GB001-2001

PHARMACY SERVICE AGREEMENT

This Agreement (the
"Agreement") is made and entered into by and

Pharmacy Services

between:
Rokycanska nemocnice, a.s.,

Voldusska 750, 337 01 Rokycany-Nove Mesto,
Czech Republic, ID No. 26360900, Tax ID No.
CZ26360900, represented by Mgr. Jaroslav Sima,
MBA, Chairman of the Board of Directors, and Ing.
Michal Filar, Vice Chairman of the Board
of Directors (the “Service Provider”)

and
PS| CRO Czech Republic s. r. 0.,

V Parku 2343/24, 148 00 Praha 4 - Chodov,
Czech Republic, IN: 28196775, TIN:
CZ28196775, registered in Business Register,
Municipal Court in Prague, section C, folio
132148, represented by Petr Vaculik, MD,
Country Manager, and by Petr Sedldk, PhD, by
Power of Attorney (“PSI")

PREAMBLE:

WHEREAS GBO001, Inc., 3013 Science Park
Road, Suite 200, San Diego, CA 92121, USA (the
“Sponsor”) is conducting a clinical study (the
“Study”) of the product GB001 (the “Study
Drug’);

WHEREAS the Study shall be conducted in full
compliance with the Sponsor's protocol GB001-
2001 “Phase 2b, randomized, double-blind,
placebo-controlled, dose-ranging, multi-center
study to evaluate the efficacy and safety of GB0OO1
as maintenance therapy in adult subjects with
moderate to severe asthma” and any
amendments thereto (the “Protocol’);

WHEREAS the Sponsor has engaged PSI as a
contract research organization to set up and
conduct the Study in the Czech Republic;

Rokycanska nemocnie, a.s..

SMLOUVA O POSKYTOVANI
LEKARENSKYCH SLUZEB

Tato Smlouva o poskytovani lékarenskych
sluzeb (dale jen ,Smlouva") se uzavira mezi:

Rokycanska nemocnice, a.s.,

Voldusska 750, 337 01 Rokycany-Nové Mésto,
Ceska republika, IC 26360900, DIC
CZ26360900, =zastoupend Mgr. Jaroslavem
Simou, MBA, pfedsedou predstavenstva a Ing.

Michalem Filafem, mistopredsedou
predstavenstva (dale jen ,Poskytovatel
sluzeb")

a

PSI CRO Czech Republic s.r. 0.,

V Parku 2343/24, 148 00 Praha 4 - Chodov,
Ceska republika, IC: 28196775, DIC:
CZ28196775, zapsana v obchodnim rejstiiku
Méstského soudu v Praze, oddil C, vloZka
132148, zastoupena MUDr. Petrem Vaculikem,
Country Manager, a PhDr. Petrem Sedlakem,
na zakladé piné moci (dale jen “PSI")

PREAMBULE:

VZHLEDEM K TOMU, ZE GBO001, Inc., 3013
Science Park Road, Suite 200, San Diego, CA
92121, USA (dale jen ,Zadavatel) provadi
klinické hodnoceni (dale jen ,Studie") pfipravku
s nazvem GBO0O01 (dale jen ,Studijni 1€k");

VZHLEDEM K TOMU, ZE Studie bude
provadéna v naprostém souladu s Protokolem
Zadavatele C. GB001-2001 S nazvem
~Multicentricka randomizovand dvojité
zaslepena klinicka studie faze 2b kontrolovana
placebem hodnotici Gc¢innost a bezpecnost
riznych davek GBO001 podavanych jako
udrZovaci terapie dospélym subjektim se
stfedné zavaznym az zavaznym astmatem” a
vSemi jeho dodatky (dale jen ,Protokol®);

VZHLEDEM K TOMU, ZE Zadavatel angazoval
PSI jakozto smluvni vyzkumnou organizaci, aby
zahajila a provedla Studii v Ceské republice;
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WHEREAS PSI| desires to engage the Service
Provider to provide certain services in connection
with the Study, and the Service Provider wishes to
perform such services;

wuereas  [NNEGEGEGEGEGE -

“Investigator’} will be a principal investigator in
the Study.

NOW, THEREFORE, in consideration of the terms
and conditions set forth herein, the parties agree
as follows:

1. SERVICES AND OBLIGATIONS

a) The Service Provider shall perform the
following services as required by the Investigator
for the purpose of the Study:

- reading the documents of relevance to the
Service Provider, assisting with the drafting of
agreements and invoicing,

- ordering, acceptance, proper storage of study
medication, documentation and confirmation of
receipt, storage and storage conditions,

- retum of expired or unused study medication,

- processing of batch
complaints, relabeling to extend the shelf-life,

recalls and «aother

- preparation of any and all documentation
required in accordance with the terms of this

Agreement,
- Preparation and submission of the reports as
well as all other original documentation

regarding the Services to the Investigator
{collectively, the "Services”).

by  The Service Provider shall provide the
Services at Lekarna Panacea, Rokycanska
nemocnice, a.s., Voldusska 750, 337 O1
Rokycany-Nove Mésto, Czech Republic.

c) The Service Provider shall provide the
Services in full compliance with:

- the terms of this Agreement,

- the Protocol, if provided by PSI,

- all applicable laws, regulations and regulatory
requirements,

- the International Conference on Harmoenization
Good Clinical Practices principles and

Rokycanska nemocnie, a.s..

VZHLEDEM K TOMU, ZE si Zadavatel
Studii  pfeje  angaZovat

Poskytovatele sluZeb za da&elem poskytovani

v souvislosti  se

uritych sluZzeb a Poskytovatel sluZeb si preje
tyto sluZby poskytovat,

vzrLenem k Tomu, Ze [ NGTGTczNENE
(dale jen ,ZkouSejici”) ve Studii pusobi v roli
hlavniho zkousejiciho;

NYNi SE PROTO s ohledem na vy$e uvedené
smluvni strany dohodly nasledovné:

1. SLUZBY A POVINNOSTI

a) Poskytovatel sluzeb bude

Sluzby pozadované ZkouSejicim v soculadu

vykonavat

s Protokolem. Tyto sluzby budou zahrnovat:

- Cteni dokumenti relevantnich

pro Poskytovatele sluzeb,

pfi pfipravé navrhu smluv a fakturaci,

podporu

- objednévani, skladovani

studijni medikace, dokumentaci a potvrzeni

pfijem, spravné

prijeti, skladovani a podminek skladovani;

- navraceni proSlé nebo nepouzité studijni
medikace:
- fedeni staZzeni 3arze a dalsi stiznosti,

prelepavani Stitka s delsi dobou pouzitelnosti;
- pfipravu vedkeré dokumentace vyzadované
v souladu s padminkami této Smlouvy;
- pfipravu a odevzdavani zprav a dali puvadni

dokumentace tykajici se Sluzeb
paskytavanych  Zkoudejicimu  (dale  jen
souhrnné Sluzby").

by  Poskytovatel sluZeb  bude  SluZby

poskytovat v Lékarna Panacea, Rokycanska
nemacnice, a.s., Volduiska 750, 337 01
Rokycany-Nové Mésto, Ceska republika.

¢) Paoskytovatel sluzeb bude Sluzby

poskytovat pIné v souladu s;

- podminkami sjednanymi v této Smilouvé,

- Protokelem, pokud bude PSI paskytnut,

- viemi platnymi zakany, predpisy
a regulaénimi pozadavky,

- zasadami a smérnicemi spravne klinické

praxe stanovenymi Mezinarodni konferenci
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guidelines (ICH GCP), and any other applicable
industry standards,

- the written instructions of the Investigator,
including the medical documentation prepared
and signed by the Investigator, and,

- all instructions of PSI
Sponsor, including any manuals provided by
PSI and/or the Sponsor,

written and/or the

d) The Service Provider shall provide the
Services under this Agreement in a professional,
diligent and timely manner and shall ensure that
any and all individuals involved in the provision of
the Services {the "Service Provider Staff’) are
appropriately trained and qualified to do so.

e) The Service Provider shall immediately
inform PSI of any problems associated with the
performance of the Services.

f) In the event that the Service Provider
becomes aware of any Serious Breach of the
conditions and principles of ICH GCP and/or the
Protocol, the Service Provider shall promptly notify
PSI.
“Serious Breach" is a breach which is likely to
significantly affect the safety or physical or mental
integrity of the Study subjects and/or the scientific
value of the Study.

For the purpose of this Agreement, a

g) The Service Provider warrants to have all
the appropriate licenses, approvals, certificates,
applicable as per law, to perform the Services
hereunder and to provide PSI with copiées of such
documents upon PSI's request.

2. COMPENSATION

a) The compensation for the provision of the
Services is set out in the Fee and Payment
Schedule enclosed as Attachment 1. The
amount(s) included in the Fee and Payment
Schedule represents the entire compensation
under this Agreement and it includes, without
limitation, the use of the facilities and equipment,
staff costs, administrative costs, overhead, third
party costs and other expenses, etc.

by In case of early termination of this Agreement
as per sections 8 b) and c) below, PS| shall pay

Rokycanska nemocnie, a.s..

pro harmenizaci (ICHGCP)  adalimi
platnymi standardy v daném cboru,

- pisemnymi pokyny Zkousejiciho, vietné
l[eékarske dokumentace pfipraveng
a podepsané Zkougejicim, a

- veskerymi pisemnymi pokyny PSI a/nebo
Zadavatele vCetné manuall poskytnutych
PSI a/nebo Zadavatelem.

d) Poskytovatel sluzeb bude Sluzby dle této
Smlouvy poskytovat odborng, svédomité a vcas

a zajisti, aby viechny osoby zapojené

do poskytovani  SluZeb Personal

Poskytovatele sluzeb") byly pro tento udel

(dale jen

radné vyskoleny a kvalifikovany.

e) Poskytovatel sluzeb bude zadavatele a
PSI neprodlené
problémech spojenych s plnénim Sluzeb.

informovat o jakychkeli

f) V pfipadé, ze se Poskytovatel sluzeb dozvi
0 zavazném porudeni podminek a zésad ICH
GCP a/neho Protokolu, Poskytovatel sluzeb
neprodleng uvédomi Zadavatele a PSI. Pro
ucely této Smlouvy bude za ,Zavazné poruseni*
povazovano takové porudeni, které by s nejvétsi
pravdépodobnosti mélo za nasledek ohrozeni
bezpecnosti, fyzického ¢&i mentélniho zdravi
Subjektd studie a/nebo védecké hodnoty Studie.

g) Poskytovatel sluzeb potvrzuje, Ze dispenuje

viemi  pfislunymi  licencemi, schvalenimi
a certifikaty v souladu s platnymi zakony, aby
moehl poskytovat Sluzby dle této Smlouvy a na

zadost PSI poskytne PSI jejich kopie.

2. ODMENA

a) Odména za poskytnuti Sluzeb je stanovena
v Prehledu plateb a poplatk( tvoficim Pfilohu
1 této Smlouvy. Castky obsaZené v Prehledu
plateb a poplatkl predstavuji celkovou odménu
dle teto Smlouvy a zahrnuji, mimo jiné, pouZiti
zafizeni a vybaveni, naklady na personal,
administrativni naklady, reZii, naklady vzniklé

tfeti strang, dané a jiné vydaje, atd.

by V pfipadé pfedCasnéhc ukonéeni této
Smlouvy dle oddilu 8b) a c) nize uhradi PSI

naklady na Sluzby, které byly Fadné poskytnuty
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the costs for the Services properly performed
pursuant to this Agreement until the effective date
of termination.

3. CONFIDENTIALITY

a) "Confidential [Information” means all
confidential or proprietary information or data, of
any kind whatsoever and however memorialized,
that is: (i} disclosed by or on behalf of PSI and/or
the Sponsor to the Service Provider or the Service
Provider Staff in connection with this Agreement;
or (ii} obtained, developed or generated by the
Service Provider ar the Service Provider Staff as

performing The
Information shall include, without
limitation, the Services, the Study, the Study Drug,
the Protocol, the Intellectual Property (defined
below) and information regarding the Spensor,
PSI or either of their affiliates. All Confidential
Information shall belong solely and exclusively to

PSI or the Sponsor, as the case may be.

a result of the Services.

Confidential

b} Confidential Information does not include
information that (i) is in the public domain at the
time of its disclosure to the Service Provider; (ii)
was, as evidenced by written records or other
competent proof, in the Service Provider's
possession on a non-confidential basis pricr te its
disclosure; or (iii} enters the public domain as a
result of a third party's activities, through no act or
omission by the Service Provider or the Service

Provider Staff.

c) The Service Provider shall hold all
Confidential Information in strict confidence and
use all reasonable safeguards to prevent
unauthorized use or disclosure. The Service
Provider shall use the Confidential Information
only as required for the purpose of this Agreement.
The Service Provider shall limit its disclosure of
the Confidential Information to those members of
the Service Provider Staff who need tc know the

Confidential Information for the provision of the

Rokycanska nemocnie, a.s..

v souladu s touto Smlouveu a2z do data Uéinnosti
jejiho ukenéeni.

3. DUVERNOST

a) Za  Davérné  informace®  budou
povazovany veSkeré informace nebo Udaje
jakéhokoli  druhu auchovavané v jakékoli

podobé, které budou: (i) sdéleny Paskytovateli
sluzeb nebo Personalu poskytovatele sluzeb
PSSl a/nebo Zadavatelem & jejich jmenem
v souvislosti s toutc Smlouvou; nebo (i) ziskany,
vytvofeny Ci generovany Poskytovatelem Sluzeb
nebo poskytovatele
poskytovani  Sluzeb.

informace zahrnuji mimeo jiné informace o Studii,
Studijnim  léku, Protokol, Dudevni
(definovano nize) tykajici se
Zadavatele, PSSl a jejich pobolek. Vedkere
Divérneé vyhradnim
vlastnictvim PS| nebo Zadavatele dle situace.

Perscnalem sluzeb

v dusledku Davérne
vlastnictvi
a informace

informace budou

b) Za Duvérné informace nebudou
povazovany informace, které (i) jsou v dobé, kdy
je PSI, Zadavatel nebo osoba opravnéna PSI
nebo Zadavatelem sdéli Poskytovateli sluzeb,
vefejné zname, (ii) v dobé sdéleni Poskytovateli
sluzeb, jiz jsou Poskytovateli sluzeb znamy, jak
muZe dcloZit na zakladé swvych pisemnych
zaznamu ¢&i jinych odpovidajicich dukazi,
a nevztahuji  se povinnosti
zachovani (iii) se  staly
vefejné znamymi v disledku &innosti  tfeti
strany, aniz by toto bylo zplsobeno jednanim &i
opcmenutim ze strany Poskytovatele sluZeb

nebo Personalu poskytovatele sluZeb.

nané Zzadné

ml&enlivosti, nebo

c) Poskytovatel sluzeb bude zachovavat
striktni davérnost Duvérnych informaci a pouZije
viechna piiméfena bezpeénostni opatfeni, aby
pfedesel neopravnénemu pouziti nebo predani
Davérnych informaci. Poskytovatel sluzeb bude
DlOvémneé informace pouZivat pouze pro lUgely
tétc  Smlcuvy. Poskytovatel
pfedavani Duvérnych informaci na Personal
poskytovatele sluzeb, ktery tyto

potfebuje pro provadéni Studie a ktery podléha

sluzeb omeazi

infermace
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Services and are subject to obligations of
confidentiality no less stringent than
contained in this Agreement. The Service Provider
shall advise the Service Provider Staff of the
confidential nature of the Confidential Information
and remain liable for any breach.

those

d) Should the Service Provider or the Service
Provider Staff receive a court order or other legally
binding request to Confidential
Information,  the Service Provider
immediately inform PSI upon the discovery of
and before any Confidential
Information is disclosed. The Service Provider
shall cooperate with PS1 and/or the Sponsor in any
efforis to seek limitation or protection from the
order demanding disclosure. In any case, the
Service Provider shall disclose only the minimum
amount of Confidential Information necessary to

disclose
shall

such request

comply with such request.

e) The obligations of confidentiality exist at all
times during this Agreement and shall survive the
expiration or earlier termination of this Agreement
indefinitely.

4. INTELLECTUAL PRGPERTY

The Service Provider acknowledges and agrees
that the Sponsor shall have exclusive ownership
rights fo all Study data, improvements,
developments, discoveries, inventions, work,
know-how and other rights (whether or not
patentable), created, developed, and/or reduced
to practice as a result of or in connection with the
provision of the Services, the Study and/or the use
of the Study Drug or the Confidential Information,
together with all intellectual property rights relating
thereto (“Intellectual Property’). The Service
Provider shall promptly disclose in writing to PSI
and the Sponsor all Intellectual Property made by
the Service Provider or the Service Provider Staff.
The GService Provider hereby assigns to the
Sponsor all rights, titles and interests in and to any
such Property without

Intellectual additional

Rokycanska nemocnie, a.s..

povinnosti  uchovéavat tyto informace jako
duvérné stejné pfisné, jako je povinnost
stanovend touto Smlouvou. Poskytovatel sluZeb
pouéi Personal poskytovatele sluzeb o davérné
povaze Duvérnych pohese
zodpovédnost  za jakékoli  poruseni této

povinnosti Persondlem poskytovatele sluzeb.

informaci a

d) V pfipadé, ze Poskytovatel sluzeb nebo
kterykoli &len Persondlu poskytovatele sluzeb
obdrZi soudni pfikaz nebo jiny pravné zavazny
pozadavek  predat informace,
Poskytovatel sluzeb neprodlené
Zadavatele a PSI, jakmile se o
pozadavku dozvi, a predtim, nez budou Davérné
informace predany. Poskytovatel sluzeb bude
spolupracovat s P51 a/nebo Zadavatelem v usili
ziskat omezeni nebo ochranu pred takovymto
prikazem
V kazdém pripadé Poskytovatel sluzeb preda

Duvérne
informuje
takovém

pozadujicim  pfedani  infermaci.
pouze minimum Duvérnych infermaci nutnych
k vyhovéni pozadavku.

e) Povinnost zachovavat duvérnost bude
trvat po celou dobu platnosti téle Smlouvy
aiposkonéeni platnasti nebo predéasném
ato po dobu

vypovézeni této Smlouvy,

neurditou.

4. DUSEVNI VLASTNICTVI

Poskytovatel sluzeb uznava a souhlasi, Ze
Zadavatel bude mit vyhradni viastnicka prava
ke véem Studijnim udajim, wvylep3enim, na
vyvoj, k objevam, vynalezum, dilum, know-how

a dalsim pravim (at uZ patentovatelnym &i

nikoli),  wytvofenym,  vyvinutym,  a/nebo
uvedenym do praxe v dusledku nebo
v souvislosti s poskytovanim  SluZzeb a/nebo

pouzivanim Studijniho |éku nebo Divérnych
informaci spoleéné s pravy dusevniho vlastnictvi
souvisegjicimi (dale  jen Dusevni
vlastnictvi').,  Poskytovatel  sluzeb  hude
neprodlené pisemné informovat Zadavatele o
vytvoifeném
Poskytovatelem sluzeb a/nebo Personalem
poskytovatele sluzeb. Poskytovatel sluZzeb timto
pfevadi vedkera sva prava a zajmy tykajici se

S nimi

veskerem Dusevnim vlastnictvi
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compensation and shall provide reasonable
assistance to obtain patents, including causing the
execution of any invention assignment or other

documents.

5. PUBLICATION AND PUBLICITY

a) The Service Provider shall not publish any
articles or papers or make any presentaticns, nor
assist any other person in publishing any articles
or papers or making any presentations, relating or
referring to the Study, the Confidential Information
and/or the Intellectual Property, without the prior
written consent of PSI and the Sponsor, in their
sole discretion.

b) The Service Provider shall not use PSlI's or
the Sponsor's name, the names of any of their
employees, symbols, or in any
advertising, sales, promaoticnal material, or press
release without the prior written permission of PSI
or the Sponsor, as applicable.

trademarks

6. INDEMNIFICATION

Each party undertakes to defend, indemnify and
hold harmless the other party against any and all
claims, damages, losses and costs arising out of
(i} its breach of this Agreement or {ii) any negligent
or willful act or omission by it and/or its staff.

7. INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

a) During the term and after any termination or
expiration of this Agreement, the Service Provider
shall enable and support, without additional
charge, the monitoring, audit and/or inspection of
(i) the facilities required for the performance of the
Services; and, {i) all of the documentsirecords
related to the Services and/or which must be kept
pursuant to this Agreement, The Service Provider
shall provide reasonable support to PSI, the
Sponsor, their authorized representatives and the

Rokycanska nemocnie, a.s..

Dugevniho vlastnictvi na Zadavatele bez dalSi
odmény a ma povinnost poskytnout prfiméfenou
soucinnost k ziskani patentu véetn& zajisténi
podpisu  dokumentld k pfevodu objevu nebo
jinych dokumentu.

5. PUBLIKACE A PROPAGACE

a) Poskytovatel sluzeb nebude
bez pfedchoziho pisemneho souhlasu PSI a
Zadavatele, ktery je jejich  wvyhradnim
rozhodnutim, publikovat Zadne c&lanky &i
pfednasky &i realizovat jakékoli prezentace, ani
jakekoli dalsi osobé pomahat s publikovanim

Zlankl Ci pfednasSek nebo realizaci prezentaci,

ktere se vztahuji ke Studii, Dovérmym
informacim a/nebo  DuSevnimu  vlastnictvi,
pfipadn& na né odkazuji.

b) Poskytovatel sluZzeb nebude

bez pfedchoziho pisemného souhlasu  PSI
a/nebo pfipadné Zadavatele pouZivat jménc PSI
nebo Zadavatele, jména jejich zaméstnancu,
symbely ani znacky v Zadném
reklamnim, obchodnim propagacénim materialu
ani tiskovych zpravach.

obchodni

6. ZPROSTENIi ODPOVEDNOSTI

Jednotlivé strany se zavazuji hajit se navzgjem
proti, zprostit se cdpovédnosti za a nahradit si
Skody zpusobené v dusledku narokd, nahrad
Skody, ztrat a vydaju vyplyvajicich z (i) porudeni
této  Smlouvy nebo (i)
jednani &

smluvni strany &i jejiho personalu.

nedbalosti  nebo

umysineho cpomenuti  nékteré

7. INSPEKCE, AUDITY, MONITORING
A VEDENi ZAZNAMU

a) Po dobu trvani tétc Smlouvy a po jejim
ukon&eni & wypréeni umozni  Poskytovatel
sluzeb, aniz by si utoval dodateéné poplatky,
menitoring, audit a/mebo inspekci (i) zafizeni
pozadovanych k poskytovani Sluzeb a (i)
veskerych dokumentli/zaznamui sauvisejicich se
Sluzbami a/nebo dokumentl/zaznamul, které
musi byt uchovavany/vedeny v sculadu s touto
Smiouvou, aposkytne pfi nich soudinnost,
Poskytovatel sluzeb poskytne PSI, Zadavateli,
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representatives of competent foreign and
domestic regulatory authorities in the performance
of Study inspections, audits and monitoring visits.
Where non-compliance with any obligations set
forth in Section 1 of this Agreement is found,
Service Provider promptly create and
implement a corrective and/or preventative action

plan in cooperation with PS| and/or Sponsor.

will

b) The Service
relevant documents related to the Services in
sufficient detail and in a good scientific manner.
The Service Provider
otherwise dispose of any
documents withaut the prior written consent of PSI
and/or Sponsor.

Provider shall maintain all

shall not destroy or

records or other

8. TERM AND TERMINATION

a) The term of this Agreement shall
commence on the date of the last named party
signature. Unless terminated earlier in accordance
with this Section 8, this Agreement shall remain in

effect until the completion of the Study.

b) PSI, in consultation with the Sponsor, may
terminate this Agreement with immediate effect (i)
if the Service Provider breaches this Agreement
and fails to cure such breach within fifteen (15)
calendar days from the receipt of written notice; (ii)
if the Study is suspended or not initiated at the
Investigator's site for any reason; or (iii) if the
agreement the Sponsor and PSI
regarding the Study is terminated. PSI, in
consultation with the Sponsor, may also terminate
this Agreement without cause upon thirty (30)
calendar days’ notice,

hetween

c) The Service Provider may terminate this
Agreement with immediate effect if PSI breaches
this Agreement and fails to cure such breach
within thirty (30) calendar days from the receipt of
written notice.

Rokycanska nemocnie, a.s..

jejich opravnénym zastupcum a zastupcum

prislusnych zahraniénich a domacich
regulaénich uradi pfiméfenou souinnost pfi
Studijnich  inspekeci, auditd a
navitév. PFi zjisténi
nedodrZzovani povinnesti stanovenych v oddile 1
této Smlouvy Poskytovatel sluzeb ve spolupraci

s PS5l a/nebo Zadavatelem okamZité vytvori a

provadéni
monitorovacich

uvede dopraxe plan napravnych a/nebo
preventivnich opatfeni.
b} Poskytovatel sluzeb bude uchovavat

a fadnym zpuscbem vést dostatecné podrobnou
prislu$nou dokumentaci souvisegjici se Sluzbami.
Poskytovatel sluzeb nezlikviduje ani se jinym
zpusobem nebude zbavovat zadnych zaznamu
dokumentl  bez

ani  jinych

pisemného souhlasu PSI a/nebo Zadavatele.

predchoziho

8. PLATNOST SMLOUVY A JEJi
UKONCENI

a) Tato Smlouva zacind platit k datu jgjiho
podpisu posledni z uvedenych stran. Pokud
nebude tato Smiouva ukonéena predcasné dle
tohoto Qddilu 8, bude platnd do dokonéeni
Studie.

b) PSI smi po konzultaci se Zadavatelem
ukondit tutc Smlouvu s okamzitou platnosti,
(iy pokud Poskytovatel
Smlouvu a nezjedna napravu da patnacti (15)
kalendafnich dnu pisemného
upozornéni, (i) pokud bude Studie z jakéhokoli

sluzeb: porudi tuto

od obdrzeni

duvodu prferudena, nebo z jakéhokoli duvodu
nebude ve Zdravoinickém zafizeni Zkousegjiciho
zahajena, nebo (iii) pokud bude smicuva o
klinickém hodnoceni uzaviena
Zadavatelem a PSI| ukonena. PSI
po konzultaci se Zadavatelem tuto Smlouvu
vypovédét bez udani duvodu s vypovédni [hdtou
tficet (30) kalendafnich dnu.

mezi
smi téz

c) Poskytovatel sluzeb smi ukondit tuto
Smlouvu s ckamzitou platnosti, pokud PSI
porusi tuto Smlouvu a toto porudeni nenapravi
do tficeti (30) kalendarnich dni od obdrzeni

pisemného oznameni.
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d) The Service Provider may also terminate
this Agreement without cause with notice period 3
months from receipt of written notice by PSI.

e) The termination or expiration of this
Agreement shall not relieve either party of its
obligation to the other with respect to the following
provisions: Sectian 1 f) [Notice of Serious Breach],
Section 3 [Confidentiality], Section 4 [Intellectual
Property], Section 5 [Publication and Publicity],
Section 6  [Indemnification],  Section 7
[Inspections, Audits, Monitoring and Record
Section 8 d)
Section 10 [Anti-Bribery and Anti-Corruption],
Section 11 [Data Section 12
[Miscellaneous] and Section 13 [Applicable Law
and Place of Jurisdiction].

Keeping], [Surviving Clauses],

Transfer],

9. NON-DEBARMENT

The Service Provider represents and warrants that
neither the Service Provider nor any of the Service
Provider Staff is or ever has been debarred,
disqualified, excluded or suspended from the
performance of the Services or participation in
clinical research by any competent authority or
agency in any counfry {including in particular but
without limitation the US FDA), and that it shall not
make use of, nor involve in the provision of the
Services any person or organization which is or
has been debarred, suspended, excluded or
disqualified by any competent authority to
participate in clinical research. In the event the
Service Provider or the Service Provider Staff is or
becomes threatened with or becomes debarred,
disqualified, suspended or excluded from the
performance of the Services and/or participation in
research during this Agreement, the
Service Provider shall notify P31 in writing about
this fact as soon as practicable and in any event
within five {5} days of its discovery.

clinical

10. ANTI-BRIBERY AND ANTI-

CORRUPTION

a) PSI and the Sponsor are subject to anti-
bribery and anti-corruption laws which make it a
criminal offence for PSI or the Sponsor to directly

PSI Template, General, 12-MAR-2015
Sponsoer approved on 05-NOV-2018
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d) Poskytovatel sluzeb smi ukondit tuto
smlouvu bez udani divodu s vypovédni lhutou 3

mésice od obdrZeni pisemnéhc oznameni PSI.

e) Ukon&eni nebo vyprieni této Smlouvy
nezbavuje Zadnou smluvni stranu povinnosti
vigi druhé strang stanovenych nasledujicimi
ustanovenimi: Oddil 1 f} [Oznameni zavazného
porugeni], Oddil 3 [Duvérnost], Oddil 4 [DuSevni
vlastnictvi], Cddil 5 [Publikace a propagace],
Oddil 6 [Zprosténi odpovednosti], Oddil 7
[Inspekce, audity, monitoring a  vedeni
zaznamu], Oddil 8 d) [Trvajici klauzulg], Oddil 10
[Protitiplatkova a protikerupéni opatfeni], Qddil
11 [Pfedavani uodaju], Oddil 12
ustanoveni] a Oddil 13 [Rozhodné pravo a
jurisdikce].

[Ruzna

9. ZADNY ZAKAZ CINNOSTI

Poskytovatel sluzeb ruci a zaruCuje, Ze jemu ani
Perscnalu  poskytovatele nebyla
zakazana ani pozastavena ucast v klinickem
vyzkumu Zadnymi regulaZnimi a kontrolnimi
Ufady v zadné zemi (vCetné zejmeéna americké
FDA) a Ze nevyuZije ani do této Studie nezapoji
zadnou osobu ani crganizaci, které je nebo byla
nékterym regulatnim organem zakazana nebo
pozastavena ucast na klinickeém vyzkumu, nebo
ktera byla prohladena nezpusobilou k ucéasti
na klinickém wyzkumu. V pfipadg, Ze by
Poskytovatel sluzeb &i Personal Poskytovatele
sluzeb mél byt nebo byl vyloucen z poskytovani
Sluzeb Studie
v klinickem  vyzkumu
Smlouvy, Poskytovatel sluZzeb pisemné oznami
tute skutecnost Zadavateli nebo P31, co nejdrive
to bude mozné, nejpozdéji viak do péti (5) dnu
poté, co se o této skuteénosti dozvi.

sluzeb

bé&hem a/nebo  z Ocasti

po debu trvani této

10. PROTIUPLATKOVA A PROTIKORUPCNI
OPATRENI

a) PSlI a Zadavatel jscu povinni jednat
v souladu s platnymi zakony proti Uplatkim
a korupci, podle kterych je nabizeni, poskytnuti
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or indirectly offer, give or promise a Bribe to a
Government  Official  or
counterpart. A “Bribe” is an offer, delivery or
promise of a payment or anything of value to any
Government Official or other business counterpart
for the purpose of (i) unduly inducing or influencing
that person to do or refrain from any official act; (ii)
attempting to gain or maintain business; or (i)
securing an improper advantage. A "Government
Official” is any person acting in an official capacity
for or on behalf of any government, including for
its  public
international organizations.

other  business

agencies, departments and/or

b) Acknowledging PSI's and the Sponsor's
obligation, the Service Provider represents and
warrants that neither the Service Provider nor any
of the Service Provider Staff have or shall pay or
promise to pay a Bribe to any Government Gfficial
or business counterpart in connection with the
Services and/or the Study. The Service Provider
shall promptly notify PSI if the Service Provider
leams of or has reason to know of any activities in
connection with the Services which may constitute
a violation of this Anti-Bribery and Anti-Corruption
section of this Agreement or the anti-bribery, anti-
corruption laws that apply to the Service Provider.

11. DATA PROTECTION

a) The Service Provider shall protect personal
data and process them in accordance with the
applicable data protection laws and regulations.

b) The transfer of personal data may be subject to
data protection the EU, the EEA,
Switzerland or other countries. The parties wish to
maintain

laws in

adequate safeguards to transfer
personal data and facilitate compliance by both
parties with applicable data protection and privacy
laws, including without
legislation implementing Directive 95/46/EC of the
European Parliament and of the Council on the
protection of individuals with regard to the
processing of personal data and the free

movement of such data and the Swiss Federal Act

limitation national

Rokycanska nemocnie, a.s..

& slibeni Uplatku, at jiz pfimo & nepfimo,
Statnimu organu nebo jing cbchodni protistrané
trestnym .Uplatek" je
poskytnuti nebo slibeni platby nebo jiné cenné
véci Statnimu  organu nebo jiné obchodni
protistrané za
ovlivnéni této oschy, aby jednala nebo naocpak
nejednala urditym zpusobem, (i) pokusu o
ziskani nebo udrzeni obchodni pfilezitesti, nebo

Einem. nabizeni,

u€elem (i) presvédceni &i

(iii) zajisténi nedestné vyhody. ,Statni organ' je
jakakoli osoba oficialné jednajici za a jménem
statu véetné jeho verfejnych Uradu, ministerstev
a/nebo mezinarodnich organizaci.

b) Poskytovatel sluzeb bere na védomi
povinnost PS1 a Zadavatele a ruci a zaruduje se,
Studii
Poskytovatel sluzeb ani Personal Poskytovatele
sluzeb platit nebo slibovat Uplatek Statnimu

organu &i jiné obchodni protistrang a ani tak

7e vsouvislosti se nebude ani

neucinili. Poskytovatel sluzeb neprodliené
uvédomi PSI, pokud se deozvi o, nebo pokud
bude mit duvodné podezieni na jakoukoli
ginnost souvisejici se Sluzbami, kterd muze byt
vrozparu stimto oddilem Protiuplatkova a
profikorup&ni ustanoveni této Smlouvy nebo
protikerupénimi

v rozparu s platnymi zakony

vztahujicimi se na Poskytovatele sluZeb.

11. OCHRANA UDAJU

a) Poskytovatel sluzeb hude se viemi
informacemi obsahujicimi osobni udaje nakladat
vsouladu s plathymi

ochrané osobnich udaju.

zakony a pfedpisy o

b) Predani oscbnich Udaji mizZe podléhat
zakon(im o ochrané adaju plathym v EU, EHP,
Svycarsku nebo jinych zemich. Strany si pfi
pfedavani osobnich udaji preji zachovat urcita
bezpeénostni opatfeni
platnych zakonl o ochrané a soukromi udaju
zejména narodni provadéci pravni pfedpisy k
Nafizeni 85/46/EC Evropského parlamentu a
rady o ochrané fyzickych osob s ohledem na
zpracovani osobnich Udajlu a volny pohyb téchto
Udaji a Svycarského Zakcna o ochrané Udajl

a zajistit dodrZovani

PSI Template, General, 12-MAR-2015
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on Data Protection of June 1992 and the General
Data Protection Regulation EU 2016/679 {GDPR}).

12. MISCELLANEQUS
a) No amendment fto this Agreement
(including its attachments) shall be effective

unless such amendment is made in writing and
signed by the parties hereto.

b) If any provision{s) of this Agreement shall
be declared invalid by a court of competent
jurisdiction, such determination shall not affect the
remaining provisions of this Agreement which
shall remain in full force and effect. The parties
hereto shall, however, attempt to replace the
provision(s) declared invalid as aforesaid with
legally valid provision(s) which reflect(s) the same
purpose of the invalid provision(s) to the greatest
extent possible.

c) This Agreement is entered into between the
parties hereto on principal to principal basis.
Nothing contained in this Agreement shall be
construed to imply a joint venture, employment,
partnership, or principal agent relationship
between the Service Provider and P3| or the
Sponsor; and neither party hereto by virtue of this
Agreement shall have the right, power or authority
to act or create any abligation, express or implied,
on behalf of the other party.

d) If there is a discrepancy between the
English and the Czech versions of this Agreement,
the actual intention of the parties shall be
established by a gcod faith interpretation
considering both versions. In case a discrepancy
cannot be resolved by such interpretation, the

Czech version shall prevail.

e) The Service Provider may not assign any of
its rights or subcontract obligations hereunder
without the prior written consent of PSI. Even if
P S| authorizes delegation or subcontracting in full
or in part, the Service Provider remains fully

Rokycanska nemocnie, a.s..

zroku 1952 a Obecného nafizeni o ochrané
Udaju EU 2016/679 {GDPR} obéma Stranami.

12. RUZNA USTANOVENI

a)  Zadné doplnéni této Smlouvy & jejich
Priloh nenabude platnosti, pokud takové
dopInéni nebude uginéna pisemné a podepsano
smluvnimi stranami.

b) Pokud bude nékteré ustanoveni této
Smilouvy prohlaseno za neplatné
prisluéné jurisdikce, nebude mit toto rozhodnuti
vliv na zbyvajici ustanoveni této Smilouvy a tato
zbyvajici ustanoveni zustavaji v plné platnosti.
Smluvni  strany se v8ak pokusi
ustanoveni prohlasené zZa neplatné
ustanovenim platnym, které pini stejny ucel jako
neplatné ustanoveni v co ngjvét3im mozném
rozsahu.

scudem

nahradit

c) Smluvni strany uzaviraji tuto Smlouvu na
zakladé rovnosti postaveni stran. Na zakladé
zadneé skuteCnosti obsazené vtéto Smlouvé
interpretovat
Poskytovatelem sluzeb a PSI nebo Zadavatelem
jako spoleény podnik, vztah zaméstnance a
zameéstnavatele,  partnerstvi
nadiizeného a podfizeného a zarovefi Zadné ze
Smluvnich stran nezaklada tato Smlouva pravo,
pravomoc nebo opravnéni wvykonavat
vytvaret jménem stran  jakékoli
povinnosti, at jiz vyslovné &i nepfime.

neni  mozné vztah mezi

nebo  vztah

nebo
ostatnich

d) V' pfipadé rozporu mezi anglickou
a Ceskou verzi této Smlouvy bude skutecny
umysl smluvnich stran stanoven vykladem obou
verzi v dobré vife. V pfipadé, 2e rozpor nebude
moZné vyfedit takovymto vykladem, prevaZuje
verze Ceska.

e) Bez pfedchoziho pisemného souhlasu
PSI nesmi Poskytovatel sluzeb predat Zadna
sva préva treti strané ani zadat své povinnosti
subdodavateli. | pokud PSI poskytne souhlas
5 ¢astecnym &i plnym pfedanim prav &i zadanim

responsible and liable for the performance of all | povinnosti subdeodavatelum, zustava
delegated duties.
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f) The parties acknowledge that Act No.
340/2015 Coll., on the Contract Register obliges
the Service Provider to publish this Agreement.
PSI shall prepare a machine-readable electronic
format of this Agreement which will blind out
sensitive information in compliance with Section 3
Subsection 1 of the Act on the Contract Register
and send it to the Service Provider for publication.
Once the Service Provider publishes the
Agreement, the Service Provider shall inform PSI
of the publication via the PSI data box with
and by email sent to:
. The Act on the
also obliges

identifier:
Contract the Service
Provider to publish the estimated value of this
Agreement.

The parties agree that this amount
shall be defined as ﬁ

13. APPLICABLE LAW AND PLACE OF
JURISDICTION

Reqister

a) This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic, without regard to its conflict of
laws provisions.

b} Any claim or controversy arising out of or
related to this Agreement or any breach hereof
shall be submitted to the exclusive jurisdiction of
the competent courts located in the Czech
Republic. Notwithstanding the foregoing, either
party may seek injunctive or other preliminary
relief in any court of competent jurisdiction.

[SIGNATURE PAGE TO FOLLOW]
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Poskytovatel sluZzeb piné cdpovédny za plnéni
v3ech delegovanych povinnosti.

f) Smluvni strany berou na védomi, Ze
Poskytovatel je povinen uverejnit tuto Smlouvu v
sculadu se zakonem ¢&. 340/2015 Sb., o registru
PSI pfipravi strojové citelnou verzi
Smlouvy se  zneditelnénymi  citlivymi  adaji
v souladu s ustanovenim § 3 odst. 1 zakena o
registru smluv a zadle ji Poskytovateli k
uvefgjnéni. Poskytovatel bude PSI informovat o
Smlouvy prostrednictvim datove
schranky PS| s identifikatorem: - a

smluv.

uverejnéni
emailove adresy:
. Poskytovatel je
povinen na zakladé Zakona o registru smluv
rovnéz uverejnit pfedpokladané celkove financni
pinéni poskytnuté na zakladé této Smiouvy.
Smluvni strany se dohodly, ze jde o ¢astku i

13. ROZHODNE PRAVO A JURISDIKCE

a) Tato Smlouva se fidi a vyklada podle
platnych zakonu Ceské republiky bez ohledu
na rozpor se zakannymi ustanovenimi.

b) Veskeré spary vyplyvajici ze stavajici
Smlouvy & s ni scuvisejici nebo porudeni této
Smlouvy budou vyhradni
jurisdikce pfisludnych soudil v Ceské republiky.
Bez ohledu navyde uvedené kazda ze stran

postoupeny do

muze u soudu v pfislusné jurisdikci usilovat o
vydani pfikazu k napravé.

[NASLEDUJE PODPISOVA STRANA]
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This Agreement has been executed in two | Tatc Smlouva byla vypracovana ve dvou
originals, one for each party. vyhotovenich, znichZz kaZda strana obdrii
jedno.

The Service Provider/Poskytovatel sluzeb: Rokycanska nemocnice, a.s.

Name/Jmeéno: Mgr. Jaroslay Sima, MBA
Title/Pozice: Chairman of the Board of Directors/pfedseda pfedstavenstva

Name/Jméno: Ing. Michal Filar
Title/Pozice: Vice Chairman of the Board of Directors/mistopfedseda pfedstavenstva

Dated/Datum:

PSk PSI CRO Czech Republic s.r.o.

Name | [Uméno]: MUDr. Petr Vaculik
Title | [Pozice]: Country Manager, by Power of Attorney/na zakladé piné moci

Name | [Iméno]: PhDr. Petr Sedlak
Title | [Pozice]: by Power of Atterney/na zakladé plné moci

Dated | [Datum]:
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Attachment 1 PFiloha 1

Fee and Payment Schedule Prehled poplatkd a plateb

T
{10
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