro realizaci
klinického hodnoceni z diavodu jejich zkuSenosti,
odbornych znalosti a zdroji a nikoliv jako pobidku
¢i vyménou za preskripci, nadkup, doporucovani,
uzivani, vydej nebo ud€lovani preferencniho
nakladani pti preskripci kteréhokoliv z produkti
zadavatele v minulosti, v soucasnosti  ¢i
budoucnosti.

14. Nahrada Skody a pojisténi.

(a) Ze strany zadavatele. Zadavatel od$kodni,
ubrani a ochrani centrum a jeho feditele a spravce,
Cleny spravni rady, vedouci pracovniky,
zaméstnance a zprostiedkovatele, véetné HZ a
kazdého  pracovnika  klinického  hodnoceni
(spole¢n¢ dale ,,pFijemce odSkodnéni centra‘),
pfed a proti jakymkoli a veSkerym narokam,
nahradam Skody, odpovédnosti, ztratdm, nakladim
a vydajim (spole¢né¢ dale ,narokam*)
vyplyvajicim ze Skody na zdravi (vCetné smrti)
subjektl pfimo vyplyvajici z podavani nebo
uzivani hodnoceného ptipravku nebo jakéhokoliv
klinického zasahu ¢i zdkroku provedenych nebo
vyzadovanych podle protokolu, jimZ by subjekty
nebyly vystaveny, kdyby se klinického hodnoceni
neucastnily v souladu s protokolem, s vyjimkou
Vrozsahu, v némZ tyto ndroky vyplyvaji z: (i)
poruSeni podminek této smlouvy kterymkoliv
pfijemcem odSkodnéni centra; (ii) nedbalosti,
lehkomyslnosti nebo imysIné nespravného jednani
kteréhokoliv z pfijemcti odSkodnéni centra; (iii)
jakéhokoliv pfirozeného procesu nebo komplikaci
souvisejicich s hlavnim onemocnénim nebo s
jakymkoliv jinym onemocnénim nebo urazem
subjektu, které se objevi v dobé realizace
klinického hodnoceni, pokud toto onemocnéni
nebo Uraz nevznikly v souvislosti s klinickym
hodnocenim (napt. jakékoliv onemocnéni nebo
uraz zpusobeny €innostmi popsanymi v protokolu,
které jsou odlisné od lékatského oSetfeni, které by
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management such Subject would have received if
he or she had not participated in the Study); or (iv)
injuries resulting from the use of any drug
(including biological material) or device supplied
by any third party (other than supply of the Drug by
a third party on behalf of Sponsor).

(b) By Site. Site hereby agrees to indemnify,
defend and hold harmless Sponsor and its officers
and administrators, trustees, directors, employees
and agents (the “Sponsor Indemnitees”) from and
against any and all Claims arising from: (i) the
breach by any Site Indemnitee of the terms of this
Agreement or (ii) the negligence, recklessness or
willful misconduct of any Site Indemnitee.

(c) Conditions for Indemnity. All indemnification
claims in respect of a Site Indemnitee or a Sponsor
Indemnitee shall be made solely by Site or Sponsor,
as applicable (each of Site or Sponsor in such
capacity, the “Indemnified Party”).
“Indemnifying Party” means the Party from which
recovery of Claims is sought under Section 14(a) or
(b), as applicable. The Indemnified Party shall give
the Indemnifying Party prompt written notice of
any Claims for which the Indemnifying Party might
be liable under Section 14(a) or (b), as applicable;
provided, however, that the Indemnified Party’s
delay in notifying the Indemnifying Party pursuant
to this Section 14(c) shall not relieve the
Indemnifying Party of its obligations, except to the
extent such delay is materially prejudicial to the
Indemnifying Party’s ability to defend such Claim.
The Indemnifying Party shall have the opportunity
to defend, negotiate, and settle such Claims;
provided, however, that the Indemnified Party shall
be entitled to participate in the defense of such
matter and to employ at its expense counsel to
assist therein. The Indemnified Party shall provide
the Indemnifying Party with such information and

subjekt dostal, kdyby se netcastnil klinického
hodnoceni); nebo (iv) urazt vyplyvajicich z
uzivani jakéhokoliv 1éku (véetné biologického
materidlu) nebo z pouzivani zatizeni dodavaného
jakoukoliv tfeti osobou (jiného nez je dodavka
hodnoceného pfipravku tieti osobou jménem
zadavatele).

(b) Ze strany centra. Centrum se timto zavazuje,
ze odskodni, ubrani a ochrani zadavatele a jeho
feditele a spravce, Cleny spravni rady, vedouci
pracovniky, zaméstnance a zprostfedkovatele (dale
»prijemce odSkodnéni zadavatele) pted a proti
jakymkoli narokiim vyplyvajicim: (i) z poruSeni
podminek této smlouvy kterymkoliv z piijemct
odskodnéni  centra nebo (ii) z nedbalosti,
lehkomyslnosti nebo tmysIné nespravného jednani
kteréhokoliv z pfijemct odSkodnéni centra.

(c) Podminky pro odSkodnéni. Veskeré naroky na
nahradu Skody tykajici se piijemce odskodnéni
centra nebo piijemce odSkodnéni zadavatele budou
uplatnény pouze centrem nebo zadavatelem, podle
okolnosti (centrum nebo zadavatel v tomto ohledu
dale ,,0dSkodnéna smluvni strana®).
,,Odskodiiujici smluvni strana“ znamena
smluvni stranu, vaéi které je narok na nahradu
Skody uplatnén podle paragrafu 14(a) nebo (b),
podle okolnosti.  OdSkodnénd smluvni strana
neprodlené pisemné oznami odskodiiujici smluvni
stran¢ jakékoli naroky, za které odSkodiujici
strana pifipadné nese odpovédnost podle paragrafu
14(a) nebo (b), podle okolnosti; avsak za
ptedpokladu, Ze prodleni odSkodnéné smluvni
strany s oznamenim odSkodiujici smluvni strané
podle paragrafu 14(c) nezbavuje odskodiujici
smluvni stranu jejich zavazkt, svyjimkou v
rozsahu, v némz je takové prodleni ke Skodé
schopnosti odSkodnujici smluvni strany branit se
tomuto naroku. OdSkodiujici smluvni strana bude
mit pfilezitost branit se, vyjednavat a vyfeSit
takové naroky; avSak za ptredpokladu, Ze
odskodnénd smluvni strana bude opravnéna
Ucastnit se obrany v dané véci a angaZovat na své
vlastni naklady pravniho poradce za ucelem
pomoci ve véci. Odskodnénd smluvni strana
poskytne odsSkodnujici smluvni strané¢ takové
informace a soucinnost, které¢ miize odSkodnujici
strana pfiméfené¢ vyzadovat, a to na ndklady
odskodfujici strany. Zadna ze smluvnich stran
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assistance as the Indemnifying Party may
reasonably request, at the expense of the
Indemnifying Party.  Neither Party shall be
responsible or bound by any settlement of any
Claim or suit made without its prior written
consent; provided, however, that neither Party shall

unreasonably withhold or delay such consent.

(d) Insurance.

(1) Site shall carry liability insurance in the type and
amount appropriate and customary for the conduct
of clinical trials (or maintain a comparable program
of self-insurance).

(i) Sponsor is responsible for liability insurance for
clinical trial performance and insurance in case of
injury or death of Subjects as a result of the Study,
and the insurance certificate attached to this
Agreement as Exhibit B, is consistent with the
requirements of § 52 paragr. 3 (f) Act about
Pharmaceuticals. Such insurance agreement will be
valid for duration of this Agreement.

(iii) Upon request, each Party shall provide the
other Party a certificate of such insurance or
evidence of a self-insurance plan. Maintenance of
insurance coverage as required herein shall not
relieve either Party of any responsibility under this
Agreement for damages in excess of insurance
limits or otherwise.

15. Term and Termination.

(@) Term. The term of this Agreement shall begin
on the Effective Date and shall continue until the
objectives of the Study are accomplished, unless
sooner terminated as provided below.

(b) Termination by Sponsor. Sponsor may
terminate this Agreement, (i) upon written notice to
Site: (A) if authorization or approval to conduct
the Study is withdrawn by any Regulatory
Authority; (B) if Sponsor determines that interim

neponese odpoveédnost ani nebude povinna uhradit
jakykoliv narok nebo soudni spor vedeny bez
jejiho ptedchoziho pisemného souhlasu; avsak za
piedpokladu, ze zddna ze smluvnich stran nebude
udéleni takového souhlasu bezdlivodné odpirat
nebo oddalovat.

(d) Pojisténi.

(1) Centrum ponese odpovédnost za pojisténi,
jehoz druh a pojistna castka budou vhodné a
obvyklé pro vykon Kklinickych hodnoceni (nebo
bude udrzovat srovnatelny program
samopojisténi).

(i) Zadavatel odpovida za to, Ze pojisténi
odpovédnosti za Skodu pro provadéné klinické
hodnoceni a soucasné pojisténi subjektii hodnoceni
pro pitipad jmy vzniklé na zdravi véetné smrti v
disledku provadéni klinického hodnoceni a
pojistny certifikat v ptiloze B, odpovidaji
pozadavkim § 52, odst.3, pism. f) zakona o
1é¢ivech. Tato pojistnd smlouva bude platna po
celou dobu platnosti této smlouvy.

(ii1)) Na zaklad¢ pozadavku kazda ze smluvnich
stran poskytne druhé smluvni stran¢ potvrzeni
takového pojisténi nebo dolozi existenci planu
samopojisténi. UdrZovani pojistného kryti, jak se
pozaduje v této smlouvé, nezbavuje zddnou ze
smluvnich stran zddné z jejich odpoveédnosti podle
této smlouvy za nédhradu Skody prekracujici
pojistné limity ¢i jinak.
15. Doba platnosti smlouvy a ukon¢eni.

(@) Doba platnosti. Doba platnosti této smlouvy
zacind datem Ucinnosti a pokracuje az do splnéni

cild klinického hodnoceni, nebude-li ukoncena
diive, jak je uvedeno nize.

(b) Ukonéeni ze strany zadavatele. Zadavatel mize
ukoncit tuto smlouvu (i) na zdklad¢ pisemného
oznameni centru: (A) pokud jakykoliv regulacni
orgdn odebere opravnéni nebo souhlas s
provadénim klinického hodnoceni; (B) pokud
zadavatel stanovi, Zze dosavadni vysledky
klinického hodnoceni ospravedliiuji ukonceni
Klinického hodnoceni; (C) jak piedpoklada
paragraf 13(d); (D) pokud centrum podstatnym
zpisobem porusi tuto smlouvu a nezajisti napravu
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Study results support termination of the Study; (C)
as contemplated by Section 13(d); (D) if Site
commits a material breach of this Agreement that is
not cured within 30 days after notice thereof; or (E)
if Sponsor does not consent to Site’s designation of
a successor to PI, or (ii) at any time upon 30 days’
prior written notice for any other reason, with or
without cause.

(c) Termination by Site. Site may terminate this
Agreement upon written notice to Sponsor: (i) if
Sponsor commits a material breach of this
Agreement that is not cured within 30 days after
notice thereof; or (ii) if Site or PI determines that
termination of the Study is necessary for the safety
of Subjects.

(d) Effect of Termination. In the event of
termination or expiration of this Agreement prior to
completion of the Study, (i) upon receipt of notice
of termination, Site and Principal Investigator shall
immediately cease any Subject recruitment, follow
the specified termination procedures in an orderly
and prompt manner in accordance with Law, ensure
that any required Subject follow-up procedures are
completed, and make all reasonable efforts to
minimize further costs; (ii) Principal Investigator
agrees to furnish to Sponsor within ten (10) days
following termination or expiration all Study Data
and other materials in its possession associated with
the Study, including any Study Documentation and
Drug Inventions, and including case report forms,
which will be completed up to the date of
termination or expiration, and assist in the
reconciliation of all data produced at the Site
including, but not limited to, data queries, serious
adverse experience reports and ethics obligations,
(iii) in the event of termination because of a
material breach by Site and/or Principal
Investigator, Sponsor shall have a right, in addition
to all rights it may have in law or in equity, to
withhold any monies owing to Site or require Site
to refund any monies prepaid by Sponsor to offset
any losses or damages incurred by Sponsor, and
(v) Principal Investigator and Site shall return to
Sponsor all Confidential Information. If earlier

ve lhite 30 dnti od data ozndmeni o poruseni; nebo
(E) pokud zadavatel neudéli souhlas centru v
souvislosti se stanovenim nastupce HZ, nebo (ii)
kdykoliv ve lhaté¢ 30 dn na zaklad¢ predchoziho
pisemného oznameni z jakéhokoliv jiného diivodu,
at’ jiz na zéklad¢ dobré priciny nebo bez ni.

(c) Ukonceni ze strany centra. Centrum muze
ukon¢it tuto smlouvu na zakladé¢ pisemného
oznameni zadavateli: (1) pokud zadavatel
podstatnym zplisobem porusi tuto smlouvu a
nezajisti napravu ve lhiité 30 dnti od data ozndmeni
0 uvedeném; nebo (ii) pokud zadavatel nebo HZ
stanovi, Ze ukonceni klinického hodnoceni je
potiebné z hlediska bezpecnosti subjektt.

(d) Uginek ukon&eni. V piipadé ukonéeni nebo
uplynuti doby platnosti této smlouvy pied
dokoncenim klinického hodnoceni, (i) na zakladé
ptijatého oznameni o ukonceni centrum a hlavni
zkousejici neprodlené¢ prfestanou s naborem
subjektd, budou fadné a véas dodrzovat stanovené
postupy pro ukonéeni v souladu s platnou
legislativou, zajisti, Ze jakékoliv pozadované
postupy sledovani budou dokonceny, a vynalozi
veskeré priméfené usili s cilem minimalizovat
dalsi néklady; (ii) hlavni zkousSejici se zavazuje
poskytnout zadavateli ve lhuté deseti (10) dnu po
ukonceni nebo uplynuti doby platnosti veskeré
Gdaje z klinického hodnoceni a jiné materialy
souvisejici s klinickym hodnocenim, které vlastni,
vcetné dokumentace ke klinickému hodnoceni a
vynalezii hodnoceného pfipravku a vcetné
formulaiti subjektt klinického hodnoceni, které
budou vyplnény az k datu ukonceni nebo uplynuti
doby platnosti, a poskytne soucinnost pfi
odsouhlaseni veskerych t1daji vytvofenych na
centru, vcetné napiiklad dotaznikli urcenych pro
shromazd’ovani udaji, zprav o zavaznych
nezadoucich udalostech a etickych zdvazcich, (iii)
Vv ptipad¢ ukonceni z ditvodu podstatného poruseni
ze strany centra, pfipadné hlavniho zkousejiciho,
bude mit zadavatel pravo, kromé veskerych prav,
ktera ma ptipadn¢ ze zdkona nebo podle
zvykového prava, zadrzet veskeré platby splatné
centru nebo pozadovat, aby centrum nahradilo
jakékoli platby uhrazené zadavatelem piedem na
pokryti jakychkoli ztrat nebo nahrad Skody, které
ma uhradit zadavatel, a (v) hlavni zkousSejici a
centrum vrati zadavateli veSkeré duvérné
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terminated, subject to the foregoing, Sponsor shall
be obligated to pay Site solely for those items set
forth in the Schedule A that have been incurred
prior to the date of termination. Site shall promptly
refund to Sponsor all unearned advance payments
made by Sponsor under Attachment A.
Termination of this Agreement shall not affect the
accrued rights of the Parties arising in any way out
of this Agreement as of the date of termination.

(e) Survival. The terms and conditions of Sections
1(e), 5, 6, 7(a) (solely with respect to the last
sentence thereof), 7(b), 8(c), 12(b), 15(d), this
Section 15(e) and Articles 9, 10, 11, 14 and 16
herein shall survive termination or expiration of
this Agreement.

16. Miscellaneous.

(@) Independent  Contractor. The Parties
acknowledge that the relationship between Sponsor
and Site created by this Agreement is that of
independent contractors and that Site may not
create or assume any obligation on behalf of
Sponsor.

(b) Notices. Any notice or other communication
required to be given hereunder shall be in writing
and deemed given (i) on the date of service if
delivered personally or transmitted by facsimile
(with transmission confirmed), (ii) on the fifth day
after mailing if mailed by prepaid, first class mail
or (iii) on the next day after dispatch if sent by
express courier service, in each case if delivered to
the Party to be notified at the addresses set forth
below (or such other address as shall be designated
by written notice, which designation shall be
effective only upon receipt thereof):

If to Sponsor:

Edge Therapeutics, Inc.

300 Connell Drive, Suite 4000
Berkeley Heights, NJ 07922

informace. Dojde-li k ptred¢asnému ukonceni
smlouvy podle vySe uvedeného, zadavatel bude
povinen uhradit centru pouze ty ¢astky, které jsou
uvedeny v priloze A a které byly vynaloZeny pted
datem ukonceni. Centrum neprodlené¢ uhradi
zadavateli veskeré nezaslouzené platby, které
zadavatel uhradil pfedem podle piilohy A.
Ukonceni této smlouvy nebude mit vliv na zadna
nabytd prava smluvnich stran vyplyvajici
jakymkoliv zptisobem z této smlouvy k datu jejiho
ukonceni.

(e) Pfetrvani platnosti. Smluvni podminky uvedené
v paragrafech 1(e), 5, 6, 7(a) (pouze pokud se
jedna o posledni vétu), 7(b), 8(c), 12(b), 15(d), v
tomto paragrafu 15(e) a ¢lancich 9, 10, 11, 14 a 16
této smlouvy plati i po ukonceni nebo uplynuti
doby platnosti této smlouvy.

16. Rizné.

(a) Nezavisly dodavatel. Smluvni strany potvrzuji,
7e vztah mezi zadavatelem a centrem vytvofeny
touto smlouvou je vztah mezi nezévislymi
smluvnimi partnery a Ze centrum nesmi vytvofit
ani prevzit zadny zavazek jménem zadavatele.

(b) Oznameni. Jakékoliv oznameni nebo jiné
sdéleni pozadované podle této smlouvy bude
vyhotoveno pisemné¢ a povazuje se za dorucené (i)
k datu doruceni, pokud doruc¢eno osobné¢ nebo
faxem (s potvrzenym piijetim), (ii) patého dne po
odeslani, pokud bylo odeslano s piedplacenym
postovnym, jako poStovni zésilka prvni tfidy nebo
(iif) nasledujiciho dne po odeslani, pokud bylo
odeslano kuryrni sluzbou, v kazdém ptipad¢ pokud
bylo doruceno smluvni strané, které ma byt
oznameni zaslano, na adresy uvedené niZe (nebo
na takovou jinou adresu, kterd bude oznamena
pisemnym sdélenim, jehoZ doruceni bude platné
pouze na zakladé pfijeti):

Pokud zadavateli:

Edge Therapeutics, Inc.

300 Connell Drive, Suite 4000
Berkeley Heights, NJ 07922

K rukam: Chief Medical Officer
(feditele pro zdravotni zalezitosti)
Fax: (908) 790-1212

Pokud centru:
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Attention: Chief Medical Officer
Fax: (908) 790-1212

If to Site:

Fakultni nemocnice Ostrava

Centrum klinickych studii

17. Listopadu 1790/5, 708 52 Ostrava — Poruba
Czech Republic

Attention:
Phone: (+420) 59 737 2516
Facsimile: (+420) 59 691 7340

This Section 16(b) is not intended to govern the
day-to-day business communications necessary
between the Parties in performing their duties, in
due course, under this Agreement.

(c) Amendment; Waiver. No amendment,
supplement or other change to this Agreement shall
be valid unless and until agreed in writing and
signed and dated by both Parties. No waiver of any
of the provisions of this Agreement shall be
deemed, or shall constitute, a waiver of any other
provision, whether or not similar, nor shall any
waiver constitute a continuing waiver. No waiver
shall be binding unless executed in writing by the
Party making the waiver. In the event of a conflict
between the provisions in the body of this
Agreement and any exhibits or attachments hereto,
the terms in the body of this Agreement shall
prevail.

(d) Inconsistencies. In the event of any
inconsistency between this Agreement and the
Protocol, the terms of the Protocol shall prevail
with respect to the conduct of the Study and the
treatment of Subjects in connection therewith; in all
other respects, the terms of this Agreement shall
prevail.

(e) Assignment. Site may not assign its rights or
delegate its obligations under this Agreement,
whether by operation of law or otherwise, in whole
or in part, without Sponsor’s prior written consent,
which consent shall not be unreasonably withheld
or delayed. Sponsor may assign any or all of its

Fakultni nemocnice Ostrava

Centrum Klinickych studii

17.listopadu 1790/5, 708 52 Ostrava-Poruba
Ceska republika

K rukam:
Tel: (+420) 59 737 2516
Fax: (+420) 59 691 7340

Tento paragraf 16(b) neni uréen pro vyfizovani
kazdodenni obchodni komunikace pottebné mezi
smluvnimi stranami pro fadny vykon jejich
povinnosti vyplyvajicich z této smlouvy.

(c) Uprava; prominuti. Jakakoli uprava, doplnék
nebo jind zména této smlouvy je platnd pouze,
pokud tak bude pisemné¢ dohodnuto, podepsano a
datovdno ob&ma stranami. Zadné prominuti
kteréhokoliv z ustanoveni této smlouvy se
nepovazuje ani nezaklada prominuti kteréhokoliv
dalsiho ustanoveni, bez ohledu na to, zda
podobného ¢i nikoliv, a takové prominuti ani
neptedstavuje trvalé prominuti. Zadné prominuti
nebude zéavazné, pokud nebude vyhotoveno
pisemné smluvni stranou, kterd prominuti udéluje.
V pfipad¢ kolize mezi ustanovenimi znéni této
smlouvy a kterymikoli z jejich dodatkii nebo ptiloh
plati, Ze podminky uvedené ve znéni této smlouvy
maji pfednost.

(d) Rozpory. V piipadé¢ rozporu mezi touto
smlouvou a protokolem, maji podminky protokolu

pfednost, pokud se jedna o realizaci klinického
hodnoceni a 1é¢bu subjektd v souvislosti s nim; ve
vSech ostatnich ohledech plati podminky této
smlouvy.

(e) Postoupeni. Centrum nesmi postoupit sva prava
ani prevadét své zdavazky vyplyvajici z této
smlouvy ze zékona ani jinak, vcelku nebo
castecné, bez piredchoziho pisemného souhlasu
zadavatele, pfiCemz takovy souhlas nesmi byt
bezdliivodné odpiran ani jeho udéleni oddalovano.
Zadavatel muze postoupit kterdkoli nebo vSechna
sva prava a delegovat kterékoli nebo vSechny své
zavazky vyplyvajici z této smlouvy a je povinen
informovat o takovém postoupeni centrum.
Jakékoli postoupeni nebo delegovani v rozporu s
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rights and delegate any or all of its obligations
under this Agreement and shall provide notice of
such assignment to Site. Any assignment or
delegation in violation of this Section 16(e) shall be
void. This Agreement shall be binding upon and
inure to the benefit of the permitted successors and
assigns of the Parties.

(f) Equitable Relief. Site acknowledges and agrees
that the restrictions set forth in Articles 9 and 10 are
reasonable and necessary to protect the legitimate
interests of Sponsor and that Sponsor would not
have entered into this Agreement in the absence of
such restrictions, and that any breach or threatened
breach of any provision of Article 9 or 10 may
result in irreparable injury to Sponsor. Site also
acknowledges and agrees that in the event of a
breach or threatened breach of any provision of
Article 9 or 10, Sponsor shall be entitled to
preliminary and permanent injunctive relief,
without the necessity of proving irreparable injury
or actual damages and without the necessity of
posting a bond, as well as to an equitable
accounting of all earnings, profits and other
benefits arising from any such violation. The rights
provided in the immediately preceding sentence
shall be cumulative and in addition to any other
rights or remedies that may be available to Sponsor.
Nothing in this Section 16(f) is intended, or should
be construed, to limit Sponsor’s right to preliminary
and permanent injunctive relief or any other
remedy for a breach of any other provision of this
Agreement.

(9) Severability. To the fullest extent permitted by
applicable law, the Parties waive any provision of
law that would render any provision in this
Agreement invalid, illegal or unenforceable in any
respect. If any provision of this Agreement is held
to be invalid, illegal or unenforceable, in any
respect, then such provision will be given no effect
by the Parties and shall not form part of this
Agreement. To the fullest extent permitted by
applicable law and if the rights or obligations of
either Party will not be materially and adversely
affected, all other provisions of this Agreement
shall remain in full force and effect and the Parties
will use their best efforts to negotiate a provision in
replacement of the provision held invalid, illegal or

timto paragrafem 16(e) bude absolutné neplatné.
Tato smlouva se stavd zavaznou a vstupuje Vv
platnost ve prospéch schvalenych pravnich
nastupcu a postupnik smluvnich stran.

(f) Naprava podle zvykoveého prava. Centrum
uUznava a souhlasi, Ze omezeni uvedena v ¢lancich
9 a 10 jsou pfiméfenda a potiebnd z hlediska
ochrany legitimnich zajma zadavatele a ze
zadavatel by tuto smlouvu neuzaviel, pokud by
takovd omezeni neexistovala, a Zze jakékoliv
poruseni nebo hrozici poruseni kteréhokoliv z
ustanoveni ¢lanku 9 nebo 10 mize mit za nasledek
nenapravitelnou djmu zadavatele. Centrum uznévéa
a souhlasi, ze v ptipad¢ poruSeni nebo hroziciho
poruseni kteréhokoliv z ustanoveni ¢lanku 9 nebo
10 bude zadavatel opravnén k ziskani predbézného
a trvalého soudniho opatieni bez nutnosti prokazat
nenapravitelnou ijmu nebo skutecnou Skodu a bez
nutnosti slozeni kauce a rovnéz ke spravedlivému
zauctovani veskerych piijmi, ziski a dalSich
vyhod vyplyvajicich z takového poruSeni. Prava
uvedend v predchozi vété jsou kumulativni a plati
nad ramec jakychkoli jinych prav nebo néahrad, na
ktera ma zadavatel ptipadné narok. Nic v tomto
paragrafu 16(f) neni minéno ani nema byt
vykladano jako omezeni prava zadavatele na
predbézné a trvalé soudni opatfeni nebo jakoukoli
Jjinou néapravu za poruseni kteréhokoliv ustanoveni
této smlouvy.

(g) Oddélitelnost. V maximalnim rozsahu, ktery
umoziuje platnd legislativa, se smluvni strany
ziikaji  uplatnéni  jakéhokoliv ~ zakonného
ustanoveni, které by mélo za nasledek neplatnost,
neucinnost nebo nevymahatelnost kteréhokoliv z
ustanoveni této smlouvy. Stane-li se kterékoliv z
ustanoveni této smlouvy neplatnym, neltc¢innym
nebo nevymahatelnym v jakémkoliv ohledu, bude
toto ustanoveni povazovano smluvnimi stranami
za neucinné a prestane byt soucasti této smlouvy.
V plném rozsahu, v jakém to umoZziuje platna
legislativa, a pokud nebudou préva a zévazky
kterékoliv ze smluvnich stran podstatnym
zpusobem ¢i hrubé poruseny, vSechna zbyvajici
ustanoveni této smlouvy zlstanou v plném rozsahu
plandA a 0¢innd a smluvni strany vynaloZi
maximalni Usili a sjednaji nahradni ustanoveni za
neplatné,  netfinné  nebo  nevymahatelné
ustanoveni, které bude v souladu s platnou
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unenforceable that is consistent with applicable law
and achieves, as nearly as possible, the original
intention of the Parties.

(h) No Benefit to Others. The provisions set forth
in this Agreement are for the sole benefit of the
Parties and their successors and permitted assigns,
and they shall not be construed as conferring any
rights on any other persons or entities.

(i) Governing Law. This Agreement and the
performance hereof shall be governed, interpreted
and construed in all respects by the laws of the
Czech Republic. Each Party submits to the
jurisdiction of a factually and locally relevant court
of competent jurisdiction sitting in the Czech
Republic in any action or proceeding arising out of
or relating to this Agreement. In the event of a
conflict between the English version and the Czech
version of this Agreement, the Czech version shall
prevail.

(1) Further Assurance. Each Party shall perform all
such further acts and things and execute and deliver
all such further documents as may be necessary to
implement and give effect to this Agreement.

(k) Construction. The descriptive headings are for
convenience and shall not control or affect the
meaning or construction of any provision of this
Agreement. Except as otherwise expressly
provided in this Agreement or as the context
otherwise requires, the following rules of
interpretation apply to this Agreement. (i) the
singular includes the plural and the plural includes
the singular; (ii) “or” is used in the inclusive sense
(and/or) and the words “include” and “including,”
and variations thereof, shall not be deemed to be
terms of limitation, but rather shall be deemed to be
followed by the words “without limitation™; (ii1) a
reference to a person or entity includes its permitted
successors and permitted assigns; (iv) a reference to
one gender shall include any other gender; and (v) a
reference in this Agreement to an Article, Section
or Attachment is to the referenced Article, Section
or Attachment of this Agreement. The Parties
agree that they have been represented by counsel
during the negotiation and preparation of this

legislativou a které se co nejvice bude blizit
puvodnimu zaméru smluvnich stran.

(h) Zékaz prospéchu tietich osob. Ustanoveni
uvedend v této smlouvé slouzi ku prospéchu
smluvnich stran a jejich pravnich nastupci a
schvalenych postupnikii a nesméji byt vykladana
jako udéleni jakychkoli prav jakymkoli jinym
osobam nebo subjektim.

(i) Rozhodné pravo. Tato smlouva a vykon této
smlouvy se fidi a vyklada ve vSech ohledech podle
zakonti Ceské republiky. Kazda strana se miZe
obratit na vécné a mistné piisluiny soud v Ceské
republice v jakékoli véci ¢i fizeni vyplyvajici nebo
vztahujici se k této smlouvé. V piipadé rozporu
mezi anglickou verzi a ¢eskou verzi této smlouvy,
plati Ceska verze.

(1) Dalsi zajiSténi. Kazdd ze smluvnich stran
vykona vesker¢ kroky a ukony a vyhotovi a doruci
veskeré takové dalsi dokumenty, které mohou byt
zapotiebi k plnéni této smlouvy.

(k) Vyklad. Popisné hlaviéky jsou pouze pro
informaci a nefidi ani neovliviiuji vyznam ¢i
vyklad kteréhokoliv z ustanoveni této smlouvy. S
vyjimkou jak je vyslovné uvedeno v této smlouvé
nebo jak jinak vyzaduje kontext, pro vyklad této
smlouvy plati nasledujici pravidla: (i) jednotné
¢islo zahrnuje mnoZné Ccislo a mnozné Ccislo
zahrnuje jednotné ¢islo; (ii) ,,nebo* se pouziva v
zahrnujicim smyslu (a/nebo) a slova ,,zahrnuje a
»véetné* a podobna slova se nepovazuji za pojmy
oznacujici omezeni, ale povazuji se za slova, za
kterymi ma nasledovat ,,bez omezeni*; (iii) odkaz
na osobu nebo subjekt zahrnuje jeji schvalené
pravni nastupce a schvalené postupniky; (iv) odkaz
na jeden rod zahrnuje i jakykoliv dalsi rod; a (v)
odkaz v této smlouvé na clanek, paragraf nebo
ptilohu odkazuje na ¢lanek, paragraf nebo piilohu
k této smlouvé. Smluvni strany souhlasi, ze byly
pii projednavani a pfipravé této smlouvy
zastupovany pravnim zastupcem, a proto se
vzdavaji prava uplatnit jakykoliv zakon nebo
pravidlo psani smluv, které stanovi, ze
nejednoznacnosti ve smlouvé budou vykladany v
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Agreement and therefore waive the application of
any law or rule of construction providing that
ambiguities in a contract will be construed against
the Party drafting such contract.

() _Entire Agreement. This Agreement and the
Attachments attached hereto contain the entire
agreement of the Parties relating to the subject
matter hereof, and supersede all prior and
contemporaneous negotiations, correspondence,
understandings, and agreements of the Parties
relating to the Study, including that certain Mutual
Confidentiality Agreement between Sponsor and
Site dated December 8, 2015.

(m) Counterparts. The Parties shall exchange three

(3) original wet-ink signed copies of the
Agreement.
(n) Conflict of interests. Sponsor and

Principalinvestigator claim that between them will
not beconcluded any legal relationship regardless
ofwhether it relates to this clinical trialwithout site
consent. The Parties hereby declare that, ontheir
part, there is no conflict of interests,financial of
non-financial, which would impedethe proper
realisation of the clinical trial inaccordance with

generally applicable laws andregulatory
requirements  (especially ~ with  goodclinical
practice).

(0) Regqister of contracts. The Parties hereby
acknowledge and agree that the Site is obliged to
publish this agreement in accordance with the Act
No. 340/2015 Coll., on Register of Contracts. The
Parties agree that personal details and trade secrets
or business secrets of the Sponsor will be deleted
by consensus of the Parties before entering this
Agreement into register of contracts and
attachments of this Agreement will not be
published in the register of contracts. Before
signing the Agreement Sponsor will send to
Provider final version of Agreement negotiated in a
machine readable format with the redacted text of
Agreement that Sponsor wishes to remain
confidential.

[Signature page follows]

neprospéch smluvni strany, kterd smlouvu
koncipovala.
() Uplna dohoda. Tato smlouva a jeji

ptilohyobsahuji uplnou dohodu smluvnich stran
vztahujici se k jejimu predmétu a nahrazuje
veskera  pfedchozi a  soucasnd  jednani,
korespondenci, domluvy a dohody smluvnich stran
vztahujici se ke klinickému hodnoceni, vcetné
vzajemné dohody o ml¢enlivosti mezi zadavatelem
a centrem ze dne 8. prosince 2015.

(m) Vyhotoveni. Smluvni strany si vyméni tfi (3)
originalni podepsané stejnopisy této smlouvy.

(n) Stiet z4jm1. Zadavatel a HZ prohlasuji, ze mezi
sebou neuzaviou zadny pravni vztah bez ohledu na
to, zda se vztahuje k tomuto klinickému
hodnoceni, aniz by s tim centrum vyjadfilo
souhlas. Smluvni strany timto prohlasuji, ze z
jejich strany neexistuje zaddny stiet z4jma financni
¢i nefinanéni povahy, ktery by branil fadné
realizaci klinického hodnoceni v souladu s obecné
platnymi pfedpisy a regulatnimi pozadavky
(zejmeéna se spravnou klinickou praxi).

(0) Registr smluv. Smluvni strany timto berou na
védomi a souhlasi, Ze centrum je povinno zvefejnit
tuto smlouvu v souladu se zak. ¢. 340/2015, o
Registru smluv. Smluvni strany se dohodly, Ze
osobni Udaje a obchodni tajemstvi zadavatele
budou odstranény na zakladé konsenzu smluvnich
stran pred zvefejnénim v Registru smluv.Pfed
podepsanim smlouvy zadavatel posle centru
findlné¢ vyjednanou verzi dohody ve strojové
Citelném formatu s upravenym textem, ktery si
zadavatel pieje ponechat v utajeni.

[Néasleduje podpisova strana]

NA DUKAZ CEHOZ byla vyhotovena tato
smlouva opravnénymi zastupci smluvnich stran
k datu u¢innosti.
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IN WITNESS WHEREOF, this Agreement is
executed by the authorized representatives of the
Parties to be effective as of the Effective Date.

Edge Therapeutics, Inc.

By / Podpis:
Name / Jméno: MUDr. Josef Srovnal

Title / Titul: Deputy director for medical care

Principal Investigator

| have read this Agreement, and understand and
accept my obligations hereunder (including those
obligations that Site undertakes to cause me to
perform).

Fakultni nemocnice Ostrava

By / Podpis:
Name / Jméno: MUDr. Josef Srovnal

Title / Titul: naméstek feditele pro 1é¢ebnou péci

Hlavni ZkousSejici

Ptecetl(a) jsem si tuto smlouvu a rozumim a
prijimam své zavazky vyplyvajici z této smlouvy
(v€etné zavazkl, které pfijalo centrum s tim, Ze je
splnim ja).

By / Podpis:
Name / Jméno:

Title / Titul:
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ATTACHMENT A PRILOHA A
PAYMENT PLATBA
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ATTACHMENT B PRILOHAB
CERTIFICATE OF INSURANCE POJISTNY CERTIFIKAT
(COPY) (KOPIE)
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