Nemocnice Trebic, pfispévkova organizace

SMLOUVA O KLINICKE STUDII

Smlouva o Klinické studii (,Smlouva®) vytvafi po podpisu
vSemi stranami urlité ujednani mezi spole€nosti
PharmaNet GmbH, Obere Wiltisgasse 52, CH-8700
Kiisnacht/ZH, Svycarsko spoleéné s pfidruZenymi osobami
poskytujicimi sluzby v klinické oblasti (dale jen ,CRO") a
NemocniceTiebi¢, pfispévkova organizace, Purkyfovo

namésti  133/2, 67401 Trebi¢, Ceska republika
(,Zdravotnické zafizeni“) o provedeni klinické studie
(,Studie“) v souvislosti s produktem Zadavatele

(definovano nize) (,Hodnoceny(é) pfipravek(pfipravky)‘) a
vstupuje v platnost k datu podpisu (,Datum u&innosti‘).

PONEVADZ je CRO Kklinickd vyzkumna organizace, jejiz
hlavni ¢&innosti je navrh, pfiprava a Fizeni klinickych
hodnoceni zahrnujicich lidské subjekty a souvisejici sluzby
jménem majiteld nebo vyrobcl farmaceutickych produktud; a

PONEVADZ CRO jedna jménem svého klienta, spole¢nosti
AbbVie Inc., jejich dcefinych a pfidruzenych spole€nosti
(,Zadavatel“) pfi pripravé a Fizeni Studie zahrnujici
Hodnoceny pfipravek a uzaviela se Zadavatelem smlouvu
tykajici se navrhu, financovani a spravy této Studie.
Zadavatel je opravnénou stranou této Smlouvy

Po zvazeni vzajemnych pfislibt zde uvedenych se smluvni
strany TIMTO dohodly takto:

1. Provadéni studie.

€)) Zdravotnické zafizeni bude provadét Studii podle
podminek této Smlouvy, pfi€emz bude pfisné dodrzovat
Protokol &. |l s néazvem N I~  (.Protokol),
ktery mize byt Cas od Casu aktualizovan Zadavatelem
pisemnou formou, a jakykoliv jiny pisemny pokyn, ktery
m0ze CRO nebo Zadavatel poskytnout Zdravotnickému
zafizeni.

(b) Zdravotnické zafizeni se maximalné vynasnaZi
provést nabor vSech subjektt do dvanacti (12) mésict od
zahajeni Studie. CRO nebo Zadavatel mGze ukongit tuto
Smlouvu s okamZitou platnosti podle podminek uvedenych
v této Smlouvé, pokud: (i) Zdravotnické zafizeni neprovede
nabor minimalné osmi (8) subjekt( do dvanacti (12) mésicu
od dodavky Hodnoceného pfipravku; (ii) schvaleni EK
(definovano nize) nebude obdrzeno do dvanacti (12)tydni
od pfijeti vSech nezbytnych materiali pro predlozeni
zadosti na EK; nebo (iii) vS8echny nezbytné dokumenty
nebyly podepsany a predlozeny CRO nebo Zadavateli do
dvou (2) tydnd od té doby, co Zdravotnické zafizeni
obdrzelo pisemné schvaleni od EK.

CLINICAL STUDY AGREEMENT

This Clinical Study Agreement (the “Agreement”), when
signed by all parties, will set forth certain agreements by
and between PharmaNet GmbH, ObereWiltisgasse 52,
CH-8700 Kisnacht/ZH, Switzerland together with any
clinical affiliate (“CRQO”) and NemocniceTfebi€,
prispévkova organizace, Purkyfiovo namésti 133/2,
67401 Trebi¢, Czech Republic (“Institution”) to conduct a
clinical study (the “Study”) in relation to the Sponsor
(defined below) product (the “Study Product(s)”)
effective as of the date this Agreement is fully executed (the
“Effective Date”).

WHEREAS CRO is a Clinical Research Organization
whose primary activity is the design, setup and
management of human clinical trials, and other related
services, on behalf of the owners and/or manufacturers of
pharmaceutical products; and

WHEREAS, CRO is acting on behalf of its client, AbbVie
Inc. and its subsidiaries and affiliates (“Sponsor”), to setup
and manage the Study involving the Study Product, and
has entered into an agreement with Sponsor concerning the
design, funding, and administration of such Study. Sponsor
is an intended third party beneficiary of this Agreement

NOW THEREFORE, in consideration of the mutual
promises set forth herein, the parties agree as follows:

1. Conduct of Study.

(a) Institution will conduct the Study pursuant to the
terms of this Agreement and in strict adherence to Protocol
No. [l entited ‘| I (the “Protocol’), as the
same may be amended from time to time in writing by
Sponsor, and any other written instruction that may be
provided from time to time to Institution by CRO or Sponsor.

(b) Institution shall use its best efforts to complete
enrollment of all subjects within twelve (12) months of Study
initiation. CRO or Sponsor may terminate this Agreement
immediately consistent with the terms set forth herein if:(i)
Institution does not enroll at least eight (8) subject(s) within
twelve (12) month(s) of Study Product shipment; (ii) EC
(defined below) approval is not obtained within twelve (12)
weeks of receipt of all necessary materials for EC
submission; or (iii) all essential documents have not been
executed and received by CRO or Sponsor within two (2)
weeks of Institution’s receipt of EC’s written approval.
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Nemocnice Trebic, pfispévkova organizace

(c) Zdravotnické zafizeni bere na v&domi, Ze (i) se jedna o
multicentrickou  studii, (i) nabor bude probihat
kompetitivnim zplsobem a (iii) jakmile bude dosazeno
celkového cilového poctu subjektl ve Studii, bude nabor
ukonéen ve vSech centrech, vletné Zdravotnického
zarizeni, a to bez ohledu na to, zda Zdravotnické zafizeni
naplnilo sv(j individudlni cil naboru. V takovém pfipadé
Zdravotnické zafizeni na zakladé oznameni od CRO nebo
Zadavatele okamzité ukon¢i nabor novych subjekt(.

2. ZkouSejici; Kontakty. CRO uzavira tuto Smlouvu se
Zdravotnickym zatizenim s tim védomim, Ze [
(,Zkousejici”) bude odpovédny za provadéni Studie. Pokud
nejsou z jakéhokoliv dlvodu tyto sluzby dostupné, CRO
nebo Zadavatel mize ukon€it tuto Smlouvu s okamzitou
platnosti. Zdravotnické zafizeni potvrzuje a souhlasi, ze
CRO nebo Zadavatel muze uzavfit samostatnou smlouvu
se Zkousejicim, ktera bude specifikovat kompenzaci ze
strany CRO vl¢&i ZkouSejicimu. Kontaktni osobou pro
Zdravotnické zafizeni u CRO bude [l telefon i;
fax [JJJlll nebo kdokoliv, koho CRO pisemné uréi.
Kontaktni osobou CRO nebo Zadavatele u Zdravotnického
zafizeni bude | IR tcefor: IR 2 R
nebo kdokoliv, koho Zdravotnické zafizeni pisemné urci.
Zdravotnické zafizeni potvrzuje a zaruCuje, ze Zkousejici je
zameéstnancem Zdravotnického zafizeni. Pokud ZkouS$ejici
rozvaze pracovni pomér se Zdravotnickym zafizenim
b&hem platnosti Smlouvy (jak je definovano nize), pak
Zdravotnické zafizeni okamzité pisemné uvédomi CRO a
obdrzi pisemné potvrzeni od nového zaméstnavatele
Zkousejiciho, ze se ZkousSejici Uc€astni této Studie podle
podminek této Smlouvy.

3. DodrZovani pravnich predpisu.

€)) Zdravotnické zafizeni prohlaSuje, zaruCuje a
zavazuje se, ze bude plnit své zavazky podle této Smilouvy
v souladu se v8emi platnymi zakony, nafizenimi a
smérnicemi, v€etné a bez omezeni Zakona o léCivech C.
378/2007 Sb., ve znéni pozdé&jSich zmén, Zakona o
zdravotnich sluzbach €. 372/2011 Sb., ve znéni pozdéjSich
zmén, vyhlasky €. 226/2008 Sb., o spravné klinické praxi a
bliz§ich podminkach klinického hodnoceni pfipravka,
vyhladky €. 84/2008 Sb., o spravné |ékarenské praxi a
zplsobu predepisovani lécivych pripravkd a dopliikova
pravidla a predpisy, které mohou byt také Cas od €asu
upraveny. CRO zajisti schvaleni Statniho dstavu pro
kontrolu I&&iv (,SUKL®) a etické komise (,EK*), zfizené a
ustanovené v souladu s platnymi zakony a nafizenimi.
CRO dale ohlasi SUKLu a EK vyznamné dodatky Protokolu
podle pozadavku platnych pfedpist. Zdravotnické zarizeni
bude plnit smérnice EK, pfiemz bude respektovat
provadéni Studie, a oznami CRO, v jakém rozsahu se
kterakoliv z téchto smérnic liSi od Protokolu. Zdravotnické
zafizeni zajisti, aby ZkouSejici dodrZoval postupy
stanovené pro zaznam a hlaseni udajil pozadované
platnymi pfedpisy.

Institution acknowledges that (i) the Study involves
participation of multiple sites; (ii) recruitment is competitive;
and (iii) when the enrollment goal for the Study as a whole
is reached, enrollment will be closed at all sites, including
the Institution, regardless of whether the Institution has
reached its individual enrollment goal. In such event, upon
notice from CRO or Sponsor, Institution shall and shall
ensure Investigator immediately stop enroliment of any new
subjects.

2. Investigator; Contacts.CRO is entering into this
Agreement with Institution with the understanding that
ﬁ, Bl (‘Investigator’) will be responsible for the
conduct of the Study.If such personal services are not
available for any reason, CRO or Sponsor may terminate
this Agreement immediately. Institution acknowledges and
agrees that CRO or Sponsor may enter into a separate
agreement with Investigator, which agreement will call for
compensation to be paid by CRO to the Investigator.
Institution’s contact at CRO will be [JJJl}; Phone h
Fax [ or whomever CRO may designate in
writing.CRO’s and Sponsor’'s contact at Institution will be
i B rrone: B -2 Il o whomever
Institution may designate in writing.Institution represents
and warrants that Investigator is an employee of
Institution.If Investigator leaves Institution’s employment
during the Term (as defined below), then Institution will
promptly notify CRO in writing and will obtain a written
acknowledgement by Investigator's new employer that
Investigator is participating in the Study under the terms of
this Agreement.

3. Compliance with Law.

€)) Institution represents, warrants and covenants that
it will perform its obligations under this Agreement in
compliance with all applicable laws, regulations and
guidelines, including but not limited to, including, without
limitation, the Act on Pharmaceuticals No. 378/2007 Coll.,
as amended, the Act on Health Care Services No.
372/2011 Coll., as amended,, Decree No. 226/2008 Coll.on
Good Clinical Practices and on Detailed Conditions for
Evaluation of Pharmaceutical Products, Decree No.
84/2008 Coll. on Good Pharmacy Practice and ancillary
rules and regulations, as the same may be amended from
time to time. CRO shall obtain the approval of the State
Institute for Drug Control (“SUKL") and Ethics Committee
(“EC”), established and constituted in accordance with
applicable laws and regulations. CRO shall notify SUKL
and EC of the introduction of substantial amendments to
the Protocol as required by applicable regulations.
Institution will comply with the directives of the EC
respecting the conduct of the Study, and will notify CRO to
the extent any such directives vary from the Protocol.
Institution shall cause Investigator to observe the
procedures set forth for recording and reporting data as
required by applicable regulations.

DUVERNE/CONFIDENTIAL

Legal Template:

C

Page 2 of 23

zech Republic_CSA_2AgreementsperSite-Institution_Bilingual
Czech Republic CSA 2Agreementspersite-Institution (Bilingual) _Final_24Mar2014
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(b) Zdravotnické zafizeni souhlasi s tim, Ze pokud
CRO nebo Zadavatel uhradi nebo poskytne bezplatné
studijni materialy (jak je definovano nize) a/nebo sluzby,
Zdravotnické zafizeni ani jeho zastupci nebudou
samostatné uctovat nebo vyzadovat proplaceni téchto
studijnich materiali nebo sluzeb od jakékoliv tfeti strany,

jakéhokoliv subjektu, jakéhokoliv soukromého
poskytovatele pojisténi nebo z jakéhokoliv vladniho
programu nebo od jiného vefejného poskytovatele

pojisténi. Pokud Studie zahrnuje subjekty, jejichz studijni
materialy a/nebo sluzby jsou kryty globalnimi platebnimi
systémy, napf. ze systému skupin vztazenych k diagnéze
(,DRG"), Zdravotnické zafizeni bude s takovymi studijnimi
materialy nebo sluzbami zaplacenymi nebo poskytnutymi
bezplatné CRO nebo Zadavatelem =zachazet jako se
soucasti Studie podle Uctovacich postupl vztahujicich se
na tento platebni systém. Zdravotnické zafizeni dale
oznami pfijeti téchto studijnich materiall do jakéhokoliv
vladniho, jiného vefejného nebo soukromého pojistného
systému, jak pfipadné vyZzaduje zakon.

4, Prohlaseni o finanénich zajmech. Pfed zahajenim
Studie Zdravotnické zafizeni bude pozadovat, aby
Zkousejici a jakykoliv spoluzkouSejici (a) poskytnul CRO
vyplnéné Prohlaseni o finanénich zajmech a (b) poskytl
CRO veSkeré nezbytné zakonné dokumenty, které
vyzaduje CRO, v€etné aktualniho Zivotopisu a |ékarského
osvédéeni nebo odpovidajicich dokumentd. Zdravotnické
zarizeni bude plnit veSkeré platné pozadavky tykajici se
podavani zprav a fizeni stfetu zajma.

5. Materidlni zajisténi studie. CRO nebo Zadavatel
poskytne dostate¢né mnozstvi Hodnoceného
pfipravku/Hodnocenych pfipravki a zaznamovych listd
subjektu nebo pfipadné pFistup k elektronickému systému
zaznamu dat (,CRF*) a také jakékoliv jiné latky, materialy a
informace, které uvadi Protokol nebo jiné materialy, které
CRO nebo Zadavatel povazuje za nezbytné k provadéni
Studie (spole¢né jako ,Studijni materidly”) bezplatné,
vyluéné pro pouZiti Zdravotnickym zafizenim a ZkouS$ejicim
pfi provadéni Studie. CRO nebo Zadavatel doda tento
Hodnoceny pfipravek a latky na Pracovisté studie nebo do
lékarny  uréené  Zdravotnickym  zafizenim  a/nebo
ZkouSejicim. Zdravotnické zafizeni a ZkouSejici zajisti
spravny pfijem, manipulaci a skladovani a vydej
Hodnoceného pfipravku a vSech dalSich latek patficné
kvalifikovanym  lékarnikem podle zasad Spravné
lékarenské praxe. Kromé toho bere Zdravotnické zafizeni
na védomi, ze Zadavatel uzaviel smlouvu se tfeti stranou,
spole¢nosti [l  (.Dodavatel*), aby  poskytl
Zdravotnickému zafizeni k pouZiti (i) jeden méfici pfistroj
Nova Biomedical StatSensor s ¢teCkou carovych kédd,
véetné dokovaci stanice a baterie, v cené [l a (i) jeden
analyzator pro rozbor moc¢i Siemens Clinitek Status Plus
Urinalysis Analyzer, v cené |l (spole¢né ,Vybaveni®)
bezplatné, vyluéné pro pouziti Zdravotnickym zafizenim a
ZkousSejicim pfi provadéni Studie. Zdravotnické zafizeni ani
ZkouSejici nepouziji zadné studijni materialy nebo zadné

(b) Institution agrees that if Study Materials (as defined
below) and/or services are paid for or provided without
charge by CRO or Sponsor, neither Institution nor its agents
shall separately bill or seek reimbursement for such Study
Materials or services from any third party including, without
limitation, the subject, any private provider of insurance, or
any government program or other public provider of
insurance.lf the Study involves subjects whose Study
Materials and/or services are covered under global
payment systems, such as Diagnosis Related Groups
(“DRGS”), Institution will treat any such Study Materials or
services paid for or provided without charge by CRO or
Sponsor as part of the Study under the billing procedures
applicable to such payment system.Institution will further
report receipt of such Study Materials to any government,
other public or private insurance program as may be
required by law.

4, Financial Disclosure Certification. Prior to the
initiation of the Study, Institution will require that each of
Investigator and any subinvestigator (a) provides to CRO
the completed Financial Disclosure Certification and (b)
provides CRO with all essential regulatory documents
requested by CRO, including but not limited to current
Curriculum Vitae and medical license or its equivalent.
Institution will comply with all applicable requirements
regarding reporting and management of conflicts of interest.

5. Study Supplies.CRO and/or Sponsor will provide
sufficient quantity of the Study Product(s) and case report
forms or access to an electronic data capture system, as
applicable (“CRFs”), as well as any other compounds,
materials and information specified by the Protocol or other
materials CRO or Sponsor deem necessary to conduct the
Study (together, the “Study Materials”) at no cost solely for
use by Institution and Investigator in the conduct of the
Study.CRO or Sponsor will deliver such Study Product and
compounds to the Study site or pharmacy designated by
the Institution and/or the Investigator. Institution and
Investigator will ensure proper receipt, handling and
storage, and dispensing of the Study Product and any other
compounds by a duly qualified pharmacist according to
Good Pharmacy Practice. In addition, Institution
understands that Sponsor has contracted with a third party
vendor, [l (“vendor’), to provide Institution with use of
(i) one Nova Biomedical StatSensor Meter with Barcode
Reader, including one Docking Station and one Battery,
valued at [l and (ii) one Siemens Clinitek Status Plus
Urinalysis Analyzer, valued at [JJJlll (collectively, the
“Equipment”) at no cost solely for use by Institution and
Investigator in the conduct of the Study. Neither Institution
nor Investigator will use any of the Study Materials or any
Equipment for any purpose other than to conduct the Study
pursuant to the Protocol.All Study Materials and other
information provided by CRO and/or Sponsor in connection
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vybaveni pro jakékoliv ulely jiné, nez je provadéni Studie
podle Protokolu. VeSkeré studijni materidly a jiné
informace, které poskytne CRO nebo Zadavatel v
souvislosti s touto Smlouvou, jsou a zlstanou vyluénym
vlastnictvim Zadavatele. Vybaveni z(stava ve vyluéném
vlastnictvi Dodavatele. Zdravotnické zafizeni prohlasuje,
zaruCuje a zavazuje se, ze:

(a) dodavka studijnich materialtd je adekvatni a ze studijni
materialy budou skladovany a bude s nimi zachazeno v
souladu s pisemnymi pokyny CRO nebo Zadavatele, jak
uvadi znaceni studijnich materiall, a v souladu s platnymi
zakonnymi poZadavky;

(b) studijni materialy nebudou pouzity po vyznaceném datu
exspirace;

(c) po dokonéeni studie nebo ukonceni platnosti této
smlouvy, nebo na zakladé vyzvy CRO nebo Zadavatele,
budou ve8keré nespotfebované nebo exspirované
Hodnocené pfipravky vraceny Zadavateli v souladu
s Protokolem a v souladu s pfislusnymi predpisy tykajicimi
se odesilani téchto Produktd vyluéné na naklady
Zadavatele. VesSkery nespotfebovany nebo exspirovany
studijni  material bude zlikvidovdan na  naklady
Zdravotnického zafizeni v souladu s platnymi zakony a
predpisy, bud: (i) Zdravotnickym zafizenim za pfedpokladu,
Ze Zdravotnické zafizeni ma nezbytné vybaveni, kvalifikaci
a Uufedni povoleni potfebné pro destrukci studijnich
materiald; nebo (i) tfeti stranou nasmlouvanou
Zdravotnickym zafizenim (schvalenou CRO a Zadavatelem
dle jejich uvazeni) za predpokladu, Ze Zdravotnické
zafizeni je uvedeno jako plvodce studijnich material( a za
pfedpokladu, Ze Zdravotnické zafizeni potvrdi, Ze ffeti
strana ma nezbytné vybaveni, kvalifikaci a ufedni povoleni
potfebné pro destrukci studijnich materiald. Po jakékoliv
takové destrukci Zdravotnickym zafizenim nebo tfeti
stranou, poskytne Zdravotnické zafizeni obratem CRO
nebo Zadavateli potvrzeni o destrukci nebo obdobny
dokument stvrzujici finalni likvidaci Studijnich materiald;

(d) Zdravotnické =zafizeni a/nebo ZkouSejici povedou
odpovidajici zaznamy o pouziti studijnich materiald, véetné
dat, mnozstvi a pouziti ze strany subjekty;

(e) Zdravotnické zafizeni musi zkontrolovat Vybaveni a
doru¢it CRO a Zadavateli podpesany pfedavaci protokol

0+ v v

prevzeti Vybaveni;

(f) Zdravotnické zafizeni, ZkouSejici a pfipadni dalSi
PFijemci (jak je definovano nize) musi Vybaveni pouzivat v
souladu s navodem k obsluze vyrobce a dalSimi pokyny,
které mohou byt Zdravotnickému zafizeni poskytnuty nebo
sdéleny Dodavatelem, a Vybaveni sméji pouzivat pouze
zplsobili pracovnici Zdravotnického zafizeni s pFisluSnym
Skolenim na pouZzivani tohoto Vybaveni, a Zdravotnické
zafizeni musi zajistit, Ze Stitky, symboly nebo vyrobni &isla,
ktera jsou upevnéna na Vybaveni, nebudou odstranéna;

with this Agreement are and will remain the sole property of
Sponsor. The Equipment will remain the sole property of
Vendor.Institution represents, warrants and covenants that:

(a) the supply of Study Materials is adequate and that the
Study Materials will be stored and handled in accordance
with CRO’s and/or Sponsor’'s written instructions, as set
forth in the labeling of the Study Materials, and in
accordance with applicable regulatory requirements;

(b) the Study Materials will not be used past the labeled
expiration date;

(c) upon conclusion of the Study or termination of the
Agreement or at CRO’s or Sponsors request, any
remaining or expired Study Products will be returned to
Sponsor in accordance with the Protocol and in compliance
with applicable requirements governing the shipment of
such Product at Sponsor’s sole expense. Any remaining or
expired Study Materials will be destroyed at Institution’s
sole costs and expense and in full compliance with
applicable laws and regulations by either (i) the Institution,
provided that Institution has the necessary facilities,
expertise and regulatory approvals required to destroy
Study Materials; or (i) by a third party contracted by the
Institution (approved by CRO and Sponsor in their
reasonable discretion), provided that the Institution is
identified as the generator of the Study Materials and
further provided that the Institution confirms that the third
party has the necessary facilities, expertise and regulatory
approvals required to destroy Study Materials. Upon any
such destruction by Institution or by a third party, Institution
will promptly provide CRO and/or Sponsor with a certificate
of destruction or similar document verifying the final
disposition of the Study Materials;

(d) Institution and/or Investigator shall maintain adequate
records of the disposition of Study Materials including
dates, quantity and use by subjects;

(e) Institution shall inspect the Equipment and deliversigned
Delivery-Acceptance Statement (Appendix 1) of the
separate Equipment Loan for Use Agreement to CRO and
Sponsor immediately upon receipt of the Equipment;

(f) Institution, Investigator and any other Receiving Party
(as defined below) shall use the Equipment in accordance
with the manufacturer user manual and other instructions
that may be provided or communicated to Institution by
Vendor and the Equipment shall be operated only by
Institution personnel qualified and appropriately trained to
use such Equipment and Institution shall ensure labels,
symbols or serial numbers that are or may be affixed to the
Equipment are not removed;
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(g) V pfipadé, Ze dojde k poskozeni, ztraté nebo kradezi
Vybaveni, odpovida Zdravotnické zafizeni za plné naklady
na nahradni Vybaveni a musi uhradit Uplnou cenikovou
cenu tohoto Vybaveni nebo, v pfipadé poskozeni, cenu
opravy tohoto Vybaveni do fficeti (30) dni od oznameni
Zdravotnického zafizeni o poskozeni, ztraté ¢&i kradezi
Vybaveni Zadavateli;

(h) Po dokonéeni zafazovani, jak bude na zakladé
vyluéného zvazeni ureno Zadavatelem pro v3echny
Studijni subjekty, nebo pfi pfedCasném ukonceni této
Smlouvy, musi Zdravotnické zafizeni vratit Vybaveni,
materidly, soulasti a navody k obsluze Dodavateli na
adresu uvedenou vySe. Vybaveni vracené Zdravotnickym
zafizenim musi byt v dobrém stavu a funkéni, pficemz se
oCekava bézné opotfebeni. Pokud po sto dvaceti (120)
dnech od dokon&eni obdobi zafazovani nebude Vybaveni
obdrzeno Dodavatelem, bude Vybaveni povazovano za
ztracené a Zdravotnické zafizeni bude odpovédné za
Uhradu plné ceny tohoto Vybaveni; a

(i) SMLUVNI STRANY SOUHLASI S TiM, ZE ZADAVATEL
NEBO CRO V ZADNEM PRIPADE NENESOU
ODPOVEDNOST ZA ZADNE NAHODNE, NASLEDNE
NEBO NEPRIME SKODY VZNIKLE V SOUVISLOSTI S
POUZIiVANIM VYBAVENI| BEZ OHLEDU NA TO, ZDA BYL
NA TAKOVE RIZIKO UPOZORNEN.

Dalsi ustanoveni tykajici se Vybaveni jsou obsazena
v separatni Smlouvé o vypujcCe zafizeni, jez je pfilozen
jako Priloha E. V pfipadé konfliktu nebo nesrovnalosti

o v v

zafizeni jsou rozhodujici ustanoveni této Smlouvy.

6. Dodavani prubéznych zprav a zprav po ukonéeni
studie. Na zadost CRO pfedlozi Zdravotnické zafizeni ustni
nebo pisemné zpravy o postupu Studie. Do Ctyficeti péti
(45) dnli po dokon&eni a uzavieni Studie Zdravotnické
zafizeni poskytne CRO nasledujici, pokud CRO neda jiné
pisemné pokyny:

€)) koneCnou zpravu EK o Studii pfipravenou
ZkouSejicim pro EK;

(b) vSechny vyplnéné, pouZité nebo nepouzité CRF
dfive nedodané do CRO;

(c) vesSkeré udaje, zpravy a jiné informace generované
v souvislosti se Studii; a

(d) vesSkeré jiné materialy a informace, které poskytla
CRO nebo Zadavatel.

7. Monitorovani a audity; Uchovani zaznamu.

(a) Zdravotnické zafizeni umozni CRO a Zadavateli a

jakékoliv osobé povéfené CRO a Zadavatelem pfistup na
pracovisté, kde se provadi Studie, v€etné jakékoli I1ékarny,

(9) in the event the Equipment is damaged, lost or stolen,
Institution shall be responsible for full replacement cost of
the Equipment and shall pay the full replacement list value
of such Equipment or if damaged, the cost of repair of such
Equipment within thirty (30) days of Institution’s notification
to Sponsor that such Equipment is damaged, lost or stolen;

(h) upon completion of the enrollment as determined by
Sponsor in its sole discretion for all Study subjects or earlier
termination of this Agreement, Institution shall return
Equipment, materials, parts and instruction manuals to
Vendor at the address provided above. The Equipment
returned by Institution shall be in good condition, working
order, with ordinary wear and tear expected. After one
hundred and twenty (120) days from the completion of the
enrollment period, if such Equipment has not been received
by the Vendor, the Equipment will be considered a loss and
Institution shall be responsible for the full price of the
Equipment; and

(i) THE PARTIES AGREE THAT IN NO EVENT SHALL
SPONSOR OR CRO BE LIABLE FOR ANY INCIDENTAL,
INDIRECT OR CONSEQUENTIAL DAMAGES IN
CONJUNCTION WITH THE USE OF THE EQUIPMENT,
EVEN IF ADVISED OF THE POSSIBILITY OF THE SAME.

Further provisions related to the Equipment are found in the
separate Equipment Loan for Use Agreement attached
hereto as Exhibit E. In the event of conflict or discrepancy
between the terms of this Agreement and the separate
Equipment Loan For Use Agreement, the terms of this
Agreement shall control.

6. Delivery of Progress and Post-Study Reports.Upon
the request of CRO, Institution will submit oral or written
reports on the progress of the Study.Within forty-five (45)
days following the completion or termination of the Study,
Institution will furnish CRO with the following, unless CRO
directs otherwise in writing:

(a) the final EC report on the Study prepared by the
Investigator for the EC;

(b) all completed, used and unused CRFs not
previously delivered to CRO;

(c) all data, reports and other information generated in
relation to the Study; and

(d) all other materials and information provided by
CRO or Sponsor.

7. Monitoring and Audits; Record Retention.

(a) Institution will permit CRO and Sponsor and any
CRO and Sponsor designee access to Study sites,
including any pharmacy dispensing the Study Product
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ktera vydava Hodnoceny pfipravek a/nebo dalsi latky, a to
b&hem bé&Zné pracovni doby za u€elem monitorovani
provadéni Studie, v&etné pfijmu, manipulace, uchovavani a
vydeje Hodnoceného pfipravku a/nebo dalSich latek, a také
za Ucelem auditu zaznamu, CRF, zdrojovych dokumentl a
jinych dat tykajicich se Studie za ucelem ovéfeni toho, ze
Zdravotnické zafizeni a ZkouS$ejici plni své povinnosti
uvedené v této Smlouveé. Zdravotnické zafizeni zajisti, aby
byly udaje subjektu, které pozaduje Protokol, vloZzeny do
CRF (at uz v elektronické nebo tisténé formé) do péti (5)
pracovnich dnd od navstévy subjektu. Zdravotnické
zafizeni mUze redigovat tyto zaznamy, zdrojové dokumenty
a jiné udaje, jak mlze byt zakonem vyzadovano za ucelem
ochrany dlvérnosti v souladu s Oddilem 10 (Duvérnost dat
subjektu; Ochrana dat) této Smlouvy. Pokud CRO nebo
Zadavatel vyzaduje napravné a/nebo preventivni opatfeni v
dusledku svého monitorovani nebo auditnich &innosti,
Zdravotnické zafizeni bude v€as vytvafet a zavadét
napravna opatfeni a/nebo plan preventivnich opatfeni.
Pravo CRO a Zadavatele na provadéni auditu bude v
platnosti i po vyprseni této Smilouvy.

(b) Pokud to nezakazuje zakon, Zdravotnické zafizeni
bude informovat CRO a Zadavatele okamzité poté, co
obdrzi jakékoliv zadosti z kteréhokoliv regulacniho organu
o kontrolu nebo pfistup k dokumentiim tykajicim se Studie
a okamzité poskytne CRO a Zadavateli kopii takové zadosti
a prilozi kopie jakychkoliv dokumentli, které obdrzi od
regulaénich organd nebo které jim poskytne. V pfipadé, ze
je vydano zakonné vyjadieni nebo oznameni, které se tyka
sluzeb provadénych podle této Smlouvy, Zdravotnické
zarizeni souhlasi s tim, Ze predlozi pfehled, ktery obsahuje
vysvétleni zalezitosti identifikovanych regulaénim organem,
jakoukoliv reakci na vyznamné zaleZitosti identifikované
regulacnim organem a vysvétleni uplatnitelnosti takového
zakonného vyjadfeni nebo oznameni ke sluzbam
poskytovanym na zakladé této Smlouvy. Zdravotnické
zafizeni souhlasi s tim, ze poskytne CRO tento pfehled do
patnacti (15) dnd ode dne, kdy Zdravotnické zafizeni
obdrzi jakékoliv zakonné vyjadfeni nebo oznameni.

(c) Zdravotnické zafizeni uchové studijni dokumenty v
souladu s platnymi zakony a nafizenimi nebo Protokolem,
a to podle toho, ktera doba uchovani je delSi. Na Zadost a
na naklady Zadavatele uchova Zdravotnické zafizeni
studijni dokumenty i po dobu delSi, neZ je doba uloZeni
popsana vySe. Pro tyto ucCely Zdravotnické zafizeni
poskytne Zadavateli minimalné Sedesatidenni (60)
pisemnou vypovéd pred tim, nez odstrani jakékoliv studijni
dokumenty ze svych zaznam.

8. Odména. Za plnou realizaci sluzeb popsanych v
této Smlouvé wvyplati CRO, jménem Zadavatele,
Zdravotnickému zafizeni ¢astky v souladu se V8eobecnymi
podminkami kompenzace stanovenymi v Priloze A
(,Kompenzace®) a rovnéz Rozpodtem stanovenym v
Priloze B (,Rozpocet").

9. Dlvérnost.

and/or other compounds, during normal business hours to
monitor the conduct of the Study, including the receipt,
handling, storage and dispensing of the Study Product
and/or other compounds, as well as to audit records, CRFs,
source documents, and other data relating to the Study to
verify Institution’s and Investigator's compliance with their
obligations herein.Institution will ensure that subject data,
as required in the Protocol, is entered into the CRFs
(whether electronic or paper) within five (5) business days
of subject visit.Institution may redact such records, source
documents, and other data as may be legally required to
protect subject confidentiality consistent with Section 10
(Subject  Confidentiality; Data Protection) of this
Agreement.If CRO or Sponsor requests corrective and/or
preventive action as a result of its monitoring or audit
activities, Institution shall comply with the timely creation
and implementation of a corrective action and/or preventive
action plan.CRO’s and Sponsor’s right to audit shall survive
the expiration of this Agreement.

(b) Unless prohibited by law, Institution will notify CRO
and Sponsor immediately upon receiving any requests by
any regulatory authority to inspect or have access to
documents related to the Study and will promptly provide
CRO and Sponsor with a copy of any such request, to
include copies of any documents received from or provided
to regulatory authorities.In the event a regulatory citation or
notice is issued which relates to the services under this
Agreement, Institution agrees to produce a summary that
includes an explanation of the issues identified by the
regulatory authority, any response to the significant issues
identified by the regulatory authority, and an explanation of
the applicability of such regulatory citation or notice to the
service(s) provided hereunder.Institution agrees to provide
CRO with such summary within fifteen (15) days of
Institution’s receipt of any regulatory citation or notice.

(©) Institution shall retain the Study documents in
accordance with the applicable laws and regulations or the
Protocol, whichever retention period is longer.At Sponsor’'s
request and expense, Institution shall retain the Study
documents for an even longer period than the retention
period described above.For these purposes, Institution shall
provide Sponsor at least sixty (60) days’ written notice
before deleting any Study documents from its files.

8. Compensation. In exchange for the full
performance of services hereunder, CRO, on Sponsor’s
behalf, shall pay Institution in accordance with the
Compensation terms and conditions set forth in Exhibit A
(“Compensation”) as well as the Budget as set forth in
Exhibit B (the “Budget”).

9. Confidentiality.
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(a) B&hem doby platnosti této Smlouvy, véetné
jakychkoliv jejich prodlouzeni, a po dobu deseti (10) let po
vyprSeni nebo ukonleni této Smlouvy Zdravotnické
zafizeni, jeho zaméstnanci, zastupci, smluvni dodavatelé a
pobocky (spole€né jako ,Pfijimajici strana”) nezvefejni
Duvérné informace bez pfedchoziho pisemného souhlasu
Zadavatele. Bez ohledu na vySe uvedené budou zavazky
divérnosti a nepouzivani jakychkoliv Davérnych informaci
oznacenych Zadavatelem jako obchodni tajemstvi v
platnosti po dobu, po jakou si dané Dlvérné informace
zachovaji dle platnych zakonu statut obchodniho tajemstvi.
,D0vérné informace” budou zahrnovat jakékoliv informace
poskytnuté Pfijimajici strané jménem Zadavatele, véetné
Protokolu, studijnich materidld a vSech materiall a
informaci, které se tykaji Zadavatele nebo Studie nebo byly
vytvofené v dusledku provadéni Studie, kromé jakychkoliv
jejich &asti, které:

0] byly znamy Pfijimajici strané pfed jejich pfijetim,
coz je dolozeno jejimi pisemnymi zaznamy;

(ii) byly poskytnuty Pfijimajici strané treti stranou,
ktera ma pravo na takové zvefejnéni nedlavérnym
zplGsobem; nebo

(iii) jsou nebo se stanou vefejné znamymi, aniz by k
tomu doslo pochybenim PFijimajici strany.

(b) Pfijimajici strana nebude bez pFedchoziho
Zadavatelova pisemného schvaleni pouzivat Duvérné
informace pro jakykoliv Ucel jiny nez ten, ktery je uveden v
této Smlouvé.

(c) Nic v této Smlouvé nebude vykladano jako
omezeni Pfijimajici strany zvefejnit Duvérné informace,
pokud to vyzaduje zakon nebo soudni pfikaz nebo jiny
vladni pfikaz nebo zadost, pficemz v kazdém pfipadé
Pfijimajici strana poda Zadavateli okamzité pisemné
oznameni (a v kazdém pfipadé minimaliné pét (5)
pracovnich dnG pfedem), aby mohl Zadavatel podniknout
kroky za ucelem ochrany svych D{vérnych informaci. V
pfipad&, Ze nebude pfijat Zadny pfikaz ochrany nebo jiny
opravny prostfedek, nebo pokud se Zadavatel vzda pInéni
podminek podle tohoto Oddilu 9, Pfijimajici strana
poskytne pouze tu ¢ast Dlvérnych informaci, které jsou ze
zakona pozadovany na zakladé pisemného vyjadreni
pravniho poradce.

(d) Zadna z piijimajicich stran neposkytne CRO nebo
Zadavateli zadné informace, které jsou davérné nebo
interni pro ftfeti stranu, pokud Zdravotnické zafizeni
neobdrZelo pfedchozi pisemné schvéleni jak tfeti strany,
tak CRO a Zadavatele.

10. Davérnost dat subjektt; Ochrana dat.

(a) Smluvni strany budou dodrzovat vSechny platné
zakony a nafizeni tykajici se duvérnosti subjektu Studie a

(a) During the Term of this Agreement, including any
extensions thereof, and for a period of ten (10) years after
the expiration or termination of this Agreement, Institution,
its employees, agents, subcontractors and affiliates
(collectively, “Receiving Party”) shall not disclose
Confidential Information without Sponsor's prior written
consent.Notwithstanding the foregoing, obligations of
confidentiality and non-use with respect to any Confidential
Information identified as a trade secret by Sponsor shall
remain in place for so long as the applicable Confidential
Information retains its status as a trade secret under
applicable law.“Confidential Information” shall include any
information provided to Receiving Party by or on behalf of
Sponsor, including but not limited to the Protocol, Study
Materials, and all materials and information concerning
Sponsor or the Study or developed as a result of
conducting the Study, except any portion thereof which:

0] is known to the Receiving Party prior to receipt, as
evidenced by its written records;

(ii) is disclosed to the Receiving Party by a third party
who has a right to make such disclosure in a
nonconfidential manner; or

(iii) is or becomes part of the public domain through no
fault of the Receiving Party.

(b) The Receiving Party shall not use Confidential
Information for any purpose other than that indicated in this
Agreement without Sponsor's prior written approval.

(©) Nothing in this Agreement will be construed to
restrict Receiving Party from disclosing Confidential
Information as required by law or court order or other
governmental order or request, provided in each case
Receiving Party shall give Sponsor prompt written notice
(and in any case at least five (5) business days’ notice) to
allow Sponsor to take action to protect its Confidential
Information.In the event that no protective order or other
remedy is obtained, or Sponsor waives compliance with the
terms of this Section 9, Receiving Party shall furnish only
that portion of the Confidential Information which is legally
required based on the written opinion of legal counsel.

(d) None of Receiving Party will disclose to CRO or
Sponsor any information which is confidential or proprietary
to a third party unless Institution has first obtained the prior
written approval of such third party, CRO and Sponsor.

10. Subject Confidentiality; Data Protection.

(a) The parties will comply with all applicable laws and
regulations regarding Study subject confidentiality and data
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ochrany dat, v€etn& a bez omezeni téch opatieni, ktera
byla ulozena spravcim dat podle zakona ¢. 101/2000 Sb.,
o ochrané osobnich udajli, ve znéni pozdéjsich predpisu.
ZkouSejici bude odpovédny jménem Zdravotnického
zafizeni za ziskani podepsaného formulare informovaného
souhlasu a autorizaniho dokumentu (,ICE*) od kazdého
subjektu Studie pfed ucasti subjektu ve Studii. ICF musi
udeélit CRO, Zadavateli a jejich zastupcum zapojenym do
Studie nebo hodnoticim Studii svoleni k pfistupu,
zpracovani, ziskavani kopii, pfevadéni a uchovavani
studijnich Gdaji. Kazdy ICF musi odpovidat Protokolu a
musi byt v souladu s: Harmonizovanymi tripartitnimi pokyny
pro Spravnou klinickou praxi (ICH) Mezinarodni konference
pro harmonizaci; vdemi platnymi zakony a pfedpisy a musi
byt schvélen pisemnou formou ze strany EK a Zadavatele.
Ugast subjektu Studie ve Studii bude zavisla na podepsani
fadného ICF.

(b) Pokud Zdravotnické zafizeni a/nebo ZkouSejici
shromazduji, uchovavaji, zpracovavaji nebo zvefejhiuji
informace, které identifikuji nebo v kombinaci s jinymi
informacemi identifikuji Zijiciho jedince, véetné subjektd
Studie a jinych osob Uc€astnicich se Studie nebo do ni
zapojenych (,0sobni udaje”), ucini tak pouze v souladu s
touto Smlouvou, se vSemi platnymi zakony a s pisemnymi
pokyny CRO nebo Zadavatele.Zdravotnické zafizeni a
ZkousSejici budou mit zavedena bezpecnostni opatfeni k
zajisténi duvérnosti a bezpecnosti osobnich udaju.
Zdravotnické zafizeni a ZkouSejici budou okamzité
informovat CRO o jakémkoliv neopravnéném pfistupu nebo
poskytnuti osobnich udaji (,PorusSeni zabezpeceni”),
vCetné doby a povahy poruseni zabezpeceni, a podniknou
veskeré pfimérené kroky k napravé poruseni zabezpeceni.
Pokud platné zékony o ochrané dat vyZaduiji, aby smluvni
strany uzaviely dodate€né smlouvy nebo zavazky, véetné
smluv 0 mezinarodnim pfenosu dat, IZdravotnické zafizeni
zajisti, aby byly vSechny nezbytné dohody implementovany
a platné.

11. Publicita. Kromé pfipadli vyzadovanych zakonem
nebude Zdravotnické zafizeni poskytovat informace o
existenci nebo podminkach této Smlouvy a zajisti, aby
informace o existenci nebo podminkach této Smlouvy
neposkytovala PFijimajici strana, coZ se také vztahuje na
pouziti nazvu, obchodni znamky, servisni znamky nebo
loga CRO nebo Zadavatele v jakékoliv publicité, reklamé
nebo informacich, které se poskytuji jakékoliv tfeti osobé
nebo verejnosti, bez pfedchoziho pisemného schvaleni
CRO nebo Zadavatele. Zdravotnické zafizeni bere na
védomi, ze podminky této Smlouvy, v€etné ¢astky jakékoliv
platby provedené na zakladé této Smlouvy, mohou byt
poskytnuty a zvefejnény CRO nebo Zadavatelem, jak
vyZaduje zakon nebo pfedpis nebo tam, kde to Zadavatel
povazuje za vhodné.

12. Vynélezy. Jakékoliv informace, vynélezy, udaje
nebo objevy (at' uz patentovatelné nebo zpusobilé k zapisu
autorského prava ¢&i nikoliv), inovace, komunikace nebo
zprava, vypracovana, zredukovana pro praxi, vytvorena,

protection including, without limitation, those imposed on
Data Controllers by Act No. 101/2000 Coll. on Protection of
Personal Data, as amended from time to time.Investigator
will be responsible on behalf of the Institution for obtaining a
signed Informed Consent Form and authorization document
(“ICE”) from each Study subject prior to the subject’s
participation in the Study.The ICF must permit CRO,
Sponsor and their representatives involved with or
evaluating the Study to access, process, obtain copies,
transfer and retain Study data.Each ICF must conform with
the Protocol and be compliant with:International Conference
on Harmonisation, Harmonised Tripartite Guidelines for
Good Clinical Practice (ICH); all applicable laws and
regulatory requirements; and must be approved in writing
by the EC and Sponsor.A Study subject’s participation in
the Study will be contingent upon execution of a proper ICF.

(b) Where Institution and/or Investigator collects,
retains, processes or discloses information identifying or, in
combination with other information, identifiable to a living
individual, including Study subjects and others participating
in or associated with the Study (“Personal Data”) it shall
only do so in accordance with this Agreement, with all
applicable laws and with CRO’s and/or Sponsor’s written
instructions.Institution shall maintain appropriate
safeguards to ensure the confidentiality and security of the
Personal Data.Institution shall promptly inform CRO about
any unauthorized access to or disclosure of Personal Data
(“Security Breach”), including the timing and nature of the
Security Breach, and take all reasonable measures to
remedy the Security Breach.Where applicable data
protection laws require that the parties enter into additional
agreements or undertakings, including international data
transfer agreements, Institution will undertake to ensure
that all necessary agreements are implemented and in
place.

11. Publicity. Except as required by law, Institution shall
not and shall ensure Receiving Party shall not disclose the
existence or terms of this Agreement or use the name,
trademark, servicemark or logo of CRO or Sponsor in any
publicity, advertising or information, which is disseminated
to any third person or to the general public without CRO’s
or Sponsor’s prior written approval. Institution understands
that the terms and conditions of this Agreement, including
the amount of any payment made hereunder, may be
disclosed and made public by CRO or Sponsor as required
by law or regulation or where Sponsor deems appropriate.

12. Inventions. Any information, invention, data or
discovery (whether patentable or copyrightable or not),
innovation, communication or report, conceived, reduced to
practice, made, generated or developed by the Receiving
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generovana nebo vyvinuta Pfijimajici stranou, ktera budto
vychazi z pouziti jakychkoliv studijnich materiald nebo
vyplyva z provedeni Studie, bude neprodlené piedéana
Zadavateli, bude pfevedena na Zadavatele a bude
vyluénym vlastnictvim Zadavatele. Zdravotnické zafizeni
souhlasi, Zze na zadost a na naklady Zadavatele podepise
dokumenty nebo je necha podepsat a podnikne jiné kroky,
které Zadavatel povazuje za nezbytné nebo vhodné za
uCelem ziskani patentu nebo jiné ochrany vlastnictvi

Zadavatelovym jménem, pokryvajici cokoliv z vySe
uvedeného.

13. Publikace a prezentace.

(a) Pozadavky na publikaci. Za ucelem zajisténi

nejvyssSi kvality postupl ve vztahu k védeckym publikacim,
véetné rukopisli, souhrnd a plakatovych nebo Ustnich
prezentaci (spole¢né jako ,Publikace”) se Zadavatel
zavazuje provadét tyto aktivity transparentné a pfi dodrzeni
etickych publikaénich postupll. Pokud ZkouSejici figuruje
jako autor jakékoliv Publikace vyplyvajici z této Studie,
zdravotnické zafizeni musi spliiovat Pozadavky na
védecké publikace pfipojené k této Smlouvé jako P¥iloha
C.

(b) Postupy. Zadavatel si vyhrazuje prvni pravo
zvefejnit vysledky Studie prostfednictvim Publikace nebo
jakoukoliv jinou vefejnou publikaci (spole¢né ,Zvefejnéni
studijnich _vysledk(”). V této souvislosti podle toho, co
nastane dfive, zda (i) Zvefejnéni studijnich vysledkl
Zadavatelem nebo zda uplyne (ii) dvanact (12) mésicu po
dokonéeni nebo ukonéeni Studie na vSech studijnich
pracovistich, budou mit Zdravotnické zafizeni a ZkousSejici
pravo pfipravit a pfedlozZit k publikaci Zvefejnéni studijnich
vysledkl v pfislusnych védeckych €asopisech nebo jinych
profesnich publikacich. Pokud Zdravotnické zafizeni nebo
ZkouSejici  pfipravi Zvefejnéni  studijnich  vysledkad,
poskytne Zdravotnické zafizeni nebo vyzada od
ZkouSejiciho, aby poskytl Zadavateli minimalné Sedesat
(60) dnl pred jakymkoliv pfedlozenim prace pro Zvefejnéni
studijnich vysledk( jeho navrh ke kontrole a pfipominkam
ze strany Zadavatele, aby se Zjistilo, zda je v nich obsazZen
jakykoliv patentovatelny material nebo divérné informace
Zadavatele (jiné neZ vysledky Studie vytvofené podle této
Smlouvy). Zadavatel zaSle komentafe zpét Zdravotnickému
zafizeni nebo Zkous$ejicimu do Sedesati (60) dnu po pfijeti
navrhu Zvefejnéni studijnich vysledkl (,Kontrolni obdobi”).
Dale Zdravotnické zafizeni nebo ZkouSejici odlozi jakékoliv
Zverejnéni studijnich vysledkd o dalSich Sedesat (60) dnu
kromé Kontrolniho obdobi v pfipadé, ze to bude vyzadovat
Zadavatel, aby mohl Zadavatel zajistit patentovou nebo
jinou ochranu vlastnictvi (,Obdobi odkladu”). Zdravotnické
zafizeni souhlasi a bude po ZkouSejicim poZadovat, aby
udrzel Zvefejnéni studijnich vysledkd v davérnosti do
vyprSeni Kontrolniho obdobi, a pokud se tak Zadavatel
rozhodne, do vyprdeni Obdobi odkladu. Zdravotnické
zafizeni bere na védomi, Ze bude po ZkouSejicim
poZadovat, aby souhlasil s tim, Ze budou fadné posouzeny
Zadavatelovy poznamky a dale budou Zadavatelovy

Party that either results from use of any of the Study
Materials or results from conduct of the Study will be
promptly disclosed to Sponsor, assigned to Sponsor and
will be the sole property of Sponsor.Institution agrees, upon
Sponsor’s request and at Sponsor’s expense, to execute or
cause to have executed such documents and to take such
other actions as Sponsor deems necessary or appropriate
to obtain patent or other proprietary protection in Sponsor’s
name covering any of the foregoing.

13. Publications and Presentations.

(a) Publication Requirements.To foster the highest
standards of conduct related to scientific publications,
including  manuscripts, abstracts, and poster/oral
presentations (collectively, “Publication(s)’), Sponsor is
committed to transparency and ethical publication
practices.If Investigator serves as an author on any
Publication emanating from the Study, Institution shall
require Investigator to comply with the Requirements for
Scientific Publications attached hereto as Exhibit C.

(b) Procedures. Sponsor retains the first right to
disclose the results of the Study through a Publication or
any other public disclosure (collectively, a “Study Results
Disclosure”). Accordingly, following the earliest of:(i)
Sponsor's Study Results Disclosure; or (i) twelve (12)
months after completion or termination of the Study at all
Study sites, Institution and Investigator shall have the right
to prepare and submit for Publication a Study Result
Disclosure in appropriate scientific journals or other
professional publications.If Institution or Investigator
prepares a Study Results Disclosure, Institution shall
provide or shall require Investigator to provide Sponsor, at
least sixty (60) days prior to any submission of a work for a
Study Results Disclosure, with a draft of the same for
Sponsor’s review and comment to ascertain whether any
patentable subject matter or Sponsor's Confidential
Information (other than the results of the Study generated
hereunder) are disclosed therein.Sponsor shall return
comments to Institution or Investigator within sixty (60) days
after receipt of the draft Study Results Disclosure (“Review
Period”).In addition, Institution or Investigator shall delay
any proposed Study Results Disclosure an additional sixty
(60) days in addition to the Review Period in the event
Sponsor so requests to enable Sponsor to secure patent or
other proprietary protection (“Delay Period”).Institution
agrees and shall require Investigator to agree to keep the
proposed Study Results Disclosure confidential until the
Review Period and, if elected by Sponsor, the Delay Period
has expired.Institution agrees and shall require Investigator
to agree that due consideration will be given to Sponsor
comments; and further, Sponsor Confidential Information
(other than the results of the Study generated hereunder)
shall be deleted from any Study Results Disclosure.In the
event that Institution or Investigator and Sponsor differ in
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Duvérné informace (jiné nez vysledky Studie vytvofené na
zakladé této Smlouvy) vynaty z jakéhokoliv Zvefejnéni
studijnich vysledku. V pfipadé, Ze se Zdravotnické zafizeni
nebo Zkou$ejici a Zadavatel li§i ve svém nazoru nebo
interpretaci dat ve Zvefejnéni studijnich vysledk(, smluvni
strany vyfeSi tyto rozdily v dobré vife formou vhodné
védecké debaty.

14. ProhlaSeni a zaruky Zdravotnického zafizeni.
Zdravotnické zafizeni prohlaSuje a zarucuje, Ze:

€)) podminky této Smlouvy jsou platnymi a zavaznymi
povinnostmi Zdravotnického zafizeni a nejsou v rozporu s
jakymkoliv jinym smluvnim nebo pravnim zdvazkem, ktery
muze Zdravotnické zafizeni nebo Zkous$ejici mit, nebo s
politikami  Zdravotnického zafizeni a postupy nebo
politikami a postupy jakéhokoliv zdravotnického zafizeni
nebo spole€nosti, se kterou jsou Zdravotnické zafizeni
nebo ZkouSejici spojeni;

(b) provadéni sluzeb a pfijeti odmény Zdravotnickym
zafizenim, v€etné pfijeti jakychkoliv jidel a/nebo nahrad
pfiméfenych vydaju na setkani ZkouSejicich nebo jina
setkani pozadovana CRO nebo Zadavatelem, ktera mohou
byt poskytovana ZkouSejicimu nebo Zdravotnickému
zafizeni (véetné jeho zaméstnancl a zastupcul) podle této
Smlouvy, je v souladu se vSemi politikami a postupy
Zdravotnického zafizeni, a Ze plnéni téchto sluzeb ze
strany ZkousSejiciho nepredstavuje stfet zajml s oficialnimi
povinnostmi Zkous$ejiciho;

(© Zkousejici od Zdravotnického zafizeni obdrzel
vSechna pozadovana opravnéni v pisemné formé nebo
jinak, a to pro realizaci sluzeb ZkouSejicim a pro pfijeti
jakychkoliv jidel a/nebo nahrad pfiméfenych nakladu na
setkani ZkouSejicich nebo jina setkani pozadovana CRO
nebo Zadavatelem, ktera mohou byt poskytovana
ZkousSejicimu podle této Smlouvy;

(d) Zdravotnické zafizeni a ZkouSejici maji zkuSenosti,
schopnosti, adekvatni populaci subjektd a prostfedky,
vCetné dostatecného personalu a zafizeni, k efektivnimu a
operativnimu  provadéni  Studie profesionalnim a
kompetentnim zplsobem;

(e) vSichni spoluzkousSejici, které Zdravotnické zafizeni
vyuzije pro Studii, budou vybrani na zakladé zvazeni
nasledujiciho: (i) Skoleni a kvalifikace v pfisluSnych
oblastech; (i) vhodnych vyzkumnych prostor; (iii)
zkuSenosti s relevantni populaci subjektl, aby byla u
spoluzkousejiciho pfiméfené vysoka pravdépodobnost
naboru vhodnych uc¢astniki vyzkumu a pribéhu Studie az
k jejimu dokoné&eni; (iv) pfedchozich zkuSenosti ve
védeckém vyzkumu nebo klinické praxi; a (v) schopnosti
provadét Studii v souladu s platnymi pravnimi a zakonnymi
pozadavky;

() (i) ZkouSejici méa platné Iékafské osvédleni v
oblasti, ve které je studie provadéna, (ii) osvédceni nebylo

their opinion or interpretation of data in the Study Results
Disclosure, the parties shall resolve such differences in
good faith through appropriate scientific debate.

14, Representations and Warranties of the Institution.
Institution represents and warrants that:
€) the terms of this Agreement are valid and binding

obligations of Institution, and are not inconsistent with any
other contractual or legal obligation it or Investigator may
have or with Institution’s policies and procedures or the
policies and procedures of any institution or company with
which each of Institution or Investigator is associated;

(b) Institution’s performance of the services and
acceptance of compensation, including the acceptance of
any meals and/or reimbursement of reasonable expenses
for investigator meetings or other CRO or Sponsor required
meetings, which may be provided to Investigator or
Institution (including its employees and agents) hereunder,
is in compliance with all policies and procedures of
Institution, and that Investigator's performance of such
services does not present a conflict of interest with
Investigator’s official duties;

(©) Investigator has received any  required
authorization, written or otherwise, from Institution for
Investigator’s performance of the services and acceptance
of any meals and/or reimbursement of reasonable
expenses for investigator meetings or other CRO or
Sponsor required meetings, which may be provided to
Investigator hereunder;

(d) Institution and Investigator have the experience,
capabilities, adequate subject population, and resources,
including but not limited to sufficient personnel and
equipment, to efficiently and expeditiously perform the
Study in a professional and competent manner;

(e) any subinvestigators used by Institution for the
Study will be selected based upon a consideration of the
following:(i) training and expertise in relevant fields; (ii)
appropriate research facilities; (iii) experience with the
relevant subject population so that the subinvestigator has
a reasonably high likelihood of recruiting the appropriate
research participants and following through to the
completion of the Study; (iv) prior scientific research or
clinical experience; and (v) ability to conduct the Study in

accordance with applicable legal and regulatory
requirements;
) (i) Investigator has a current and valid medical

license in the jurisdiction in which the Study is being
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odejmuto, omezeno nebo suspendovano lékafskou radou
nebo jinym povéfenym ufadem, (iii) privilegia a povoleni k
provozovani praxe nebyla odejmuta, omezena nebo
suspendovana Ufadem zabyvajicim se zdravotni péci ani
jinym ufadem a (iv) ZkouS$ejici si neni védom, Ze by byl
pfedmétem vySetfovani ani jakéhokoliv disciplinarniho
fizeni, které by mohlo vést k odejmuti, omezeni, nebo
suspendovani |ékafského osvédCeni nebo povoleni
k provozovani praxe ve zdravotnickém zafizeni nebo u
jiného poskytovatele zdravotni péc€e. V pfipadé, Ze u vySe
uvedenych oblasti nastane v pribéhu platnosti Smlouvy
zména, bude Zdravotnické zafizeni okamzité informovat
CRO a CRO nebo Zadavatel bude mit pravo tuto Smlouvu
okamzité vypovédét; a

(9) Zdravotnické zafizeni souhlasi s tim, ze pokud se
objevi jakékoliv vyznamné zmény béhem doby platnosti
této Smlouvy s ohledem na okolnosti tykajici se této
Smlouvy (napf. dojde ke zméné smérnice nebo postupu,
ktery by mohl byt pfiméfené interpretovan tak, Ze ovlivriuje
vhodnost  zapojeni  Zdravotnického zafizeni nebo
ZkousSejiciho do této Smlouvy), bude okamzité informovat
CRO pisemnou formou o jakychkoliv zménach.

15. Platnost smlouvy a vypovéd.

€)) Tato Smlouva bude platna od data ucinnosti a
vyprSi nejpozdéji: (i) jeden (1) rok od data ucinnosti; (ii) k
datu uzavieni studijni databaze, pokud se provadi nabor
subjektd podle této Smlouvy nebo (iii) k datu spInéni viech
zavazkd smluvnich stran podle této Smiouvy (,doba
platnosti’), pokud neni ukonCena dfive, jak stanovi Oddil
15(b) nize.

(b)

0] bud CRO, Zadavatelem nebo Zdravotnickym
zafizenim po pisemném oznameni druhé smluvni strané,
pokud (A) druha smluvni strana porusila zavaznym
zpusobem podminky této Smlouvy nebo (B) v pfipadé
ukon&eni Studie ze strany Ufadu pro potraviny a léky
Spojenych statll (,FDA") nebo jakéhokoliv jiného statniho
nebo regulaéniho organu;

Tato Smlouva mize byt vypovézena:

(i) CRO nebo Zadavatelem okamzit¢ po podani
pisemné vypovédi Zdravotnickému zafizeni, pokud (A)
osobni sluzby ZkouSejiciho nejsou k dispozici; podle
Oddilu 2 (Hlavni zkouSejici; Kontakty) této Smlouvy; (B)
podle vyhradniho Zadavatelova posouzeni se z obavy o
bezpe¢nost Hodnoceného  pfipravku  nedoporucuje
pokraCovat v testovani; (C) Zdravotnické zafizeni nespliiuje
naborova kritéria, schvaleni EK, nebo predlozeni
nezbytnych dokumentl v ramci ¢asového harmonogramu
této Smlouvy; (D) lékaiské osvédCeni ZkouSejiciho nebo
jeho ekvivalent je omezeno nebo pferuseno nebo se
ZkouSejici stane pfedmétem jakéhokoliv vySetfovani nebo
disciplinarniho Fizeni ze strany l|ékafské rady; nebo (E)
Zdravotnické zafizeni nebo ZkouSejici se stanou
vylou€enou, vyfazenou nebo usvéd&enou pravnickou nebo

performed, (i) such license has never been revoked,
restricted, or suspended by a medical board or other
licensing agency, (iii) his/her privileges or ability to practice
have never been revoked, restricted, or suspended by a
health care institution or other provider of health care
services, and (iv) to the best of his/her knowledge,
Investigator is not under an investigation that could lead to
a revocation, restriction, or suspension of his/her medical
license or privileges or ability to practice at a health care
institution or other provider of health care services. In the
event that any of the foregoing changes during the Term,
Institution shall immediately notify CRO, and CRO and/or
Sponsor shall have the right to immediately terminate this
Agreement. ; and

(9) if any significant changes occur during the Term
with regard to the circumstances surrounding this
Agreement (e.g., there is a change in a policy or procedure
that could reasonably be interpreted to affect the propriety
of Institution or Investigator's involvement in this
Agreement), Institution agrees to immediately notify CRO in
writing of any such changes.

15. Term and Termination.

(a) This Agreement will be effective on the Effective
Date and shall expire on the later of:(i) one (1) year from
the Effective Date; (ii) the date of Study database lockif
there is subject enrollment under this Agreement; or (iii) the
date of completion of all the obligations of the parties
hereunder (the “Term”), unless terminated earlier as
provided in Section 15(b) below.

(b)

0) by CRO, Sponsor or Institution upon written notice
to the other party if:(A) the other party has breached a
material term of this Agreement; or (B) in the event of
termination of the Study by the United States Food and
Drug Administration (the “EDA”) or any other governmental
or regulatory authority;

This Agreement may be terminated:

(i) by CRO or Sponsor immediately upon written
notice to Institution if: (A) the personal services of
Investigator are not available; pursuant to Section 2
(Investigator; Contacts) of this Agreement (B) in Sponsor's
sole judgment, an adverse safety concern with respect to
Study Product makes continued testing unadvisable; (C)
Institution does not meet enrollment criteria, EC approval,
or essential document submission within the timelines of
this Agreement; (D) Investigator's medical license, or its
equivalent, becomes restricted or suspended or Investigator
becomes a subject to any investigation or disciplinary action
by any medical board; or (E) Institution or Investigator
becomes a Debarred, Excluded, or Convicted Entity or
Individual or becomes the subject of a proceeding which
could lead to that party becoming a Debarred, Excluded, or
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fyzickou osobou, nebo se stanou predmétem fizeni,
v jehoz dlsledku by takovy statut mohli ziskat, nebo jsou
pfidani do rejstiiku diskvalifikace/omezeni vedenym FDA
pro klinické zkouSejici; nebo

(iii) CRO nebo Zadavatelem bez wudani dudvodu
minimalné s tficetidenni (30) pisemnou vypovédi podanou
Zdravotnickému zafizeni.

(c) Vypovézeni nebo vyprSeni této Smlouvy se
nedotkne jakychkoliv prav nebo zavazkud, které vznikly
dfive. V pfipadé predCasného ukoncéeni této Smlouvy
Zdravotnické  zafizeni budto vhodnym  zplsobem
pfedCasné ukoné&i ucast v8ech v té dobé& zapojenych
subjektl nebo dokonéi Studii pro subjekty zapojené v dané
dobé&, pokud to vyzaduje pfijimana lékafska praxe.

16. Pojisténi. Zdravotnické zafizeni souhlasi s tim, Ze
bude mit platnou pojistnou smlouvu nebo smlouvy nebo
zvlastni fond pro pojistné udalosti dostacujici k pInéni
pfislusnych povinnosti a zavazkd vyplyvajicich z této
Smlouvy tak, jak pozaduje zakon. V souladu s timto
Zdravotnické zafizeni prohlasuje, Ze ma dle zakona C&.
372/2011 Sb., o zdravotnich sluzbach uzavienu pojistnou
smlouvu na pojisténi odpovédnosti za Skodu zplsobenou
pfi poskytovani zdravotni péce. V souladu se zakonem ¢.
372/2011 Sb. musi byt pojisténi uzavieno po celou dobu,
po kterou Zdravotnické zafizeni poskytuje zdravotni péci
v€etné doby trvani této Studie.

CRO zajisti, ze Zadavatel v souladu s ustanovenim § 52
odst. 3 pism. f) zak. ¢. 378/2007 Sb. ve znéni pozdéjSich
predpisu, zajisti v plném rozsahu pojisténi odpovédnosti za
8kodu, jehoz prostfednictvim je zajisténo i odSkodnéni
v pfipadé smrti subjektu hodnoceni nebo v pfipadé Skody
vzniklé na zdravi subjektu hodnoceni v disledku provadéni
této Studie. Doklad o tomto pojiSténi Zadavatele ke dni
podpisu této Smlouvy tvofi Pfilohou D této Smlouvy.

Kazda ze smluvnich stran se zavazuje, Ze na vyzvani
poskytne ostatnim stranam pojistné certifikaty prokazujici
zfizeni pozZadovaného pojistného kryti do sedmi (7)
pracovnich dnl ode dne pfijeti pisemné vyzvy od
Zdravotnického zafizeni, resp. CRO nebo Zadavatele.

17. Vylou€eni a vyfazeni. Zdravotnické zafizeni
prohlasSuje a zaruCuje, Ze ani Zdravotnické zafizeni, ani
zameéstnanci  Zdravotnického  zafizeni, zastupci a
subdodavatelé provadéjici sluzby podle této Smlouvy,
véetné spoluzkousejicich, nikdy nebyli a ani v soucasnosti
nejsou vylou€enou pravnickou nebo fyzickou osobou,
vyfazenou pravnickou nebo fyzickou osobou nebo
usvéddéenou pravnickou nebo fyzickou osobou, ani nejsou
predmétem fFizeni, v jehoz disledku by takovy statut mohli

ziskat, ani nejsou uvedeni na rejstiiku
diskvalifikace/omezeni vedenym FDA pro klinické
zkouSejici. Zdravotnické zafizeni se dale zavazuje,

Convicted Entity or Individual or becomes added to FDA’s
Disqualified/Restricted List for clinical investigators; or

(iii) by CRO or Sponsor without cause upon at least
thirty (30) days prior written notice to Institution.

(c) Termination or expiration of this Agreement will not
affect any rights or obligations which have accrued prior
thereto.In the event of premature termination of this
Agreement, Institution will either appropriately withdraw and
discontinue all then-enrolled subjects or complete the Study

for then-enrolled Study subjects where required by
accepted medical practice.
16. Insurance. Institution agrees to maintain a policy or

policies of insurance or self-insurance sufficient to satisfy its
duties and obligations under this Agreement in accordance
with applicable law. Consistent with this requirement,
Institution claims it has concluded liability insurance
covering damage which occurs while providing health care
services in accordance with Act No. 372/2011 Coll., on
health care services. The insurance shall be maintained for
the entire time Institution provides health care services,
including during the duration of the Study, in accordance
with Act No. 372/2011 Coll., on health care services.

CRO shall ensure that Sponsor, pursuant to the provisions
of Section 52(3)(f) of Act No. 378/2007 Coll., as amended,
has taken out comprehensive liability insurance for the
Study, which includes coverage in the event of the death of
a Study subject or in the event of injury to a Study subject
resulting directly from the conduct of the Study. Sponsor’'s
insurance document as of the date of execution of this
Agreement shall form an annex to this Agreement and is
attached to this Agreement as Exhibit D.

Each of the contracting parties shall undertake, upon
request, to provide the other party with insurance
certificates giving evidence of the required insurance
coverage within seven (7) business days following receipt
of the written request from Institution, CRO or Sponsor, as
applicable.

17. Debarment and Exclusion.Institution represents
and warrants that none of Institution, any Institution
employees, agents and subcontractors performing services
hereunder, including any subinvestigators, have ever been,
are currently, or are the subject of a proceeding that could
lead to Institution or such employees, agents or
subcontractors becoming, as applicable, a Debarred Entity
or Individual, an Excluded Entity or Individual or a
Convicted Entity or Individual nor are they listed on the
FDA’s Disqualified/Restricted List for clinical
investigators.Institution further covenants, represents and
warrants that if, during the Term, Institution, or any of
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prohladuje a zaruCuje, Ze pokud se b&hem doby platnosti
této Smlouvy Zdravotnické zafizeni nebo kterykoliv ze
zameéstnancl Zdravotnického zafizeni, zastupcl nebo
smluvnich dodavatelt, vcetné spoluzkousejicich, ktefi
provadéji sluzby podle této Smlouvy, stanou vylou¢enou
pravnickou nebo fyzickou osobou, vyfazenou pravnickou
nebo fyzickou osobou nebo usvédéenou pravnickou nebo
fyzickou osobou, nebo budou pfedmétem fizeni, v jehoz
dasledku by takovy statut mohli ziskat, nebo jsou pfidani do
rejstfiku diskvalifikace/omezeni vedenym FDA pro klinické
zkousejici, bude Zdravotnické zafizeni okamzité informovat
CRO a Zadavatele a CRO a Zadavatel budou mit pravo
tuto Smlouvu okamzité vypovédét. Ustanoveni tohoto
paragrafu tykajici se oznameni jednani vzniklych béhem
doby platnosti Smlouvy bude v platnosti i po ukonéeni nebo
vyprseni této Smlouvy. Pro uUcely tohoto ustanoveni se
budou aplikovat nasledujici definice:

€)) .Vyloucena fyzicka osoba” je fyzicka osoba, ktera
byla ze strany FDA podle hlavy 21 Kodexu Spojenych statd
(USC), § 335a (a) nebo (b) nebo jakymkoliv kompetentnim
organem, vCetné jakéhokoliv mistné kompetentniho
organu, vylou¢ena z poskytovani jakychkoliv sluzeb osobég,
ktera ma schvalenou nebo dosud nevyfizenou zadost o
registraci IéCivého pfipravku.

(b) +Vylouena pravnicka osoba” je spole¢nost,
spole¢ny podnik nebo sdruzeni, ktera byla ze strany FDA
podle hlavy 21 USC, § 335a (a) nebo (b) nebo jakymkoliv
jinym kompetentnim organem, véetné jakéhokoliv mistné
pfislusného organu, vylou€ena z podavani nebo asistence
pfi podavani jakékoliv zjednoduSené Zzadosti o registraci
IéCiva, nebo dcefina spole¢nost &i pobocka Vyloucené
pravnické osoby.

(c) ,Vyfazena fyzicka osoba” nebo ,Vyfazena pravnicka
osoba” je (i) fyzicka nebo pravnicka osoba, ktera byla
vyfazena, vyloucena, suspendovana nebo jinym zplsobem
shledana nezpUsobilou generalnim inspektorem
(OIG/HHS) amerického Ministerstva zdravotnictvi a
zdravotnich sluzeb pro uc€ast ve zdravotnich vladnich
programech jako je Medicare nebo Medicaid; nebo (ii)
fyzicka nebo pravnickd osoba, ktera byla vyfazena,
vylou€ena, suspendovdna nebo jinak  shledana
nezpusobilou pro ucast ve federalnich programech, kde se
zadavaji vefejné zakazky, jakoz i programech, kde se
vefejné zakazky nezadavaji, a to vCetné téch, které byly
vyhlaSeny americkym Ofadem  General  Services
Administration (GSA).

(d) ,Usvéd&ena fyzicka osoba” nebo ,Usvéd&ena pravnicka
osoba” je fyzicka nebo pravnicka osoba, ktera byla
usvédCena z trestného ¢inu, ktery spada pod plsobnost
hlavy 21 USC § 335a(a) nebo hlavy 42 USC § 1320a —
7(a), ale nebyla dosud vyfazena, vylou€ena, suspendovana
nebo jinak prohlasena za nezpUsobilou.

(e) .Rejstfik diskvalifikace/omezeni vedeny FDA” je
seznam klinickych zkouS$ejicich, kterym je zamezeno, aby

Institution’s employees, agents or subcontractors, including
any subinvestigators, performing services hereunder,
becomes or is the subject of a proceeding that could lead to
that party becoming, as applicable, a Debarred Entity or
Individual, an Excluded Entity or Individual or a Convicted
Entity or Individual or added to FDA’s
Disqualified/Restricted List for clinical investigators,
Institution will immediately notify CRO and Sponsor, and
CRO and Sponsor will have the right to immediately
terminate this Agreement.The provision of this paragraph
regarding notice of acts occurring during the Term will
survive termination or expiration of this Agreement.For
purposes of this provision, the following definitions will

apply:

(a) A “Debarred Individual” is an individual who has
been debarred by the FDA pursuant to Title 21 of the
United States Code (“USC”) Section 335a (a) or (b) or by
any other competent authority, including, without limitation,
any local competent authority, from providing services in
any capacity to a person that has an approved or pending
drug product application.

(b) A “Debarred Entity” is a corporation, partnership or
association that has been debarred by the FDA pursuant to
Title 21 of USC Section 335a (a) or (b) or by any other
competent authority, including, without limitation, any local
competent authority, from submitting or assisting in the
submission of any abbreviated drug application, or a
subsidiary or affiliate of a Debarred Entity.

(c) An “Excluded Individual” or “Excluded Entity” is (i)
an individual or entity, as applicable, who has been
excluded, debarred, suspended or is otherwise ineligible to
participate in federal health care programs such as
Medicare or Medicaid by the Office of the Inspector General
(OIG/HHS) of the U.S. Department of Health and Human
Services; or (ii) is an individual or entity, as applicable, who
has been excluded, debarred, suspended or is otherwise
ineligible to participate in federal procurement and non-
procurement programs, including those produced by the
U.S. General Services Administration (GSA).

(d) A “Convicted Individual” or “Convicted Entity” is an
individual or entity, as applicable, who has been convicted
of a criminal offense that falls within the ambit of Title 21 of
USC Section 335a(a) or Title 42 of USC Section 1320a —
7(a), but has not yet been excluded, debarred, suspended
or otherwise declared ineligible.

(e) “EDA’s Disqualified/Restricted List” is the list of
clinical investigators restricted from receiving investigational
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pfijimali zkoumana I[éCiva, biologické latky nebo zafizeni,
pokud FDA rozhodla, Z2e ZkouSejici opakované nebo
zameérné neplnili zakonné pozadavky pro studie nebo

predlozili zadavateli studie nebo FDA nepravdivé
informace.
18. Nezavisly dodavatel. Vztah Zdravotnického

zafizeni ke CRO na zakladé této Smlouvy je vztahem
nezavislého dodavatele a Zdravotnické zafizeni nema
pravo zavazovat CRO nebo Zadavatele nebo jednat jejich
jménem.

19. Opravnény pfijemce. Smluvni strany timto potvrzuiji,
Ze Zadavatel je povazovan a predstavuje opravnéného
pfijemce  vyjadfeni, zaruk, Umluv a ujednani
Zdravotnického zafizeni a je opravnén vynucovat plnéni
podminek a ustanoveni této Smlouvy svym jménem ve
stejném rozsahu jako CRO. Jakykoli dodatek, ktery
omezuje nebo jinak méni prava Zadavatele jako
opravnéného pfijemce, bude povazovan za neplatny,
pokud neni pisemné schvalen Zadavatelem.

20. Postoupeni.
Zdravotnické zafizeni nemuze postoupit tuto Smlouvu na

jakoukoliv jinou stranu ani zadat formou subdodavky své
sluzby podle této Smlouvy bez pfedchoziho pisemného
souhlasu CRO nebo Zadavatele. Jakykoliv pokus o
postoupeni bez pfedchoziho pisemného souhlasu CRO
nebo Zadavatele bude neplatny a neldinny a bude
pfedstavovat zavazné poruSeni této Smlouvy. Jakykoliv
povoleny postupnik na sebe pfevezme veskeré povinnosti
Zdravotnického zafizeni podle této Smlouvy. Postoupeni
nebude zbavovat Zdravotnické zafizeni odpovédnosti za
pinéni jakékoliv vzniklé povinnosti. Dale v pfipadé, kdy je
Zdravotnickému zafizeni povoleno zadat jakykoliv zavazek
podle podminek této Smlouvy na jakoukoliv tfeti stranu,
podepiSe subdodavatel smlouvu, ktera ho zavazuje plnit
podminky této Smlouvy, a Zdravotnické zafizeni bude
nadale odpovédné a bude zodpovidat za jednani nebo
opomenuti téchto subdodavatelskych c¢innosti do stejné
miry, jako by tyto ¢innosti provadélo Zdravotnické zafizeni
samo.

21. Spoluzkousejici. Zdravotnické zafizeni nebude pro
Studii vyuzivat Zadné spoluzkoudejici bez pfedchoziho
Zadavatelova pisemného souhlasu. V tom pfipadé pak
pouze po uzavieni smlouvy se Zdravotnickym zafizenim,
aby se zajistilo plnéni podminek této Smlouvy ze strany
jakéhokoliv  spoluzkousejiciho. Dale s ohledem na
jakéhokoliv spoluzkou$ejiciho, ktery neni zaméstnan u
Zdravotnického zafizeni:

(a) Zdravotnické zafizeni zajisti podpis smlouvy ze strany
takového spoluzkouSejiciho ve formé pfijatelné pro
Zadavatele, ktera bude zavazovat tohoto spoluzkous$ejiciho
k plnéni podminek této Smlouvy, a

(b) Zdravotnické zafizeni ziskd potvrzeni zaméstnavatele
takového spoluzkouSejiciho o tom, Ze se tento
spoluzkousejici podili na Studii a je povinen plnit podminky

drugs, biologics, or devices if FDA has determined that the
investigators have repeatedly or deliberately failed to
comply with regulatory requirements for studies or have
submitted false information to the study sponsor or the
FDA.

18. Independent Contractor.Institution’s relationship to
CRO under this Agreement is that of an independent
contractor, and Institution has no authority to bind or act on
behalf of CRO or Sponsor.

19. Third Party Beneficiary. The parties hereto
acknowledge that Sponsor is intended to be and constitutes
a third party beneficiary of the representation, warranties,
covenants and agreements of Institution and is entitled to
enforce the terms and provisions of this Agreement on its
own behalf to the same extent as CRO. Any amendment
that reduces or otherwise alters Sponsor's third party
beneficiary rights shall be void unless approved by Sponsor
in writing.

20. Assignment.
Institution may not assign this Agreement to any other

party, or subcontract any of its services hereunder, without
CRO’s or Sponsor’s prior written consent.Any attempted
assignment without CRO’s or Sponsor’s prior written
consent will be null and void and will constitute a material
breach of this Agreement.Any permitted assignee shall
assume all obligations of Institution under this
Agreement.Assignment shall not relieve Institution of
responsibility for the performance of any accrued
obligation.Further, in the event that Institution is permitted
to subcontract any duty hereunder to any third party, such
subcontractor shall execute an agreement obligating such
subcontractor to comply with the terms and conditions
hereof, and Institution shall remain responsible and liable
for the acts or omissions of such subcontractor activities as
if such activities had been performed by Institution.

21. Subinvestigators. Institution will not use any
subinvestigator for the Study without Sponsor’s prior written
consent, and only upon Institution’s agreement to ensure
any subinvestigator's compliance with the terms and
conditions of this Agreement.In addition, as to any such
subinvestigator not employed by Institution, Institution will:

(&) have any such subinvestigator execute an agreement in
a form acceptable to Sponsor obligating such
subinvestigator to comply with the terms and conditions
hereof, and

(b) obtain an acknowledgement by such subinvestigator’s
employer that such subinvestigator is participating in the
Study and is obligated to comply with the terms and
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této Smlouvy.

22. Oznameni. Jakékoliv oznameni vyzadované nebo
jinak provedené podle této Smlouvy bude mit pisemnou
podobu, bude osobné doruéeno nebo zaslano

doporu€enou postou s doruéenkou nebo pomoci uznané
kuryrni sluzby, fadné adresované nebo pomoci faxu s
potvrzenym pfijetim a bude zaslano na adresu uvedenou
nize. Oznameni budou povazovana za u¢inna (a) k datu
pfijeti, pokud jsou osobné doruéena nebo zaslana
doporucenou postou nebo uznanym kuryrem, nebo (b) k
datu potvrzeného doruéeni, pokud je zaslano faxem.
Oznameni pro Zdravotnické zarizeni:

Tel. &.:
Fax:

Oznameni pro Zadavatele:

TELEFON

FAX

kopie pro:

Fax:

Oznameni pro CRO:

.

23. Pretrvani. Bez ohledu na ukon&eni platnosti této

Smlouvy z jakéhokoli dlivodu zUstavaji prava a povinnosti,
jez na zakladé této Smlouvy nejsou dotéena jejim
ukonéenim, pIné platna a ucinna.

24, Oddélitelnost. Pokud bude jakékoliv ustanoveni,
pravo nebo opravny prostfedek uvedené v této Smiouvé
shleddno soudem kompetentni jurisdikce nevynutitelnym
nebo neudinnym, nebude platnost a vynutitelnost
zbyvajicich ustanoveni timto ovlivnéna.

25. Vyhotoveni.Tato Smlouva mlze byt vyhotovena v
jakémkoliv po&tu vyhotoveni, z nichZz kazdé bude
povazovano za original a vSechny spole¢né budou
predstavovat jednu a tutéz smlouvu. Kazda smluvni strana
bere na védomi, Ze origindlni podpis nebo jeho kopie
poslana faxem nebo v PDF bude pfedstavovat originalni
podpis pro ucely této Smiouvy.

26. Rozhodéi fizeni. Jakykoliv spor, neshoda nebo
narok vyplyvajici z této Smlouvy nebo s ni souvisejici, ktery
neni mozno vyresit do tficeti (30) dnli vzajemnou dohodou
smluvnich stran, bude urovnan rozhoddim soudem pfi
Hospodaiské komote Ceské republiky a Agrarmni komote
Ceské republiky jednim rozhodgim soudcem v souladu
s fadem rozhod¢iho soudu plathym v dobé konani
rozhod¢iho fizeni; mistem rozhod¢iho fizeni bude Praha.
Tento paragraf bude v platnosti i po ukon€eni nebo

conditions hereof.

22. Notices. Any notice required or otherwise made
pursuant to this Agreement shall be in writing, personally
delivered or sent by certified mail, return receipt requested,
or recognhized courier service, properly addressed, or by
facsimile with confirmed answer-back, to the other party at
the address set forth below.Notices shall be deemed
effective (a) on the date received if personally delivered or
sent by certified mail or recognized courier, or (b) upon the
date of confirmed answer-back if sent by facsimile.

If to Institution:

23. Survival. Notwithstanding termination of this
Agreement for any reason, rights and obligations which by
the terms of this Agreement survive termination of the
Agreement, will remain in full force and effect.

24, Severability. If any provision, right or remedy
provided for herein is held to be unenforceable or
inoperative by a court of competent jurisdiction, the validity
and enforceability of the remaining provisions will not be
affected thereby.

25. Counterparts. This Agreement may be executed in
any number of counterparts, each of which shall be deemed
to be an original, and all of which together shall constitute
one and the same agreement.Each party acknowledges
that an original signature or a copy thereof transmitted by
facsimile or by PDF shall constitute an original signature for
purposes of this Agreement.

26. Arbitration. Any dispute, controversy or claim
arising out of or relating to this Agreement which cannot be
resolved within thirty (30) days by mutual consent of the
parties, shall be settled by the Arbitration Court attached to
the Economic Chamber of the Czech Republic and
Agricultural Chamber of the Czech Republic by one
arbitrator in accordance with the Rules of the Arbitration
Court in force on the effective date, and; the place of
arbitration shall be Prague. This Section shall survive
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vyprseni této Smlouvy.

27. Rozhodné pravo. Tato Smlouva se bude fidit a
bude vykladana v souladu se zakony Ceské republiky,
vyjma koliznich ustanoveni.

28. Celistvost Smlouvy. Tato Smlouva, v€etné vSech
jejich pfiloh, obsahuje uplnou dohodu smluvnich stran s
ohledem na predmét této Smlouvy a nahrazuje veskeré
pfedchozi dohody a umluvy v této souvislosti. V pfipadé
konfliktu mezi ustanovenimi Protokolu a touto Smlouvou
nebo jakymikoliv jejimi pfilohami bude mit pFednost
Protokol s ohledem na zalezitosti védy, lékafské praxe a
bezpec¢nosti subjektd Studie. Ve vSech ostatnich
zalezitostech budou upfednostnéna ustanoveni této
Smlouvy. VeSkeré spory uvedené nize se budou fidit
anglickou verzi této Smlouvy. Nic v této Smlouvé ani Zadné
jeji podminky, véetné pfiloh nebo dodatkd k ni, nemohou
byt ménény, pfeformulovany nebo jinak ménény jinak nez
pisemnou dohodou podepsanou smluvnimi stranami.

NA DUKAZ CEHOZ smluvni strany nechaly tuto Smlouvu
o klinické studii podepsat svymi fadné opravnénymi
zastupci.

PHARMANET GMBH

By/Podpis:

Name/Jméno:

Title/ Funkce:

Date/ Datum:

Attachments:

PRILOHA A - KOMPENZACE

PRILOHA B - ROZPOCET

DODATEK 1 K PRILOZE B

PRILOHA C - POZADAVKY NA VEDECKE PUBLIKOVANI

PRILOHA D — POJISTENI
PRILOHA E — SMLOUVA O VYPUJCCE ZARIZENI

termination or expiration of this Agreement.

27. Governing Law. This Agreement shall be governed
by and construed in accordance with the laws of the Czech
Republic, excluding its conflicts of laws provisions.

28. Entire Agreement.This Agreement, including all exhibits
hereto, contains the entire understanding of the parties with
respect to the subject matter herein and supersedes all
previous agreements and undertakings with respect
thereto.In the event of a conflict between provisions of the
Protocol and this Agreement or any exhibits hereto, the
Protocol shall control with respect to matters of science,
medical practice, and Study subject safety.In all other
matters, the provisions of this Agreement shall control. The
English language version of this Agreement shall govern all
disputes hereunder. None of this Agreement or any of its
terms, including any attachment or exhibit hereto, may be
amended, restated or otherwise altered except by written
agreement signed by the patrties.

IN WITNESS WHEREOF, the parties have caused this
Clinical Study Agreement to be executed by their duly
authorized representatives.

NEMOCNICE TREBIC, PRISPEVKOVA ORGANIZACE

By/Podpis:

Name/Jméno: |l

Title/ Funkce: Director / Reditel

Date/Datum:

EXHIBIT A - COMPENSATION

EXHIBIT B - BUDGET

ATTACHMENT 1 TO EXHIBIT B

EXHIBIT C - REQUIREMENTS FOR SCIENTIFIC
PUBLICATIONS

EXHIBIT D — INSURANCE

EXHIBIT E — EQUIPMENT LOAN FOR USE AGREEMENT
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PRILOHA A

VSEOBECNE PODMINKY KOMPENZACE

(a) Jako protihodnotu za uplnou realizaci sluzeb podle této
Smlouvy CRO v zastoupeni Zadavatele uhradi
Zdravotnickému  zafizeni  Castku podle  rozpoctu
stanoveného v Priloze B. Dale mohou byt zaméstnancim
Zdravotnického zafizeni, v€etné ZkouSejiciho, proplaceny
pfiméfené a nezbytné vydaje souvisejici s dopravou, v
souladu se smérnici o sluZebnich cestach Zadavatele
(v€etné ekonomické tfidy v dopravnim letadle, pfiméfenych
a obvyklych nakladld na ubytovani a stravovani podle
zemépisné oblasti cesty) a muze jim byt poskytnuto jidlo na
setkanich ZkouSejicich nebo  jinych setkanich
vyzadovanych Zadavatelem. Smluvni strany souhlasi s tim,
Ze Castky plateb uvedené v rozpoCtu predstavuji
pfiméfenou trzni hodnotu sluzeb, které maiji byt poskytnuty,
a nebyly uréeny zplisobem, ktery bere v Gvahu objem nebo
hodnotu jakychkoliv doporuéeni nebo obchodu jinak
vytvofeného mezi Zdravotnickym zafizenim, CRO nebo
Zadavatelem.Odmény ZkouSejiciho jsou predmétem
zvlastnich smlouvy s nim a nejsou proto zahrnuty v Pfiloze
B této Smlouvy.

(b) V pfipadé ukonéeni této Smlouvy ze strany CRO nebo
Zadavatele z jakéhokoliv divodu jiného nez poruseni ze
strany Zdravotnickéhozatizeni uhradi CRO v zastoupeni
Zadavatele Zdravotnickémuzafizeni ¢astku podle rozsahu
poskytnutych sluzeb a vydaji vzniklych v souladu s
Castkami uvedenymi v Rozpoctu.

(c) Rozpocet je zaloZen na uplném provedeni sluzeb
zamyslenych touto Smlouvou a na Uplném splnéni
podminek této Smlouvy (v€etné Protokolu).Ani CRO ani
Zadavatel nebude hradit navstévy subjektu nebo lé&eni pfi
poruseni Protokolu ani nebude platit za Udaje obsazené v
CRF, které nejsou uplné a presné. Pokud CRO v
zastoupeni Zadavatele dfive zaplatila za tyto sluzby,
preplatek bude odeCten z nasledujici platby (nebo z
konecné platby dle popisu v Oddile (f) nize).

(d) V8echny platby budou provedeny v souladu s
podminkami v Pfiloze B a pouze poté, co vSechny strany
podepsaly tuto Smlouvu.ZkouSejici poskytne CRO pfehled

EXHIBIT A

COMPENSATION TERMS AND CONDITIONS

(&) In exchange for the full performance of services
hereunder, CRO, on Sponsor’s behalf, shall pay Institution
as per the Budget set forth in Exhibit B. In addition,
Institution’s employees, including Investigator, may be
reimbursed for reasonable and necessary expenses related
to travel, consistent with Sponsor’s travel policy (including
economy coach air travel, reasonable and customary
lodging and meal rates based on the geographic region of
travel), and may be provided meals at investigator meetings
or other Sponsor required meetings.The parties agree that
the amounts for payments set forth in the Budget
represents the fair market value for the services to be
rendered and has not been determined in any manner that
takes into account the volume or value of any referrals or

business otherwise generated between or among
Institution, CRO and/or Sponsor.The payments for
Investigator are included in a separate Investigator

agreement and thus are not included in Exhibit B of this
Agreement.

(b) In the event of termination of this Agreement by CRO
or Sponsor for any reason other than for Institution’s
breach, CRO, on Sponsor’s behalf, shall pay Institution
according to the extent of services performed and
expenses incurred in accordance with the amounts set forth
in the Budget.

(c) The Budget is based on the full performance of
services contemplated by this Agreement and full
compliance with the terms of this Agreement (including the
Protocol).Neither CRO nor Sponsor will be responsible for
paying for subject visits or treatments in violation of the
Protocol or for the data contained in a CRF which is not
complete and accurate.lf CRO, on Sponsor’s behalf, has
previously paid for such services, the overpayment will be
deducted from the next payment (or the final payment, as
described in Section (f) below).

(d) All payments shall be made in accordance with the

terms of Exhibit B and only after all parties have signed

this Agreement.Investigator shall provide to CRO the
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sluzeb provedenych ZkouSejicim na zakladé navstév
uskute€nénych  subjekty  Studie. CRO  poskytne
Zdravotnickému  zafizeni podklady se  souhrnem
vyplnénych CRF vramci Studie na zakladé informaci od
Zkousejiciho. Tento souhrn bude slouzit jako podklad pro
Zdravotnické zafizeni pro fakturaci a jako pfiloha faktury.
Platba bude provedena formou bankovniho pfevodu na
Cislo u¢tu Zdravotnického zafizeni uvedeného v Rozpoctu.
Proplaceni poplatkii EK zavisi na provedeni posouzeni EK
a kone¢ném rozhodnuti tykajicim se vSech pfedloZenych
studijnich dokumentll, vCetné Protokolu a/nebo revizi
Protokolu. Ani CRO ani Zadavatel nejsou povinni proplatit
Zdravotnickému zafizeni realizaCni naklady, které budou
CRO fakturovany vice nez sto osmdesat (180) dnl po datu
ukonceni této Smiouvy.

(e) Zdravotnickézafizeni souhlasi s tim, Zze v pfipadé sporu
o platbu nebude zadrzovat studijni data nebo informace do
vyfeSeni sporu, protoZe jejich zadrzeni muze zpUsobit
nevratné poskozeni Studie.

() Konecna platba Zdravotnickémuzafizeni podle této
Smlouvy bude splatna po provedeni vSech sluzeb
zamySlenych touto Smlouvou, dodani vdech CRF CRO a
zaslani vSech poloZzek popsanych v Oddile 6 (Dodavani
pribéznych zprav a zprav po ukonéeni studie) CRO.

(g) Kone¢na platba bude spojena s finanénim
vyucétovanim, které provede CRO.Pokud je celkova &astka,
kterou uhradila CRO, niz8i nez Castka, na kterou ma
Zdravotnickézafizeni narok podle této Smlouvy a podle
vyucétovani, CRO v zastoupeni Zadavatele tuto zbyvajici
¢astku uhradi. Pokud ma CRO nérok na vraceni jakychkoliv
zalohovanych poplatkd nebo prfeplatkd, Zdravotnické
zafizeni uhradi takovou ¢&astku CRO na: PharmaNet
GmbH, Obere Wiltisgasse 52, CH-8700 Kisnacht/ZH,
Svycarsko. Jakékoliv platby, které jsou splatné jednou
stranou strané druhé podle vyuctovani, budou provedeny
do Ctyficeti péti (45) dnli od oznameni a fakturace dluzné
Castky. K jakymkoliv ¢&astkdm vracenym CRO bude
pfilozena podpurna dokumentace, jejiz kopie bude
predlozena kontaktni osobé Zadavatele uvedené v Oddile
22 (Oznameni) této Smilouvy.

detailed services performed by Investigator based on visits
completed by Study subjects.CRO will provide supporting
documents to Institution summarizing the CRFs received
for the Study based on the information from the
Investigator. This summary will serve as basis for the
Institution to issue the invoice and will be attached to the
invoice. The payment will be made by bank transfer to the
account number of the Institution set forth in the Budget.
Reimbursement of EC fees is contingent upon completion
of the EC’s review and final decision regarding all submitted
Study documents including, but not limited to, the Protocol
and/or Protocol revisions.Neither CRO nor Sponsor will be
obligated to reimburse Institution for pass-through
expenses invoiced to CRO more than one hundred eighty
(180) days after the termination date of this Agreement.

(e) Institution agrees that in the event of a payment
dispute, Institution shall not withhold Study data or
information pending resolution of the dispute because such
withholding may cause irreparable harm to the Study.

(f) The final payment due to Institution under this
Agreement shall be payable upon completion of all services
contemplated hereunder, delivery to CRO of all CRFs, and
return to CRO of all items described in Section 6 (Delivery
of Progress and Post-Study Reports).

(g) The final payment will be accompanied by a financial
reconciliation performed by CRO.If the total amount CRO
has paid is less than the amount to which Institution is
entitled hereunder as revealed by the reconciliation, CRO,
on Sponsor's behalf, shall pay the outstanding amount
due.lf CRO is due a refund for any unearned fees or
overpayments, Institution shall remit the amount of such
refund to CRO at:PharmaNet GmbH, ObereWiltisgasse 52,
CH-8700 Kisnacht/ZH, Switzerland. Any payments due
from one party to the other under the reconciliation shall be
made within forty-five (45) days of the notice and invoice of
amount due.Any refunds to CRO shall be accompanied by
supporting documentation and copied to the Sponsor
contact set forth in Section 22 (Notices) of this Agreement.
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Nemocnice Trebic, pfispévkova organizace

PRILOHA B EXHIBIT B
ROZPOCET BUDGET
Spole¢nost AbbVie a instituce timto souhlasi, Ze pro u€ely AbbVie and Institution hereby agree that for purposes of

této smlouvy v souladu se zakonem 340/2015 Sb., zakon publication of this Agreement in accordance with 340/2015
o registru smluv, je celkova pfedpokladana odména za studii Coll. Act on Register of Contracts, the anticipated total

535 245 K¢. compensation for the Study is CZK 535 245.
Dodatek 1 k Priloze B Attachment 1 to Exhibit B
Rozpis podle subjektu Per Subject Breakdown
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Nemocnice Trebic, pfispévkova organizace

PRILOHA C

POZADAVKY NA VEDECKE PUBLIKOVANI

1. Kritéria pro autorstvi. Na zakladé smérnic z fijna
2007 Mezinarodniho vyboru vydavatelt zdravotnickych
¢asopisl (ICMJE) musi byt uvedeni autora zaloZzeno na:

a. vyznamnych pfispévcich ke koncepci a navrhu,
nebo ziskani dat, nebo na analyze a interpretaci dat;

b. vytvofeni nebo revizi ¢&lanku pro dulezity
intelektualni obsah;
c. konetném schvaleni verze, ktera ma byt

publikovana.

K zaru€eni autorstvi musi osoba splfiovat vSechna ffi
vyse uvedena kritéria.

2. Podékovani zdravotnickym autordm a jinym
pfispévatelim.Ty osoby, které vyznamnym zpUsobem
pfispély ke Studii nebo Publikaci, ale nesplfiuji kritéria
autorstvi uvedena vySe, musi byt uvedeny v casti
podékovani, véetné zvefejnéni zdroji jakékoliv finanéni
podpory téchto pfispévatell. Veskeré osoby musi
poskytnout pisemné svoleni s uvedenim v podékovani.

3. Stiet zaiml. V zajmu transparentnosti a
zachovani nejvysSich moznych standardd jednani

budou autofi splfiovat pozadavky kazdého c&asopisu
nebo kongresu s ohledem na stfet zajmu v Publikaci.
Tyto pozadavky na stfet zajmd v souvislosti se
zvefejnénim mohou zahrnovat mimo jiné zvefejnéni
pfijeti vyzkumnych grantd ze strany autora, pfijeti plateb
ze strany autora za konzultaéni nebo fecnické sluzby
a/nebo autorovo vlastnictvi akcii.

4, Sponzoring. Autofi musi podékovat Zadavateli
jakozto zdroji financovani Studie a musi také splfiovat
dalSi pozadavky na zvefejnéni sponzoringu ze strany
¢asopisu nebo kongresu.

EXHIBIT C

REQUIREMENTS FOR SCIENTIFIC PUBLICATIONS

1. Criteria_for Authorship.Based on the October
2007 guidelines of the International Committee of
Medical Journal Editors (ICMJE), authorship credit
must be based on:

a. Substantial contributions to conception and design,
or acquisition of data, or analysis and interpretation of
data; and

b. Drafting or revising the article for
intellectual content; and

important

c. Final approval of the version to be published.

A person must meet all three of the above criteria to
warrant authorship.

2. Acknowledgement of Medical Writers and
Other Contributors.Those individuals who have made a
significant contribution to the Study or Publication, but
do not meet the criteria for authorship noted above,
must be listed in an acknowledgments section,
including disclosure of the source of any financial
support given to such contributors.All persons must
give written permission to be acknowledged.

3. Conflict of Interest.In the interest of
transparency and maintaining the highest possible
standards of conduct, authors will comply with each
journal’'s or congress’s requirements for conflict of
interest disclosure in the Publication.Such conflict of
interest disclosure requirements may include, but are
not limited to, disclosure of an author’s receipt of
research grants, author's receipt of payments for

consultant or speaker services, and/or author’'s
ownership of stock.
4, Sponsorship.Authors  must  acknowledge

Sponsor as the funding source of a Study, and must
also comply with additional sponsorship-related
disclosures required by the journal or congress.
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Nemocnice Trebic, pfispévkova organizace

5. Pristup k udajum. Zadavatel poskytne vSem
autorim koneény protokol, plan statistické analyzy,
relevantni statistické tabulky generované z planu, Cisla
a zpravy potfebné k pfipravé planované Publikace.
Zadavatel poskytne kopie protokolu klinického
hodnoceni a plan pro statistickou analyzu, pokud to
pozaduje zdravotnicky Casopis s ohledem na
predloZzeny rukopis k publikaci, s potvrzenim, Ze
dokumenty jsou davérné a majetkem Zadavatele,
pficemz nesmi byt poskytnuty Zadné tfeti strané bez
pfedchoziho pisemného souhlasu Zadavatele.

6. Nadbyte€na _ publikace.  Duplikatni  nebo
nadbyte€na  publikace  studijnich  vysledkG v
recenzovanych c&asopisech neni povolena. Druhotné
publikace, které prezentuji vyznamné a védecky
podloZzené dodate¢né analyzy nebo seskupeni dat jsou
povoleny. Publikovani cizojazyénych prekladd
originalniho rukopisu v souladu s politikami zapojenych
Casopisl je povoleno. Opakovana prezentace dat je
povolena, pokud je povolena politikou védeckého
kongresu.

5. Access to Data.Sponsor will provide all
authors with the final protocol, statistical analysis plan,
relevant statistical tables generated from the plan,
figures, and reports needed to prepare the planned
Publication.Sponsor will provide a copy of the clinical
trial protocol and plan for statistical analysis when
requested by a medical journal considering a
submitted manuscript for publication, with the
understanding that the documents are confidential, the
property of Sponsor, and should not be disclosed to

any third party without Sponsor's prior written
permission.
6. Redundant Publication.Duplicate or redundant

publication of the Study results in peer-reviewed
journals is not permitted.Secondary Publications that
present significant and scientifically sound additional
analyses or groupings of data are permitted.
Publication of foreign language translations of the
original manuscript, in accordance with the policies of
the journals involved is permitted.Encore presentation
of data, when permitted by scientific congress policy, is
permitted.
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PRILOHA D EXHIBIT D

POJISTENI INSURANCE
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PRILOHA E EXHIBIT E

SMLOUVA O VYPUJCCE ZARIZENI EQUIPMENT LOAN FOR USE AGREEMENT
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Nemocnice Trebic, pfispévkova organizace

DODATEK SMLOUVY O KLINICKE
STUDII

Prvni dodatek (,Dodatek®) této konkrétni
Smlouvy o klinické studii (,Smlouva®), platné
od 27. bfezna 2014 a zménéné 3. zari 2015,
(spole¢né ,Smlouva®“), uzaviené mezi
spole€nosti inVentiv Health Clinical UK
Ltd., se sidlem Thames House, 17-19
Marlow Road, Maidenhead, Berkshire SL6
7AA, Spojené kralovstvi, DIC: GB
385756207pravnim nastupcem spole€nosti
PharmaNet GmbH (,Smluvni vyzkumna
organizace®), a spolec¢nosti Nemocnice
Trebic, prispévkova organizace,
Purkyfiovo namésti 133/2, 67401 Tiebic,
Ceska republika, (,Instituce®), upravujici
sluzby tykajici se Protokolu ¢&. i s
nazvem ,, 1 B (,Protokol").

Na zakladé uplného pinéni tohoto Dodatku
a v souladu s podminkami Smlouvy smluvni
strany timto souhlasi se zménou Smlouvy
takto:

1. Kontakty Smluvni vyzkumné
organizace uvedené v Casti 2
(ZkouSejici; Kontakty) se timto
Vvypoustéji a nahrazuji
nasledujicimi kontakty:

Kontaktem Zkousejiciho a
Vyzkumného personalu ve Smluvni
vyzkumné organizaci bude .
kancelaf: ﬁ klapka: ,
mobilni telefon: [l . email:

, nebo kdokoliv, koho mize
Smiluvni  vyzkumna organizace
pisemné urcit.

2. Zadavatel mGze Instituci poskytnout
dalsi Vybaveni, a proto se timto
vypousti tfeti véta Casti 5 s ndzvem
~VYybaveni pro studii“ a nahrazuje
se takto:

Instituce a ZkouSejici také berou na
védomi, ze Zadavatel uzaviel smlouvu s
dodavatelem tfeti  strany,
(,Dodavatel“), ktera poskytne Instituci (i)
méfici pfistroj (méfici pfistroje) Nova
Biomedical StatSensor se cteCkou
¢arovych kodU, véetné dokovaci stanice
(dokovacich stanic) a baterie (baterii),
pfiemz ma kazdy pfistroj hodnotu
; a analyzator (analyzatory) modi

AMENDMENT TO THE CLINICAL STUDY AGREEMENT

First amendment (the “Amendment”) to that certain Clinical Study
Agreement (the “Agreement’), effective 27 March 2014 and
amended 03 September 2015, (collectively, the “Agreement”),
between inVentiv Health Clinical UK Ltd., with registered office
at Thames House, 17-19 Marlow Road, Maidenhead, Berkshire
SL6  7AA, United Kingdom, VAT  Number: GB
385756207successor in interests to PharmaNet GmbH (“CRQO”)
and Nemocnice Trebi€, pfispévkova organizace, Purkyriovo
namésti 133/2, 67401 Tiebi¢, Czech Republic (“Institution”) for
services relating to Protocol No. |l entited “| R ¥
(“Protocol”).

Subject to the full execution of this Amendment and in accordance
with the terms of the Agreement, the parties hereby agree to
amend the Agreement, as follows:

1. CRO'’s contacts currently listed in Section 2 (Investigator;
Contacts) are hereby deleted and replaced with the
following contacts:

Investigator's and Study Staff’'s contact at CRO will be

. office: ext: . Mobile: . emait:
, or whomever CRO may designate

Khevavasam,
in writing.

2. Sponsor may provide Institution with additional
Equipment and therefore, the third sentence of Section

5, entitled “Study Supplies” is hereby deleted and is
replaced with the following:

In addition, Institution and Investigator understand that
Sponsor has contracted with a third party vendor,
(“Vendor”), to provide Institution with use of (i) Nova
Biomedical StatSensor Meter(s) with Barcode Reader,
including Docking Station(s) and Battery(ies), each valued at
Il 2d (i) Siemens Clinitek Status Plus Urinalysis
Analyzer(s), each valued at [JJJll (collectively, the
“Equipment”) at no cost solely for use by Institution and
Investigator in the conduct of the Study.

3. Notice of acceptance of Equipment will now be provided
to CRO and therefore, Section 5, subparagraph (e) is
hereby deleted in its entirety and is replaced by the
following:

(e) Institution shall inspect the Equipment and deliver CRO a
written notice of acceptance immediately upon receipt of each
piece of Equipment.
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Nemocnice Trebic, pfispévkova organizace

Siemens Clinitek Status Plus, pficemz
ma kazdy hodnotu [l (spole¢né
»Vybaveni*), k  bezplatnému a
vyhradnimu  uzivani  Instituci a
ZkousSejicim pfi provadéni Studie.

3. Smluvni vyzkumné organizaci bude
nyni pfredloZzeno oznameni o pfijeti
Vybaveni, a proto se timto vypousti
cely pododstavec (e) v Casti 5 a
nahrazuje se takto:

(e) Instituce prekontroluje Vybaveni a
Smluvni vyzkumné organizaci predlozi
pisemné oznameni o pfijeti okamzité po
pfijeti kazdého kusu Vybaveni.

4. Cast 22, s nazvem ,Oznameni*, se
timto méni tak, Zze se vypousti a
nahrazuje takto:

Kontakty Zadavatele a Smluvni
vyzkumné organizace uvedené v
Casti 22 (Oznameni) se timto
vypoustéji a nahrazuji se témito
kontakty:

Pro Smluvni vyzkumnou organizaci:

[
Attention ‘k rukam): | R

Telefon:

Pro Zadavatele:

KANCELAR .

FAX ;
TELEFON ;
E-MAIL

5. Podle dodate¢ného  Vybaveni
poskytnutého Instituci se Rozpocet
stanoveny v Pfiloze B Smlouvy
cely vypousti a nahrazuje
pfilozenou Pfilohou B
(,Revidovany rozpocet“).
Smlouva se timto v tomto ohledu
méni, s nabytim u&innosti ke ,Dni
nabyti Uc€innosti® Smlouvy, dle
potfeby tak, Ze (i) veSkeré odkazy
na ,Rozpocet’ ve Smlouvé budou
znamenat a odkazovat na
Revidovany rozpocet tak, jak je zde
definovano, a (ii) veSkeré odkazy
na Revidovany rozpocet budou
znamenat a odkazovat na
Revidovany rozpoéet pfilozeny k
tomuto dokumentu. Revidovany

By/Podpis:

4. Section 22, entitled “Notices” is hereby amended to delete

and replace the following:
The Sponsor and CRO contacts listed in Section 22

(Notices) is hereby deleted and replaced with the
following contacts:

If to CRO:
L

Attention:
Telephone:

If to Sponsor:

OFFICE
FAX

CELL
E-MAIL

5. Pursuant to additional Equipment provided to the

Institution, the Budget set forth in Exhibit B of the
Agreement shall be deleted in its entirety and replaced
with the attached Exhibit B (“Revised Budget”). The
Agreement is hereby amended in this respect effective
as of the “Effective Date” of the Agreement as necessary
so that (i) all references to the “Budget” in the Agreement
shall refer to and mean the Revised Budget, as herein
defined, and (i) all references thereto shall refer to and
mean the Revised Budget attached hereto .The Revised
Budget includes additional compensation for screening
and run in activities performed for Screen Failure
subjects.

Terms not otherwise defined herein shall have the meanings
ascribed to such terms in the Agreement. Except as
specifically amended by this Amendment, all other terms and
conditions of the Agreement shall continue in full force and
effect during the term of the Agreement.

IN WITNESS WHEREOF, each of the parties has caused this
Amendment to be executed by its authorized representative in its
name and on its behalf.

INVENTIV HEALTH CLINICAL UK LTD.

Name/Jméno:

Title/ Funkce:
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Nemocnice Trebic, pfispévkova organizace

rozpoCet zahrnuje dodate¢nou

kompenzaci za skrining a €innosti | Date/ Datum:
provadéné u subjektll v pfipadé
Selhani pfi skrininku.

Terminy, které nejsou jinak definovany
v tomto dokumentu, budou mit vyznamy
pfifazené k témto terminim ve
Smlouvé. S vyjimkou vyslovnych zmén
stanovenych timto Dodatkem budou
vS§echny ostatni podminky Smlouvy piné | EXHIBIT B - REVISED BUDGET
vymahatelné a platné po celou dobu
platnosti Smlouvy.

NA DUKAZ CEHOZ byl tento Dodatek
podepsan opravnénym zastupcem kazdé ze
smluvnich stran jejim jménem a v jejim
zastoupeni.

NEMOCNICE TREBIC, PRISPEVKOVA
ORGANIZACE

By/Podpis:

Name/Jméno: |l

Title/ Funkce: Director / Reditel

Date/Datum:

PRILOHA B — REVIDOVANY ROZPOCET
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PRILOHA B

REVIDOVANY ROZPOCET
Spolec¢nost AbbVie a instituce timto souhlasi, ze pro
UCely tohoto dodatku v souladu se zakonem
340/2015 Sh., zakon o registru smluv, je celkova
prfedpokladana odména za studii 1 020 934,50 K&.

Dodatek 1 k Priloze B
Rozpis podle subjektu

EXHIBIT B

REVISED BUDGET
AbbVie and Institution hereby agree that for purposes of
publication of this Agreement in accordance with
340/2015 Coll. Act on Register of Contracts, the
anticipated total compensation for the Study is CZK
1 020 934.50.

Attachment 1 to Exhibit B
Per Subject Breakdown

DUVERNE/CONFIDENTIAL

Abbvie Il B czc cTA INST_Amendment 1_[JJll version 1.0

Strana/Page 4 ze/of 4
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AMENDMENT 2 TO CLINICAL
STUDY AGREEMENT

DODATEK 2 KE SMLOUVE
O KLINICKE STUDII

THIS AMENDMENT TO CLINICAL STUDY
AGREEMENT (the “Amendment 27”) is
entered into as of the date of last signature
below between inVentiv Health Clinical
UK Ltd., with registered office at
Farnborough Business Park, 1 Pinehurst
Road, Farnborough Hants GU14 7BF,
United Kingdom, previously registered
office at Thames House, 17-19 Marlow
Road, Maidenhead, Berkshire SL6 7AA,
United Kingdom, (hereinafter “CRO”), and
Nemocnice Trebic¢, prispévkova
organizace, Purkyfiovo nam. 133/2, 67401
Trebi€¢, Czech Republic, (“Institution”).
CRO and Institution are hereafter referred
to together as the “Parties” and singularly
as a “Party.”

TENTO DODATEK KE SMLOUVE
O KLINICKE STUDII (dale jen ,dodatek 2)
se uzavira k datu posledniho pfipojeného
podpisu nize mezi spoleCnosti inVentiv
Health Clinical UK Ltd., se sidlem na
adrese Farnborough Business Park, 1
Pinehurst Road, Farnborough Hants GU14
7BF, Spojené kralovstvi, dfive registrované
na adrese Thames House, 17-19 Marlow
Road, Maidenhead, Berkshire SL6 7AA,
Spojené kralovstvi, DIC: GB385756207,
a jejimi dcefinymi spolecnostmi, (dale jen
,CRO") a Nemocnici Trebi¢, prispévkova
organizace, Purkyfiovo nam. 133/2, 67401

Trebi¢, Ceska republika (dale jen
,zdravotnické zarizeni”). CRO
a zdravotnické  zafizeni budou dale

spoleéné oznacovany jako ,smluvni strany”
a jednotlivé jako ,smluvni strana“.

WHEREAS, CRO is acting on behalf of its
client AbbVie Inc. (“Sponsor”) to arrange
and administer certain portions of a clinical
study, and has entered into an agreement
with Sponsor concerning the management
of such study; and

VZHLEDEM K TOMU, ZE CRO jménem
svého klienta, spole¢nosti AbbVie Inc.
(dale jen ,zadavatel®), fidi a vykonava
urCité Casti  klinické studie a uzavrela
smlouvu se zadavatelem tykajici se Ffizeni
této studie, a

WHEREAS, Institution and CRO are
parties to a Clinical Study Agreement
entered into effective 8th April 2014 (the
“Agreement”) relating to protocol [l
and the clinical study being conducted
pursuant to such Protocol; and

VZHLEDEM K TOMU, ZE zdravotnické
zafizeni a CRO jsou smluvnimi stranami
smlouvy o klinické studii uzavfené dne 8.
dubna 2014 (dale jen ,smlouva‘), ktera se
vztahuje k protokolu &. [l a klinické
studii provadéné podle tohoto protokolu,

NOW THEREFORE, in consideration of
the promises and mutual covenants herein
contained, the sufficiency of which all
parties acknowledge, the Parties agree as
follows:

SE SMLUVNI STRANY zakladé
predpokladi a vzajemnych zavazka,
jejichz dostateCnost timto vSechny strany
uznavaji, dohodly na nasledujicim:

na

1. The parties hereto acknowledge that
inVentiv Health Clinical UK Ltd. has
changed its principal place of business as

1. Strany timto berou na védomi, ze
spolecnost inVentiv Health Clinical UK
Ltd. zménila sidlo podnikani, jak je
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Nemocnice Trebic¢, pfispévkova organizace,

set forth in the Agreement. The new
Institution name and address is: inVentiv
Health Clinical UK Ltd., with registered
office at Farnborough Business Park, 1
Pinehurst Road, Farnborough Hants GU14
7BF, United Kingdom, previously
registered office at Thames House, 17-19
Marlow Road, Maidenhead, Berkshire SL6
7AA, United Kingdom Registration No:
01772610

stanoveno ve Smlouvé. Novy nazev a
adresa instituce je: inVentiv Health
Clinical UK Ltd., Farnborough Business
Park, 1 Pinehurst Road, Farnborough
Hants GU14 7BF, Spojené kralovstvi, dfive
registrované na adrese Thames House,
17-19 Marlow Road, Maidenhead,
Berkshire SL6 7AA, Spojené kralovstvi
ICO: 01772610

2. The Agreement is hereby amended by
deleting Section 15 subsection (a) (Term
and Termination) in its entirety and
replacing it with a revised Section 15
subsection (a), which revised subsection
shall read in its entirety as follows:

“This Agreement will be effective on the
Effective Date and shall expire as of forty
five (45) days from effective date of the
Amendment 2.

2. Smlouva se méni tak, Zze se odstrani
pododdil (a) bodu 15 (Platnost smlouvy
a vypovéd) v celém rozsahu a nahradi se
revidovanym pododdilem (a) bodu 15,
ktery bude mit jako celek nasledujici znéni:
.1ato smlouva vstoupi v platnost dnem
ucinnosti a vyprsi za étyficet pét (45) dni
od data ucinnosti tohoto dodatku €. 2.

3. The Agreement is hereby further
amended by deleting in its entirety the
Budget set forth in Exhibit B of the
Agreement and replacing it with the
revised Budget attached hereto. The
attached revised Budget shall included the
following: “For subject visit occurring
beyond T48, all subsequent visits are to be
paid at the following rate (per Attachment 1
to Exhibit B): Month 3 visit to be paid at the
M39 visit rate, Month 6 visit to be paid at
T42 visit rate, Month 9 visit to be paid at
M45 visit rate, and Month 12 (yearly) visit
at T48 visit rate. Additionally, Premature
Discontinuation (PD) visit is to be paid at
T48 visit rate”.

3. Smlouva se dale méni tak, Ze se
odstrani rozpoCet uvedeny v pfiloze B této
smlouvy v celém rozsahu a nahradi se
revidovanym rozpocCtem, ktery se pfipoji
k této smlouvé. PfiloZzeny prepracovany
rozpoCet obsahuje nasledujici: ,Pfi
navstévé subjektu, ktera se kona za
navstévou T48, budou vSechny nasledné
navstévy placeny v nasledujici vysi (podle
Dodatku 1 k Pfiloze B): navstéva mésice 3
se bude vyplacet jako za navstévu M39,
navstéva meésice 6 se bude vyplacet jako
navstéva T42, navstéva mésice 9 se bude
vyplacet jako navsStéva M45 a navstéva
meésice 12 (ro¢né) se bude vyplacet jako
navstéva T48. Navic navstéva
PfedCasného ukonceni (PD) se vyplati
jako navstéva T48.“

4. Except as provided for in this
Amendment 2, all other provisions of the
Agreement will remain unchanged and will
be fully applicable to this Amendment 2.

4. Svyjimkou ustanoveni uvedenych
vtomto dodatku 2 zlstavaji vSechna
ostatni ustanoveni této smlouvy beze
zmén a budou platna v plném rozsahu pro
tento dodatek 2.
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Nemocnice Trebic¢, pfispévkova organizace,

5. This Amendment 2 may be executed in
two or more counterparts, each of which
will be deemed an original, but all of which
will constitute one in the same instrument.
A facsimile transmission of this signed
Amendment 2 or email transmission of a
PDF of this signed Amendment 2 bearing a
signature on behalf of a party will be legal
and binding on such a party.

5. Tento dodatek 2 mlze byt vyhotoven ve
dvou nebo vice stejnopisech, z nichz
kazdy bude povaZovan za original, pficemz
vSechny stejnopisy spolecné predstavuiji
jednu atutéz listinu. Pfenos této
podepsané smlouvy faxem 2 nebo
elektronickou postou nebo pfevedeni této
podepsané smlouvy na format PDF 2
opatfeny podpisem jménem nékteré ze
smluvnich stran bude pro tuto stranu
predstavovat pravné zavazny dokument.

6. This Amendment 2 embodies the entire
agreement and understanding of the
Parties regarding its subject matter. This
Amendment becomes effective on the date
of its publication in the Contract Register
pursuant to Act. No. 340/2015 Coll. (Act on
the Contract Register). The Parties agree
that publication will be done by Institution.
The Agreement, Amendment 1 and
Amendmend 2 that are to be pubslished

shall have budget appendixes, any
confidential information, names,
addressess and contact details to

individuals redacted CRO shall provide to
Institution with the text of this Amendment,
Agreement and Amendment no. 1 in a
format suitable for publication.

6. Tento dodatek 2 pfedstavuje Uplnou
dohodu a umluvu mezi smluvnimi stranami
ve vztahu k jeho pfedmétu. Tento dodatek
nabyva ucéinnosti dnem jeho zvefejnéni
v registru smluv dle zakona €. 340/2015
Sb. (zakon o registru smluv). Smluvni
strany se dohodly, Zze zvefejnéni zajisti
zdravotnické zafizeni. Smlouva, dodatek ¢&.
1, dodatek €. 2, které maji byt zvefejnény
budou mit redigované rozpoctové tabulky,
divérné informace, jména, adresy a
kontaktni udaje jednotlived. CRO poskytne
zdravotnickému  zafizeni text tohoto
dodatku, smlouvy a dodatku 1 ve formatu
vhodném pro uverejnéni.

7. This Amendment 2 may be modified
only in a writing signed by the Parties.

7. Tento dodatek 2 Ilze ménit pouze
pisemnou dohodou podepsanou smluvnimi
stranami.
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Nemocnice Trebic¢, pfispévkova organizace,

IN WITNESS WHEREOF, the parties | NA DUKAZ CEHOZ pfipojily smluvni
hereto have set their hands in duplicate | strany této smlouvy své podpisy ke dvéma
with the intention that this be a binding | jeho vyhotovenim stim, Zze na zakladé
agreement as provided herein ustanoveni, ktera jsou v ném uvedena,
pfedstavuje zavaznou smlouvu.

inVentiv Health Clinical UK Ltd.

Signature/Podpis:

Name/Jméno:

Title/Funkce:

Date/Datum:

Nemocnice Trebi€, prispévkova organizace,

Signature/Podpis:

Name/Jméno:

Title/Funkce:

Date/Datum:
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Nemocnice Trebic¢, pfispévkova organizace,

PRILOHA B

REVIDOVANY ROZPOCET
Spole¢nost AbbVie a instituce timto souhlasi, ze
pro ucely tohoto dodatku v souladu se zakonem
340/2015 Sb., zakon o registru smluv, je celkova
pfedpokladana odména za studii 1 020 934,50
K.

Dodatek 1 k Priloze B
Rozpis podle subjektu

EXHIBIT B

REVISED BUDGET
AbbVie and Institution hereby agree that for purposes
of publication of this Amendment in accordance with
340/2015 Coll. Act on Register of Contracts, the
anticipated total compensation for the Study is CZK
1 020 934.50.

Attachment 1 to Exhibit B
Per Subject Breakdown
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