CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (this
“Agreement”) is entered into as of 17" February,
2017 (“Effective Date”), by and among Fakultni
nemocnice Kralovské Vinohrady, Srobarova
1150/50, 100 34 Praha 10, Czech Republic, ID:
00064173, Tax ID: CZ 00064173, Ref. No. KH
B cost center: [, represented
by Assoc. Prof. MUDr. Robert Grill, Ph.D.,
MHA, Director (“Institution’)

and
Acerta Pharma, LLC, a Delaware limited
liability company, with its address at
(“Acerta” or “Sponsor”). The
Institution and  Sponsor are hereinafter

individually referred to as a (“Party”) and are
collectively known as the (“Parties™).

The Parties acknowledge that Pharmaceutical
Research Associates CZ, s.r.o., located at
Jankovcova 1569/2¢c, Post Code (PSC): 170 00,
Praha 7, Czech Republic, Company ID number:
27636852, Tax ID: CZ27636852, represented by
MUDr. Andrea KI¢, proxy (“PRA” or “CRQO”) is
acting as an independent contractor for Sponsor to
provide certain clinical trial management services
for the Study.

Sponsor desires Institution under the direction of
the Principal Investigator, as defined below, to
study | (<Study Drug”) and Institution
is willing to perform certain clinical trial with
respect to the Study Drug (“Study”).

, an employee of the Internal
Hematology Clinic of the Institution, shall act as
principal investigator (“Principal Investigator”) in
relation to the conduct of the Study. The Parties
hereto agree as follows:

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni

(dale jen ,tato smlouva“) je uzaviena k17.

unoru, 2017 (dale jen ,,datum ucinnosti*) mezi

Fakultni nemocnici Kralovské Vinohrady,

Srobarova 1150/50, 100 34 Praha 10, Ceska

republika, ICO: 00064173, DIC: CZ 00064173,

Gislo jednaci: || nrakladové stiedisko:

, zastoupenou Doc. MUDr. Robertem

Grillem, Ph.D., MHA, feditelem (dale jen
»zdravotnické zatizeni®)

a
spole¢nosti Acerta Pharma, LLC spole¢nost s
ru¢enim omezenym vedena u statu Delaware, se
sidlem na adrese (déle jen
,spole¢nost  Acerta“®  nebo ,,Zadavatel*).
Zdravotnické zafizeni a zadavatel jsou dale
jednotlivé oznafovani jako (,,smluvni strana®) a

spole¢né jako (,,smluvni strany*).

Strany berou na védomi, ze Pharmaceutical
Research Associates CZ, s.r.o., ktera sidli na
adrese Jankovcova 1569/2c, PSC: 170 00, Praha
7, Ceska republika, IC: 27636852, DIC:
CZ27636852, jednajici MUDr. Andreou KIg,
prokuristkou (dale jen "PRA nebo CRQO") pusobi
jako nezavisly dodavatel pro zadavatele, aby
poskytoval urcité sluzby za ucelem provedeni
klinického hodnoceni pro tuto studii.

Zadavatel si pieje, aby zdravotnické zatizeni pod
vedenim hlavniho zkousejiciho, jak je definovan
nize, provedlo studii ptipravku

(dale jen ,hodnoceny 1ék“), a zdravotnické
zafizeni je ochotno provést klinické hodnoceni
zabyvajici se hodnocenym Iékem (dale jen
»studie®). ,  zaméstnanec
Interni hematologické kliniky zdravotnického
zafizeni bude v souvislosti s provadénim této
studie jednat v postaveni hlavniho zkousejiciho
(dale jen ,,hlavni zkouSejici). Smluvni strany se v
souvislosti s tim dohodly takto:
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1. Study
Institution shall ensure that the Study to

be performed under this Agreement shall be
performed in accordance with this Agreement and
the terms of the final protocol (as approved by the
Parties and the applicable Ethics Committee
(“EC”) and as it may be amended from time to
time) (“Protocol”) which is entitled %A
Randomized, Multicenter, Open-Label, Phase
3 Study of Acalabrutinib (ACP-196) Versus
Investigator’s Choice of Either Idelalisib Plus
Rituximab or Bendamustine Plus Rituximab in
Subjects with Relapsed or Refractory Chronic
Lymphocytic Leukemia” Protocol Number
ACE-CL-309. A copy of the Protocol is attached
hereto as Exhibit B for the purposes of
identification. The Institution acknowledges
receipt of the Protocol. The Sponsor considers
Protocol to be Confidential Information (defined
below).

2. Principal Investigator

A Principal Investigator will be
responsible for the direction and supervision of all
Study efforts. Institution through the Principal
Investigator shall ensure that the Study is
conducted strictly in accordance with applicable
Institution policies, the terms of the applicable EC
approval for the Study, the Protocol, this
Agreement, all applicable federal, state and local
laws, rules, regulations, guidelines and other
governmental requirements and all applicable
industry and professional standards (“Laws”) and
the quality standards of “Good Clinical Practice”
(which term shall mean generally accepted good
clinical practices including without limitation
those set out in the current version of the
Declaration of Helsinki and the International
Conference on Harmonization Guidelines for
Good Clinical Practice in force from time to
time). In the event that the Principal Investigator
is no longer an employee of the Institution or is
otherwise unwilling or unavailable to direct the
Study in accordance with this Agreement, then
Institution shall, as soon as practicable but in any
event within two (2) business days of such event,
provide written notice of such event to Sponsor.

1. Studie
Zdravotnické zafizeni zajisti, aby studie, kterda ma
byt podle této smlouvy provedena, byla provedena
vsouladu stouto smlouvou a podminkami
finalntho protokolu (schvaleného smluvnimi
stranami a ptislusnou etickou komisi (dale jen
»EK®) a ve znéni piipadnych pozdéjsich dodatkt

(dale jen ,.protokol*) nazvaného
»Randomizované multicentrické oteviené
klinické hodnoceni fize 3 zkoumajici

acalabrutinib (ACP-196) v porovnani s 1é¢bou
zvolenou zkouSejicim, ktera zahrnuje bud’
idelalisib plus rituximab nebo bendamustin
plus rituximab, u pacienti s relabujici nebo
refrakterni chronickou lymfatickou leukémii“
¢islo protokolu ACE-CL-309. Kopie protokolu je
pro ucely seznameni Se s jeho textem piipojena k
této smlouvé jako pfiloha B. Zdravotnické

zatizeni potvrzuje piijeti protokolu. Zadavatel
povazuje protokol za Davérnou informaci
(definovéno nize).
2. Hlavni zkousSejici
A. Hlavni zkousSejici ponese

odpovédnost za vedeni veskerych praci v ramci
studie a za dohled nad nimi. Zdravotnické zafizeni
prostiednictvim hlavniho zkous$ejiciho zajisti, aby
byla studie provedena v ptisném souladu s
platnymi zasadami zdravotnického zafizeni,
podminkami pfislusného souhlasu EK se studii,
protokolem, touto smlouvou, vSemi platnymi
federalnimi, statnimi | mistnimi  zakony,
smérnicemi, piedpisy, pokyny a jinymi statnimi
pozadavky a veskerymi platnymi oborovymi a
profesnimi standardy (dale jen ,,pravni piedpisy*)
a jakostnimi standardy oznaGovanymi jako
»spravna klinickd praxe“ (timto terminem Se
rozumi vSeobecné akceptovana spravna klinicka
praxe, mimo jiné vcetné¢ praxe stanovené V
ptipadné aktualn¢ platné verzi Helsinské
deklarace a v pokynech ke spravné klinické praxi
z Mezinarodni konference pro harmonizaci. V
ptipadé, ze hlavni zkousSejici nebude nadale
zaméstnancem zdravotnického zafizeni, ptipadné
z jiného duvodu neni ochoten nebo schopen vést
studii v souladu s touto smlouvou, bude
zdravotnické zafizeni €O nejdiive, vzdy vSak
nejpozdéji do dvou (2) pracovnich dnti od vzniku
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Any subsequently appointed principal investigator
must be approved, in writing in advance, by
Sponsor and such new principal investigator shall
be required to agree to all the terms and
conditions of the Protocol and this Agreement and
to sign each such document as evidence of such
agreement (although failure to so sign will not
relieve such new principal investigator from
abiding with all the terms and conditions of the
Protocol and this Agreement). If Sponsor does not
approve of the new principal investigator, or the
new principal investigator does not sign this
Agreement, then Sponsor may terminate this
Agreement with immediate effect, Signature of
this Agreement by a replacement Principal
Investigator shall not remove those obligations of
the predecessor Principal Investigator which by
their nature survive his/her removal as a Party to
this Agreement as referred to in Section 10(E).

B. Upon the prior consent of
Sponsor, which shall not be unreasonably
withheld, Institution and/or Principal Investigator
may appoint one or more collaborating physicians
(“Sub-Investigators™) to participate in the Study.
Such Sub-Investigators shall work under the
supervision of, shall report to and be the sole
responsibility of the Principal Investigator, and
the Principal Investigator shall ensure that all Sub-
Investigators undertake all activity related to the
Study in accordance with the terms of this
Agreement and the Protocol and hereby provide,
in respect of each Sub-Investigator, warranties
and undertaking to perform each of the
obligations of Principal Investigator under this
Agreement other than those relating to the
Principal Investigator’s obligation to supervise the
Study, which obligation shall be performed solely
by  Principal Investigator. The  Principal
Investigator shall be liable for all of a Sub-
Investigator’s acts and omissions.

C. Study Personnel will include a
pharmacist employed by the Institution who will
be responsible for receiving the study drug, its
proper storage at the site and its dispensation for
the purposes of the study conduct, in accordance
with the relevant laws, especially in accordance
with Section 19, Paragraph 1, Letter d) of Decree
No. 226/2008, as amended, and in accordance
with the SUKL [Statni Gstav pro kontrolu 1é¢iv

takové situace, pisemné informovat zadavatele.
Jakykoliv nasledné jmenovany hlavni zkousejici
musi byt pfedem pisemné schvalen zadavatelem a
od tohoto nového hlavniho zkouSejiciho bude
vyzadovano, aby souhlasil se vS§emi podminkami
protokolu a této smlouvy a na dikaz svého
souhlasu kazdy z téchto dokumentt podepsal (i
kdyZz chybg&jici podpis tohoto nového hlavniho
zkousejiciho nezprosti povinnosti fidit se vSemi
podminkami protokolu a této smlouvy). Pokud
zadavatel  nového  hlavniho  zkousejiciho
neschvali, pfipadné novy hlavni zkousejici
nepodepiSe tuto smlouvu, zadavatel mize tuto
smlouvu s okamzitou platnosti ukonéit. Podpis
této smlouvy nahradnim hlavnim zkouSejicim
nezproStuje predeslého hlavniho zkousejiciho
povinnosti, které na zakladé své povahy zistanou
v platnosti i poté, kdy hlavni zkousejici ptestane
byt stranou této smlouvy, jak je uvedeno v
odstavci 10 (E).

B. Zdravotnické zatfizeni nebo hlavni
zkousSejici mlize se zadavatelovym piedchozim
souhlasem, ktery nebude bezdivodné odpiran,
poveiit ucasti ve studii jednoho nebo vice
spolupracujicich 1ékatt (dale jen
,.spoluzkousejici*). Takovi spoluzkousejici budou
pracovat pod dohledem hlavniho zkousejiciho,
jemuz se budou zodpovidat a ktery za né ponese
vyhradni odpovédnost. Hlavni zkouSejici zajisti,
aby vsichni spoluzkousejici provadéli veskeré
¢innosti  souvisejici se studii v souladu s
podminkami této smlouvy a protokolu, a timto v
souvislosti s kazdym ze spoluzkousejicich
poskytuji zaruku a zavazuji se K plnéni kazdé z
povinnosti hlavniho zkousejiciho dle této smlouvy
vyjma povinnosti souvisejicich s dohledem nad
studii vykonavanym hlavnim zkousejicim, které
budou plnény vyhradné hlavnim zkouSejicim.
Hlavni zkousejici ponese odpovédnost za veskeré
jednani a opomenuti ze strany spoluzkousejicich.

C. Clenem personalu studie bude
farmaceut, ktery je v pracovnim poméru ke
zdravotnickému  zafizeni, a ktery bude
zodpovédny za ptfevzeti hodnoceného 1é¢iva, jeho
fadné skladovani v fesitelském centru a jeho vydej
pro ucely provadéni studie dle pfislusnych
pravnich ptredpist, zejména pak dle § 19, odst. 1,
pism. d) vyhlasky ¢. 226/2008 Sb., v platném
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(State Institute for Drug Control)] Guideline
LEK-12. Remuneration for the pharmacist will be
provided under a separate agreement with the
pharmacist.

D. Study Personnel will include a
radiologist employed by the Institution who will
be responsible for carrying out the activities
established for him/her in the study Protocol.
Remuneration for the radiologist will be provided
under a separate agreement with the radiologist.

E. Institution shall not, without the
prior written consent of Sponsor, sub-contract or
otherwise engage any consultant or other third
party to perform any of the activities or
obligations under this Agreement.

3. Conduct of Study

A. Principal Investigator  shall
conduct and supervise the Study in accordance
with the provisions of this Agreement and the
Protocol and in accordance with the Study’s
budget, set forth in Exhibit A.

B. All terms and payments of
compensation, benefits, and any other conditions
of engagement, including but not limited to
payment of taxes, for the Principal Investigator
and any person working with the Principal
Investigator and any other support staff who may
be used in the performance of the Study
(including  without limitation any  Sub-
Investigator) shall be solely a matter between the
Sponsor and such individuals.  Principal
Investigator and any Institution personnel shall
not be deemed to be employees of Sponsor or
entitled to any benefits offered by Sponsor to
Sponsor’s employees. The Institution agrees that a
separate agreement be signed between the
Sponsor and the Principal Investigator, which will
lay down all terms and conditions and
compensation payments to the Principal
Investigator and all persons working with the
Principal Investigator in the clinical trial.

C. Sponsor reserves the right to limit
enrollment by giving notice to Institution and

znéni a dle pokynu SUKL LEK-12. Odména
farmaceuta bude zajisténa samostatnou smlouvou
s farmaceutem.

D. Clenem persondlu studie bude
radiolog, ktery je v pracovnim poméru ke
zdravotnickému  zafizeni, a ktery bude
zodpovédny za provadéni Cinnosti stanovenych
mu v protokolu studie. Odména radiologa bude
zajisténa samostatnou smlouvou s radiologem.

E. Zdravotnické zafizeni bez
zadavatelova ptedchoziho pisemného souhlasu
nezada za ucelem provedeni jakychkoliv ¢innosti
¢i splnéni povinnosti dle této smlouvy dilci
zakazku ani jinym zptusobem neangazuje zadného
poradce ani jinou tieti stranu.

3. Provadéni studie
A Hlavni zkousSejici bude provadét
studii a dohled nad ni v souladu s ustanovenimi
této smlouvy a protokolu a v souladu s rozpo¢tem
studie uvedenym V piiloze A.

B. Veskeré podminky a plathy
kompenzace, vyhody a jakékoliv dal$i podminky
zapojeni do studie, mimo jiné vcetné danovych
odvodu, v souvislosti shlavnim zkousejicim a

jakoukoliv.  osobou  pracujici s  hlavnim
zkousejicim a jakymkoliv podpirnym
personalem, ktery mize byt vyuzit pfi provadéni
studie  (mimo  jiné  véetné  kteréhokoliv

spoluzkousejiciho), budou vyhradni zaleZitosti
vztahu mezi zadavatelem a takovymi jednotlivci.
Hlavni  zkouSejici a jakykoliv  personal
zdravotnického zafizeni nebudou povazovani za
zadavatelovy zaméstnance a nemaji narok na
jakékoliv vyhody, které zadavatel poskytuje svym
zaméstnancim. Zdravotnické zafizeni souhlasi, Ze
mezi zadavatelem a hlavnim zkousejicim bude
uzaviena samostatna smlouva, ktera bude
upravovat  veSkeré podminky a  plathy
kompenzace pro hlavniho zkousejiciho a vsechny
osoby pracujici S hlavnim zkousejicim na
klinickém hodnoceni.

C. Zadavatel si vyhrazuje pravo
omezit zafazovani subjekti do studie oznamenim
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Principal Investigator to cease further enroliment
in the Study (“Enrollment Cap”). Upon receipt of
such notice, Institution and Principal Investigator
agree to enroll no additional subjects in the Study.
In the event of such a notice to cease further
enrollment, the total sums payable by Sponsor
pursuant to this Agreement shall be pro-rated for
the number of Study subjects enrolled to the date
of issue of such notice, with any funds for Study
subjects beyond the Enrollment Cap previously
paid by Sponsor to Institution being refunded to
Sponsor. It is expected that [JJi] subjects will be
enrolled in the clinical trial by the Institution.

D. Principal Investigator shall enroll
subjects into the Study in accordance with the
Protocol. Principal Investigator shall use best
efforts to (i) complete all enrollment by the
patient enrollment closing date which shall be
determined in Sponsor’s sole discretion, (ii)
complete all applicable Case Report Forms (as
defined below) within five (5) days of generation,
and (iii) qualify each patient by the data collection
closing date which shall be determined in
Sponsor’s sole discretion.

4, Representations and Warranties
A. Sponsor represents and warrants
to Institution that:

(1) it has the legal right and
power to enter into this Agreement (including the
right to authorize Institution to conduct the Study
with respect to the Study Drug), and the execution
of this Agreement will not constitute a material
default under any other agreement to which it is a
party in relation to the Study Drug;

(ii) to its knowledge,
Sponsor’s provision of any information, data or
material under this Agreement will not violate or
infringe upon the rights of any third party patent

zdravotnickému zatizeni a hlavnimu
zkouSejicimu, na jehoz zakladé tito dalsi
zatazovani subjektll do studie zastavi (dale jen
»maximalni  pocet zarazenych  subjekti®).
Zdravotnické zatizeni a hlavni zkouSejici se
zavazuji, ze PO prijeti takového oznameni do
studie zadné dalsi subjekty nezatfadi. V piipadé
takového oznameni s pokynem Kk zastaveni
dalsiho zafazovani subjekti budou celkové ¢astky
splatné ze strany zadavatele na zakladé této
smlouvy pomérn¢ snizeny podle poctu studijnich
subjektt zafazenych k datu vystaveni takového
oznameni S tim, ze jakékoliv prostiedky za
studijni subjekty nad ramec maximalniho poétu
zatazenych subjektt, které byly diive vyplaceny
zdravotnickému zafizeni zadavatelem, budou
vraceny zadavateli. Predpoklada se, ze do
klinického hodnoceni budou  zdravotnickym
zatizenim zatazeny || subjekty hodnoceni.

D. Hlavni zkouSejici bude subjekty
do studie zafazovat v souladu s protokolem.
Hlavni zkousejici vyvine maximalni usili za
ucelem (i) dokonceni zafazovani subjektd do data
ukonéeni zafazovani pacienti, které bude
stanoveno zadavatelem dle jeho vyhradniho
uvazeni, (ii) vypInéni vSech pfislusnych zaznamu
subjektd hodnoceni (dle definice uvedené nize) do
péti (5) dnd od vystaveni a (iii) zhodnoceni
kazdého z pacientt do data ukonceni sbéru dat,
které bude stanoveno zadavatelem dle jeho
vyhradniho uvazeni.

4. Prohldseni a zaruky
A. Zadavatel ve  vztahu k
zdravotnickému zatizeni prohlasuje a zarucuje, Ze:
(i) ma zakonné pravo a
pravomoc uzaviit tuto smlouvu (vCetné prava
udélit zdravotnickému zafizeni opravnéni Kk
provadéni studie zabyvajici se hodnocenym
lékem) a jeji uzavieni nebude predstavovat
zavazné poruSeni jakékoliv jiné smlouvy, jejiz
stranou zadavatel ve vztahu k hodnocenému léku
J€;

(i) dle jeho védomi
poskytnuti  jakychkoliv informaci, dat nebo
materialu dle této smlouvy ze strany zadavatele
nebude porusenim ani zasahem do prav
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or trade secret; and

(iii) it shall perform its
obligations under this Agreement in compliance
with all applicable Laws.

B. Institution represents and
warrants to Sponsor that:
(M to its knowledge,

Institution’s performance under this Agreement
will not violate or infringe upon the rights of any
third party, including but not limited to property,
contractual, employment, trademark, trade secrets,
copyright, patent, proprietary information or non-
disclosure rights;

(i) it is not a party to any
agreement which would prevent it from fulfilling
its obligations under this Agreement and that
during the term of this Agreement, it will not
enter into any agreement to provide services
which would in any way prevent it from
performing, conflict with or restrict its ability to
perform the Study in accordance with this

Agreement;

(iii) it has the requisite and
necessary experience, equipment, facilities,
personnel and capability to properly conduct the
Study in accordance with this Agreement;

(iv) it has obtained or will
obtain and thereafter will maintain for the term of
this Agreement, all licenses, authorizations,
approvals and reviews required by Law and Good
Clinical Practice to conduct the Study; and

(V) it will (i) maintain its
equipment in number and type such that
Institution possesses all equipment and software
necessary to provide health services and that the
equipment used to provide health services is and
shall at all times be in good working condition so
as to permit the provision of health services in
compliance with all Laws, (ii) upgrade and/or
replace equipment and software as necessary to
permit the provision of health services in
accordance with all Laws, and (iii) exercise its
commercially reasonable efforts to supply

souvisejicich s jakymkoliv patentem nebo

obchodnim tajemstvim tfeti strany a

(iii) bude plnit své povinnosti
stanovené Vv této smlouvé v souladu a se vSemi
platnymi pravnimi predpisy.

B. Zdravotnické zafizeni ve vztahu k
zadavateli prohlasuje a zarucuje, Ze:
Q) dle jeho védomi plnéni

této smlouvy ze strany zdravotnického zafizeni
nebude porusenim ani zasahem do prav tieti
strany, mimo jiné vcéetné¢ prav tykajicich se
majetkovych, smluvnich a zaméstnaneckych
otazek,  ochrannych  znamek, obchodnich
tajemstvi, autorskych prav, patentd, ddvérnych
informaci nebo zachovani mléenlivosti;

(i) neni stranou jakékoliv
smlouvy, ktera by mu bréanila v plnéni jeho
povinnosti dle této smlouvy, a Ze béhem platnosti
této smlouvy neuzavie jakoukoliv smlouvu o
poskytovani sluzeb, ktera by mu branila v
provadéni studie v souladu s touto smlouvou, byla
s ni v rozporu nebo omezovala jeho schopnost
provadét studii;

(iii) disponuje  zkuSenostmi,
vybavenim, zatizenimi, personalem a
schopnostmi  pozadovanymi a nezbytnymi Kk

fadnému provadéni studie v souladu s touto

smlouvou;

(iv) ziskalo nebo ziska a po
dobu trvani této smlouvy bude udrzovat v
platnosti veskeré licence, povoleni, souhlasy a
posudky, které jsou Kk provadéni této studie
vyzadovany pravnimi piedpisy a spravnou
klinickou praxi, a

(V) bude (i) udrzovat pocty a
typy svého vybaveni tak, aby zdravotnické
zafizeni mélo veskeré vybaveni a software
nezbytny K poskytovani zdravotnich sluzeb, a ze
vybaveni pouzivané K poskytovani zdravotnich
sluZeb je a vzdy bude v dobrém a funkénim stavu
tak, aby umoziiovalo poskytovani zdravotnich
sluzeb v souladu se vSemi pravnimi piedpisy, (ii)
provadét modernizaci nebo vyménu vybaveni a
softwaru tak, aby poskytovani zdravotnich sluzeb
bylo v souladu se vsemi pravnimi ptedpisy, a (iii)
vyvijet komercné piiméfené usili za ucelem
zajisténi dodateéné kapacity v podobé vybaveni a
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additional equipment and software capacity to
meet any unforeseen requirements for the
provision of health services.

(vi) Institution’s  applicable
database applications and electronic records
systems and facilities which are used in the
performance of the Study, including without
limitation the database to be used by Institution
and Principal Investigator for the tracking,
handling, recording, reporting and transmitting of
data generated during the Study, have been fully
validated and are compliant with all Laws.

C. Each Party hereto hereby
represents, warrants and covenants to the other
that: (i) it has taken all necessary actions on its
part to authorize the execution, delivery and
performance of the obligations undertaken in this
Agreement, and no other actions, corporate or
otherwise are necessary with respect thereto, and
(i) when executed and delivered by it, this
Agreement will constitute a legal, valid and
binding obligation of it, enforceable against it in
accordance with this Agreement’s terms.

5. Non-Exclusion

A. The Institution hereby certifies
that it has not been debarred or disqualified from
participating in clinical research under any laws or
regulations.

B. The Institution hereby certifies
that it has not and will not use in any capacity the
services of any individual or entity which has
been debarred or disqualified from participating in
clinical research under any laws or regulations.

C. Institution agrees to immediately
inform Sponsor in writing if either it or any
Institution’s personnel, participating in the Study
(“Study  Personnel”) becomes a Debarred
Individual or if any Debarment Action is
commenced, pending, or, to the best of
Institution’s knowledge, is threatened against
Institution or any Study Personnel.

softwaru, které by zajistily uspokojeni
jakychkoliv nepiedvidanych pozadavkt v ramci
poskytovani zdravotnich sluzeb.

(vi)  Prislusné databazové
aplikace a elektronické zaznamové systémy
zdravotnického zafizeni a zafizeni pouzivana pii
provadéni studie, mimo jiné vcetné databaze
pouzivané zdravotnickym zafizenim a hlavnim
zkousejicim Kk sledovani dat generovanych v
pribéhu studie, manipulaci s nimi, jejich
zaznamenavani, hlaSeni a pfenosu, byly v plném
rozsahu schvaleny a jsou v souladu se vsemi
platnymi pravnimi predpisy.

C. Kazda ze stran této smlouvy ve
vztahu ke strané druhé prohlasuje, zaruCuje a
zavazuje se, ze: (i) ze své strany pfijala veSkera
nezbytna opatfeni, aby umoznila splnéni
povinnosti ustanovenych touto smlouvou, a Zadna
dalsi opatfeni, at' jiz korpordtni ¢i jina, v
souvislosti s touto smlouvou vyzadovéana nejsou a
(ii) tato smlouva bude po uzavieni a splnéni z jeji
strany pfedstavovat jeji zdkonnou, pravoplatnou a
zdvaznou povinnost vymahatelnou v souladu s
podminkami této smlouvy.

5. Neexistence vyloudeni

A. Zdravotnické  zafizeni  timto
osvéd¢uje, ze mu nebyla zastavena ¢innost ani
nebylo diskvalifikovano z ucasti v klinickém
vyzkumu podle zadnych zakond nebo predpisi.

B. Zdravotnické  zafizeni  timto
osvédCuje, ze v zadné funkci nevyuziva ani
nebude vyuzivat sluzeb fyzické nebo pravnické
osoby, které byl na zaklad¢ jakychkoli zakonil ¢i
predpist ulozen zakaz ucasti na klinickém
vyzkumu nebo z néj byla vyloucena.

C. Zdravotnické zafizeni se zavazuje
bezodkladné v pisemné podobé informovat
zadavatele, jestlize zdravotnickému zatizeni nebo
¢lenim personalu studie (dale jen ,,personal
studie”) bude uloZen zakaz cCinnosti, piipadné
dojde k zahajeni fizeni o zadkazu Cinnosti, takové
fizeni probiha nebo dle nejlepStho védomi
zdravotnického zatizeni jemu nebo komukoliv z
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D. In the event that Institution
becomes debarred as set forth in this Article 5 or
utilize the services of an individual, corporation,
partnership or association that has been debarred,
Sponsor shall have the right to automatically
terminate this Agreement upon receipt of such
notice without any further action or notice.
Additionally, in the event that Institution receives
any notice of debarment actions, Sponsor shall
have the right to terminate this Agreement,
pursuant to the provisions of Section 10(C).

6. Institution Obligations

A. Institution through the Principal
Investigator shall:

(1) (a) strictly adhere to the
terms of the Protocol, (b) adhere to Sponsor’s
written instructions relative to the Protocol, ()
conduct the Study in accordance with the
applicable quality standards of Good Clinical
Practice, (d) conduct the Study in accordance with
the terms which are incorporated by reference
herein (and Principal Investigator shall complete,
sign, and deliver a Form 1572 to Sponsor prior to
the commencement of the Study); and (e) comply
with all Laws, including but not limited to those
governing the conduct of the study and privacy
rules as applicable such as the European Union’s
Directive on Data Protection (95/46/EEC);

(i) maintain all records and
reports as required under this Agreement, all
Laws and the Protocol and, upon the reasonable
request of Sponsor, submit reports (whether orally
or in writing which will be stipulated by Sponsor
at the time of the request) on the progress of the
Study; provided, that written reports, including
but not limited to status of the budget and subject
recruitment will be provided within thirty (30)
days of a request from Sponsor;

(iii) ~ ensure that the Study
Personnel shall be capable professionally and duly
qualified and have all necessary experience and
expertise to perform the Study in accordance with
this Agreement;

¢lent persondlu studie takové fizeni hrozi.

D. V piipadé ulozeni zakazu ¢innosti
zdravotnickému zafizeni, jak je uvedeno v tomto
Clanku 5, nebo v pfipadé wvyuziti sluzeb
jednotlivee, korporace, partnerstvi nebo sdruzeni,
jimz byl uloZen zakaz Cinnosti, bude mit zadavatel
pravo automaticky ukoncit tuto smlouvu, a to po
obdrzeni takového oznameni a bez dalSich
opatfeni ¢i vypovédni lhity. V piipadé, ze
zdravotnické zafizeni obdrzi jakékoliv oznameni
tykajici se fizeni o zakazu cCinnosti, zadavatel
bude mit dale pravo ukonéit tuto smlouvu v
souladu s ustanovenimi odstavce 10 (C).

6. Povinnosti zdravotnického zarizeni

A Zdravotnické zafizeni
prostfednictvim hlavniho zkousejiciho musi:

(M (a) prisné dodrzovat podminky
protokolu, (b) dodrzovat zadavatelovy pisemné
instrukce ohledné protokolu, (c) provadét studii v
souladu s prislusnymi standardy kvality spravné
klinické praxe, (d) provadét studii v souladu s
podminkami zahrnutymi v této smlouveé formou
odkazu (a hlavni zkousejici pted zahajenim studie
vyplni, podepise a predlozi formulai 1572) a (e)
dodrzovat veskeré platné pravni ptedpisy, mimo
jiné vcetné piedpist, jimiz se fidi provadéni
studie, a platnych pravidel na ochranu soukromi,
jako je smérnice Evropské unie o ochrané
osobnich udaji (95/46/ES);

(i) a spravovat zaznamy a hlaseni
vyzadovana dle této smlouvy, veSkeré pravni
predpisy a protokol a na zakladé zadavatelova
pfiméteného pozadavku predlozi hlaseni (at jiz
ustné Ci pisemné — ur¢i zadavatel v okamziku
pozadavku) o postupu studie s tim, Ze pisemna
hlaseni, mimo jiné véetné hlaseni o stavu rozpoctu
a naboru subjektdi, budou poskytovana do tficeti
(30) dnt1 od zadavatelova pozadavku;

(ili)  zajistit, aby byl personal studie
profesn¢ zpusobily a tadné vyskoleny a
disponoval veskerym nezbytnymi zkuSenostmi a
odbornosti k provadéni studie v souladu s touto
smlouvou;
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(iv) obtain authorization for
the use and disclosure of Protected Health
Information (“PHI”) for research purposes from
each of the Study subjects (and/or their duly
authorized representatives) in full compliance
with the applicable privacy rules such as the
European Union’s Directive on Data Protection
(95/46/EEC);

(v) be  responsible  for
reporting and tracking of all adverse events
(“AEs”) in compliance with all Laws and the
Protocol and Principal Investigator shall be
responsible for updating all AEs, including any
expedited safety reports. Institution through the
Principal Investigator shall notify Sponsor within
twenty-four (24) hours after learning of any
serious adverse reaction incurred during or as the
result of the Study, and provide a written
confirmation report of such event promptly
thereafter;

(vi) hold, store and transport
all supplies of the Study Drug in compliance with
all Laws, and comply with all reasonable requests
of Sponsor regarding the return of all unused
Study Drug on completion or premature
termination of the Study or the termination of this
Agreement or written notification from Sponsor
of the expiry of the useable shelf life of the Study
Drug and keep (and provide to Sponsor on
request) appropriate records of the conditions in
which Study Drug is stored and also of the Study
Drug received, dispensed, used, and returned in
accordance with applicable Law and the Protocol,;

(vii)  not conduct any research
activities with or use the Study Drug other than as
explicitly set out in the Protocol; and

(viii) not improperly use or
disclose to Sponsor or any of its directors,
officers, employees or agents, any confidential
information belonging to any third party with
whom Institution has an agreement or duty to
keep such information confidential, and

(iv)  zajistit opravnéni k pouZivani a
poskytovani chranénych zdravotnich informaci
(Protected Health Information) (dale jen ,,PHI®)
za ucelem vyzkumu od kazdého ze studijnich
subjektt  (nebo jejich tadn€ zmocnénych
zastupct), a to zcela v souladu s piislusnymi
pravidly na ochranu soukromi, jako je smérnice

Evropské unie o ochrané osobnich 1daja
(95/46/ES),
(v) nést odpovédnost za hlaseni a

sledovani vsSech nezadoucich piihod (adverse
event) (dale jen ,,AE“) v souladu se vSemi
pravnimi piedpisy a protokolem a hlavni
zkousejici ponese odpoveédnost za aktualizaci
udaji o vSech AE, vcetné jakychkoliv
urychlenych hlaSeni o bezpecnosti; zdravotnické
zatizeni prostiednictvim hlavniho zkousejiciho
uvédomi zadavatele o jakychkoliv zavaznych
nezadoucich reakcich, k nimz dojde v pribéhu
studie nebo v jejim dusledku, a to do dvaceti Ctyf
(24) hodin od jejich zjisténi a ihned poté poskytne
pisemné hlaseni s potvrzenim takové piihody;

(vi)  uchovavat, skladovat a
prepravovat veskeré zasoby hodnoceného 1éku v
souladu se vSemi pravnimi pfedpisy a plnit
veskeré zadavatelovy pfiméfené pozadavky
tykajici se vraceni veskerého nevyuzitého
hodnoceného 1éku po dokonceni ¢i predCasném
ukoncCeni studie, ukonéeni této smlouvy nebo
zadavatelové pisemném ozndmeni o skonceni
doby pouzitelnosti hodnoceného 1éku a uchovavat
(a na zadost zadavatele poskytnout) pfislusné
zdznamy podminek, v nichz je hodnoceny lék
skladovan, a v souladu s platnymi pravnimi
predpisy a protokolem taktéz o pfijatém,
vydaném, pouzitétm a vraceném hodnoceném
léku;

(vii)  zdrzet se jakychkoliv
vyzkumnych cCinnosti  tykajicich se nebo
vyuzivajicich hodnoceny 1€k jinak nez zptisobem
vyslovné stanovenym v protokolu a

(viii)  zdrzet se pouzivani ¢i
poskytovani jakychkoliv divérnych informaci
nalezejicich  jakékoliv tfeti strané, s niz
zdravotnické zafizeni podepsalo dohodu, ptipadné
je va¢i ni vazano povinnosti mlcenlivosti o
takovych divérnych informacich, zadavateli nebo
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Institution shall not bring onto the premises of
Sponsor any such information in any medium
unless consented to in writing by such third party.

7. Study  Monitoring _and _ Inspection

Rights

A. Sponsor, its project monitor(s)
and others designated by Sponsor, at mutually
agreeable times during the Study or as applicable
after completion or early termination of the Study
shall be entitled to:

(1) examine and inspect, at
regular business hours, Institution’s facilities
being used, or otherwise required, for
performance of the Study;

(i) subject to applicable
study subject confidentiality considerations,

inspect, audit, and copy or have copied, all
records, data and work product relating to the
Study conducted under this Agreement; and

(iii)  inspect and make copies
of all data necessary for Sponsor to confirm that
the Study is being or was conducted in
conformance with this Agreement.

B. Notwithstanding anything to the
contrary, if Sponsor has reason to believe that the
Study is not being performed, or was not
performed, in compliance with the terms of this
Agreement, Sponsor may schedule an inspection
and audit without limitation as to timing or length
of such audit or inspection. Institution agrees to
cooperate with the audit, and to prepare responses
to any deficiencies identified in any Sponsor audit
within ten (10) business days of being notified of
such deficiencies. Promptly after the conclusion
of an audit in which deficiencies were noted and
Institution has submitted responses, the Parties
shall meet to agree on a plan for implementation
of corrective measures. Sponsor agrees that it
shall not disclose to any third party any
information unrelated to the Study ascertained by
Sponsor in connection with any such audit or

kterémukoliv z jeho <¢lend predstavenstva,
vedoucich  pracovnikli, zaméstnanci  nebo
zastupci a zdravotnické zafizeni zadné takové
informace na jakémkoliv médiu nepfinese do
prostor zadavatele, aniz by s tim takova treti
strana pisemn¢ souhlasila.

7. Monitorovani studie a prave na
provedeni kontroly
A Zadavatel,  jeho  projektovy

monitor (projektovy monitofi) a jiné jim povéiené
osoby budou mit ve vzijemné ujednanych
terminech v pribéhu studie nebo dle daného
pfipadu po jejim dokonceni ¢i piedCasném
ukonceni pravo:

(i) provadét Setfeni a  kontroly
zatizeni zdravotnického zafizeni vyuZzivana c¢i
jinak vyzadovana pii provadéni studie, a to v
bézné pracovni dobg;

(i) provadét kontroly nebo audity a
potizovat kopie veskerych zaznami a vysledki
pracovnich Cinnosti souvisejicich se studii
provadénou dle této smlouvy s vyhradou ptipadd,
kdy je nutné brat pfislusny zietel na divérnou
povahu udaja subjekt hodnoceni a

(ili)  provadét kontroly a pofizovat
kopie veskerych dat, ktera zadavatel vyzaduje,
aby se mohl ujistit, ze studie je nebo byla
provadéna v souladu s touto smlouvou.

B. Ma-li zadavatel divod domnivat
se, ze studie neni nebo nebyla provadéna v
souladu s podminkami této smlouvy, muze
naplanovat kontrolu nebo audit, a to bez ohledu
na jakékoliv sporné ustanoveni a bez omezeni,
pokud jde o nacasovani ¢i trvani takového auditu
nebo kontroly. Zdravotnické zafizeni se zavazuje
ke spolupraci pfi auditu a piipravé odpovédi na
jakékoliv nedostatky zjisténé zadavatelem v
pribéhu auditu, a to do deseti (10) pracovnich
dnit od okamziku, kdy bylo o takovych
nedostatcich uvédoméno. lhned po uzavieni
auditu, v jehoz pribéhu byly zaznamenany
nedostatky, na které jiz zdravotnické zafizeni
odpovédélo, se smluvni strany setkaji, aby se
dohodly na planu implementace népravnych
opatieni. Zadavatel se zavazuje, ze zadné tieti
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examination, except to the extent required by
Law. Sponsor shall reimburse Institution for
reasonably incurred expenses associated with any
inspection, audit or investigation relating to the
Study (“Inspection”) instigated by Sponsor, unless
such Inspection finds that Institution breached this
Agreement or any  applicable Law.
Notwithstanding the existence of Sponsor’s rights
under this Article 7, Sponsor shall be under no
obligation to exercise these rights.

C. Institution agrees to  assist
Sponsor to a reasonable extent in order to
facilitate Sponsor’s representatives’ examination,
inspection, auditing and copying of materials
relating to the Study and in order to enforce the
rights granted to Sponsor in this Article 7.

8. Clinical Trial Approvals

A. Sponsor and PRA shall be
responsible for obtaining approval of the Protocol,
any informed consent relating to the Study and
advertisement, if any, pertaining to the enroliment
of subjects in the Study by the appropriate Ethic’s
Committee (EC) prior to beginning any Study.

B. Institution through the Principal
Investigator shall be responsible for obtaining in
advance of its participation in the Study, from
each Study subject (or their duly authorized
representative), a signed informed consent which
complies with all Laws.

C. In the event Institution’s EC /
Local or Multicentral EC requires changes in the
Protocol, informed consent or and related forms,
all such modifications must be approved in
advance and writing by Sponsor. Institution shall
not modify the Study described in the Protocol
without the prior written approval of Sponsor.

strané nesdéli jakékoliv informace, které se studii
nesouvisi a byly ziskany zadavatelem v
souvislosti s jakymikoliv audity nebo Setfenimi
vyjma piipadld v rozsahu vyZzadovaném pravnimi
ptedpisy. Zadavatel zdravotnickému zatizeni
proplati pfiméfené naklady vzniklé v souvislosti s
jakymikoliv kontrolami, audity ¢i Setfenimi
tykajicimi se studie (dale jen ,kontrola®) a
iniciovanych zadavatelem vyjma pftipadi, kdy
takova kontrola shleda, ze zdravotnické zarizeni
porusilo tuto smlouvu nebo kterykoliv platny
pravni predpis. Bez ohledu na existenci
zadavatelovych prav dle tohoto ¢lanku 7
zadavatel nebude nijak povinen sva prava
uplatnit.

C. Zdravotnické zafizeni se zavazuje,
poskytnout zadavateli v pfiméfené mife asistenci
za ucelem umoznéni Setfeni, kontroly, auditu ¢i
potizeni kopii materiald souvisejicich se studii ze
strany zadavatelovych zastupci a za Uucelem
vymahani prav udé€lenych zadavateli v tomto
¢lanku 7.

8. Souhlasy s klinickym hodnocenim

A. Zadavatel a PRA  ponesou
odpovédnost za ziskani souhlasu s protokolem a
jakéhokoliv pfipadného informovaného souhlasu
tykajiciho se studie a propagace v souvislosti se
zatazovanim subjektli do studie, a to od piislusné
etické komise (EK) a pfed zahajenim studie.

B. Zdravotnické zafizeni ponese
prostiednictvim hlavniho zkousejiciho
odpovédnost za ziskani podepsaného

informovaného souhlasu v souladu se vSemi
pravnimi ptedpisy, a to od kazdého ze subjektl
hodnoceni (nebo jejich fadné¢ zmocnénych
zastupcu) pied zahajenim ucasti ve studii.

C. V piipadé, ze EK zdravotnického
zatizeni/lokalni nebo multicentrickd EK poZaduje
provedeni zmén v protokolu, musi zadavatel
pfedem pisemné schvalit vSechny takové Uipravy v
informovaném souhlasu nebo  souvisejicich
formulafich. Zdravotnické zafizeni se bez
zadavatelova predchoziho pisemného souhlasu
zdrzi provadéni jakychkoliv Giprav studie popsané
v protokolu.
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D. The Sponsor, through CRO, shall
provide to the Institution documentation verifying
review and approval by the EC of the Protocol
(identifying the version of the Protocol which
received EC approval), and the information to be
provided to potential subjects of the Study
including but not limited to the informed consent;
original Case Report Forms for each subject
participating in the Study; supporting source
documentation where needed; and such other
reports when and as required by the Study or any
Laws or as may be requested by Sponsor from
time to time.

E. All Study subjects must meet the
legal age and competency requirements of the
state in which the Study is to be conducted. In the
event that a Study subject is a minor or otherwise
is incompetent under the laws of such state, the
parent(s) or legal guardian(s) of such person shall
provide written consent prior to the subject’s
actual participation in the Study.

9. Term of Agreement

The Study shall begin after signature of
this Agreement and shall, unless terminated
earlier pursuant to Article 10, continue until both
(i) the Study is completed and (ii) all final Study
documentation required to be provided under the
Protocol is received and accepted by Sponsor. If
at any time Institution has reason to believe that
the Study will not be initiated or completed as per
the schedule initially anticipated and agreed upon
by the Parties, Sponsor will be advised, in writing,
of the reason(s) and length of additional time
required to commence or complete work, and this
Agreement may be terminated by Sponsor as
provided in Article 10.

10. Termination and Effects of
Termination
A. Sponsor may terminate this

Agreement by giving thirty (30) days written
notice to Institution.

D. Zadavatel, prostfednictvim CRO,
poskytne zdravotnickému zafizeni dokumentaci
potvrzujici posouzeni protokolu a souhlas s nim
ze strany EK (v€etné uvedeni verze protokolu,
kterd byla schvalena EK) a informace, které maji
byt poskytnuty potencidlnim subjektim studie,
mimo jiné vcetné¢ informovaného souhlasu,
originalti formulafd zdznamid subjektii hodnoceni
kazdého ze subjektll ucastnicich se studie, v
ptipadé potfeby zdrojovych podkladii a takovych
jinych hlaseni, kterd mohou byt vyzadovdna v
ramci studie nebo jakymikoliv pravnimi piedpisy,
ptipadné dle zadavatelova pozadavku.

E. Vsechny subjekty  hodnoceni
musi splilovat podminky zletilosti a pravni
zpasobilosti platné ve staté¢, kde je studie
provadéna. V piipad¢, Ze je subjekt hodnoceni dle
pravnich predpist takového statu nezletily ¢i jinak
pravné nezpisobily, pisemny souhlas poskytnou
pred samotnou ucasti subjektu ve studii rodi¢(-e)
nebo zadkonny zastupce (zakonni zéstupci) takové
0soby.

9. Platnost smlouvy

Studie bude zahajena po podpisu této
smlouvy a pokud nedojde k jejimu predéasnému
ukonceni podle ¢lanku 10, bude pokracovat az do
okamziku, kdy (i) dojde k dokonceni studie a (ii)
zadavatel obdrzi a prfijme veSkeré finalni
dokumentace studie, jejiz poskytnuti je
vyzadovano protokolem. Pokud bude mit
zdravotnické zafizeni duvod domnivat se, ze
studie nebude zahajena nebo dokoncena dle
puvodné o¢ekavaného harmonogramu, na némz se
smluvni strany dohodly, zadavatel bude pisemné
informovan o divodu (diivodech) a mnozstvi ¢asu
navic, ktery bude k zahajeni nebo dokonceni praci
vyzadovano, a mize tuto smlouvu ukondit, jak je
stanoveno v ¢lanku 10.

10. Ukonceni a u¢inky ukonceni

A. Zadavatel muze tuto smlouvu ukondit
na zaklad¢ tficetidenni (30) pisemné vypoveédi
zdravotnickému zafizeni.
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B. Notwithstanding ~ any  other
provision hereof, in the event Sponsor believes
that immediate termination is necessary due to its
evaluation of risks to enrolled Study subject(s),
Sponsor may terminate this  Agreement
immediately.

C. Notwithstanding  any  other
provision hereof, Sponsor shall be entitled to
terminate this Agreement, with immediate effect,
for any material breach which shall include but
will not be limited to Institution’s failure to
comply with: (a) its obligations, responsibilities
and the terms and conditions of this Agreement
and the Protocol; (b) its obligations for keeping
Sponsor informed of all necessary and relevant
information in connection with the Protocol; or (¢)
any applicable Law relevant to the Study.

D. In the event of any termination or
expiration:
(1) Institution shall return to
Sponsor all Equipment (as defined in Article 13
below) and unused materials, including but not
limited to, Study Drug and clinical supplies
(subject to Article 16);

(i) except in the event of
termination because of a material breach by
Institution, and unless otherwise specified in
writing between the Parties, the total sums
payable by Sponsor pursuant to this Agreement
shall be pro-rated for actual work performed in
accordance with the Protocol to date of notice of
termination with any unexpended portion of funds
previously paid by Sponsor to Institution being
refunded to Sponsor upon the Sponsor’s request,
without undue delay;

(iii) in  the event of
termination because of a material breach by
Institution, Sponsor shall have a right, in addition
to all rights it may have in law, to withhold any
monies owing to Institution or require Institution
to refund any monies prepaid by Sponsor;

B. Bez ohledu na kterékoliv z ustanoveni
této smlouvy mize zadavatel tuto smlouvu
okamzité¢ ukoncit v ptipadé, Ze se domniva, Ze je
okamzité ukonfeni nezbytné z davodu jim
vyhodnocenych rizik pro zafazeny subjekt
(zatazené subjekty) hodnoceni.

C. Bez ohledu na kterékoliv jiné
ustanoveni této smlouvy bude zadavatel opravnén
tuto smlouvu s okamzitou platnosti ukoncit z
divodu jakéhokoliv zavazného poruseni, kterym
milZe ze strany zdravotnického zafizeni mimo jiné
byt nedodrzeni: (a) jeho povinnosti a zavazkd a
podminek této smlouvy a protokolu, (b) jeho
povinnosti  poskytovat  zadavateli ~ vSechny
nezbytné a relevantni informace v souvislosti s
protokolem nebo (c) jakychkoliv platnych
pravnich predpist tykajicich se studie.

D. Pii ukonceni nebo vyprseni platnosti
této smlouvy:

Q) zdravotnické zafizeni
vrati zadavateli veSkeré vybaveni (jak je
definovano v c¢lanku 13 uvedeném nize) a
nevyuzit¢é  materidly, mimo jiné vcetné
hodnoceného 1éku a klinického materialu (s
vyhradou ¢lanku 16);

(i) vyjma piipadii ukonceni
smlouvy z divodu jejiho zavazného poruseni ze
strany  zdravotnického  zafizeni a  neni-li
smluvnimi stranami pisemné ustanoveno jinak,
budou celkové Castky splatné ze strany zadavatele
na zédklad¢ této smlouvy pomérné snizeny podle
skute¢ného mnozstvi praci provedenych v souladu
s protokolem k datu oznameni o ukonceni s tim,
ze jakakoliv nevyuzita ¢ast prostredkt, které byly
diive  vyplaceny  zdravotnickému  zafizeni
zadavatelem, bude na vyzvu zadavatele zadavateli
bez prodleni vracena;

(iii) v pfipadé  ukonceni
smlouvy z divodu jejiho zavazného poruSeni ze
strany zdravotnického zafizeni ma zadavatel
kromé vSech pfipadnych zakonnych prav pravo
zadrzet jakékoliv platby splatné zdravotnickému
zafizeni nebo po zdravotnickém  zafizeni
pozadovat, aby jakékoliv platby pfedem uhrazené
zadavatelem vratilo;
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(iv) each Party shall comply
with Section 14(E) with respect to the return of
Confidential Information; and

(V) within  five (5) days
following the termination or expiration of this
Agreement Institution shall provide Sponsor with
all Study Data (as defined below) and Case
Report Forms (as defined below) not already
delivered to Sponsor and all related queries,
regardless of whether complete or not as well as
all other materials and information provided by
Sponsor, unless Sponsor directs otherwise in
writing.

E. All provisions of this Agreement
whose meaning requires them to survive shall
survive expiration or termination of this
Agreement, including, but not limited to,
ownership rights, audit rights, publication rights,
record retention and confidentiality, all of which
obligations are binding on the appropriate Party
and shall remain in full force and effect as set
forth in this Agreement.

11. Records and Reports
A. Institution  shall
following record keeping and

obligations:

have  the
reporting

(1) ensure that the Principal
Investigator conducting the Study provide
Sponsor with a current copy of his/her curriculum
vitae (not more than 2 years old) within forty-five
(45) days of a request by Sponsor, and maintain
current his/her license as a medical practitioner as
required by the applicable national, and/or local
licensing body, and promptly notify Sponsor of
any material changes to the curriculum vitae,
license status, or ability to participate in the
Study, including any exclusion or threatened
exclusion from federal or state healthcare
programs.

(i) ensure that the Principal
Investigator conducting the Study complete and
return to Sponsor or its designee the Financial

(iv) pokud jde o vraceni
davérnych informaci, kazda ze smluvnich stran se
bude tidit odstavcem 14 (E) a

(V) neurdi-li zadavatel
pisemné jinak, zdravotnické zafizeni do péti (5)
dnti od ukonceni nebo vyprSeni platnosti této
smlouvy poskytne zadavateli veSkerd data ze
studie (jak jsou definovana nize) a formulaie
zaznamu subjektll hodnoceni (jak jsou definovany
nize), které zadavateli dosud doruceny nebyly, a
veskeré souvisejici dotazy bez ohledu na to, zda
budou kompletni ¢i nikoliv, stejné¢ jako veSkeré
dalsi materidlly a informace poskytnuté
zadavatelem.

E. VSechna ustanoveni této smlouvy,
jejichz smysl vyzaduje, aby zistala v platnosti i
po vyprSeni platnosti této smlouvy nebo jejim
ukonceni, mimo jiné véetn¢ vlastnickych prav,
prava auditu, prdva na zvefejnéni, uchovavani
zdznami a zachovani diveérné povahy informaci,
pficemz vSechny tyto povinnosti jsou pro
prislusnou stranu zavazné, zistavaji v plném
rozsahu platné a c¢inné, jak je uvedeno v této
smlouve.

11. Zaznamy a hlaSeni
A. Zdravotnické zafizeni bude mit pfi

uchovavani zaznami a podavani hlaseni
nasledujici povinnosti:
(i) zajistit,  aby  hlavni

zkousejici provadégjici studii do Ctyficeti péti (45)
dni od zadavatelovy zadosti tomuto poskytli
aktualni kopie svych Zivotopist (ne starSich nez
dva roky), udrZovali v platnosti své licence k
vykonu lékafské praxe, jak vyzaduji platné
narodni nebo mistni licen¢ni organy, a ihned
informovali zadavatele o jakychkoliv dilezitych
zménach ve svych Zivotopisech, stavu licenci
nebo schopnosti UcCastnit se studie, vcetné
jakéhokoliv zplsobu vylouceni nebo hrozby
vylouceni z federalnich nebo statnich programu
zdravotni péce;

(i) zajistit, aby  hlavni
zkouSejici provadéjici studii pred zahajenim
studie vyplnil a zpét zadavateli nebo jim

Certification/Disclosure by  the  Principal Ppovéfenym osobam odeslal formulat finanéniho
osveédceni/ptiznani hlavniho zkousejiciho. Hlavni
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Investigator form prior to the initiation of the
Study. The Principal Investigator shall promptly
notify Sponsor of any changes in the accuracy of
the Financial Certification/Disclosure by the
Principal Investigator form during the term of this
Agreement, and for one (1) year following
completion of the Study.

(ili)  preparation and
maintenance of complete, accurately written
records, accounts, notes, reports and data

(including new data) relating to the Study under
this Agreement (collectively, “Study Data”);

(iv) preparation and
submission to Sponsor (in a periodic and timely
manner during the term of this Agreement as
specified in the Protocol) of all Study Data and
other material called for in the Protocol in the
form of properly completed patient case report
forms (“Case Report Forms”); and

(v) each of Principal
Investigator and Institution shall keep Sponsor
advised of the status of the Study through the
submission of periodic reports as deemed
necessary by Sponsor, the frequency of which
shall be mutually agreed and a final report shall, if
requested by Sponsor, be submitted by the
Principal Investigator and presented to Sponsor.

B. Subject to any Study subject
confidential material, Sponsor shall be the owner
of the Study Data and Case Report Forms and all
rights, title and interest in and to such Study Data
and Case Report Forms shall vest solely with
Sponsor. Institution agrees to assign, and hereby
does assign, all of its rights, title and interests in
and to the Study Data and Case Report Forms and
further agree to execute or ensure the execution of
any documents or undertake any further actions if
requested by Sponsor to evidence transfer to title
to such Study Data and Case Report Forms.
Institution shall have the right to use the Study
Data it generated under this Agreement solely in
order to publish as provided for in Article 15, for
continuing internal academic research purposes
and for treatment and medical care of any Study
subject, but not for any commercial purpose

zkousejici  bude  zadavatele  bezodkladng
informovat o jakychkoliv zménach, které béhem
platnosti této smlouvy a jeden (1) rok po
dokonceni studie nastanou, pokud jde o spravnost
formulare finan¢niho osvédceni/piiznani hlavniho
zkousejiciho;

(iii) priprava a uchovavani
uplnych a presnych pisemnych zaznami, uctu,
poznamek, zprav a dat (vCetné novych dat)
vztahujicich se ke studii podle této smlouvy
(spole¢né dale jen ,,data ze studie®);

(iv) ptiprava a piedkladani
zadavateli (pravidelné a v¢as po dobu trvani této
smlouvy, jak stanovi protokol) veSkerych dat ze

studie a jinych materidld vyzadovanych
protokolem ve form¢& pacienty spravné
vyplnénych  formulait  zaznamti  subjektd

hodnoceni (dale jen ,,formulare zdznamu subjekti
hodnoceni®); a

(v) hlavni  zkouSejici a
zdravotnické  zafizeni  budou  zadavatele
informovat o0 stavu studie prostiednictvim

pravidelné predkladanych hlaseni v rozsahu, ktery
zadavatel shleda nezbytnym, a ve vzajemné
uyjednaném intervalu s tim, Zze pfipadné
zadavatelem vyzadané finalni hlaSeni bude
zadavateli predlozeno hlavnim zkousejicim.

B. S vyhradou jakychkoliv divérnych
materiald subjektd hodnoceni bude zadavatel
vlastnikem dat ze studie a formulafi zaznami
subjekt hodnoceni a vSechna prava, naroky a
podily souvisejici s daty ze studie a formulafi
zaznamll subjektl hodnoceni budou nalezet
vyhradné zadavateli. Zdravotnické zafizeni se
zavazuje postoupit a timto postupuje veskera sva
prava, naroky a podily souvisejici s daty ze studie
a formuléfi zdznami subjektli hodnoceni a dale se
zavazuje v piipadé zadavatelova pozadavku
vystavit nebo =zajistit vystaveni jakychkoliv
dokumentli a pfijmout nebo =zajistit pfijeti
jakychkoliv dalSich krokli za ucelem doloZzeni
pfevodu narokit na takova data ze studie a
formulafe  zaznamti  subjekti  hodnoceni.
Zdravotnické zafizeni bude mit prdvo pouZzivat
data ze studie, kterd vygenerovalo na zakladé této
smlouvy, vyhradné za ucéelem publikace, jak je
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whatsoever.

C. Institution  further agrees to
maintain records and Study Data during and after
the term or early termination of this Agreement in
compliance with all Laws but in no event for less
than five (5) years following expiration or
termination of the Study.

D. Institution will contact Sponsor in
writing at least thirty (30) days before the planned
destruction of any Study records (whether held in
paper or electronic form), at which time Sponsor
may request that Institution delivers such records
to Sponsor, at Sponsor’s expense. Institution shall
notify Sponsor of any accidental loss or
destruction of Study records. This Section shall
survive the termination or expiration of this
Agreement.

E. Institution will notify Sponsor
within twenty-four (24) hours in the event that
any regulatory authority notifies a Study site of a
pending inspection/audit whether or not
specifically relating to the Study or its
institutional systems which were utilized during
the conduct of the Study or makes written or oral
inquiries regarding any aspect of Institution’s
activities pursuant to this Agreement.

(1) During the term of this
Agreement, Institution agrees to permit regulatory
authorities to examine the facilities where the
Study is being conducted. During any such
inspection or inquiry, Institution agrees to make
reasonable efforts to disclose only the information
required to be disclosed. If not prohibited by Law,
Institution shall notify Sponsor in advance of the
audit, inspection or investigation by regulatory
authorities and Sponsor will have the right to be
present during and participate in any such
inspection, audit, investigation, or regulatory
action. Institution will forward to Sponsor any

stanoveno v clanku 15, pro nésledné tucely
interniho akademického vyzkumu a k 1écbé a
Iékatské péci v souvislosti s kterymkoliv
studijnim subjektem, nikoliv vSak pro jakékoliv
komercni ucely.

C. Zdravotnické zafizeni se dale
zavazuje, ze po dobu platnosti této smlouvy, po
jejim ukonceni nebo v piipadé jejiho pred¢asného
ukonceni, nejméné vsak po dobu péti (5) let po
vyprSeni nebo ukonceni studie, bude udrzovat
zaznamy a data ze studie v souladu se vSemi
pravnimi predpisy.

D. Zdravotnické zafizeni bude zadavatele
pisemné kontaktovat alespon tficet (30) dni pred
planovanym zni¢enim jakychkoliv zaznamt ze
studie (at’ jiz v papirové nebo elektronické
podobé) a v tomto okamziku mize zadavatel
pozadat, aby mu zdravotnické zafizeni takové
zdznamy na jeho ndklady dorucilo. Zdravotnické
zafizeni bude zadavatele informovat o jakékoliv
nahodné ztraté nebo zniceni zaznami ze studie.
Tento odstavec zlstane v platnosti i po ukonéeni
této smlouvy nebo vyprsenti jeji platnosti.

E. Zdravotnické zatizeni bude zadavatele
do dvaceti Ctyf (24) hodin informovat v pfipadé,
ze studijni pracovisté od jakéhokoliv regula¢niho
organu  obdrzi oznameni o nadchazejici
kontrole/auditu, at’ jiz se ma tykat studie nebo
jeho institucionalnich systému, které byly vyuzity
pii provadéni studie, ¢i nikoliv, pfipadné obdrzi
pisemné nebo ustni dotazy tykajici se jakychkoliv
aspekti ¢innosti zdravotnického zafizeni dle této
smlouvy.

(i) Zdravotnické zatfizeni se
zavazuje, ze béhem platnosti této smlouvy umozni
regulacnim organiim Setfeni v zafizenich, kde je
studie provadéna. Pfi jakékoliv takové kontrole
nebo dotazu se zdravotnické zafizeni zavazuje
vyvinout piiméfené Usili ke sdéleni pouze
takovych  informaci, jejichz  sdéleni je
pozadovano. Nezakazuji-li to pravni predpisy,
zdravotnické zafizeni bude zadavatele pied
auditem, kontrolou nebo Setfenim ze strany
regulacnich organt informovat a zadavatel bude
mit pravo byt pfitomen pii takovych kontrolach,
auditech, Setfenich nebo regulacnich opatienich a
podilet se na nich. Zdravotnické =zafizeni
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written  communication received, initiating,
generated by or as a result of the inspection/audit
within twenty-four (24) hours of receipt of such
communication and agrees to allow Sponsor to
assist in responding to any citations. Such
responses shall be made within two (2) weeks of
issuance of any citations or within any earlier
deadline set by the issuing regulatory authority.
Institution will cooperate with regulatory agency
and Sponsor representatives in the conduct of
inspections, audits, and investigations and will
ensure that records of Study are maintained in a
way that facilitates such activities. Sponsor’s
rights under this subsection do not impose any
obligation on Sponsor and do not relieve
Institution of any of its obligations under this
Agreement.

(i) Institution  shall  also
provide to Sponsor copies of any documents
provided to any inspector or auditor. In the event
any regulatory authority requests or requires any
action to be taken to address any citations,
Institution agrees, after consultation with Sponsor,
to take such action as necessary to address such
citations, and agree to cooperate with Sponsor
with respect to any such citation and/or action
taken with respect thereto.

(iii) Institution will release
any records required to be made available to the
inspecting or inquiring authority by Law, but will
not release any Confidential Information not
required by Law to be provided for inspection or
copying without specific prior written consent of
Sponsor. To the extent necessary to protect
Confidential Information not specifically required
by Law to be disclosed, such Confidential
Information shall be redacted from all materials
disclosed to the regulatory authority performing
the subject inspection. Records that will not be
released without the prior written consent of
Sponsor include, but are not limited to, those
involving financial or commercial matters.

zadavateli ptedd jakoukoliv pisemnou komunikaci
pfijatou, odeslanou nebo vygenerovanou v ramci
kontroly/auditu nebo v jejich disledku do dvaceti
Ctyt (24) hodin po piijeti takové komunikace a
zavazuje se zadavateli umoznit, aby asistoval pfi
odpovédi na jakékoliv vyzvy. Takové odpovédi
budou vyhotoveny do dvou (2) tydnil od vystaveni
jakékoliv vyzvy, ptipadné v kratsi lhité stanovené
regulacnim organem, ktery vyzvu vystavil.
Zdravotnické zatizeni bude pti provadéni kontrol,
auditd a Setfeni spolupracovat s regulacnimi
organy a zadavatelovymi zastupci a zajisti, aby
zaznamy studie byly udrzovany zptisobem, ktery
takové  Cinnosti umoznuje. Na  zakladé
zadavatelovych prav dle tohoto odstavce tomuto
nevznika zadna povinnost a zdravotnické zatizeni
neni zpros§téno kterékoliv ze svych povinnosti dle
této smlouvy.

(i) Zdravotnické zatizeni
rovnéz zadavateli poskytne kopie jakychkoliv
dokumentti pfedanych kterémukoliv inspektorovi
nebo auditorovi. V pfipadé, ze si jakykoliv
regulacni organ vyzadda nebo pozaduje pfijeti
jakéhokoliv opatfeni k feSeni jakychkoliv vyzev,
zdravotnické zafizeni se zavazuje, Ze po
konzultaci se zadavatelem piijme takova opatieni,
ktera budou k feSeni takovych vyzev nezbytna, a
7ze bude se zadavatelem spolupracovat ve véci
jakychkoliv takovych vyzev nebo opatieni
prijatych v souvislosti s nimi.

(iii) Zdravotnické zatizeni
uvolni jakékoliv zaznamy, jejichz zpfistupnéni
kontrolnim nebo dotazujicim orgdnim je
vyzadovano pravnim predpisem, neuvolni vSak
jakékoliv davérné informace, jejichz poskytnuti
neni pro ucely kontroly nebo potizeni kopii
zakonem  vyzadovano  bez  zadavatelova
predchoziho vyslovného pisemného souhlasu. V
rozsahu nezbytném za ucelem ochrany ditvérnych
informaci, jejichz sdéleni neni vyslovné
vyzadovano zakonem, budou takové duvérné
informace ve vSech materidlech poskytnutych
regulatnim organtim provadéjicim pfedmétnou
kontrolu zacernény. Zaznamy, které nebudou
uvolnény bez zadavatelova pisemného souhlasu,
zahrnuji mimo jiné zaznamy tykajici se financ¢nich
¢i komer¢nich zalezitosti.
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(iv) Institution shall without
delay provide Sponsor with a copy of all
correspondence  between Institution and a
regulatory authority pertaining to activities
undertaken pursuant to this Agreement, purged
only of Confidential Information that is unrelated
to the activities under this Agreement. Institution
shall provide Sponsor with a copy of any
proposed response to any regulatory authority for
Sponsor’s review prior to submission that relates
directly or indirectly to activities under this
Agreement. Institution shall immediately notify
Sponsor of any violation or deficiency noted by
any regulatory agency related to the Study.
Institution will release any records required to be
made available to the inspecting or inquiring
authority by Law, provided that Institution
complies with Section 14(B)(iv), but will not
release any Confidential Information not required
by Law to be provided for inspection or copying
without the specific written consent of Sponsor.
Institution shall provide Sponsor with a written
report of any inspection related to the Study,
noting with specificity each Study-related record
or document reviewed by or supplied to the
regulatory inspector. Institution shall maintain
copies of Study-related records or documents
supplied to an inspector in a separate inspection
file and, upon request by Sponsor, shall provide
copies of any such records or documents to
Sponsor.

12. Cost and Payment

A. The budget and payment terms
for the Study are specified in Exhibit A, which is
incorporated into this Agreement. The Sponsor
declares that the Institution will be paid 20% of
the total visit budget of the Study pursuant to
Exhibit A. The payment(s) set forth in such
budget are acknowledged by the Parties hereto to
be adequate consideration for the work
undertaken hereunder. It is understood and agreed
that any payments expressly set forth in Exhibit A
shall cover all administrative, and all other fees,
costs and expenses of the Institution for the

(iv) Zdravotnické zafizeni
zadavateli poskytne bez prodleni kopie veskeré
korespondence mezi zdravotnickym zafizenim a
regulanim orgdnem souvisejici s c¢innostmi
vykonavanymi dle této smlouvy a bez duvérnych
informaci, které se Cinnosti dle této smlouvy
netykaji. Pfed podianim v pfimé ¢i nepfimé
souvislosti s ¢innostmi dle této smlouvy poskytne
zdravotnické zafizeni zadavateli ke kontrole kopii
jakékoliv  navrhované odpovédi jakémukoli
regulacnimu organu. Zdravotnické zatizeni bude
bezodkladné informovat zadavatele o jakychkoliv
prestupcich ¢i nedostatcich, které v souvislosti se
studii  zjisti jakymkoliv regulacni organ.
Zdravotnické zatizeni uvolni jakékoliv zdznamy,
jejichz zptistupnéni kontrolnim nebo dotazujicim
organim je vyzadovano pravnim piedpisem, a to
za ptredpokladu, ze zdravotnické zatizeni dodrzi
podminky odstavce 14 (B) (iv); neuvolni vSak
zadné daveérné informace, jejichz poskytnuti neni
pro ucely kontroly nebo potizeni kopii zdkonem
vyzadovano bez zadavatelova vyslovného
pisemného souhlasu. Zdravotnické zatizeni
poskytne zadavateli pisemnou zpravu o jakékoliv
kontrole souvisejici se studii, kde podrobné uvede
kazdy se studii souvisejici zaznam nebo
dokument, ktery byl pfedmétem kontroly
inspektorem regulaéniho organu, ptipadné¢ mu byl
poskytnut. Zdravotnické zatizeni bude uchovavat
kopie zaznamid a dokumentli souvisejicich se
studii a poskytnutych inspektorovi v samostatné
slozce kontroly a na zadost zadavatele mu
poskytnout kopie jakychkoliv takovych zadznamu
a dokumentd.

12. Naklady a platby

A. Rozpocet a platebni podminky studie
jsou uvedeny v piiloze A, ktera je soudasti této
smlouvy. Zadavatel prohlasuje, ze
Zdravotnickému zafizeni bude proplaceno 20%
z celkové Castky rozpoctu studie za vizity podle
Prilohy A. Strany této smlouvy shledaly platby
uvedené v tomto rozpoCtu pfiméfené pracim
provedenym podle této smlouvy. Smluvni strany
jsou srozumény a souhlasi se skuteCnosti, ze
jakékoliv platby vyslovné uvedené v_pfiiloze A
pokryvaji veskeré administrativni a vSechny dalsi
poplatky, naklady a vydaje zdravotnického
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conduct of the Study or the provision of
equipment or services to facilitate the Study, and
that no other form of compensation shall be paid
to the Institution except as otherwise may be
specifically and mutually agreed upon by the
Parties in writing. Payments will be made only for
those Study subjects who meet all of the
applicable admission, inclusion and exclusion
criteria of the Protocol. Any subsequent re-
submissions or renewals, upon approval by
Sponsor, will be reimbursed upon receipt of
appropriate documentation. The total payments
hereunder will not exceed the limit indicated in
Exhibit A. The Sponsor considers Exhibit A to be
Confidential Information (defined below).

B. Subject to Section 17(H) below,
Sponsor shall be responsible for reasonable and
necessary medical expenses, in excess of
insurance payments, incurred by the Institution as
a direct result of the treatment of adverse
reactions from the Study Drug following its
administration or use in accordance with the
Protocol, provided such expenses are not
attributable to the proven negligence or
misconduct of any agent, employee, officer,
director, or independent contractor of the
Institution. All expenses for which Sponsor has
accepted responsibility under this Section 12(B)
shall be itemized and billed directly to Sponsor
and such expenses shall not be billed to such a
Study subject’s insurance carrier. Compensation
for lost wages or any other damages, expenses, or
losses, or for medical expenses which have been
covered by such a Study subjects’ medical or
other insurance will not be reimbursed by
Sponsor.

C. Removed in accordance with
Section 31 of this Agreement.

D. Institution will have thirty (30)
days from the receipt of the final payment under
this Agreement to resolve any payment
discrepancies, which have arisen during the
course of the Study following which the Sponsor
shall be considered to have made full and final
payment of all amounts outstanding under this
Agreement.

zafizeni souvisejici s provadénim studie nebo
poskytnutym vybavenim ¢i sluzbami
umoznujicimi ~ provedeni  studie a @ Ze
zdravotnickému zafizeni nebude vyplacena zadna
jind forma kompenzace vyjma piipadd, na nichz
se smluvni strany vyslovné a v pisemné podobé
dohodly. Platby budou uhrazeny pouze za studijni
subjekty, které splni vSechna relevantni kritéria
protokolu pro pfijeti, zafazeni a vytazeni. Veskera
nasledna opakovana podani a prodlouzeni budou
na zakladé¢ zadavatelova souhlasu hrazena po
ptijeti prislusné dokumentace. Celkova vyse
plateb podle této smlouvy nepiekroci limit
uvedeny v_pfiloze A. Zadavatel povazuje ptilohu
A za Davérnou informaci (definovano nize).

B. S wvyhradou odstavce 17 (H)
uvedeného nize ponese zadavatel odpovédnost za
pfimétené a nezbytné lécebné vylohy nad ramec
plateb z pojisténi, které vzniknou zdravotnickému
zafizeni v piimém dusledku 1écby nezadoucich
reakci na hodnoceny lék po jeho podani nebo
pouziti v souladu s protokolem, a to =za
predpokladu, ze takové vylohy nelze pficitat
prokazané nedbalosti ¢i pochybeni kteréhokoliv
zastupce, zameéstnance, vedouciho pracovnika,
Clena predstavenstva nebo nezavislého dodavatele
zdravotnického zafizeni. Veskeré vydaje, za néz
zadavatel prevzal odpovédnost dle tohoto
odstavce 12 (B), budou rozepsany a nauctovany
pfimo zadavateli a takové vydaje nebudou
uctovany  poskytovateli  pojisténi  subjektu
hodnoceni.  Zadavatel nebude  poskytovat
kompenzace za uSlou mzdu nebo jakékoliv jiné
Skody, vydaje nebo ztraty ani za léCebné vydaje,
které byly uhrazeny ze zdravotniho nebo jiného
pojisténi takového studijniho subjektu.

C. Odstranéno v souladu s ¢lankem 31
smlouvy.

D. Zdravotnické zafizeni bude mit tficet
(30) dnti od data prijeti konecné platby podle této
smlouvy na vyfeseni jakychkoliv nesrovnalosti v
platbach, ke kterym dojde v pribéhu studie, nacez
se bude mit za to, ze zadavatel v plné vysi uhradil
veskeré neuhrazené ¢astky podle této smlouvy.
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13. Ownership of Equipment

Sponsor shall own all right, title and
interest in and to any equipment supplied by, or

purchased at the expense of Sponsor
(“Equipment™), unless otherwise specifically

acknowledged by Sponsor in writing. In the event
that the Equipment loaned to the Institution
belongs to the category of medical devices, a
contract on loan will be signed by and between
the Sponsor and the Institution. Sponsor shall
label the Equipment to secure and evidence
Sponsor’s ownership of the Equipment. Principal
Investigator shall ensure that permanent labels of
Sponsor’s ownership are affixed on all
Equipment. Institution shall be liable for all loss
and/or damage which occurs to the Equipment
while in the possession or control of the Principal
Investigator to the extent arising from the willful
default or negligence of the Study Personnel.
Institution shall not be entitled to use the
Equipment for any purpose other than the proper
conduct of the Study in accordance with the
Protocol and this Agreement. Institution shall not:
(i) indicate to any third party that it is the legal
and/or beneficial owners of the Equipment; (ii)
create or permit to subsist any lien, mortgage or
charge on the whole or any part of the Equipment,
(iii) create or permit to subsist any contingent
right on the part of any person to call for any such
lien, mortgage or charge over the Equipment; or
(iv) transfer any of the Equipment to any third
party or allow any third party to take possession
of any of the Equipment. Institution shall (a) use
the Equipment only for the purposes described in
the Protocol or such other purposes as Sponsor
may approve in writing, (b) restrict access to and
use of the Equipment to Principal Investigator,
other personnel and Study subjects for whom such
access and use is required to conduct the Study,
and (c) deliver the Equipment to Sponsor or its
designee on the earlier of the completion of the
Study, the termination or expiration of this
Agreement, or as otherwise requested by Sponsor.

13. Vlastnictvi a vybaveni

Nepfijme-li zadavatel vyslovné a v
pisemné podobé jiné podminky, bude tento
vlastnikem veskerych prav, narokli a podila
souvisejicich s jakymkoliv vybavenim dodanym
¢i pofizenym na nédklady zadavatele (dale jen
»vybaveni®). V ptipad€, ze bude zdravotnickému
zatizeni zapQjceno vybaveni, které patii do
kategorie zdravotnickych prostiedkd bude mezi
zadavatelem a zdravotnickym zafizenim uzaviena
smlouva o vypuajéce. Zadavatel provede oznaceni
vybaveni k zajisténi a doloZeni zadavatelova
vlastnictvi vybaveni. Hlavni zkousejici zajisti, aby
oznaceni vlastnictvi zadavatele bylo permanentné
pripevnéno na vybaveni. Zdravotnické zafizeni
bude odpoveédné za veskeré ztraty nebo Skody na
vybaveni vzniklé v dobé€, kdy bylo v drzeni nebo
pod kontrolou hlavniho zkousejiciho, a to za
predpokladu, Ze k nim dojde v disledku
umyslného neplnéni zavazkli nebo opomenuti ze
strany persondlu studie. Zdravotnické zafizeni
nebude opravnéno pouzivat vybaveni k
jakémukoliv jinému ucelu nez k fadnému
provadéni studie v souladu s protokolem a touto
smlouvou. Zdravotnické zafizeni nebude: (i)
naznacovat jakékoliv tieti strané, ze je zdkonnym
nebo skuteCnym vlastnikem vybaveni, (ii)
vytvaret nebo umoziiovat existenci jakéhokoliv
bfemene, hypotéky nebo finan¢niho zavazku na
celém vybaveni nebo kterékoliv jeho Casti, (iii)
vytvafet nebo umoznovat existenci jakéhokoliv
podminéného prava dozadovat se jakéhokoliv
takového biemene na strané jakékoliv osoby nebo
(iv) prevadét jakékoliv vybaveni na jakoukoli tieti
stranu ani umoznovat jakékoliv tfeti strané, aby
prevzala jakékoliv vybaveni do svého drzeni.
Zdravotnické zatizeni (a) bude pouzivat vybaveni
pouze pro ucely popsané v protokolu nebo takové
jiné ucely, které mohou byt pisemné schvaleny
zadavatelem, (b) bude omezovat piistup a pouZziti
vybaveni na hlavniho zkousSejiciho, dals$i personal
a subjekty hodnoceni, u nichz je takovy pfistup a
pouziti vyzadovano k provadéni studie, a (¢) doda
vybaveni zadavateli nebo jim povéfené osobé pii
dokonceni studie, ukonceni nebo vyprSeni
platnosti této smlouvy nebo v jiném okamziku dle
pozadavku zadavatele podle toho, ktera z téchto
moznosti nastane diive.
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In consideration of the obligations of Sponsor and
Institution set forth in this Section (13), the
Sponsor will provide the following equipment for
use by the Principal Investigator during the
conduct of the Study: HP ElitePad 1000. Study
Equipment shall remain the property of Sponsor
and shall not be used for any other purpose than
the performance of this Study.

14. Confidential Information

A. Unless otherwise agreed or
required by Law, the Institution shall treat all
information relating to the Study Drug and the
Study as confidential (“Confidential
Information”) and shall not disclose such
Confidential Information to any third party or use
such Confidential Information for any purpose
other than the performance of the Study without
the prior written consent of Sponsor. For purposes
of keeping information confidential, the
Institution shall use efforts at least commensurate
with those employed by the Institution for the
protection of its own confidential information;
provided, however, such efforts shall not be less
than commercially reasonable and the use of such
efforts shall not constitute a defense in the event
that any of the Confidential Information is not
kept confidential in accordance with the terms of
this Agreement. The Institution and Principal
Investigator shall inform each of their employees
receiving such Confidential Information of these
obligations concerning use and disclosure. The
confidentiality obligations of this Agreement shall
also apply to any proprietary, trade secret or other
confidential information which may have been
disclosed to the Institution by or on behalf of
Sponsor prior or subsequent to the execution of
this Agreement. Institution acknowledges that in
the event of a breach of this Agreement, (i)
Sponsor will suffer irreparable damage that may
not be fully remedied by damages, and (ii)
Sponsor shall be entitled to injunctive relief
against any such breach in court, and (iii) any
action taken by Sponsor shall in no way be
construed to limit or otherwise restrict its rights to
seek other damages or relief available under this
Agreement or applicable Law.

Vzhledem Kk  povinnostem zadavatele a
zdravotnického zatizeni uvedené v tomto odstavci
(13) zadavatel poskytne nasledujici vybaveni,
které bude hlavnim zkousejicim vyuzivano béhem
provadéni studie: HP ElitePad 1000. Vybaveni
pouzit¢ ve studii zistane zadavatelovym
majetkem a nebude pouzito k zadnému jinému
ucelu nez k provadéni této studie.

14, Duavérné informace

A. Neni-li na zaklad¢ pravnich predpist
ujednano nebo vyzadovano jinak, zdravotnické
zafizeni bude s  veSkerymi  diveérnymi
informacemi tykajicimi se hodnocené¢ho Iéku a
studie nakladat jako s divémymi (dale jen
»divérné informace*) a nesd¢li takové duvérné
informace 7zadné tfeti stran¢ ani takové dluveérné
informace  bez  zadavatelova  predchoziho
pisemného souhlasu nepouzije k zadnému jinému
ucelu nez k provadéni studie. Pro tcely zachovani
divérné povahy informaci vyvine zdravotnické
zafizeni usili, které vSak bude alesponn Umérné
usili, které¢ zdravotnické zatizeni vyviji k ochrané
svych vlastnich divérnych informaci, avsak s tim,
7ze takové usili nebude mens$i nez komeréné
pfimétené usili a vyvinuti takového 1sili nebude
predstavovat zaklad obhajoby v ptipade, Zze
diavérna povaha jakychkoliv divérnych informaci
nebude zachovana v souladu s podminkami této
smlouvy. O téchto povinnostech tykajicich se
pouzivani a poskytovani davérnych informaci
bude zdravotnické zatizeni informovat kazdého ze
svych zaméstnancti, ktefi takové duvérné
informace obdrzi. Povinnost zachovat dtivérnou
povahu informaci podle této smlouvy se vztahuje
na jakékoliv chranéné informace, obchodni
tajemstvi a jiné daveérné informace, které mohly
byt zdravotnickému zafizeni pfed nebo po
uzavieni této smlouvy poskytnuty zadavatelem
nebo jeho jménem. Zdravotnické zatizeni bere na
védomi, ze v pripadé poruseni této smlouvy (i)
zadavateli vznikne nenapravitelna Skoda, kterou
nebude mozné v plném rozsahu odstranit v ramci
odskodnéni a (ii) zadavatel bude mit narok na
vyneseni soudniho piikazu proti jakémukoliv
takovému poruSeni a (iii) jakékoliv opatfeni
ptijaté zadavatelem nebude vykladano jako
jakékoliv omezeni jeho prav vymahat dalsi
odskodnéni nebo opatfeni podle této smlouvy
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B. Notwithstanding the obligations
of confidentiality noted in this Article 14, these
obligations shall not apply to any portion of the
Confidential Information which the Institution can
clearly prove by written documentation is:

() information that is in the
public domain at the time of disclosure by the
disclosing Party, or that which subsequently
enters the public domain through no breach of this

Agreement;

(i) information which was in
the possession of the Institution prior to disclosure
hereunder;

(iii)  information obtained by
the Institution in good faith from a third party who
is not under a restriction to disclose such

information;

(iv) information ~ which s
required by Law or court order to be disclosed:;
provided, however, Sponsor is given prior written
prompt notice of such legal requirement, and
assistance as necessary, such that the disclosing
Party shall have the opportunity to apply for a
protective order, injunction, or for confidential
treatment of such Confidential Information and if
such order is not obtained only the minimum
amount of Confidential Information to satisfy
such law or court order will be disclosed; or

(v) information  that was

independently developed by the Institution after
disclosure hereunder, without the aid, application
or use in any way of Confidential Information
received under this Agreement.
Notwithstanding the foregoing, all information or
data developed pursuant to this Agreement,
including, but not limited to, Study Data is the
Confidential Information of Sponsor.

C. Notwithstanding anything to the
contrary in this Agreement, all individually
identifiable health information shall be treated as

nebo pfislusného pravniho predpisu.

B. Bez ohledu na povinnosti tykajici se
zachovani divérné povahy informaci uvedené v
tomto clanku 14 se tyto povinnosti nebudou
vztahovat na jakoukoliv ¢ast davérnych
informaci, u nichZ miaze zdravotnické zafizeni na
zéklad¢ pisemné dokumentace prokazat, Zze se
jedna o informace, které:

(i) byly v dob& poskytnuti
sd€lujici stranou vefejné¢ znamé, piipadné se
nasledné vefejné znamymi staly, aniz by doslo k
poruseni této smlouvy;

(i) byly v drzeni
zdravotnického  zafizeni jiz  pfed svym
poskytnutim podle této smlouvy;

(iii) byly zdravotnickym

zafizenim v dobré vife ziskany od tieti strany,
které poskytovani takovych informaci zakézano

nebylo;

(iv) jejichz sdéleni je
vyzadovano pravnimi piedpisy nebo soudnim
nafizenim, avSak s tim, ze bude zadavateli
bezodkladné¢ poskytnuto piedchozi pisemné
oznameni o takovém zakonném pozadavku a
nezbytna souc¢innost tak, aby sd€lujici strana méla
prilezitost pozadat o ochranné nafizeni, soudni
zdkaz nebo divérné nakladani s takovymi
divérnymi informacemi, a v piipade, Ze takové
natizeni vydano nebude, poskytnuto bude pouze
minimalni mnozstvi divérnych informaci nutné k
splnéni podminek takového pravniho ptedpisu
nebo soudniho nafizeni; nebo

(V) byly nezavisle vytvoreny

zdravotnickym zatizenim po jejich sdeleni podle
této smlouvy, aniz by k tomu doslo pomoci,
aplikaci nebo jakymkoliv zplsobem vyuZiti
divérnych informaci obdrzenych podle této
smlouvy.
Bez ohledu na vySe uvedené skute¢nosti jsou
zadavatelovymi davérnymi informacemi veskeré
informace nebo data vytvofend podle této
smlouvy, mimo jiné véetné dat ze studie.

C. Bez ohledu na kterékoliv z ustanoveni
této smlouvy, které mtize hovotit odlisn¢, budou
smluvni strany se vSemi osobné ztotoznitelnymi
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confidential by the Parties in accordance with all
Laws governing the confidentiality and privacy of

individually identifiable health information,
including without limitation, applicable privacy
rules and data protection laws, and any

regulations and official guidelines promulgated
thereunder, and the Parties agree to take such
additional steps and/or to negotiate such
amendments to this Agreement as may be
required to ensure that the Parties are and remain
in compliance with the applicable privacy rules
and data protection laws and official guidance.

D. Institution shall not disclose to
Sponsor, or induce Sponsor to use any secret or
confidential information or material belonging to
others, including other sponsors of other clinical
trials.

E. Unless otherwise agreed in
writing, within thirty (30) days after the
termination or expiration of this Agreement or, if
earlier, the written request by the disclosing Party,
the receiving Party shall return to the disclosing
Party all the disclosing Party’s Confidential
Information in documentary or permanent form,
including any and all copies thereof, except as
required to be retained by: (i) any applicable Laws
or (ii) the receiving Party’s legal department or
legal representative, who may retain one copy of
such  Confidential Information, solely to
determine the scope of its obligations hereunder
save that in either case that retained Confidential
Information shall be retained subject to continuing
obligations of confidence.

15. Publications

A Subject to the terms and
conditions of this Agreement and the remaining
provisions of this Article 15, following
completion of the Study, Institution has the right,
consistent with academic standards, to publish or
publicly present the results of the Study; provided,
however, Institution agrees not to publish or
publicly present any interim results of the Study
without the prior written consent of Sponsor or

zdravotnimi  informacemi naklddat jako s
divérnymi, a to v souladu s veSkerymi pravnimi
predpisy, které upravuji otazky diivérné povahy a
ochrany osobné ztotoznitelnych zdravotnich
informaci, mimo jiné v¢etn€ platnych pravidel na
ochranu soukromi a zakonti o ochrané osobnich
udaji, a jakymikoliv nafizenimi a oficidlnimi
smérnicemi uvedenymi v této smlouve, a smluvni
strany se zavazuji takové dodate¢né kroky ucinit
nebo vyjednat takové dodatky k této smlouve,
které mohou byt vyzadovany za ucelem zajisténi,
ze smluvni strany dodrzuji a budou dodrzovat
platna pravidla na ochranu soukromi, zakony o
ochrané¢ osobnich udajt a oficidlni smérnice.

D.  Zdravotnické  zafizeni  nesdéli
zadavateli zadné tajemstvi, dvérné informace ani
materidly nalezejici jinym osobam, vcetné
ostatnich zadavateld jinych klinickych hodnocent,
a nebude zadavatele nabadat k jejich vyuziti.

E. Neni-li pisemné ujednano jinak,
prijimajici strana vrati strané sdélujici veskeré jeji
divérné informace v pisemné nebo jiné trvalé
podobé, vcetné veskerych jejich kopii, do tficeti
(30) dnti od ukonceni nebo vyprseni platnosti této
smlouvy nebo dfive v piipadé pisemného
pozadavku sdé€lujici strany vyjma ptipadt, kdy je
jejich ponechani si vyzadovano:(i) jakymikoliv
pravnimi piedpisy nebo (ii) pravnim oddélenim ¢i
zastupcem pfijimajici strany, ktefi si mohou
ponechat jednu kopii takovych davérnych
informaci, a to vyhradné¢ za tucCelem zjisténi
rozsahu svych povinnosti podle této smlouvy s
tim, Ze ddvérné informace, které si ponechali,
budou v kazdém pripadé¢ nadale podIéhat
povinnostem tykajicim se zachovani jejich
davérné povahy.

15. Zverejnéni vysledku

A S vyhradou podminek této
smlouvy a ostatnimi ustanovenimi tohoto clanku
15 bude mit zdravotnické zafizeni po dokonceni
studie pravo zvetejnit nebo vefejné prezentovat
vysledky studie v souladu s akademickymi
standardy, avSak s tim, Ze se zdravotnické zafizeni
zavazuje, ze se bez zadavatelova ptedchoziho
pisemného souhlasu nebo pfed vyprSenim lhity
dvanacti (12) mésici po dokonceni studie zdrzi
zvetejnéni nebo vefejné prezentace jakychkoliv
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otherwise prior to the expiry of the period of
twelve (12) months following completion of the
Study. Institution agrees to provide forty-five (45)
days written notice to Sponsor prior to submission
for publication or presentation to permit Sponsor
to review drafts of abstracts and manuscripts for
publication (including, without limitation, slides
and texts of oral or other public presentations and
texts of any transmission through any electronic
media, e.g. any computer access system such as
the Internet, World Wide Web etc.), (collectively
or individually a “Public Presentation”) which
report any data or results arising out of the Study.
Sponsor shall have the right to review and
comment, with respect to a Public Presentation to:

(1) ensure that the Public
Presentation does not contain any Confidential
Information; or

(i) protect Sponsor’s
intellectual property rights and proprietary interest
in any Inventions (as defined below).

In no event shall any Public Presentation contain
any of the foregoing information specified in
subsections (i) and (ii) above; provided, that, for
clarity, the foregoing shall not prohibit disclosure
of Study Data that is necessary for the Public
Presentation. In any event, upon Sponsor’s
request, Institution will not publish Study Data in
an “unblinded” manner when it can be done so in
a “blinded” manner.

B. If Sponsor makes a good faith
determination during its review that the
publication or presentation contains Confidential
Information of Sponsor or would be detrimental to
its intellectual property interests or to the conduct,
completion, or analysis of the results of the Study
by Sponsor or its affiliates, Institution shall refrain
from submitting such proposed publication or
presentation to any third party for an additional
sixty (60) days to allow Sponsor or its Affiliates
to file patent applications or take other steps to
protect its intellectual property interests or, in the

prozatimnich  vysledkti studie. Zdravotnické
zatizeni se zavazuje poskytnout zadavateli
pisemné oznameni o predani ke zvetejnéni nebo
prezentaci s predstihem Ctyficeti péti (45) dnt, a
umoznit mu tak zkontrolovat koncepty souhrnii a
rukopistt uréenych ke zvefejnéni (mimo jiné
véetné snimkll a textd jakychkoliv tstnich ¢i
jinych vetejnych prezentaci a textti jakychkoliv
prenostt prostfednictvim elektronickych médii,
napt. jakykoliv pocitaCovy pfistupovy systém,
jako je internet, www stranky atd.), (spolecné
nebo samostatné dale jen ,,vefejnd prezentace®),
jejichz soucasti jsou jakakoliv data nebo vysledky
vzniklé ze studie. Zadavatel bude mit pravo
provést kontrolu a vyjadiit se k vefejné
prezentaci, aby:

(i) se ujistil, ze vefejna
prezentace neobsahuje zadné divérné informace;
nebo

(i) ochranil zadavatelova
prava k dusevnimu vlastnictvi a vlastnicky podil
na jakychkoliv vynalezech (jak jsou definovany
nize).

Jakakoliv vefejna prezentace nebude v zadném
pripad¢ obsahovat kterékoliv z informaci vySe
uvedenych v pododstavcich (i) a (ii), avSak s tim,
Ze vyse uvedené skute¢nosti neznemoziuji sdéleni
dat ze studie, kterd jsou pro vefejnou prezentaci
nezbytnd. V kazdém ptipadé zdravotnické zatizeni
na zadost zadavatele nezvetejni data ze studie
»hezaslepenym® zptsobem, je-li to mozné ucinit
zpusobem ,,zaslepenym®.

B. Dojde-li zadavatel b&éhem své
kontroly v dobré vife k zavéru, ze publikace nebo
prezentace  obsahuji  zadavatelovy  duvérné
informace, pfipadné¢ by plsobily v neprospéch
jeho prav k dusevnimu vlastnictvi nebo provadéni,
dokonéeni nebo analyzy vysledkt studie ze strany
zadavatele nebo k nému piidruzenych subjekti,
zdravotnické zafizeni se zdrzi predlozeni
takovych navrhovanych publikaci nebo prezentaci
jakékoliv tieti stran¢€ po dodate¢né obdobi Sedesati
(60) dna, aby zadavateli nebo k nému
pfidruzenym  subjektim  umoznilo  podani
patentové piihlasky nebo pfiijeti jinych krokd k
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alternative and at Sponsor’s or its affiliate’s sole
election, shall redact or otherwise modify the
proposed publication or presentation to remove
any of Sponsor’s Confidential Information or
other language that Sponsor believes in good faith
to be detrimental to Sponsor’s or its affiliate’s
intellectual property interests or to the conduct,
completion or analyses of the results of the Study
by Sponsor or its affiliates.

C. To the extent that the Institution’s
participation in the Protocol is a part of a multi-
center study, Institution agrees that an initial
Public Presentation of its results shall occur only
following the release of the multi-center
publication unless prior written permission is
obtained in advance from Sponsor for Public
Presentation of separate results.

D. At Sponsor’s request, Sponsor
shall be acknowledged as a financial Sponsor of
the Study reported in the Public Presentation.

16. Clinical Supplies

Sponsor shall make available sufficient
guantities of Study Drug to carry out the Study, it
being understood that Institution shall take
responsibility for and reasonable steps to maintain
appropriate records and assure appropriate supply,
handling, storage, distribution and usage of these
materials in accordance with the Protocol and any
Laws relating thereto. Clinical supplies may not
be used for any other purpose than that stated in
the Protocol. All unused materials will be returned
to Sponsor by Institution at the conclusion of the
Study, or upon earlier termination of this
Agreement, unless written authorization to
destroy or retain such unused materials is given
by Sponsor. If authorization to destroy unused
material is given, Institution shall provide Sponsor
with documentation of the method of destruction.
The Sponsor shall bear the costs of the
destruction.

ochrané jejich prav k duSevnimu vlastnictvi,
pfipadné jako alternativu a dle vyhradni volby
zadavatele nebo k nému pfidruzenych subjektii
zacerni €i jinak upravi navrhovanou publikaci
nebo prezentaci tak, aby odstranil jakékoliv
zadavatelovy divémé informace ¢i jiny text, o
némz se dodavatel v dobré vife domniva, ze
ptsobi v neprospéch prav k dusevnimu vlastnictvi
zadavatele nebo k nému pridruzenych subjektii
nebo provadéni, dokonceni nebo analyzy
vysledki studie ze strany zadavatele nebo k nému
pridruzenych subjektu.

C. Je-li ucast zdravotnického
zafizeni v protokolu oznaCena za soucast
multicentrické studie a nedojde-li k ziskani
zadavatelova piedchoziho pisemného svoleni s
vefejnou prezentaci samostatnych vysledkd,
zdravotnické zafizeni se zavazuje, ze k prvotni
vetejné prezentaci svych vysledki pfistoupi aZ po
uvolnéni multicentrické publikace.

D. Na zadost zadavatele bude tento
oznacen za zadavatele poskytujiciho financni
zastitu studie, ktera je soucasti vefejné publikace.

16. Klinickv material

Zadavatel da k dispozici dostate¢ného mnozstvi
hodnoceného Iéku k provedeni studie a
zdravotnické zafizeni je srozumeéno, Ze pirevezme
odpovédnost a podnikne piiméfené kroky za
ucelem udrzovani piisluSnych zdznamt a zajisténi
odpovidajicich dodavek, nakladani, skladovani,
distribuce a pouzivani téchto materiald v souladu
s protokolem a jakymikoliv pravnimi pfedpisy,
které s nim souvisi. Klinicky material nesmi byt
pouzivan k zadnému jinému tcelu, neZ je uvedeno
v protokolu. Veskeré nevyuzité materialy budou
pii dokonceni studie nebo dfive pii pred¢asném
ukonceni této smlouvy vraceny zdravotnickym
zafizenim zadavateli; toto neplati v pfipade, ze
zadavatel poskytne povoleni ke zni¢eni nebo
ponechani si takovych nevyuzitych materiald.
Jestlize bude poskytnuto povoleni k zniceni
nevyuzitych materidlti, zdravotnické zafizeni
poskytne  zadavateli dokumentaci  zplsobu
zni¢eni. Zni¢eni bude provedeno na naklady
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INSTITUTION UNDERSTANDS,
ACKNOWLEDGES AND AGREES THAT THE
STUDY DRUG IS INVESTIGATIONAL IN
NATURE AND THAT NO WARRANTY,
EITHER EXPRESS OR IMPLIED, IS MADE
REGARDING THE STUDY DRUG. WITHOUT
LIMITING THE FOREGOING, SPONSOR
EXPRESSLY DISCLAIMS ANY
WARRANTIES OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE.

17. Indemnification and Insurance

A. During the term of this
agreement, Sponsor shall maintain such insurance
(or self insurance) coverage for clinical trials and

completed operations as Sponsor deems
appropriate (acting reasonably).
18. Inventions and Patents

A. Any inventions, innovations,

improvements, new uses, processes, copyrights,
trade secrets, techniques, discoveries, compounds
and/or products (whether or not patentable) that
are conceived, derived, reduced to practice, made
or developed related to the Study Drug or
Protocol during the term of the Study as specified
in the Protocol and are based on or subject to the
claims of Sponsor’s patentable inventions or
Sponsor’s Confidential Information or that are
otherwise directly related to the Study Drug, the
Protocol, and/or the performance of the Study and
using the Study Drug (collectively, “Inventions™)
shall be the sole and exclusive property of
Sponsor and/or its affiliates with full right, title,
and interest thereto.

B. Institution shall promptly
communicate in full detail, disclose in writing and

zadavatele.

ZDRAVOTNICKE ZARIZEN{ JE
SROZUMENO, BERE NA VEDOMI A
SOUHLASI  SE SKUTECNOSTI, 7/E

HODNOCENY LEK JE SVOU POVAHOU
LEKEM VYZKUMNYM A ZE SPOLU S NiM
NEN{ POSKYTOVANA JAKAKOLIV
ZARUKA, AT JIZ VYSLOVNA (I
DOVOZENA. ANIZ BY TIM BYLA
OVLIVNENA PREDCHAZEJICI
USTANOVENI, ZADAVATEL VYSLOVNE
ODMITA JAKEKOLIV ZARUKY
OBCHODOVATELNOSTI NEBO VHODNOSTI
K POUZITI PRO KONKRETNI UCEL.

17. Ods$kodnéni a pojisténi

A. Po dobu platnosti této smlouvy bude
zadavatel udrzovat v platnosti takové pojistné
kryti (samopojisténi) klinickych hodnoceni a
provedenych ¢innosti, které je dle jeho uvazeni
priméfené (pii raciondlnim jednani).

18. Vynialezy a patenty
A. Jakékoliv  vynalezy, inovace,
vylepSeni, nové zplsoby pouziti, procesy,

autorskd prava, obchodni tajemstvi, techniky,
objevy, slozeni nebo produkty (at jiz
patentovatelné ¢i nikoliv) vzniklé, odvozené,
uvedené do praxe, vytvorené nebo vyvinuté v
souvislosti s hodnocenym 1ékem nebo protokolem
v pribéhu studie, jak je uvedeno v protokolu, a
zalozené na zadavatelovych narocich na
patentovatelné  vynalezy ¢i  zadavatelovych
davérnych informacich nebo podléhajici s nimi
souvisejicim ustanovenim, pfipadné jinak piimo
souvisejici s hodnocenym Iékem, protokolem
nebo provadénim studie a pouzitim hodnoceného
1éku (spoleéné dale jen ,,vynalezy“) budou ve
vyhradnim vlastnictvi zadavatele nebo k nému
pfidruZzenych subjektt, véetné vSech prav, naroki
a podila souvisejicich s nimi.

B. Zdravotnické zafizeni bude ihned v
plném rozsahu informovat, pisemné sdéli a spolu
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expressly assign, and hereby do assign, with full
right, title and interest thereto, all Inventions and
Study Data, collected, generated, prepared, or
derived by the Institution, Principal Investigator
and/or Study Personnel (“Representatives™)
during the course of, or as a result of the Study.
Institution warrants that it has policies with all of
its employees who receive Confidential
Information under this Agreement assigning to
Institution ownership of all intellectual property
rights created in the course of their employment.
Any inventions,  innovations,  processes,
techniques, discoveries, compounds, products,
and data arising out of work solely performed by
Institution during the term of the Study but
unrelated to this Agreement, the Study Drug, and
the Study Protocol, shall be the sole and exclusive
property of Institution with full right, title, and
interest thereto.

C. Upon termination or expiration of
this Agreement, the Principal Investigator, the
Institution or any of their respective
Representatives shall have no right, title or
interest in or to the Inventions, and Sponsor may,
at its sole option, incorporate any Inventions in
any regulatory filings or patent applications.
Institution and Principal Investigator and their
Representatives shall cooperate fully with
Sponsor in obtaining and maintaining, at
Sponsor’s sole cost and expense, any applicable
protection, including patent protection, as may be
available with respect to such Inventions, and
shall execute all documents deemed necessary by
Sponsor for purposes of procuring and
maintaining such protection, and all documents
necessary for assigning Inventions to Sponsor or
its affiliates.

D. Institution hereby grants Sponsor
a non-exclusive, royalty free, perpetual license
(with rights to sub-license) under and to all
intellectual property rights owned or controlled by
Institution that are utilized by Institution in the
conduct of the Study far as strictly necessary for
the development or commercialization of the

s veSkerymi pravy, naroky a podily s nimi
souvisejicimi vyslovné prevede, a timto tak Cini,
veskeré vynalezy a data ze studie shromazdéna,
vytvorena, pripravena nebo odvozena
zdravotnickym zafizenim, hlavnim zkouSejicim
nebo persondlem studie (dale jen ,,zastupci®) v
pribéhu studie nebo v jejim disledku.
Zdravotnické zafizeni zarucuje, Ze ve vztahu se
vsemi svymi zaméstnanci, ktefi podle této
smlouvy obdrzi divémé informace zavedlo
zasady, na jejichz zadklad€¢ bude na zdravotnické
zafizeni prevedeno vlastnictvi veskerych prav k
duSevnimu vlastnictvi vzniklych v pribehu jejich
zaméstnaneckého poméru. Jakékoliv vyndlezy,
inovace, procesy, techniky, objevy, sloZeni,
produkty a data, ktera vznikla praci vykonanou
vyhradné zdravotnickym zafizenim v prubéhu
studie, av8ak nesouvisi s touto smlouvou,
hodnocenym 1ékem a protokolem studie budou
spolu s veskerymi pravy, naroky a podily s nimi
souvisejicimi ve vyhradnim  vlastnictvi
zdravotnického zafizeni.

C. Po ukonceni nebo vyprSeni platnosti
této smlouvy nebude mit hlavni zkouSejici,
zdravotnické zafizeni ani kterykoliv z jejich
prislusnych zastupcti zadné pravo, narok ani podil
souvisejici s vynalezy a zadavatel mtze dle své
vyhradni volby zahrnout jakékoliv vynalezy v
jakychkoliv  regulacnich  podanich  nebo
patentovych piihlaskach. Zdravotnické zatizeni,
hlavni zkousSejici a jejich zastupci budou se
zadavatelem pln€ spolupracovat pii zajisténi a
udrzeni jakékoliv vhodné ochrany, a to vyhradné
na naklady zadavatele, vCetné€ patentové ochrany,
ktera mize byt v souvislosti s takovymi vynalezy
dostupna, a wvystavi veSkeré doklady, které
zadavatel poskytuje za nezbytné pro ucely
zajisténi a udrzeni takové ochrany, a veSkeré
doklady nezbytné k prevedeni vynalezii na
zadavatele nebo k nému ptidruzené subjekty.

D. Zdravotnické zatizeni timto zadavateli
udéluje neexkluzivni bezplatnou a dozivotni
licenci (spolu se vSemi pravy k dil¢im licencim)
ke vSem pravim k dusevnimu vlastnictvi v
majetku nebo pod kontrolou zdravotnického
zafizeni, kterd jsou timto vyuZzivana pfi provadéni
studie v rozsahu nezbytné nutném pro vyvoj nebo
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Study Drug or any improvement or derivative
thereof or are necessary or useful to use the Study
Data or any Invention.

19. Notice

Whenever any notice is to be given
hereunder, it shall be in writing and mailed
postage prepaid, or personally delivered to the
appropriate Party at the address indicated below,
or at such other place or places as each Party may
designate in a written notice to the other:

To Institution:

Fakultni nemocnice Kralovské Vinohrady
Srobarova 1150/50

100 34 Praha 10

Attention:|| | |GGG

To Sponsor:

Acerta Pharma, LLC

Attention:

Notice shall be deemed to have been
received at the earlier of receipt or five (5) days
from the date of mailing (in the case of a letter).
Third

20. Assignment; No

Beneficiaries

Party

Sponsor may assign this Agreement
without the prior written consent of Institution.
Institution may not assign this Agreement or any
interest herein without Acerta’s prior written
consent. Any assignment by Institution without
Acerta’s prior written consent shall be null and
void. Nothing in this Agreement, express or
implied, is intended to confer on any person or
entity other than the parties hereto or their
respective successors and permitted assigns, any
benefits, rights or remedies.

obchodni vyuziti hodnoceného 1éku nebo
jakékoliv jeho wvylepSené ¢i odvozené formy,
pfipadné¢ jsou nezbytna nebo vyuzitelnd pro

pouzivani dat ze studie nebo jakéhokoliv
vynalezu.
19. Oznimeni

Kdykoliv je podle této smlouvy zapotiebi ucinit
jakékoliv oznameni, musi byt toto ucinéno
pisemné a doruceno jako predplacena doporucena
postovni zasilka nebo osobné ptedano piislusné
smluvni strané na nize uvedenou adresu ¢i na jiné
misto nebo mista, ktera muze kazda ze smluvnich
stran stanovit pisemnym ozndmenim stran¢ druhé:

Je-li urcéeno zdravotnickému zarizeni:
Fakultni nemocnice Kralovské Vinohrady
Srobarova 1150/50

100 34 Praha 10

K rukam:

Je-li uréeno zadavateli:

Acerta Pharma, LLC

K rukam: .

Oznameni bude povazovano za pfijaté
bud’ po pievzeti, nebo pét (5) dnti od data odeslani
(v ptipadé dopisu).
tireti

20. Postoupeni; zZadné strany v

postaveni beneficienti

Zadavatel mutze tuto smlouvu postoupit bez
predchoziho pisemného souhlasu zdravotnického
zatizeni. Zdravotnické zafizeni nesmi tuto
smlouvu ani jakykoliv podil v ni postoupit bez
pfedchoziho pisemného souhlasu spolecnosti
Acerta. Jakékoliv postoupeni zdravotnickym
zatizenim bez predchoziho pisemného souhlasu
spoleCnosti Acerta bude neplatny a neucinny.
Utelem 7adné ze skutecnosti v této smlouvé, at’
jiz  vyslovné ¢i dovozené, neni poskytnout
jakékoliv osobé nebo subjektu vyjma stran této
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21. Applicable Law and Equitable Relief

A. This  Agreement shall  be
governed by and interpreted in accordance with
the laws of the Czech Republic, without giving
effect to any conflict of laws provisions. The
Parties agree that any dispute or controversy
arising out of or relating to any interpretation,
construction, performance or breach of this
Agreement may be brought in the Czech Republic
courts. The prevailing party in any dispute or
legal action regarding the subject matter of this
Agreement shall be entitled to recover attorney’s
fees and costs.

B. Institution agrees that it would be
impossible or inadequate to measure and calculate
Sponsor’s damages from any breach of the
obligations set forth in Sections 14, 15 and 18 of
this Agreement. Accordingly, Institution agrees
that if Institution breaches any of such
obligations, Sponsor will have available, in
addition to any other right or remedy available to
it at law, the right to obtain an injunction from a
court of competent jurisdiction restraining such
breach or threatened breach and to specific
performance of any such provision of this
Agreement. Institution further agrees that no
bond or other security shall be required in
obtaining such equitable relief and Institution
hereby consents to the issuance of such injunction
and to the ordering of specific performance.

22. Publicity

Neither Party shall use the name of the
other Party (or the name of Sponsor or any
division or affiliated companies) for promotional
purposes without the prior written consent of the
Party whose name is proposed to be used. No
news release, publicity or other public

announcement,-except in accordance with Article

smlouvy nebo jejich pfislusSnych nastupct a
opravnénych zastupcii jakékoliv vyhody, prava
ani opravné prostredky.

21. Rozhodné
odskodnéni

pravo a spravedlivé

A. Tato smlouva se bude fidit a bude
vykladana v souladu s pravnimi predpisy Ceské
republiky, aniz by tim nabyvala platnosti
jakakoliv kolizni ustanoveni. Smluvni strany
souhlasi se skuteCnosti, Ze jakékoliv rozepie a
sporné otazky vzniklé z jakéhokoliv vykladu,
konstrukce, plnéni nebo poruSeni této smlouvy
nebo v souvislosti s nimi budou feSeny soudy
Ceské republiky. Vitdzna strana jakéhokoliv sporu
nebo pravniho fizeni v souvislosti s predmétem
této smlouvy bude mit narok na nadhradu poplatki
a nakladii na pravni zastoupeni.

B. Zdravotnické zafizeni souhlasi se
skuteCnosti, ze odhadovani a vypocet Skod
vzniklych  zadavateli jakymkoliv ~ porusenim
povinnosti uvedenych v odstavcich 14, 15 a 18
této smlouvy by bylo nemozné a nevhodné. V
souladu s tim zdravotnické zafizeni souhlasi, ze v
pripadé poruseni jakychkoliv takovych povinnosti
ze strany zdravotnického zafizeni bude mit
zadavatel kromé jakychkoliv dalSich prav nebo
napravnych opatteni, které mu nalezi na zaklade
zakona i pravo ziskat od pfislusného soudu zékaz,
ktery takovému poruseni nebo hrozicimu poruseni
zamezi, a pravo na specifické plnéni jakychkoliv
takovych ustanoveni této smlouvy. Zdravotnické
zafizeni dale souhlasi se skuteCnosti, Ze pfi
ziskavani takového spravedlivého odskodnéni
nebude vyZadovana zadna pravni ani jina zaruka,
a zdravotnické zafizeni timto souhlasi s vydanim
takového soudniho zékazu a natizeni specifického
plnéni.

22. Propagace

Z4dna ze smluvnich stran nepouZije jméno
druhé smluvni strany (ani jméno zadavatele nebo
jakékoliv divize nebo pfidruzené spolecnosti) k
propaga¢nim ucéelim bez piedchoziho pisemného
souhlasu druhé smluvni strany, jejiz jméno ma byt
pouzito. Zdravotnické zafizeni nesmi ohledné této
smlouvy nebo plnéni této smlouvy ¢i vysledkl
vyplyvajicich ze studie bez piedchoziho
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15,either written or oral, regarding this Agreement
or performance hereunder or results arising from
the Study, shall be made by Institution without the
prior written approval of Sponsor.

23. Independent Contractor

It is agreed by the Parties that Institution
is acting in the capacity of independent contractor
hereunder and not as employee, agent or joint
venturer of or with Sponsor. Institution shall not
have any authority to represent, bind or act on
behalf of Sponsor.

24. Agreement Modifications

Neither this Agreement nor the Protocol
may be altered, amended or modified except by
written document signed by all Parties.

25. Severability

If any term or condition of this
Agreement, the deletion of which would adversely
affect the receipt of any material benefit by either
Party hereunder, shall be held illegal, invalid or
unenforceable, the remaining terms and
conditions of this Agreement shall not be affected
thereby and such terms and conditions shall be
valid and enforceable to the fullest extent
permitted by Law.

26. No Waiver

Failure on the part of Sponsor to exercise
or enforce any right conferred upon it hereunder
shall not be deemed to be a waiver of any such
right nor operate to bar the exercise or
enforcement thereof at any time or times
thereafter.

27. Force Majeure

Noncompliance by either Party with the
obligations of this Agreement due to force
majeure (laws or regulations of any government,

pisemného souhlasu zadavatele zvetejnit zadnou
tiskovou zprévu a publikaci ani ucinit jiné vefejné
oznameni s vyjimkou zvefejnéni v souladu s
¢lankem 15, a to pisemn¢ ani stné.

23. Nezavisly dodavatel

Smluvni strany se dohodly, ze zdravotnické
zatizeni pusobi podle této smlouvy ve vztahu k
zadavateli jako nezavisly smluvni dodavatel, a
nikoliv jako jeho zaméstnanec, zastupce nebo
o0soba spole¢né podnikajici v ramei néj nebo spolu
s nim. Zdravotnické zafizeni nebude mit zadnou
pravomoc zastupovat nebo zavazovat zadavatele
ani jednat jeho jménem.

24, Upravy smlouvy

Tato smlouva ani protokol nesméji byt
pozménovany, dopliiovany ani upravovany vyjma

pfipadd, kdy tak bude ucinéno pisemnym
dokumentem podepsanym vSemi smluvnimi
stranami.

25. Oddélitelnost

Pokud by kterdkoliv z podminek této
smlouvy, jejiz odstranéni by nepiiznivé ovlivnilo
jakykoliv podstatny prospéch kterékoliv ze
smluvnich stran podle této smlouvy, byla
prohlaSena za nezakonnou, neplatnou nebo
nevymahatelnou, nebudou tim doteny ostatni
podminky této smlouvy a tyto ziistanou v platnosti
a budou vymahatelné v maximalni mife povolené
zakonem.

26. Vylouéeni zireknuti se prav

Nedojde-li k uplatnéni nebo vynuceni
jakéhokoliv prava pfiznaného touto smlouvou ze
strany zadavatele, nebude to povazovano za
zieknuti se jakéhokoliv takového prava ani to
nepovede k znemoznéni uplatnit nebo vymahat
jakékoliv takové pravo kdykoliv v budoucnu, pfi
kazdé pftilezitosti ¢i opakované.

27. Vys§i moc
Nedodrzeni povinnosti podle této smlouvy
kteroukoliv smluvni stranou z divodu vys$$i moci
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war, civil commotion, destruction of production
facilities and materials, fire, flood, earthquake or
storm, labor disturbances, shortage of material,
failure of public utilities or common carriers), or
any other causes beyond the reasonable control of
the applicable Party, shall not constitute breach of
this Agreement and such Party shall be excused
from performance hereunder to the extent and for
the duration of such prevention, provided it first
notifies the other Party in writing of such
prevention and that it uses its best efforts to cause
the event of the force majeure to terminate, be
cured or otherwise ended.

28. Heading
The headings and captions of the articles
and sections of this Agreement shall be for
convenience only.

29. Entire Understanding

This Agreement, including any exhibits
and schedules hereto, constitutes the entire
agreement between the Parties with respect to the
subject matter hereof. This Agreement supersedes
and cancels all previous agreements among the
Parties, written and oral in respect of the subject
matter hereof. In the event of any inconsistency
or conflict between this Agreement and the
Protocol, the terms of this Agreement shall govern
except with regard to adverse event reporting
procedures which shall be governed by the
applicable Protocol and any appendix or
attachment thereto.

30. Counterparts

This Agreement may be executed in two
(2) counterparts, which shall be deemed to be an
original as against any Party whose signature
appears thereon, but all of which together shall
constitute but one and the same instrument. The
Agreement will be executed in three (3) originals.

(pravni predpisy a nafizeni jakéhokoliv statu,
valka, obcanské mnepokoje, zniCeni vyrobnich
zafizeni a materialQi, pozar, povoden, zemétieseni
nebo boufe, protestni akce zaméstnancil,
nedostatek materialu, vyluky vefejnych sluzeb a
dopravct)) nebo jakékoliv jiné pfi¢iny mimo
pfiméfenou kontrolu pfislusné smluvni strany
nepiedstavuje poruSeni této smlouvy a takové
smluvni stran¢ bude odpuSténo plnéni této
smlouvy v rozsahu a po dobu trvani takové
prekazky za ptedpokladu, Ze dand smluvni strana
nejprve o takové piekazce pisemné informuje
stranu druhou a ze vyvine maximalni Usili za
ucelem omezeni, odstranéni nebo jiného zpiisobu
ukonceni piipadu pisobeni vyssi moci.

28. Nadpis

Nadpisy a zahlavi ¢lankti a odstavcu této
smlouvy jsou uvadény pouze pro jeji
zptehlednéni.
29. Ustanoveni o uplnosti smlouvy

Tato smlouva vcetné jakychkoliv ptiloh a
harmonogrami k ni pfipojenych piedstavuje
uplnou dohodu mezi smluvnimi stranami tykajici
se predmétu této smlouvy. Tato smlouva
nahrazuje veskerd predchozi ustni ¢i pisemna
ujednani smluvnich stran v souvislosti s
predmétem této smlouvy a rusi jejich platnost. V
pripad¢ jakéhokoliv nesouladu nebo rozporu mezi
touto smlouvou a protokolem jsou rozhodujici
podminky této smlouvy vyjma piipada tykajicich
se hlaseni nezddoucich piihod, u nichz je
rozhodujici pfislusny protokol a jakékoliv
dopliky ¢i prilohy k této smlouve.

30. Stejnopisy

Tato smlouva muze byt uzaviena v poctu
dvou(2) stejnopist, z nichz kazdy je povazovan za
original ve vztahu ke smluvni strané, jejiz podpis
je na ném uveden, pricemz v8ak vSechny
stejnopisy spolecné predstavuji jednu a tutéz
listinu. Tato smlouva bude uzaviena v poétu tii
(3) originalt.
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31. Reqister of Contracts

The Sponsor undertakes to provide
Institution with a modified version of the
Agreement, intended for publication in the
Register of Contracts pursuant to Act No.
340/2015, on special terms and conditions for the
effectiveness of some contracts, the disclosure of
these contracts and the Register of Contracts, no
later than on the date of signing of the full version
of the Agreement. Institution undertakes to
publish the modified version of the Agreement no
later than within 5 days from signing the
Agreement by the Institution.

[remainder of page intentionally left blank]

31. Reqistr smluv

Zadavatel se  zavazuje, Ze  doda
zdravotnickému zafizeni modifikovanou verzi
smlouvy uréenou ke zvetejnéni v registru smluv,
dle =zakona ¢&. 340/2015 Sb., o zvlastnich
podminkdch  uc¢innosti  nékterych  smluv,
uvetejniovani téchto smluv a o registru smluv a to
nejpozdéji ke dni podpisu plné verze smlouvy.
Zdravotnické  zafizeni se  zavazuje, Ze
modifikovanou verzi smlouvy zvetejni nejpozdéji
do 5-ti dnit od podpisu smlouvy zdravotnickym
zatizenim.

[Zbyvajici cast této stranky byla zdamérné

ponechdna prazdnd.|
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IN WITNESS WHEREOF, the Parties have NA DUKAZ CEHOZ smluvni strany timto k datu
caused this Agreement to be executed, by duly tuc¢innosti uzaviely tuto smlouvu prostiednictvim

authorized representatives, as of the Effective
Date.

ACERTA PHARMA, LLC

By / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum:

svych fadn¢ zplnomocnénych zastupci.

FAKULTNI NEMOCNICE KRALOVSKE VINOHRADY

By / Podpis:

Name / Jméno: Assoc. Prof. MUDr. Robert Grill, Ph.D., MHA

Title / Funkce: Director / Reditel

Date / Datum:

|, . th: Principal Investigator

of this clinical trial, hereby confirm that | have
familiarized myself with the Protocol and all the
documents provided by the Sponsor for the
conduct of the clinical trial. I am familiar with this
Agreement, | will comply with the Principal
Investigator’s obligations established therein and
proceed in accordance with the Act No. 378/2007,
on Pharmaceuticals, as amended, and other laws. |
further declare and pledge that in accordance with
this Agreement and in accordance with a separate
agreement signed between myself and the Sponsor
I will pay the agreed remuneration to Study
Personnel from funds I receive from the Sponsor,
and will be fully responsible for that.

By / Podpis:

Name / Jméno: | NEEEEE

Ja, | 120 zkousejici tohoto

klinického hodnoceni, timto potvrzuji, Ze jsem se
seznamil s protokolem a vSemi dokumenty
pfedanymi zadavatelem k provedeni klinického
hodnoceni. Byl jsem seznamen s touto smlouvou,
budu dodrZzovat povinnosti v ni stanovené
hlavnimu zkousSejicimu a postupovat v souladu se
zakonem ¢. 378/2007 Sb., o IéCivech, v platném
znéni a dal$imi pravnimi pfedpisy. Dale prohlasuji
a zavazuji se, ze vsouladu stouto smlouvou a
v souladu se separatni smlouvou uzavienou mezi
mnou a zadavatelem budu z prostiedkt mnou
obdrzenych od =zadavatele vyplacet sjednané
odmény personalu studie za to pln€ zodpovedny.

Title / Funkce: Principal Investigator / hlavni zkousejici

Date / Datum:
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EXHIBIT A/ PRILOHA A

Page 34 of 35



EXHIBIT B PRILOHA B

[BY REFERENCE] [ODKAZEM]
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